HHS:PHS:FDA:CFSAN:OFS:DPDFS:DEB:MST

5100 Paint Branch Parkway
College Park, MD 20740-3835

November 8, 2013
IMS-a-49

To: All Regional Food and Drug Directors
Attn: Regional Milk Specialists

From: Dairy and Egg Branch (HFS-316)

Subject: Actions of the 2013 National Conference on Interstate Milk Shipments

The 34th National Conference on Interstate Milk Shipments (NCIMS) was held in
Indianapolis, Indiana, April 19-24, 2013. A total of sixty-three (63) Proposals were submitted
and deliberated at the Conference. During the Conference, the State delegates approved
several changes to the Grade ““A” Pasteurized Milk Ordinance (PMO) and related NCIMS
documents. Following is a table showing the Actions taken by the voting delegates:

COUNCIL | # OF NO PASSED AS PASSED AS | TABLED
PROPOSALS| ACTION | SUBMITTED | AMENDED
| 25 15 2 8 0
1 31 10 13 8 0
1l 7 3 2 2 0
TOTAL 63 28 17 18 0

The following Proposals were passed and addressed changes to the PMO: 104, 105, 106, 107,
108, 109, 113, 116, 117, 119, 201, 203, 205, 206, 207, 208, 210, 211, 228, 303, 304 and 305.

The following Proposals were passed and addressed changes to the Procedures Governing the
Cooperative State-Public Health Service/Food and Drug Administration Program of the
National Conference on Interstate Milk Shipments (Procedures): 301 (Identified as a new
Procedure.), 303, 304 and 305 (All were identified as Procedures changes.).

The following Proposals were passed and addressed changes to the Methods of Making
Sanitation Ratings of Milk Shippers (MMSR): 206, 207, 304 and 305.

The following Proposals were passed and addressed changes to the Constitution and/or the
Bylaws of the National Conference on Interstate Milk Shipments (Constitution and Bylaws):
304 and 305

The following Proposals were passed and addressed changes to the Evaluation of Milk
Laboratories (EML): 215, 216, 218, 303, 304 and 305.
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The following Proposals were identified as FDA 2400 Forms and were voted on as a block to
be handled by FDA and the NCIMS Laboratory Committee following the procedures for
issuing and updating FDA 2400 Forms: 211, 223, 224, 225, 226, 227, 228 (NOTE: This
Proposal also included a PMO change.), 229 and 231 (FDA non-concurred).

The following Proposals were passed and addressed changes to the Inspection and Rating
Forms utilized in the Program:

e FORM FDA 2359i-INTERSTATE MILK SHIPPER’s REPORT (10/11): 304 and 305

e FORM FDA 2359;-MILK SANITATION RATING REPORT-SECTION B. REPORT
OF ENFORCEMENT METHODS (Page 2) (10/11): 304

e FORM FDA 2359k-STATUS OF RAW MILK FOR PASTERUIZATION: 304

e FORM FDA 2359m-MILK PLANT, RECEIVING STATION OR TRANSFER
STATION NCIMS HACCP SYSTEM AUDIT REPORT (10/10): 305

e FORM FDA 2359n-NCIMS HACCP SYSTEM REGULATORY AGENCY REVIEW
REPORT (10/11): 304 and 305

e FORM FDA 23590-PERMISSION FOR PUBLICATION (10/11): 305

e FORM FDA 2359p-NCIMS ASEPTIC PROCESSING AND PACKAGING
PROGRAM CRITICAL LISTING ELEMENTS for Low-Acid (pH greater than 4.6)
Aseptic Milk and Milk Products (10/11): 304

The following Proposals were passed and addressed the formation of a Study Committee or
were assigned to a Standing Committee(s):

Proposal 220: The NCIMS Chair is to appoint a study committee or assign to a standing
committee to examine the issue when drug residue screening is conducted with an unapproved
test for contractual or export obligations and at a testing level different than the safe/tolerance
level, when a Food and Drug Administration (FDA) approved test does exist.

The appointed study committee or assigned standing committee will provide a report on the
topic at the 35" National Conference on Interstate Milk Shipments in 2015. The report will
examine current obligations under the Grade “A” Pasteurized Milk Ordinance and may
propose additional requirements via a formal proposal.

NOTE: The NCIMS Chair assigned this Proposal to the Appendix N Modification Committee.
Proposal 222: Assign a committee to review the EPA Final Revised Total Coliform Rule
signed by the EPA administrator on December 20, 2012 for publication in the federal register
and report to 2015 Conference on any suggested changes to the PMO.

NOTE: The NCIMS Chair assigned this Proposal to the Laboratory Committee.

Proposal 301: FDA requests the NCIMS Chair to assign the following charges to the
identified NCIMS standing committee(s) and to report back to the 2015 NCIMS Conference:
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e SSCC and Methods Committees Jointly: To develop listing and withdrawal of listing
criteria for SSCC manufacturers. Consultants that currently have SSCC listings on the
IMS List shall participate on these Committees.

e SSCC Committee: To develop qualifications, authorization, certification/recertification
procedures, etc. for consultants that currently certify or wish to certify SSCC
manufacturers located outside the geographical boundaries of NCIMS Member States.
Consultants that currently have SSCC listings on the IMS List shall participate on this
Committee.

NOTE: The NCIMS Chair assigned this Proposal to the SSCC and MMSR Committees,
respectively.

Proposal 304: The Aseptic Program Committee (APC) requests a two (2) year extension of the
NCIMS Aseptic Pilot Program to specifically address Grade “A” acidified and fermented high-
acid milk and/or milk products. The additional two (2) years will be utilized to evaluate the
effectiveness of regulating and rating milk plants producing Grade “A” acidified and/or
fermented high-acid milk and/or milk products.

As part of the NCIMS Aseptic Program addressing aseptically processed and packaged Grade
“A” low-acid milk and/or milk products and retort processed after packaged Grade “A” low-
acid milk and/or milk products; and the Aseptic Pilot Program addressing aseptically processed
and packaged Grade “A” acidified and fermented high-acid milk and/or milk products, an
NCIMS Aseptic Program Committee (APC) shall be formed in accordance with NCIMS
Procedures. The APC shall be responsible for the oversight of the NCIMS Aseptic Program
addressing aseptically processed and packaged Grade “A” low-acid milk and/or milk products
and retort processed after packaged Grade “A” low-acid milk and/or milk products; and the
Aseptic Pilot Program addressing aseptically processed and packaged Grade “A” acidified and
fermented high-acid milk and/or milk products in consultation with FDA, including the
development of forms, documents and guidance necessary to implement, evaluate and provide
training as well as study current and new aseptic technology and its application. The APC
shall provide a report to the 2015 NCIMS.

NOTE: The NCIMS Chair assigned this Proposal to the Aseptic Program Committee.

Proposal 305: The International Certification Pilot Program Committee (ICPPC) requests the
NCIMS Chair to assign the following charge to the SSCC Committee and report back to the
2015 NCIMS Conference:

Develop qualifications, authorization, certification/recertification procedures, etc. for
consultants that currently certify or wish to certify SSCC manufacturers located outside the
geographical boundaries of NCIMS Member States. Consultants that currently have SSCC
listings on the IMS List shall participate on this Committee.

NOTE: The NCIMS Chair assigned this Proposal to the SSCC Committee.
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The following Proposals were passed and did not reference any documents or Forms: 220 and
222.

The following Proposals were passed and are of significance to the Grade “A” Milk Safety
Program:

Proposal 304: Contains modifications to the PMO, Methods, Procedures and Bylaws
documents that address the regulation and rating of milk plants producing Grade “A” low-acid
retort processed after packaging milk and/or milk products. It will incorporate the Aseptic
Program Committee’s findings and determination for milk plants that produce Grade “A” low-
acid retort processed after packaging milk and/or milk products into the NCIMS documents.

This Proposal addresses the regulation of Grade “A” low-acid retort processed after packaging
milk and/or milk products manufactured in accordance with the Low Acid Canned Foods
(LACF) regulations contained in 21 CFR 108, 110, and 113 while regulating the areas of the
milk plant that are outside the low-acid retort processed after packaging system (RPPS) in
accordance with the PMO. It provides for a separate IMS listing for Grade “A” milk plants
producing Grade “A” low-acid retort processed after packaging milk and/or milk products.

Proposal 305: Contains modifications to the PMO, MMSR, Procedures, and the EML
documents that the International Certification Pilot Program Committee (ICPPC) deemed
necessary for the regulatory oversight, rating and IMS listing of milk shippers and milk
laboratories located outside the geographic boundaries of the National Conference on Interstate
Milk Shipments (NCIMS) Member States.

This Proposal incorporates the findings of the ICPPC into the NCIMS documents and
transform the International Certification Pilot Program (ICPP) into the International
Certification Program (ICP) making it a permanent part of the NCIMS Grade “A” Milk Safety
Program.

The program will utilize Third Party Certifiers (TPCs) who will act as regulatory, rating, and
laboratory evaluation agencies in the regulation of foreign milk companies (MCs) and their
associated farms, haulers, receiving stations, transfer stations, laboratories etc. FDA will
conduct check ratings, laboratory evaluations and program evaluations in accordance with
“Methods” and “Procedures”.

The ICPPC has concluded that TPCs have the capability to operate as the regulatory, rating,
and laboratory evaluation agencies as required to comply with the PMO and related NCIMS
documents.

FDA responded in writing to the NCIMS Conference Chair on September 3, 2013 and met
with the NCIMS Executive Board on October 9-10, 2013 concerning the Proposals passed
during the 2013 Conference. Within FDA’s letter dated September 3, 2013, FDA concurred
with all of the passed Proposals with the exception of Proposal 231. During the October 9-10,
2013 NCIMS Executive Board meeting, FDA and the Executive Board did not reach mutual
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concurrence with Proposal 231; therefore, Proposal 231 in accordance with Section IX-
Application of Conference Agreements, A-Implementation of Changes, 4. of the Procedures
will be referred to the next Conference for discussion. The NCIMS Executive Board mutually
concurred with FDA on all of the Proposals that were concurred with by FDA.

All Proposals that were passed and concurred with by FDA and the NCIMS Executive Board,
with the exception of the ones noted below, will become effective within one (1) year of the
electronic publication of the affected document(s); or by the official notification to the States
through the transmittal of this IMS-a, as applicable, following the Conference at which the
changes were passed. For States that can legally enforce the new regulations based on the
issuance of this IMS-a, the effective date will be November 8, 2014.

The following Proposals are exceptions to the effective dates cited above:

e Proposal 206: Adds wording to define the inspection frequency interval for bulk milk
hauler, industry plant and dairy plant samplers to be the designated period plus the
remaining days of the month in which the inspection is due.

e Proposal 207: Adds appropriate references to M-a-98 into the PMO and the MMSR.

e Proposal 304: Incorporates the Aseptic Program Committee’s findings and
determination for milk plants that produce Grade “A” low-acid retort processed after
packaging milk and/or milk products into the NCIMS documents.

e Proposal 305: Makes the voluntary NCIMS International Certification Pilot Program
(ICPP) a permanent part of the Grade “A” Milk Safety program.

NOTE: All of these Proposals shall take immediate effect upon the issuance of the IMS-a,
Actions from the 2013 National Conference on Interstate Milk Shipments, following FDA
concurrence with the NCIMS Executive Board.

NOTE: Some of the language as adopted by the delegates was editorialized in order to
maintain continuity with the present language and to ensure compatibility with existing
sections of the affected NCIMS document(s). The edits have not changed the intent of the
voted actions. Deletions to the current document’s language are identified by strikeeut and
additions are identified by underlined text, unless otherwise noted.

Proposal: 305

Document: 2011 PMO (Entire Document)
Pages: Entire document

Make the following changes to the 2011 PMO:

Cover Page:
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2011 2013 Revision
Page ii:

2013. Grade “A” Pasteurized Milk Ordinance, Including Provisions from the Grade “A”
Condensed and Dry Milk Products and Condensed and Dry Whey--Supplement | to the
Grade ““A” Pasteurized Milk Ordinance. Public Health Service/Food and Drug
Administration.

PREFACE ...
Page iv:

To assist States and Municipalities in initiating and maintaining effective programs for the
prevention of milkborne disease, the USPHS, in 1924, developed a model regulation known as
the Standard Milk Ordinance for voluntary adoption by State and Local Milk Control
Agencies. To provide for the uniform interpretation of this Ordinance, an accompanying Code
was published in 1927, which provided administrative and technical details as to satisfactory
compliance. This model milk regulation, now titled the Grade "A" Pasteurized Milk
Ordinance (Grade "A" PMO), 264+ 2013 Revision, incorporates the provisions governing the
processing, packaging, and sale of Grade "A" milk and milk products, including buttermilk
and buttermilk products, whey and whey products, and condensed and dry milk products and
represents the 29th revision and incorporates new knowledge into public health practice. ...

The USPHS/FDA's recommended Grade "A" PMO is the basic standard used in the voluntary
Cooperative State-USPHS/FDA Program for the Certification of Interstate Milk Shippers, a
program participated in by all fifty (50) States, the District of Columbia and U.S. Trust
Territories. The National Conference on Interstate Milk Shipments (NCIMS) in accordance
with the Memorandum of Understanding with the Food and Drug Administration (FDA) has at
its biennial conferences recommended changes and modifications to the Grade "A" PMO.
These changes have been incorporated into this 264+ 2013 revision. The counsel and guidance
rendered by the Conference in preparation of this edition of the Grade "A" PMO is deeply
appreciated. ...

Page v:

Within the 2644+ 2013 Grade "A" PMO, the administrative and technical requirements for the
manufacture of condensed and dry milk products and condensed and dry whey included in the
Grade "A" Condensed and Dry Milk Ordinance--Supplement | to the Grade "A" Pasteurized
Milk Ordinance have been incorporated as directed by the 2001 NCIMS.

Page vi:
INTRODUCTION

The following Grade "A" PMO, with Appendices, is recommended for legal adoption by
States;-Counties;and-Munieipalities; in order to encourage a greater uniformity and a higher
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level of excellence of milk sanitation practice in the United States. An important purpose of
this recommended standard is to facilitate the shipment and acceptance of milk and milk
products of high sanitary quality in interstate and intrastate commerce. ...

The following form is suggested for adoption by States;-Ceunties;-and-Munieipalities subject
to the approval of the appropriate legal authority. Adoption of this form will reduce the cost of

publishing and printing, and will enable the Grade "A" PMO to be easily kept current. The
adoption of this form is considered legal in many States and has been so adopted. The Council
of State Governments has prepared a model State law, Milk and Food Codes Adoption-by-
Reference Act,' which is recommended for enactment by States to enable communities to
adopt milk and food ordinances by reference.

Page vii:

The USPHS/FDA does not have legal jurisdiction in the enforcement of milk sanitation
standards, except on interstate carriers and milk and milk products shipped in interstate
commerce. It serves solely in an advisory and stimulative capacity and its program is designed
primarily to assist State—and—teeal Regulatory Agencies. Its aim is to promote the
establishment of effective and well-balanced milk sanitation programs in each State; to
stimulate the adoption of adequate and uniform State-andeeal milk control legislation; and to
encourage the application of uniform enforcement procedures through appropriate legal and
educational measures.

Page viii:

When this Ordinance is adopted leeally, its enforcement becomes a function of the Leeal-or
State-autherities Regulatory Agencies. Consequently, the Ordinance should be adopted only if

adequate provisions can be made for qualified personnel and for suitable laboratory facilities.

Adoption: In the interest of national uniformity, it is recommended that ae not any changes
be made in this Ordinance when adopted by a State erleecal-community, unless changes are
necessary to avoid conflict with State law. Modifications should be contemplated with
extreme caution so as not to render the Ordinance unenforceable. In order to promote
uniformity, it is recommended that all of the ADMINISTRATIVE PROCEDURES be
adopted as well.

Amendment of Existing Regulations: States and-Cemmunities that have adopted the 2009
2011 or earlier editions of the USPHS/FDA recommended Grade "A" PMO are urged to bring
such Ordinance up-to-date in order to take advantage of the most current developments in
milk sanitation and administration. States and-Cemmunities whose milk sanitation law or
regulations are not based on a previous USPHS/FDA recommended Grade "A" PMO are urged
to consider the attendant public health benefits, as well as those economic in nature, which can
accrue upon the adoption and implementation of the Grade "A" PMO. ...
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Page 1:

GRADE “A” PASTEURIZED MILK ORDINANCE
(GRADE "A" PMO)--2041 2013 REVISION ...

Page 2:

D. AUTOMATIC MILKING INSTALLATION (AMI): The term automatiec—mitking
installation Automatic Milking Installation (AMI) covers the entire installation of one (1) or
more automatic milking units, including the hardware and software utilized in the operation of
individual automatic milking units, the animal selection system, the automatic milking
machine, the milk cooling system, the system for cleaning and sanitizing the automatic
milking unit, the teat cleaning system, and the alarm systems associated with the process of
milking, cooling, cleaning and sanitation.

E. BULK MILK HAULER/SAMPLER: A bulk milk hauler/sampler is any person who
collects official samples and may transport raw milk from a farm and/or raw milk products to
or from a milk plant, receiving station or transfer station and has in their possession a permit
from any State Regulatory Agency to sample such products. ...

I. CLEAN-IN-PLACE (CIP) CLEANING: The removal of soil from product contact
surfaces in their process position by circulating, spraying, or flowing chemical solutions and
water rinses onto and over the surfaces to be cleaned. Components of the equipment, which are
not designed to be cleaned-in-place, are removed from the equipment to be eleaned-out-of
plaee Cleaned-Out-Of-Place (COP) or manually cleaned. Product contact surfaces shall be
inspectable, except when the cleanability by Cleaned-In-Place (CIP) has been documented and
accepted by the Regulatory Agency. In such accepted equipment, all product and solution
contact surfaces do not have to be readily accessible for inspection, i.e., permanently installed
pipelines and silo tanks. ...

Page 3:

N. DAIRY PLANT SAMPLER: A person responsible for the collection of official samples
for regulatory purposes outlined in Section 6 of this Ordinance. This person is an employee of
the Regulatory Agency and is evaluated at least once every two (2)-year period by a State
Sampling Surveillance Officer (SSO) or a properly delegated Sampling Surveillance
Regulatory Agency Official (dSSO). Sampling Surveillance Officers (SSOs) or properly
delegated Sampling Surveillance Regulatory Agency Officials (dSSO) are not required to be
evaluated for sampling collection procedures. ...

Page 4:
S. HACCP DEFINITIONS: (For use in conjunction with Appendix K.)

S-2. CENTRALIZED DEVIATION LOG: A centralized log or file identifying data
detailing any deviation of eritieal-Jimits Critical Limits (CLs) and the corrective actions
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taken as required in Appendix K. ...

S-4. CONTROL MEASURE: Any action or activity that can be used to prevent,
eliminate, or reduce a significant hazard that is managed at a Critical Control Point (CCP).

S-6. CRITICAL CONTROL POINT (CCP): A step at which control can be applied and
is essential to prevent or eliminate a milk and/or milk product safety hazard or reduce it to
an acceptable level.

S-7. CRITICAL LIMIT (CL): A maximum and/or minimum value to which a biological,
chemical, or physical parameter must shall be controlled at a €EP Critical Control Point
(CCP) to prevent, eliminate, or reduce to an acceptable level the occurrence of a milk
and/or milk product safety hazard.

S-8.CRITICAL LISTING ELEMENT (CLE): An item on FORM FDA 2359m-MILK
PLANT, RECEIVING STATION OR TRANSFER STATION NCIMS HACCP SYSTEM
AUDIT REPORT identified with a double star (**). The marking of a CLE by a State
Milk Sanitation Rating Officer (SRO) or FDA auditor, indicates a condition that
constitutes a major dysfunction likely to result in a potential compromise to milk and/or
milk product safety, or that wielate violates NCIMS requirements regarding drug residue
testing and trace back and/or raw milk sources, whereby a listing may be denied or
withdrawn. ...

Page 5:

S-11. DEVIATION: A failure to meet a €k Critical Limit (CL).

S-12. HAZARD ANALYSIS CRITICAL CONTROL POINT (HACCP): A systematic
approach to the identification, evaluation, and control of significant milk and/or milk
product safety hazards. ...

S-14. HACCP SYSTEM: The implemented HACCP Plan and Prerequisite Pregram
Programs (PPs), including other applicable NCIMS requirements. ...

S-16. HAZARD: A biological, chemical, and/or physical agent that is reasonably likely to
cause illness or injury in the absence of its control.

S-17. HAZARD ANALYSIS: The process of collecting and evaluating information on
hazards associated with the milk and/or milk product under consideration, to decide which
are reasonably likely to occur and must shall be addressed in the HACCP Plan.

S-18. MONITOR: To conduct a planned sequence of observations or measurements to
assess whether a €€P Critical Control Point (CCP) is under control or to assess the
conditions and practices of all required Prerequisite Programs (PPs). ...

S-21. PREREQUISITE PROGRAMS (PPs): Procedures, including Good Manufacturing
Practices (GMPs), which address operational conditions that provide the foundation for the
HACCP System. The required PPs Prerequisite Programs (PPs) specified in Appendix K.
are sometimes called Sanitary Standard Operating Procedures (SSOPs) in other HACCP
Systems. ...

IMS-a-49 9 November 8§, 2013



U. INDUSTRY PLANT SAMPLER: A person responsible for the collection of official
samples for regulatory purposes at a milk plant, receiving station or transfer station as outlined
in Appendix N. This person is an employee of the milk plant, receiving station or transfer
station and is evaluated at least once every two (2) year period by a State Sampling
Surveillance Officer (SSO) or a properly delegated Sampling Surveillance Regulatory Agency
Official (dSSO).

Page 6:

V. INTERNATIONAL CERTIFICATION PROGRAM (ICP): The International
Certification Program (ICP) means the NCIMS voluntary program designed to utilize Third
Party Certifiers (TPCs) authorized by the NCIMS Executive Board in applying the
requirements of the NCIMS Grade “A” Milk Safety Program for Milk Companies (MCs)
located outside the geographic boundaries of NCIMS Member States that desire to produce
and process Grade “A” milk and/or milk products for importation into the United States.

W. LETTER OF INTENT (LOI): A formal written signed agreement between a Third Party
Certifier (TPC), authorized under the NCIMS voluntary International Certification Program
(ICP), and a Milk Company (MC) that intends to be certified and IMS Listed under the
NCIMS voluntary International Certification Program (ICP). A copy of each written signed
agreement shall be immediately submitted to the International Certification Program (ICP)
Committee following the signing by the Third Party Certifier (TPC) and Milk Company (MC).

X. LETTER OF UNDERSTANDING (LOU): A formal written signed agreement between
a Third Party Certifier (TPC) and the NCIMS Executive Board that acknowledges the NCIMS’
authorization of the Third Party Certifier (TPC) to operate under the NCIMS voluntary
International Certification Program (ICP). It also states the Third Party Certifier’s (TPC’s)
responsibilities under the NCIMS voluntary International Certification Program (ICP); their
agreement to execute them accordingly; and their understanding of the consequences for
failing to do so. The Letter of Understanding (LOU) shall include, but is not limited to, the
issues and concerns addressed in all documents involved in the NCIMS voluntary International
Certification Program (ICP).

VY. LOW-ACID ASEPTIC MILK AND MILK PRODUCTS: ...

Z. MEMORANDUM OF AGREEMENT (MOA): A formal written signhed memorandum
that states the requirements and responsibilities of each party (Third Party Certifier (TPC) and
Milk Company (MC)) to participate and execute the NCIMS voluntary International
Certification Program (ICP). The Memorandum of Agreement (MOA) shall include, but is not
limited to, the issues and concerns addressed in all documents involved in the NCIMS
voluntary International Certification Program (ICP). This agreement shall be considered the
Milk Company’s (MC’s) permit to operate in the context of the NCIMS Grade “A” Milk
Safety Program and shall be renewed (signed and dated) on an annual basis.

AA. MILK COMPANY (MC): A Milk Company (MC) is a private entity that is listed on
the IMS List by a Third Party Certifier (TPC) including all associated dairy farms, bulk milk
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haulers/samplers, milk tank trucks, milk transportation companies, milk plants, receiving
stations, transfer stations, dairy plant samplers, industry plant samplers, milk distributors, etc.
and their servicing milk and/or water laboratories, as defined in the Grade “A” PMO, located
outside the geographic boundaries of NCIMS Member States.

WBB. MILK DISTRIBUTOR: ...
Re-letter the remaining DEFINITIONS accordingly.
Page 9:

00. RATING AGENCY: A Rating Agency shall mean a State Agency, which certifies
interstate milk shippers (BTUs, receiving stations, transfer stations, and milk plants) as having
attained the Sanitation Compliance and Enforcement Ratings necessary for inclusion on the
IMS List. The ratings are based on compliance with the requirements of the Grade “A” PMO
and were conducted in accordance with the procedures set forth in the Methods of Making
Sanitation Ratings of Milk Shippers (MMSR). Ratings are conducted by FDA certified Milk
Sanitation Rating Officers (SROs). They also certify single-service containers and closures for
milk and/or milk products manufacturers for inclusion on the IMS List. The certifications are
based on compliance with the requirements of the Grade “A” PMO and were conducted in
accordance with the procedures set forth in the Methods of Making Sanitation Ratings of Milk
Shippers (MMSR). The definition of a Rating Agency also includes a Third Party Certifier
(TPC) that conducts ratings and certifications of Milk Companies (MCs) located outside the
geographic boundaries of NCIMS Member States that desire to produce and process Grade
“A” milk and/or milk products for importation into the United States. ...

Re-letter the remaining DEFINITIONS accordingly.

LLRR. REGULATORY AGENCY: The Regulatory Agency shall mean the ... of the ..."or
their authorized representative. The term, "Regulatory Agency", whenever it appears in the
Ordinance shall mean the appropriate agency, including a Third Party Certifier (TPC)
authorized under the NCIMS voluntary International Certification Program (ICP), having
jurisdiction and control over the matters embraced within this Ordinance. ...

Re-letter the remaining DEFINITIONS accordingly.

UU. THIRD PARTY CERTIFER (TPC): A Third Party Certifier (TPC) is a non-
governmental individual(s) or organization authorized under the NCIMS voluntary
International Certification Program (ICP) that is qualified to conduct the routine regulatory
functions and enforcement requirements of the Grade ““A”” PMO in relationship to milk plants,
receiving stations, transfer stations, associated dairy farms, bulk milk hauler/samplers, milk
tank trucks, milk transportation companies, dairy plant samplers, industry plant samplers, milk
distributors, etc. participating in the NCIMS voluntary International Certification Program
(ICP). The Third Party Certifier (TPC) provides the means for the rating and listing of milk
plants, receiving stations, transfer stations and their related raw milk sources. They also
conduct the certification and IMS listing of related milk and/or water laboratories and related
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single-service container and closure manufacturers on the Sanitation Compliance and
Enforcement Ratings of Interstate Milk Shippers (IMS) List. To be authorized under the
NCIMS voluntary International Certification Program (ICP), a valid Letter of Understanding
(LOU) shall be signed between the NCIMS Executive Board and the Third Party Certifier

(TPCO). ...

Re-letter the remaining DEFINITIONS accordingly.
Page 11:

SECTION 2. ADULTERATED OR MISBRANDED MILK AND/OR MILK
PRODUCTS

Ne Not any person shall, within the ... of ...1, or its jurisdiction, produce, provide, sell, offer, or
expose for sale or have in possession with intent to sell any milk or milk product, which is
adulterated or misbranded. Provided, that in an emergency, the sale of pasteurized milk and/or
milk products, which do not fully meet the requirements of this Ordinance, may be authorized
by the Regulatory Agency.

NOTE: The option for the emergency sale of pasteurized milk and/or milk products as cited
above, shall not be applicable to a Milk Company (MC) IMS listed under the NCIMS
voluntary International Certification Program (ICP).

Any adulterated and/or misbranded milk and/or milk products may be impounded by the
Regulatory Agency and disposed of in accordance with applicable laws or regulations.

NOTE: Adulterated and/or misbranded milk and/or milk products from MCs IMS listed under
the ICP shall not gain entry into the U.S.

Page 12:
ADMINISTRATIVE PROCEDURES

This Section of the Ordinance shall be used in impounding the milk and/or milk products of,
or preferring charges against, persons who adulterate and/or misbrand their milk and/or milk
products; or label them with any grade designation not authorized by the Regulatory Agency
under the terms of this Ordinance; or who sell or deliver ungraded milk and/or milk products,
except as may be permitted under this Section in an emergency. An emergency is defined as a
general and acute shortage in the milk shed, not simply one (1) distributor's shortage.

NOTE: The option for the emergency sale of pasteurized milk and/or milk products as cited
above, shall not be applicable to a MC IMS listed under the ICP.

SECTION 3. PERMITS ...

The term “permit”, whenever it appears in this Ordinance shall also mean a MC operating
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under the ICP possessing a valid Memorandum of Agreement (MOA) with a Third Party
Certifier (TPC).

It shall be unlawful for any person who does not possess a permit from the Regulatory Agency
of the ... of ...' to manufacture, bring into, send into or receive into the ... of .." or its
jurisdiction, for sale, or to sell, or offer for sale therein or to have in storage any milk and/or
milk products, defined in this Ordinance.  Provided, that grocery stores, restaurants, soda
fountains and similar establishments where milk and/or milk products are served or sold at
retail, but not processed may be exempt from the requirements of this Section. Provided
further, that brokers, agents, and distributors representing, buying from, and/or selling
condensed and dry milk products from or to a milk plant having a valid permit are not required
to have a permit. ...

It shall be unlawful for any person to manufacture in a milk plant under a permit for Grade "A"
condensed or dry milk products in the...of..." or its jurisdiction any condensed and dry milk
products which do not meet the requirements of this Ordinance for Grade "A" condensed or
dry milk products without a permit from the Regulatory Autherity Agency who shall require
that such condensed and dry milk products be processed, packaged and stored separately from
Grade "A" condensed or dry milk products and that each container of such products be plainly
marked in such a manner as to prevent confusion of the product with Grade "A" condensed or
dry milk products. ...

SUSPENSION OF PERMIT: When any requirement(s) of this Ordinance is violated, the
permit holder is subject to the suspension of their permit.

Page 14:

The Regulatory Agency may forego suspension of the permit, provided the milk and/or milk
product in violation is not sold or offered for sale as a Grade "A" milk and/or milk product. A
Regulatory Agency may allow the imposition of a monetary penalty in lieu of a permit
suspension, provided the milk and/or milk product in violation is not sold or offered for sale as
a Grade "A" milk and/or milk product. Except, that a milk producer may be assessed a
monetary penalty in lieu of permit suspension for violative counts provided:

1. If the monetary penalty is due to a violation of the bacterial or cooling temperature
standards, the Regulatory Agency shall conduct an inspection of the facility and operating
methods and make the determination that the conditions responsible for the violation have
been corrected. Samples shall then be taken at the rate of not more than two (2) per week on
separate days within a three (3) week period in order to determine compliance with the
appropriate standard as determined in accordance with Section 6 of this Ordinance.

2. If the monetary penalty is due to a violation of the somatic cell count standard, the
Regulatory Agency shall verify that the milk supply is within acceptable limits as prescribed in
Section 7 of this Ordinance. Samples shall then be taken at the rate of not more than two (2)
per week on separate days within a three (3) week period in order to determine compliance
with the appropriate standard as determined in accordance with Section 6 of this Ordinance.
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NOTE: The option to issue a monetary penalty in lieu of a permit suspension as cited above,
shall not be applicable to a TPC authorized under the ICP.

HEARINGS: If a State's Administrative Procedure Act (APA), which provides procedures for
administrative hearings and judicial review of administrative determinations, is available, the
APA shall be made applicable by reference to the hearings provided for in the Ordinance. If
such APA is not available, appropriate procedures, including provision for notice, hearing
officer, their authority, record of hearing, rules of evidence and court review shall be
established by the appropriate authority.

NOTE: TPCs authorized under the ICP shall follow the hearing procedures and process
addressed in this Ordinance.

SECTION 4. LABELING
Page 16:
ADMINISTRATIVE PROCEDURES ...

LABELING OF EMERGENCY SUPPLIES: When the sale of ungraded milk or milk
products is authorized during emergencies, under the terms of Section 2, the label smust shall
bear the designation "ungraded". When such labeling is not available, the Regulatory Agency
shall take immediate steps to inform the public that the particular supply is "ungraded" and
that the supply will be properly labeled as soon as the distributor can obtain the required
labels.

NOTE: The option for the sale of “ungraded” milk and/or milk products as cited above, shall
not be applicable to a MC IMS listed under the ICP. ...

Page 17:
SECTION 5. INSPECTION OF DAIRY FARMS AND MILK PLANTS ...

3. Inspect each milk plant and receiving station at least once every three (3) months, provided
that, for those milk plants and receiving stations that have HACCP Systems, which are
regulated under the NCIMS voluntary HACCP Program, regulatory audits shall replace the
regulatory inspections described in this Section. The requirements and minimum frequencies
for these regulatory audits are specified in Appendix K. Provided further, that regulatory
inspections of a milk plant or portion of a milk plant that is IMS listed to produce aseptically
processed and packaged milk or milk products shall be conducted by the State Regulatory
Agency in accordance with this Ordinance at least once every six (6) months. (Refer to
Appendix S.) The milk plant's APPS shall be inspected by FDA, or the-State a Regulatory
Agency when designated by FDA under the FDA LACF Program, in accordance with the
applicable requirements of 21 CFR Parts 108, 110 and 113 at a frequency determined by FDA.
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Page 20:

ENFORCEMENT PROCEDURES - ASEPTIC PROCESSING AND PACKAGING
MILK PLANTS: The State Regulatory Agency shall take appropriate regulatory action, in
coordination with FDA when applicable, to assure that the Grade “A” aseptic milk plant and
the Grade “A” aseptic milk and milk products meet the applicable requirements of this
Ordinance. ...

Page 22:

INSPECTION/AUDIT REPORTS: A copy of the inspection/audit report shall be filed as
directed by the Regulatory Agency and retained for at least twenty-four (24) months. The
results shall be entered on appropriate ledger forms. The use of a computer or other
information retrieval system may be used. Examples of field inspection/audit forms are
identified in Appendix M.

NOTE: The option to use Certified Industry Inspection as cited in this Section, shall not be
applicable to a TPC authorized under the ICP.

Page 23:
SECTION 6. THE EXAMINATION OF MILK AND MILK PRODUCTS

Samples of milk and/or milk products shall be taken while in the possession of the producer,
milk plant or distributor at any time prior to delivery to the store or consumer.

Samples of milk and/or milk products from dairy retail stores, food service establishments,
grocery stores and other places where milk and/or milk products are sold shall be examined
periodically as determined by the Regulatory Agency and the results of such examination shall
be used to determine compliance with Sections 2, 4 and 10. Proprietors of such establishments
shall furnish the Regulatory Agency, upon request, with the names of all distributors from
whom milk and/or milk products are obtained.

NOTE: The sampling of milk and/or milk products from locations where milk and/or milk
products are sold as cited above, shall not be applicable to a TPC authorized under the ICP. ...

ITEM 7r. TOILET ...
ADMINISTRATIVE PROCEDURES
This Item is deemed to be satisfied when:
Page 42:
1. There is at least one (1) flush toilet connected to a public sewer system, or to an individual

sewage-disposal system, or a chemical toilet, earth pit privy or other type of privy. Such
sewage systems shall be constructed and operated in accordance with the standards outlined in
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Appendix C., or when a Regulatory Agency has more effective standards designed specifically
for that region, these standards may apply, provided, there is #e not any mixing of animal and
human waste.

NOTE: The text “or when a Regulatory Agency has more effective standards designed
specifically for that region, these standards may apply” as cited in 1. above, shall not be
applicable to a TPC authorized under the ICP. ...

ITEM 8r. WATER SUPPLY ...
ADMINISTRATIVE PROCEDURES ...
This Item is deemed to be satisfied when:
1. The water supply for milkhouse and milking operations is approved as safe by the State
applicable Government Water Control Authority and, in the case of individual water systems,

complies with the specifications outlined in Appendix D; and the Bacteriological Standards
outlined in Appendix G. ...

ITEM 10r. UTENSIL AND EQUIPMENT - CLEANING ...
ADMINISTRATIVE PROCEDURES
This Item is deemed to be satisfied when:
Page 46:

3. There shall be re not be any partial removal of milk from milk storage/holding tanks by
the bulk milk hauler/sampler, except partial pickups may be permitted when the milk
storage/holding tank is equipped with a seven (7) day recording device complying with the
specifications of Appendix H. or other recording device acceptable to the Regulatory Agency,
provided the milk storage/holding tank shall be clean and sanitized when empty and shall be
emptied at least every seventy-two (72) hours. In the absence of a temperature-recording
device, partial pickups may be permitted as long as the milk storage/holding tank is completely
empty, clean and sanitized prior to the next milking. In the event of an emergency situation,
such as inclement weather, natural disaster, etc., a variance may be permitted at the discretion
of the Regulatory Agency.

NOTE: The text "In the event of an emergency situation" as cited in 3. above, shall not be
applicable to a TPC authorized under the ICP. ...

STANDARDS FOR GRADE “A” PASTEURIZED, ULTRA-PASTEURIZED AND
ASEPTICALLY PROCESSED AND PACKAGED MILK AND MILK PRODUCTS

Page 61:
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ITEM 7p. WATER SUPPLY
ADMINISTRATIVE PROCEDURES
This Item is deemed to be satisfied when: ...
2. The water supply is approved as safe by the State applicable Government Water Control

Authority and, in the case of individual water systems, complies with the specification outlined
in Appendix D. and the Bacteriological Standards outlined in Appendix G. ...

ITEM 11p. CONSTRUCTION AND REPAIR OF CONTAINERS AND EQUIPMENT
ADMINISTRATIVE PROCEDURES

This Item is deemed to be satisfied when:
Page 66:

11. The manufacture, packing, transportation and handling of single-service containers, clo-
sures, caps, gaskets and similar articles comply with the requirements of Appendix J.
Standards for the Fabrication of Single-Service Containers and Closures for Milk and Milk
Products. Provided, that all paper, plastics, foil, adhesives, and other components of
containers used in the packaging of milk and/or milk products that have been condensed
and/or dried shall be free from deleterious substances and comply with the requirements of the
FFD&CA.

Inspections and tests shall be made by the Regulatory Agency or any Agency authorized by
them.

NOTE: The option for “Inspections and tests” as cited in 11. above, shall only be made by a
TPC authorized under the ICP. ...

ITEM 12p. CLEANING AND SANTIZING OF CONTAINERS AND EQUIPMENT
ADMINISTRATIVE PROCEDURES
Page 71:
6. a. The residual bacteria count of multi-use containers and closures shall be conducted as ...

c. When single-service containers or closures are fabricated in another plant that
conforms to the Standards of Appendix J. and the Regulatory Agency has information that
they do comply, the Regulatory Agency may accept the containers as being in
conformance without additional testing. If there is reason to believe that containers do not
conform to the bacteriological standards, additional testing may be required. If containers
are fabricated in the milk plant, the Regulatory Agency shall collect, during any
consecutive six (6) months, at least four (4) sample sets of containers, as defined in
Appendix J., from each manufacturing line, as defined in Appendix J., in at least four (4)
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separate months, except when three (3) months show a month containing two (2) sampling
dates separated by at least twenty (20) days, and analyze the sample sets at an Official,
Commercial or Industry Laboratory, approved by the State Milk Laboratory Certifyine
Control Agency specifically for the examinations required under Appendix J. .

ITEM 15p. PROTECTION FROM CONTAMINATION
ADMINISTRATIVE PROCEDURES
This Item is deemed to be satisfied when:
Page 75:
15p.(A) ...

2. Packaged milk and/or milk products, which have physically left the premises or the
processing milk plant are not re-pasteurized for Grade “A” use. The Regulatory Agency may,
on a specific individual request, authorize reprocessing of packaged milk and/or milk products,
provided all other aspects of this Item, including proper storage temperature and container
integrity are complied with. Provided, that the re-pasteurization of milk and/or milk products
shipped in milk tank trucks, which have been pasteurized at another Grade “A” milk plant and
have been handled in a sanitary manner and maintained at 7°C (45°F) or less is permitted.
Equipment, designated areas or rooms utilized for handling, processing and storage of returned
packaged milk and/or milk products are maintained, operated, cleaned and sanitized so as to
preclude the contamination of Grade “A” milk and/or products and equipment and the Grade
“A” operations.

NOTE: The option for the authorizing of the reprocessing of packaged milk and/or milk
products on an individual request, as cited in 2. above, shall not be applicable to a TPC
authorized under the ICP. ...

ITEM 16p.(D) PASTEURIZATION RECORDS, EQUIPMENT TESTS AND
EXAMINATIONS

1. PASTEURIZATION RECORDS: ...
Page 100:
a. Batch Pasteurizers: ...

(5) Reading of the airspace thermometer, at the start of the holding period and at the
end of the holding period, at a given time or reference point as indicated on the chart;
provided, if the airspace thermometer is a digital combination airspace/recording
thermometer, which provides a continuous recording of the airspace temperature and
has been calibrated by the State Regulatory Agency in accordance with Appendix I,
Test 4, the recording of the airspace temperature on the chart shall only be required at
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the start of the holding period; ...
Page 101:

2. EQUIPMENT TESTS AND EXAMINATIONS:

The Regulatory Agency shall perform the indicated tests on the following instruments and
devices initially on installation; and at least once each three (3) months, including the
remaining days of the month in which the equipment tests are due; and whenever any
alteration or replacement is made which may affect the proper operation of the instrument or
device. Provided, that the holding time test shall be conducted at least every six (6) months,
including the remaining days of the month in which the equipment check is due.

NOTE: A TPC authorized under the ICP may utilize appropriately trained and TPC authorized
in-country regulatory personnel to comply with 2. as cited above.

On an emergency basis, pasteurization equipment may be tested and temporarily sealed by a
milk plant employee provided the following conditions are met: ...

a. The individual applying the seal(s) #s shall be employed by the milk plant in which the
seal seal(s) was removed; ...

d. The individual s shall be in possession of authorization from the Regulatory Agency to
perform these tests;

e. The individual w#H shall immediately notify the Regulatory Agency of the time of the
shutdown that would necessitate the breaking and removal of the regulatory seal(s).
Permission to test and seal reseal the equipment must shall be obtained for each specific
incident. The individual w4} shall also notify the Regulatory Agency of the identity of the
controls affected, the cause, if known, of the equipment failure, the repairs made and the
results of the testing. Test results for Pasteurization Equipment Testing shall be recorded
on a similar document for all milk plants. (Refer to the reference in Appendix M. for an
example.) The individual wiH shall provide to the Regulatory Agency the identity and
volume of milk and/or milk products processed during the period that the temporary seals
were seal(s) was applied to-the RegulatoryAgeney;

f. If regulatory tests—reveal testing reveals that the equipment or controls are not in
compliance with the provisions of this Ordinance, all milk and/or milk products that were
processed during that this period may be recalled by the Regulatory Agency;

g. The Regulatory Agency or a properly trained regulatory official, commissioned by the
responsible State Regulatory Agency, of each participating non-U.S. country or political
subdivision thereof, will shall remove the temporary seal(s), retest the equipment and
apply the regulatory seal(s) within ten (10) working days of the notification by ndustry the
milk plant; and

h. Ne Grade “A” milk and/or milk products il shall not be processed after ten (10)
working days of the notification by the milk plant without the affected equipment being
tested and sealed by the Regulatory Agency or a properly trained regulatory official,
commissioned by the responsible State Regulatory Agency, of each participating non-U.S.
country or political subdivision thereof. ...
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SECTION 8. ANIMAL HEALTH ...
Page 118:

5. Records supporting the tests required in this Section shall be available to the Regulatory
Agency and be validated with the signature of a licensed and accredited veterinarian or an
accredited veterinarian in the employ of an official Agency.

NOTE: For the ICP, references to USDA and/or State in Items 1 through 5 above, shall mean
the Government Agency responsible for animal disease control in the Country or region of that
Country. The term “accredited veterinarian” shall mean an individual veterinarian authorized
for those activities in said Country or region of that Country. ...

AMINISTRATIVE PROCEDURES

BOVINE TUBERCULOSIS: All tuberculin tests and retests shall be made, and any reactors
disposed of, in accordance with the current edition of Uniform Methods and Rules; Bovine
Tuberculosis Eradication, Uniform Methods and Rules for Establishment and Maintenance of
Tuberculosis-Free Accredited Herds of Cattle, Modified Accredited Areas and Areas
Accredited Free of Bovine Tuberculosis in the Domestic Bovine, as published by USDA. For
tuberculosis test purposes, the herd is defined as all adult cattle twenty-four (24) months of age
and over, including any commingled beef animals. Dairy cattle less than two (2) years of age
and already milking shall be included in the herd test. A letter or other official correspondence
attesting to the accreditation status of the locality in which the herd is located, including the
date of accreditation, or a certificate identifying the animals tested, the date of injection, the
date of reading of the test and the results of the test signed by a USDA accredited veterinarian,
shall be evidence of compliance with the above requirements and shall be filed with the
Regulatory Agency. (Refer to Appendix A.)

NOTE: For the ICP, an official letter or other official correspondence attesting to the
accreditation status of the locality in which the herd is located, including the date of
accreditation or recertification, or certificate identifying the animals tested, the date of
injection, the date of the reading of the test and the results of the test signed by the Country’s
Veterinary Services shall be provided as directed by the TPC.

Page 119:

BOVINE BRUCELLOSIS: All brucellosis tests, retests, disposal of reactors, vaccination of
calves and certification of herds and areas shall be in accordance with the current edition of
Brucellosis Eradication, Recommended Uniform Methods and Rules, as published by USDA.
All reactors disclosed on blood agglutination tests shall be separated immediately from the
milking herd and the milk of these reactors shall not be used for human consumption.

A certificate identifying each animal, signed by the veterinarian and the director of the
laboratory making the test, shall be filed as directed by the Regulatory Agency. Provided, that
in the event the herd is subject to the milk ring test, the record shall be required to show only
the date and results of such test. Within thirty (30) days following the expiration of an official
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milk ring testing program, or in the case of a herd subject to annual blood tests, thirteen (13)
months following the last annual blood tests, the Regulatory Agency shall notify the herd
owner or operator of the necessity to comply with the brucellosis requirements. The failure of
the herd owner or operator to comply with the brucellosis requirements within thirty (30) days
of written notice shall result in immediate suspension of the permit. (Refer to Appendix A.)

NOTE: For the ICP, a certificate identifying each animal signed by the Country’s Veterinary
Services and director of the laboratory conducting the testing. shall be provided as directed by
the TPC.

SECTION 9. MILK AND MILK PRODUCTS WHICH MAY BE SOLD

From and after twelve (12) months from the date on which this Ordinance is adopted, only
Grade “A” pasteurized, ultra-pasteurized, or aseptically processed and packaged milk and milk
products shall be sold to the final consumer, to restaurants, soda fountains, grocery stores or
similar establishments. Provided, only Grade "A" milk and milk products shall be sold to milk
plants for use in the commercial preparation of Grade "A” milk and milk products. Provided
further, that in an emergency, the sale of pasteurized, ultra-pasteurized or aseptic processed
and packaged milk and milk products, which have not been graded, or the grade of which is
unknown, may be authorized by the Regulatory Agency, in which case, such milk and milk
products shall be labeled "ungraded".

NOTE: The option for the sale of “ungraded” milk and/or milk products as cited above, shall
not be applicable to a MC IMS listed under the ICP. ...

SECTION 11. MILK AND MILK PRODUCTS FROM POINTS BEYOND THE
LIMITS OF ROUTINE INSPECTION ...

Page 121:
ADMINISTRATIVE PROCEDURES ...

7. All ratings are made on the basis of procedures outlined in the Methods of Making Sanita-
tion Ratings of Milk Shippers (MMSR).

NOTE: Names of interstate milk shippers and their ratings, as reported by State Rating
Agencies, are contained in the IMS List-Sanitation Compliance and Enforcement Ratings of
Interstate Milk Shippers (IMS List), issued electronically by FDA. This list may be obtained
from the FDA web site at www.fda.gov.

8. The supplies have been awarded, by a SRO, certified by FDA, a satisfactory listing under
the NCIMS voluntary HACCP Program as specified in Appendix K. of this Ordinance.

9. The foreign supplies have been awarded a satisfactory listing, by anrNCIHMS—Certifted
FhirdParty a TPC Rating Officer standardized certified by the FDA, under the NCEIMS
hternational-Certifteation PHot Program 1CP. Fhisprovistonwill-expire December 342043
wiess-extended-by—tfuture-conferencenetion
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Page 122:

11. Aseptically processed and packaged milk and milk products in Definition Z of this
Ordinance shall be considered to be Grade "A" milk or milk products. The sources(s) of the
milk and milk products used to produce aseptically processed and packaged milk and milk
products shall be IMS listed. Aseptically processed and packaged milk and milk products shall
be labeled "Grade "A"" and meet Section 4 labeling requirements of the PMO Grade “A”
PMO. The milk plant or portion of the milk plant that is producing aseptically processed and
packaged milk and milk products shall be awarded a Milk Sanitation Compliance Rating of at
least ninety percent (90%) and an Enforcement Rating equal to the local supply, or equal to
ninety percent (90%) or higher, or if the Enforcement Rating is below ninety percent (90%) on
a rating, a re-rating must shall occur within (6) months of this rating. Both the Milk Sanitation
Compliance and Enforcement Ratings sust shall be equal to ninety percent (90%) or higher on
the re-rating or the supply is considered in violation of this Section. In the case of
HACCP/Aseptic listings, an acceptable HACCP listing by a SRO is required. For milk plants
that produce aseptically processed and packaged Grade “A” milk and/or milk products, prior to
the milk plant participating in the NCIMS Aseptic Processing and Packaging Program, or the
Aseptic Pilot Program, the State’s regulatory Regulatory Agency's and rating Rating Agency's
personnel shall have completed a training course that is acceptable to the NCIMS and FDA
addressing the procedures for conducting regulatory inspections and ratings under the NCIMS
Aseptic Processing and Packaging Program or Aseptic Pilot Program. The NCIMS Aseptic
Pilot Program addressing aseptically processed and packaged acidified and fermented high
acid milk and milk products regulated under 21 CFR Parts 108, 110, and/or 114 will expire on
December 31, 2013, unless extended by future conference action.

12. Retort processed after packaging milk and milk products as addressed in Definition Z of
this Ordinance shall be considered to be Grade "A" milk or milk products if they are used as

an ingredient to produce any milk or milk product defined in Definition Z of this Ordinance;

or if they are labeled as Grade “A” as described in Section 4 of this Ordinance. Retort

processed after packaging milk and milk products shall be labeled "Grade "A"" and meet

Section 4 labeling requirements of this Ordinance whenever they meet the provisions cited

within Definition Z of this Ordinance. The source(s) of the milk and/or milk products used to

produce retort processed after packaging Grade “A” milk and/or milk products shall be IMS

listed. The milk plant or portion of the milk plant that is producing retort processed after

packaging Grade “A” milk and/or milk products shall be awarded a Milk Sanitation

Compliance Rating of at least ninety percent (90%) and an Enforcement Rating equal to the

local supply, or equal to ninety percent (90%) or higher; or if the Enforcement Rating is

below ninety percent (90%) on a rating, a re-rating saust shall occur within (6) months of this

rating. Both the Milk Sanitation Compliance and Enforcement Ratings sust shall be equal to

ninety percent (90%) or higher on the re-rating; or the supply is considered in violation of this

Section. In the case of HACCP/Retort listings, an acceptable HACCP listing by a SRO is

required. For milk plants that produce retort processed after packaging Grade “A” milk and/or

milk products and prior to the milk plant participating in the NCIMS Retort Pilot Program, the

State’s—regulatory Regulatory Agency's and rating Rating Agency's personnel shall have

completed a training course that is acceptable to the NCIMS and FDA addressing the

procedures for conducting regulatory inspections and ratings under the NCIMS Retort Pilot

Program. The NCIMS Retort Pilot Program addressing retort processed after packaging
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Grade “A” milk and milk products regulated under 21 CFR Parts 108, 110, and 113 will
expire on December 31, 2013, unless extended by future conference action.

Page 123:
SECTION 13. PERSONNEL HEALTH ...
ADMINISTRATIVE PROCEDURES

Milk plant operators who have received reports, under this Section, from employees who have
handled pasteurized milk or milk products or associated milk or milk product-contact surfaces
shall immediately report these facts to the appropriate Milk Regulatory Agency. ...

Page 124

SECTION 14. PROCEDURE WHEN INFECTION OR HIGH RISK OF
INFECTION IS DISCOVERED

When a person who may have handled pasteurized, ultra-pasteurized or aseptically processed
and packaged milk or milk products or pasteurized, ultra-pasteurized or aseptically processed
and packaged milk or milk product-contact surfaces meets one (1) or more of the conditions
specified in the ADMINISTRATIVE PROCEDURES of Section 13, the M#k Regulatory
Agency is authorized to require any or all of the following measures:

Page 127:
FOOTNOTES

4. Where State law does not permit the sale of reconstituted or recombined milk and/or milk
products, DefinitionKKQQ and other corresponding references shewld shall be omitted.

NOTE: This option, as cited in 4. above, shall not be applicable to a TPC authorized
under the ICP. ...

Page 128:

16. A certified copy may be secured from the Food and Drug Administration, HFS-626, 5100
Paint Branch Parkway, College Park, MD 20740-3835.

NOTE: In reference to Footnotes 2, 7, 8. 9. 10, 11, 12. and 13, for the purposes of the ICP,
cottage cheese, dry curd cottage cheese and reduced fat or low fat cottage cheese shall be
Grade “A” and shall be regulated under the terms of this Ordinance. ...

Page 130:

APPENDIX B. MILK SAMPLING, HAULING AND TRANSPORTATION
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I. MILK SAMPLING AND HAULING PROCEDURES ...

The bulk milk hauler/sampler is any person who collects official samples and may transport
raw milk from a farm and/or raw milk products to or from a milk plant, receiving station or
transfer station and has in their possession a permit from any State Regulatory Agency to
sample such products. The bulk milk hauler/sampler occupies a unique position making this
individual a critical factor in the current structure of milk marketing. ....

Page 131:
EVALUATION OF BULK MILK HAULER/SAMPLER PROCEDURES: ...

The bulk milk hauler/sampler’s technique is best determined when the regulatory agent is able
to observe the bulk milk hauler/sampler at one (1) or more farms. Each bulk milk
hauler/sampler must shall be inspected by the Regulatory Agency prior to the issuance of a
permit and at least once every twenty-four (24) months thereafter as referenced in Section 5 of
this Ordinance. The bulk milk hauler/sampler must shall hold a valid permit prior to the
collection of official samples. States Regulatory Agencies may use inspections from any
Regulatory Agency as a means of maintaining record requirements and enforcement.

NOTE: The option to utilize inspections of bulk haulers/samplers conducted by other
Regulatory Agencies, as cited above, shall not be applicable to a TPC authorized under the
ICP. ...

Page 132:
5. Universal Sampling System: .... The following are sampling procedures: ...

b. The milk must shall be agitated a sufficient time to obtain a homogeneous blend.
Follow the State Regulatory Agency and/or manufacturer’s guidelines or when using an
approved aseptic sampling device, follow the speietfied specified protocol and SOP for
that device. ...

Page 135:
V. MILK TANK TRUCK PERMITTING AND INSPECTION ...

PERMITTING: Each milk tank truck shall bear a permit for the purpose of transporting milk
and/or milk products. (Refer to Section 3 of this Ordinance.) The permit shall be issued to the
owner of each milk tank truck by an authorized Regulatory Agency. The permit identification
and State Regulatory Agency issuing the permit shall be displayed on the milk tank truck. It is
recommended that this permit be renewed each year pending satisfactory completion of an
inspection as outlined in the following INSPECTION Section. ...

Page 136:
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INSPECTION: ...

When significant defects or violations are encountered by a Regulatory Agency, a copy of the
report shall be forwarded to the permitting ageney Regulatory Agency and also carried on the
milk tank truck until the violations are corrected. ...

Page 137:

5. Wash and Sanitize Record:
a. The bulk milk hauler/sampler shall be responsible for assuring that the milk tank truck
has been properly cleaned and sanitized at a permitted milk plant, receiving station,
transfer station, or milk tank truck cleaning facility. A milk tank truck without proper
cleaning and sanitizing documentation shall not be loaded or unloaded until the proper
cleaning and sanitization can be verified.

NOTE: The option to use non-IMS listed milk tank truck cleaning facilities, as cited in a.
above, shall not be applicable to a TPC authorized under the ICP. ...

Page 138:

e. State-will States shall submit to the NCIMS Executive Secretary an updated list of all
currently permitted non-IMS listed milk tank truck cleaning facilities. The list is to be

submitted for publication on the NCIMS er-other-easty-aceessible web site.

Page 140:

APPENDIX C. DAIRY FARM CONSTRUCTION STANDARDS AND MILK
PRODUCTION

I. TOILET AND SEWAGE DISPOSAL FACILITIES
FLUSH TOILETS

Flush toilets are preferable to pit privies, earth closets or chemical toilets at both dairy farms
and milk plants. Their installation shall conform to the Feeal-er-State applicable Government
plumbing regulations. Toilets shall be located in a well-lighted and well-ventilated room.
Fixtures shall be protected against freezing. The following shall be considered defects in
flush-toilet installations: ...

SEPTIC TANKS

Disposal of the wastes from toilets should preferably be into a sanitary-sewer system. Where
such systems are not available to a dairy farm or milk plant, the minimum satisfactory method
should include treatment in a septic tank, with the effluent discharged into the soil. Where soil
of satisfactory permeability is not available, the effluent shall be disposed of in accordance
with the rules of the Leeal-or-State Health applicable Government Authority. It is preferable
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to treat floor drainage, wastes from washing of utensils, etc., in separate systems. When such
wastes are combined with toilet wastes in the septic tank system, careful consideration st
shall be given to the expected flow in the design of both the septic tank and the leaching
system. ...

Page 141.:
DISPOSAL FIELDS FOR SEPTIC TANKS ...

Information as to methods of making percolation tests to determine absorptive quality of the
soil may be obtained from Leeal-andforState Health- Departments applicable Government
Agencies. From the same sources, advice may be obtained as to trench areas needed for
various numbers of users, in relation to observed percolation rates. In view of their close
knowledge of local conditions, it is recommended that such assistance be requested before an
absorption system is constructed. ...

EARTH-PIT PRIVY ...
Page 142:

4. Floor and Riser: Impervious materials, such as concrete, are believed to be most suitable
for the floor and riser. Because privy units are commonly used as urinals, the use of
impervious materials for risers is desirable in the interest of cleanliness. In cold climates,
wood treated with a preservative, such as creosote, has been found to be durable and to reduce
the problem of condensation. Therefore, in some sections of the country, wood may be used if
approved by the Eeeal-or-State Health applicable Government Authority. ...

Page 145:
CONSTRUCTION PLANS
Detailed construction drawings for septic tanks, pit privies, masonry-vault privies and

chemical toilets complying with State applicable Government regulations may be secured from
the Leecal-and-State Health applicable Government Authority. ...

Page 160:

APPENDIX D. STANDARDS FOR WATER SOURCES

The Grade “A” PMO, formal FDA interpretations of the Grade “A” PMO and other written
USPHS/FDA opinions will shall be used in evaluating the acceptability of individual water
supplies and water system construction requirements at dairy farms, milk plants, and single-
service container manufacturing facilities.

State The applicable Government Water Control Authority requirements, which are less stringent
than the Grade “A” PMO, shall be superseded by the Grade “A”” PMO. State The applicable
Government Water Control Authority requirements, which are more strict than the Grade “A”
PMO, shall not be considered in determining the acceptability of water supplies during ratings,
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check ratings, single-service listing evaluations and audits. For example, the Grade “A” PMO
requires a satisfactory farm water sample every three (3) years. If State law required such samples
to be taken annually, a SRO conducting a sanitation rating, which includes that farm, s+l shall
give that farm full credit for water sample frequency, if the Grade “A” PMO three (3) year
requirement is met, even though, the State required annual frequency is not met.

Supplies other than individual water supplies, which have been approved as safe by the State
applicable Government State Water Control Authority, shall be considered to be acceptable
sources as provided in Section 7 of this Ordinance for Grade "A" inspections, as well as for all
other IMS purposes without further inspection of the spring, well or reservoir treatment
facility(ies), testing records, etc.

I. LOCATION OF WATER SOURCES

DISTANCE FROM SOURCES OF CONTAMINATION ...

When a properly constructed well penetrates an unconsolidated formation, with good filtering
properties, and when the aquifer itself is separated from sources of contamination by similar
materials, research and experience have demonstrated that 15 meters (50 feet) is an adequate
distance separating the two. Lesser distances should be accepted, only after a comprehensive
sanitary survey, conducted by qualified Leeal-erState Ageney applicable Government Water
Control Authority Officials, has determined such lesser distances are both necessary and safe.

Page 161:

If it is proposed to install a properly constructed well in formations of unknown character, the
State-or U-S—Geological Survey-and-the Loeal or-State Health applicable Government Agency
should be consulted.

When wells must be constructed in consolidated formations, extra care should always be taken
in the location of the well and in setting "safe" distances, since pollutants have been known to
travel great distances in such formations. The owner should request assistance from the Eeeal
or-State-Health applicable Government Agency ...

Il. CONSTRUCTION
SANITARY CONSTRUCTION OF WELLS ...
Page 165:

Well Pits and Drainage: Because of the pollution hazards involved, the well head, well
casing, pump, pumping machinery, valve connected with the suction pump or exposed suction
pipe shall not be permitted in any pit, room or space extending below ground level, or in any
room or space above the ground, which is walled-in or otherwise enclosed, so that it does not
have free drainage by gravity to the surface of the ground. Provided, that a dug well properly
constructed, lined and covered, as herein prescribed, shall not be construed to be a pit.
Provided further, that pumping equipment and appurtenances may be located in a residential
basement, which is not subject to flooding. And provided further, that in the case of existing
water supplies which otherwise comply with the applicable requirements of this Appendix, pit
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installations may be accepted, under the following conditions, when permitted by the State
applicable Government Water Control Authority: ...

Page 168:
SURFACE WATER ...

The milk producer and/or milk plant operator, who is considering surface sources of water for
milking, milkhouse and milk plant, receiving station and/or transfer station operations shall
receive the advance approval of the Regulatory Agency and shall comply with all applicable
requirements of the State applicable Government Water Control Authority on the construction,
protection and treatment of the chosen supply. ...

APPENDIX E. EXAMPLES OF 3-OUT-OF-5 COMPLIANCE ENFORCEMENT
PROCEDURES ...

Page 203:

Table 12. Example of Enforcement Procedures for Raw Milk Laboratory Examinations

11/14/2011 1,200,000 Violative (3 of last 5 counts exceed the standard);
Required Regulatory Actions:

3. Impose monetary penalty in lieu of permit
suspension, provided ... Samples shall then be
taken at the rate of not more than two (2) per
week on separate days within a three (3) week
period in order to determine compliance with the
appropriate standard as determined in accordance
with Section 6 of this Ordinance. (Refer to
Section 3.)

NOTE: The option to issue a monetary penalty in
lieu of a permit suspension, as cited in 3. above,
shall not be applicable to a TPC authorized under
the ICP.

VI. CRITERIAFOR THE EVALUATION OF COMPUTERIZED SYSTEMS FOR
GRADE "A" PUBLIC HEALTH CONTROLS ...
CRITERIA ...

Page 262:
9. The public health computer program access must shall be sealed. ... Public health controls

in pasteurizers that may be compromised by such a challenge, sust shall be altered or re-
programmed so this compromise is prevented and the access to this computer program saust
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shall be sealed by the Regulatory Autherity Agency. Similar challenges may be performed on
other required public health functions that are computer controlled. ...

14. When the public health computer prints the holding tube temperature trace at specific
intervals, rather than a continuously changing line, temperature readings shall be printed not
less than once every five (5) seconds. In addition, during the recorder/controller thermometric
response test, the temperature shall be printed or indicated at a time rate sufficient to allow the
Regulatory Agency effietal to measure the 7°C (12°F) rise in temperature as described in TEST
8. RECORDER/CONTROLLER-THERMOMETRIC RESPONSE. ...

Page 276:

APPENDIX I. PASTEURIZATION EQUIPMENT AND CONTROLS - TESTS
I. TESTING APPARATUS SPECIFICATIONS
TEST THERMOMETER ...

2. Digital Test Thermometer: Hand-held; high accuracy digital thermometer; and battery or
AC line powered. Calibration is protected from unauthorized changes. ...

Accuracy: System accuracy of: ... This calibration shall be performed annually by a properly
trained representative of an “Official Laboratory” or an “Officially Designated Laboratory™; or
by a qualified representative of a thermometer manufacturer; or by a properly trained State
Regulatory Agency representative. The calibration protocol/SOP shall be developed by the
Regulatory Agency in cooperation with the thermometer manufacturer and FDA.
Documentation of the identity of the properly trained State Regulatory Agency representative
shall be maintained by the State Regulatory Awutherity Agency. A signed certificate of
calibration for the digital thermometer shall be maintained with the unit. ...

Page 318:

C. BACTERIAL STANDARDS AND EXAMINATION OF SINGLE-SERVICE
CONTAINERS AND CLOSURES ...

3. During any consecutive six (6) months, at least four (4) sample sets shall be collected in at
least four (4) separate months, except when three (3) months show a month containing two (2)
sampling dates separated by at least twenty (20) days, and analyzed at an Official, Commercial or
Industry Laboratory approved by the State Milk Laboratory Certifying Control Agency
specifically for the examinations required under these Standards. (Refer to Item 12p of this
Ordinance for sampling of containers and closures in milk plants.) ...

D. FABRICATION PLANT STANDARDS ...
Page 320:
6. TOILET FACILITIES - SEWAGE DISPOSAL

a. Disposal of sewage and other wastes shall be in a public sewage system or in a manner in
compliance with EFeeal-and-State applicable Government regulations.
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b. All plumbing shall comply with the Leeal-and-State applicable Government plumbing
regulations. ...

7. WATER SUPPLY
a. The water supply, if from a public system, shall be approved as safe by the State
applicable Government Water Control Authority responsible for water quality, and in the case
of individual water systems, comply with at least the specifications outlined in Appendix D.
and the bacteriological standards outlined in Appendix G. of this Ordinance. ...

Page 320:

E. CRITERIAFOR LISTING CERTIFIED SINGLE-SERVICE
MANUFACTURERS IN THE IMS LIST ...

Page 326:

The following procedures shall be followed for listing certified single-service manufacturers in
the IMS List:

1. For domestic firms, Fripheate triplicate copies or PHS/FDA’s electronic version
(transmitted via computer) of FORM FDA 2359d-REPORT OF CERTIFICATION
(Fabrication of Single-Service Containers and Closures for Milk and Milk Products) shall be
submitted by the State Rating-Officer SRO to the appropriate Regional Office of the PHS/FDA
for single-service manufacturers who desire to be listed i on the IMS List.
2. For foreign firms, duplicate copies or PHS/FDA’s electronic version (transmitted via
computer) of FORM FDA 2359d-REPORT OF CERTIFICATION (Fabrication of Single-
Service Containers and Closures for Milk and Milk Products) shall be submitted by the TPC
or private consultant conducting the certification to CFSAN’s Milk Safety Team (HFS-316),
Food and Drug Administration, 5100 Paint Branch Parkway, College Park, MD 20740-3835
for single-service manufacturers who desire to be listed i on the IMS List.
3. The Certified Single-Service Manufacturer is not listed i on the IMS List unless the
“PERMISSION TO PUBLISH” SECTION of FORM FDA 2359d is signed by an officer of
the firm authorizing the release.
a. For the submission of PHS/FDA’s electronic version, a signed copy of FORM FDA
2359d, including Section 12, shall be maintained on file by the Rating Agency and w+H
shall be reviewed as part of the Single-Service Listing Audit and/or the State
Regulatory/Rating Agency Program Evaluation. ...

4. The Certified Single-Service Manufacturer may be listed i on the IMS List as a
"PARTIAL" listing. A "PARTIAL" listing shall mean that only specific production rooms, or
fabrication lines or machines have been evaluated in regard to specific containers or closures
or specific size of containers or closures and conform to the specifications contained within
Appendix J.

Page 327:

APPENDIX K. HACCP PROGRAM

IMS-a-49 30 November 8§, 2013



I. THE HACCP SYSTEM INTRODUCTION ...

VOLUNTARY PARTICIPATION: This Appendix describes a veluntary; NCIMS voluntary
HACCP Program alternative to the traditional inspection system. Ne A milk plant, receiving
station or transfer station may not participate in the velantary NCIMS voluntary HACCP
Program unless the Regulatory Agency responsible for the oversight of the facility agrees to
participate with the dairy milk plant(s), receiving station(s) and transfer station(s) in the
NCIMS voluntary HACCP Program. Both parties must shall provide written commitment to
each other that the necessary resources to support participation in the NCIMS voluntary
HACCP Program w#H shall be made available. Management responsible for both the State
Regulatory Agency and milk plant, receiving station and/or transfer station swast shall be
willing to provide the resources needed required to develop and implement a successful
HACCP System. ...

Page 335:

IV. TRAINING AND STANDARDIZATION ...

Industry, State Regulatory Agency, Rating Agency and Eederalregulatory—and-tisting FDA
personnel should be trained together. ...

Page 336:

V. HACCP AUDITS AND FOLLOW-UP ACTIONS
SFAFE REGULATORY AGENCY AUDITS, ENFORCEMENT AUDITS, ACTIONS
AND FOLLOW-UP: Audits shall be conducted of the milk plant, receiving station, or
transfer station facility, and the NCIMS voluntary HACCP Program to ensure compliance with
the HACCP System and other associated NCIMS regulatory requirements. ...
Page 337:

SFATE REGULATORY AGENCY ENFORCEMENT ACTION/FOLLOW-UP: The
State Regulatory Agency shall: ...

Page 342:
APPENDIX N. DRUG RESIDUE TESTING AND FARM SURVEILLANCE
I. INDUSTRY RESPONSIBILITIES
MONITORING AND SURVEILLANCE: ...
The bulk milk pickup tanker shall be sampled after the last producer has been picked up and

before any additional commingling. ... All presumptive positive test results for drug residues
from analysis done on commingled raw milk tanks, bulk milk pickup tankers, farm raw milk
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tanks (only milk offered for sale) or finished milk or milk product samples must shall be
reported to the Regulatory Agency efthe-State in which the testing was conducted.

REPORTING AND FARM TRACE BACK:

When a bulk milk pickup tanker is found to be positive for drug residues, the Regulatory
Agency ef-the State in which the testing was conducted, shall be immediately notified of the
results and the ultimate disposition of the raw milk. ...

Page 343:
I1. REGULATORY AGENCY RESPONSIBILITIES

Upon receipt of notification from industry of a bulk milk pickup tanker, which contains milk
from another State(s) Regulatory Agency’s jurisdiction, is found to be presumptive positive for

drug residues it is the responsibility of the receiving Regulatory Agency ef—th%feeewmg—SEa{e
to notify the Regulatory Agency(ies) efall-States-ef-origin from which the milk originated. .

Page 346:

2. Screening Test Positive (Load Confirmation): A screening test positive result is obtained
when the presumptive positive sample is tested in duplicate, using the same or equivalent (M-
[-96-10, latest revision) test as that used for the presumptive positive, with a positive and
negative control, and either or both of the duplicates are positive and the controls give the
proper results. A screening test positive (load confirmation) is to be preformed by an Official
State Laboratory, Officially Designated Laboratory or Certified Industry Supervisor using the
same or an equivalent test (M-1-96-10, latest revision).

3. Producer Trace Back/Permit Action: A producer trace back/permit action test is
performed after a screening test positive load is identified by an Official State Laboratory,
Officially Designated Laboratory or Certified Industry Supervisor using the same or an
equivalent (M-1-96-10, latest revision) test as was used to obtain the screening test positive
(load confirmation). ...

7. Certified Industry Supervisor: An Industry Supervisor who is evaluated and listed by a
State LEO as certified to conduct drug residue screening tests at industry drug residue
screening sites for Grade "A" PMO, Appendix N. regulatory actions (confirmation of tankers,
producer trace back and/or permit actions).

CERTIFIED INDUSTRY SUPERVISORS: EVALUATION AND RECORDS:
Reference: EML

1. Certified Industry Supervisors/Industry Supervisors/Industry Analysts: Regulatory
Agencies may choose to allow Industry Supervisors to be certified. Under this program, these
Certified Industry Supervisors may officially confirm presumptive positive tanker loads and
confirm producer milk for regulatory purposes (producer trace back/permit action). In the
implementation of Appendix N. of this Ordinance, the LEO wilt shall use the appropriate
Appendix N. FDA 2400 Series Form when evaluating Official State Laboratories, Officially
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Designated Laboratories or Certified Industry Supervisors, Industry Supervisors and Industry
Analysts.

The Certified Industry Supervisor/Industry Supervisor shall report to the LEO the result of all
competency evaluations performed on Industry Analysts. The names of all Certified Industry
Supervisors, Industry Supervisors and Industry Analysts, as well as their training and
evaluation status, shall be maintained by the State LEO and updated as replacement, additions
and/or removals occur. The State LEO shall verify (document) that each Certified Industry
Supervisor and/or Industry Supervisor has established a program that ensures the proficiency
of the Industry Analysts they supervise. The State LEO shall also verify that each Industry
Supervisor and Industry Analyst has demonstrated proficiency in performing drug residue
analysis at least biennially. Verification may include an analysis of split samples and/or an on-
site performance evaluation or another proficiency determination that the State LEO and the
Laboratory Proficiency Evaluation Team (LPET) agree is appropriate. ...

Page 347:
BULK MILK PICKUP TANKER SCREENING TEST: ...
2. [Initial Drug Testing Procedures: ...

a. Industry Presumptive Positive Options: There are two (2) industry options for the milk
represented by a presumptive positive sample:
(1) The Regulatory Agency involved (origin and receipt) shall be notified. ... Testing
for confirmation of that presumptive positive load shall be in an Official State
Laboratory, Officially Designated Laboratory or by a Certified Industry Supervisor at a
location acceptable to the Regulatory Agency. Documentation of prior testing shall be
provided to the analyst performing the load confirmation. ...

Page 348:

4. Producer Trace Back: All screening test positive (confirmed) loads must shall be broken
down (producer trace back) using the same or an equivalent test method (M-1-96-10, latest
revision). Confirmation tests (load and producer trace back/permit action) shall be performed
in an Official State Laboratory, or Officially Designated Laboratory or by a Certified Industry
Supervisor. Positive producers shall be handled in accordance with this Appendix. ...

Page 349:

SCREENING TESTS NECESSARY TO IMPLEMENT THE PROVISIONS OF
APPENDIX N. FOR BULK MILK PICKUP TANKERS:

1. Performance Tests/Controls (+/-): ...
c. All NCIMS Approved Bulk Milk Pickup Tanker Screening Tests Include The

Following Format: All presumptive positive test results are-te shall be repeated in duplicate
as soon as possible at the direction of the Regulatory Agency on the same sample with
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single positive (+) and negative (-) controls by a certified analyst (Official State
Laboratory, Officially Designated Laboratory or Certified Industry Supervisor) using the
same or equivalent test (M-1-96-10, latest revision). If the duplicate tests, with appropriate
control (+/-) results are negative (-), the tanker is reported as negative. If one or both
duplicate test(s) is positive (+), the test result is reported to the Regulatory Agency ef-the
State in which the testing was conducted, as a screening positive. ...

Page 350:
7. Screening Test Volumetric Measuring Devices: ...

b. NCIMS Certified Laboratories require calibrated pipetting/dispensing devices. These
devices may be calibrated at another location acceptable to the State LEO. ...

IV. ESTABLISHED TOLERANCES AND/OR SAFE LEVELS OF DRUG RESIDUES

"Safe levels" are used by FDA as guides for prosecutorial discretion. They do not legalize
residues found in milk that are below the safe level. In short, FDA uses the "safe levels" as
proseeutional prosecutorial guidelines and in full consistency with CNI v. Young stating, in
direct and unequivocal language, that the "safe levels" are not binding. They do not dictate
any result; they do not limit the- Ageney's FDA’s discretion in any way; and they do not protect
milk producers, or milk from court enforcement action.

"Safe levels" are not and cannot be transformed into tolerances that are established for animal
drugs under Section 512 (b) of the FFD&CA as amended. "Safe levels" do not:

1. Bind the courts, the public, including milk producers, or the-Agerey FDA, including
individual FDA employees; and ...

Page 357:
APPENDIX P. PERFORMANCE-BASED DAIRY FARM INSPECTION SYSTEM

PREFACE

A performance-based inspection system is an option to the traditional routine inspection
frequency of at least once every six (6) months on Grade “A” dairy farms. This option
provides States Regulatory Agencies with a choice. For some States Regulatory Agencies,
inspecting every farm routinely twice a year may provide effective regulatory oversight and
make efficient use of inspection resources. Ia—ether—States;—hoewever For other Regulatory
Agencies, an optional system, which determines routine farm inspection frequency based on
producer milk quality and inspection performance may be more desirable, equally effective,
and make the most efficient use of limited inspection resources. The overall inspection effort
devoted to a performance-based farm inspection system may be more or less than the
traditional inspection system, which requires a routine inspection at least once every six (6)
months per farm. ...
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APPENDIX R. DETERMINATION OF TIME/TEMPERATURE CONTROL FOR
SAFETY MILK AND MILK PRODUCTS

Page 363:

A milk or milk product designated PA (further product assessment required) in either Table A
or B should be considered TCS until sufficient information is provided to demonstrate the
safety of the product. The PA wH shall be an evaluation of the preduet milk or milk product
group’s ability to not support pathogenic growth. Means to evaluate this assessment include
(but are not limited to): literature review of similar milk products, inoculation studies, expert
risk assessment, and/or state regulatery Regulatory Agency assessment.

Page 367:

APPENDIX S. ASEPTIC PROCESSING AND PACKAGING PROGRAM ...
ASEPTIC PROCESSING AND PACKAGING PROGRAM CFR/GRADE “A” PMO
COMPARISON SUMMARY REFERENCE ...

16p. Pasteurization and Aseptic
Processing and Packaging (A)
through (D)*

The APPS is exempt, but shall comply | CFR
with the CFR. The State Regulatory
Agency is not required to conduct the
quarterly equipment testing and
sealing of aseptic processing
equipment. Records and recording
charts are not required to be reviewed
during routine inspections, State
ratings or check ratings.

Page 377:
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SECTION I11. DEFINITIONS ...

E. CERTIFIED MILK LABORATORY EVALUATION OFFICER (LEQO): A
Regulatory Agency or Milk Laboratory Control Agency employee who has been certified
by the Public Health Service/Food and Drug Administration (PHS/FDA) Laboratory
Proficiency Evaluation Team (LPET) using the Evaluation of Milk Laboratories (EML) to
evaluate milk laboratories for the purpose of accrediting or approving laboratories that
conduct official NCIMS milk testing and has a valid certificate of qualification.

EF.CERTIFIED MILK SANITATION RATING OFFICER (SRO): A State Regulatory
Agency employee who has been standardized certified by the Public Health Service/Food
and Drug Administration (PHS/FDA), has a valid certificate of qualification; and does not
have direct responsibility for the routine regulatory inspection and enforcement or
regulatory auditing of the shipper to be rated or listed. Directors, administrators,
supervisors, etc. may be certified as Milk Sanitation Rating Officers (SROs). A Milk
Sanitation Rating Officer (SRO) may be certified to make HACCP milk plant, receiving
station or transfer station listings.

EG.CERTIFIED SAMPLING SURVEILLANCE OFFICER (SSO): A State Regulatory
Agency employee who has been standardized certified by the Public Health Service/Food
and Drug Administration (PHS/FDA) and has a valid certificate of qualification. Directors,
administrators, supervisors, etc., Milk Sanitation Rating Officers (SROs), Laboratory

Evaluation Officers (LEOs), etc. may be certified as Sampling Surveillance Officers
(SSO0s).

Page 3:

GH.CHECK RATING: The designated PHS/FDA and NCIMS Procedures method to ensure
that the published State rating of a milk shipper on the IMS LIST-Sanitation Compliance
and Enforcement Ratings of Interstate Milk Shippers (IMS List) is valid and maintained
during the interval between State ratings. ...

Re-Letter remaining DEFINTIONS accordingly.

JK.IMS LISTED SHIPPER: An interstate milk shipper (BTU, receiving station, transfer
station, or milk plant), which has been certified by the-State a Rating Agency as having
attained the Sanitation Compliance and Enforcement Ratings necessary for inclusion # on
the IMS List. The ratings are based on compliance with the requirements of the Grade “A”
PMO and were made in accordance with the procedures set forth in the Methods of Making
Sanitation Ratings of Milk Shippers (MMSR). For milk plants that produce aseptically
processed and packaged Grade “A” milk and/or milk products, prior to the milk plant
participating in the NCIMS Aseptic Processing and Packaging Program, the State’s
Regulatory Agency’s regulatory and Rating Agency’s rating personnel shall have
completed a training course that is acceptable to the NCIMS and PHS/FDA addressing the
procedures for conducting regulatory inspections and ratings under the NCIMS Aseptic
Processing and Packaging Program.
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L. INTERNATIONAL CERTIFICATION PROGRAM (ICP): The International
Certification Program (ICP) means the NCIMS voluntary program designed to utilize
Third Party Certifiers (TPCs) authorized by the NCIMS Executive Board in applying the
requirements of the NCIMS Grade “A” Milk Safety Program for Milk Companies (MCs)
located outside the geographic boundaries of NCIMS Member States that desire to produce
and process Grade “A” milk and/or milk products for importation into the United States.

M. LETTER OF INTENT (LOI): A formal written signed agreement between a Third Party
Certifier (TPC), authorized under the NCIMS voluntary International Certification
Program (ICP), and a Milk Company (MC) that intends to be certified and IMS Listed
under the NCIMS voluntary International Certification Program (ICP). A copy of each
written signed agreement shall be immediately submitted to the International Certification
Program (ICP) Committee following the signing by the Third Party Certifier (TPC) and
Milk Company (MC).

N. LETTER OF UNDERSTANDING (LOU): A formal written signed agreement between
a Third Party Certifier (TPC) and the NCIMS Executive Board that acknowledges the
NCIMS’ authorization of the Third Party Certifier (TPC) to operate under the NCIMS
voluntary International Certification Program (ICP). It also states the Third Party
Certifier’s (TPC’s) responsibilities under the NCIMS voluntary International Certification
Program (ICP); their agreement to execute them accordingly; and their understanding of
the consequences for failing to do so. The Letter of Understanding (LOU) shall include,
but is not limited to, the issues and concerns addressed in all documents involved in the
NCIMS voluntary International Certification Program (ICP).

Page 4:

0. MEMORANDUM OF AGREEMENT (MOA): A formal written signed memorandum
that states the requirements and responsibilities of each party (Third Party Certifier (TPC)
and Milk Company (MC)) to participate and execute the NCIMS voluntary International
Certification Program (ICP). The Memorandum of Agreement (MOA) shall include, but is
not limited to, the issues and concerns addressed in all documents involved in the NCIMS
voluntary International Certification Program (ICP). This agreement shall be considered
the Milk Company’s (MC’s) permit to operate in the context of the NCIMS Grade “A”
Milk Safety Program and shall be renewed (signed and dated) on an annual basis.

EP.MEMORANDUM OF CONFERENCE ACTIONS (IMS-a): A memorandum issued by
PHS/FDA providing the transmittal of information related to the actions taken at NCIMS
Conferences and between PHS/FDA and the NCIMS Executive Board to PHS/FDA
Regional staff and Regulatory/Rating Agencies.

MQ.MEMORANDUM OF INFORMATION (M-I): A memorandum issued by PHS/FDA
providing the transmittal of administrative and miscellaneous information by PHS/FDA to
PHS/FDA Regional staff and State Regulatory/Rating Agencies.
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NR.MEMORANDUM OF INTERPRETATION (M-a): A memorandum issued by
PHS/FDA, following the Procedures document, providing clarification of the intent or
meaning of wording related to the Grade “A” PMO and the Evaluation of Milk
Laboratories (EML) to PHS/FDA Regional staff and Regulatory/Rating Agencies.

OS.MEMORANDUM OF MILK ORDINANCE EQUIPMENT COMPLIANCE (M-b):
A memorandum issued by PHS/FDA that provides a notice of PHS/FDA’s review of
equipment related to compliance with the Grade “A” PMO to PHS/FDA Regional staff
and Regulatory/Rating Agencies.

T. MILK COMPANY (MC): A Milk Company (MC) is a private entity that is listed on the
IMS List by a Third Party Certifier (TPC) including all associated dairy farms, bulk milk
haulers/samplers, milk tank trucks, milk transportation companies, milk plants, receiving
stations, transfer stations, dairy plant samplers, industry plant samplers, milk distributor,
etc., and their servicing milk and/or water laboratories, as defined in the Grade “A” PMO,
located outside the geographic boundaries of NCIMS Member States.

U. RATING AGENCY: A Rating Agency shall mean a State Agency, which certifies
interstate milk shippers (BTUs, receiving stations, transfer stations, and milk plants) as
having attained the Sanitation Compliance and Enforcement Ratings necessary for
inclusion on the IMS List. The ratings are based on compliance with the requirements of
the Grade ““A” PMO and were conducted in accordance with the procedures set forth in
the Methods of Making Sanitation Ratings of Milk Shippers (MMSR). Ratings are
conducted by FDA certified Milk Sanitation Rating Officers (SROs). They also certify
single-service containers and closures for milk and/or milk products manufacturers for
inclusion on the IMS List. The certifications are based on compliance with the
requirements of the Grade “A” PMO and were conducted in accordance with the
procedures set forth in the Methods of Making Sanitation Ratings of Milk Shippers
(MMSR). The definition of a Rating Agency also includes a Third Party Certifier (TPC)
that conducts ratings and certifications of Milk Companies (MCs) located outside the
geographic boundaries of NCIMS Member States that desire to produce and process Grade
“A” milk and/or milk products for importation into the United States.

Re-letter remaining DEFINITIONS accordingly.

SX.REGULATORY AGENCY: A Regulatory Agency shall mean an agency which has
adopted an ordinance, rule or regulation in substantial compliance with the current edition
of the Grade “A” PMO ertwe-(2)-ageneies-which-have-mutually-agreed-to-share-the and is
responstbiities responsible for the enforcement of an such ordinance, rule or regulation,
which is in substantial compliance Wlth the Grade “A" PMO for a hsted 1nterstate milk
shlpper he-m : ; he ; he-rating 35

onRe he-details-donot-conflict-with-the-basic-intent-of this-document: Theterm "Regu-
latorv Agency", whenever it appears in the Procedures shall also mean the appropriate
Third Party Certifier (TPC) having jurisdiction and control over the matters cited within
these Procedures.
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FY.SFATFE REGULATORY/RATING AGENCY PROGRAM EVALUATION: An
evaluation of a State Regulatory/Rating Agency’s program by PHS/FDA. This shall
include check ratings of IMS Listed Shippers, an assessment of a State Regulatory/Rating
Agency’s administrative procedures and records, adoption of the Grade “A” PMO (or
equivalent laws and regulations), and compliance with NCIMS Procedures.

Z. THIRD PARTY CERTIFIER (TPC): A Third Party Certifier (TPC) is a non-
governmental individual(s) or organization authorized under the NCIMS voluntary
International Certification Program (ICP) that is qualified to conduct the routine regulatory
functions and enforcement requirements of the Grade “A” PMO in relationship to milk
plants, receiving stations, transfer stations, associated dairy farms, bulk milk
hauler/samplers, milk tank trucks, milk transportation companies, dairy plant samplers,
industry plant samplers, milk distributors, etc. participating in the NCIMS voluntary
International Certification Program (ICP). The Third Party Certifier (TPC) provides the
means for the rating and listing of milk plants, receiving stations, transfer stations and their
related raw milk sources. They also conduct the certification and IMS listing of related
milk and/or water laboratories and related single-service container and closure
manufacturers on the Sanitation Compliance and Enforcement Ratings of Interstate Milk
Shippers (IMS) List. To be authorized under the NCIMS voluntary International
Certification Program (ICP), a valid Letter of Understanding (LOU) shall be signed
between the NCIMS Executive Board and the Third Party Certifier (TPC).

Re-letter remaining DEFINITIONS accordingly.
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SECTION IV. OVERSIGHT AND RESPONSIBILITIES
A. PHS/FDA RESPONSIBILITIES
1. Standardization of Personnel ...
a. PHS/FDA Regional personnel who: ...

2.) Comply with the directives of the PHS/FDA Milk Safety Program as
administered by the PHS/FDA Milk Safety Team (MST); and ...

c. PHS/FDA shall standardize, in accordance with Section V., F. and G., the
evaluation procedures of State- Mk LEOs and SSOs.

2. Training

a. PHS/FDA shall extend to State Regulatory and Rating Agencies and educational

institutions assistance in the training of representatives—ofState; Regional-andLoeal
Geveramental-Units personnel, including M#k SROs, Milk LEOs, SSOs and dairy

industry personnel.
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b. In order to coordinate ratings and evaluation procedures and interpretations,
PHS/FDA shall sponsor seminars annually or biennially for the state milk rating and
milk laboratory personnel in each of its regions. The content and agenda of the
seminar shall be mutually concurred with by PHS/FDA MST and appropriate
PHS/FDA Regional Milk Specialist. Each seminar shall be open to representatives of
State, Regtonal-andLoecal- Government Units Regulatory/Rating Agencies, including
SROs, LEOs and SSOs. Dairy industry personnel sheuld shall be permitted to attend
appropriate sessions of such seminars.

c. PHS/FDA shoeuld shall provide consultation and training in order to correct any
deficiency in State Regulatory/Rating Agency’s programs. Reasonable action shall be
taken to resolve any dispute between PHS/FDA and the State Regulatory/Rating
Agency over interpretations and implementation of any program components.

State Regulatory/Rating Agency Program Evaluations

a. A PHS/FDA Regional Milk Specialist or PHS/FDA MST personnel shall conduct a
triennial written program evaluation of the IMS program administered by each Member
State and TPC, respectively. This triennial written program evaluation w4l shall be
submitted to the StateMik Regulatory Agency, the StateMilk Rating Agency, if
applicable, and PHS/FDA MST. The evaluation shall concentrate on the following
areas: ...
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3.) State—taws Laws and regulations to include a review of State laws and
regulations with an explanation of any areas not compatible with the Grade “A”
PMO. ...

5.) Regulatory compliance with Appendix N. of the Grade “A” PMO w4l shall be
determined by the PHS/FDA Regional Milk Specialist and/or PHS/FDA MST
personnel for TPCs through check ratings or the triennial evaluation and will be
reported as part of the written triennial evaluation. The review shall include: ...
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6.) Regulatory compliance with Appendix B. and other Grade “A” PMO milk
sampling, hauling, and transportation requirements sl shall be determined by the
PHS/FDA Regional Milk Specialist and/or PHS/FDA MST personnel for TPCs and
will shall be reported as part of the written triennial evaluation. This portion of the
evaluation shall include a review of: ...

b. Any State or TPC in substantial non-compliance as determined by PHS/FDA wiH
shall be referred to the NCIMS Executive Board for determination of listing on a
separate page i on the IMS List. The State or TPC, upon notification of PHS/FDA and
the Executive Board will shall have an opportunity to address the Executive Board to
explain why they believe they should not be so listed. If such listing is required, annual
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evaluations shall be conducted until substantial compliance, as determined by
PHS/FDA, is achieved. Any State or TPC not in substantial compliance a second
consecutive year will shall be notified by PHS/FDA and provided an opportunity for a
hearing by the NCIMS Executive Board. The NCIMS Executive Board, as a result of
the hearing, may determine that the State or TPC sheuld shall not be an active
participant in future NCIMS Conferences until substantial compliance is achieved.

Page 8:
4. Laboratory Evaluations

a. PHS/FDA shall evaluate and approve the laboratory facilities and procedures of
State Milk Laboratory Appreval Control Agencies and TPCs to assure compliance with
FDA 2400 Series Evaluation Forms and, where appropriate, the current edition of
Official Methods of Analysis of AOAC INTERNATIONAL (OMA).

b. PHS/FDA shall periodically evaluate milk laboratories of participating States and
TPCs to assure compliance with FDA 2400 Series Evaluation Forms, and where
appropriate, the current edition of OMA. Evaluations conducted during the
recertification of LEOs shall be submitted, but it shall be the option of the LEO as to
whether or not the evaluation is submitted for official action regarding laboratory
status, except when the LEO is conditionally approved. All laboratory evaluations
conducted by conditionally approved LEOs are official.

5. Electronic Publication of Sanitation Compliance and Enforcement Ratings

a. PHS/FDA shall provide an electronic publication of the IMS List on their web site.
The electronic IMS List is available at http://www.fda.gov/Food/Food Safety/Product-
Specificlnformation/MilkSafety/FederalStatePrograms/InterstateMilkShippersList/
default.htm. The Sanitation Compliance Ratings of IMS listed milk shippers, and the
Enforcement Ratings of Regulatory Agencies and the IMS Listed shippers’ expiration
rating dates contained in the electronic publication are certified by the State Rating
Agency to be those established by ratings conducted in accordance with the MMSR by
certified SROs when FORM FDA 2359i-INTERSTATE MILK SHIPPER’s REPORT
is signed and submitted to the appropriate PHS/FDA Regional Office or PHS/FDA
MST for TPCs for publication.

b. PHS/FDA shall list ratings only from States Rating Agencies, and/or shippers,
which are in substantial compliance with the Procedures. ...

d. PHS/FDA shall identify # on the IMS List milk laboratories approved by
PHS/FDA Laboratory Proficiency Evaluation Team (LPET), er-State Milk Laboratory
Control Agencies or TPCs to perform official examinations of Grade “A” raw milk
and milk products, pasteurized milk and milk products, condensed and dry milk
products, and whey and whey products; as well as milk containers and closures.
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6. Electronic Publication of Qualified PHS/FDA Regional Milk Specialists, and State and
TPC Personnel ...

7. Interpretations and Editorial Updates

a. Interpretations of the PHS/FDA recommended Grade “A” PMO and related
documents as referenced in Section VI. of these Procedures shall be issued to the State
Milk Regulatory and Rating Agencies in accordance with the following procedure:

Procedure for Issuing Interpretations of the Grade “A” PMO
and Related Documents

3. PHS/FDA disseminates the draft M-a to all StateMik Regulatory and Rating
Agencies and the Executive Board with provisions for a thirty (30) day written
comment period from the date of dissemination. The date the draft M-a was actually
distributed by PHS/FDA to all State Milk Regulatory and Rating Agencies and the
Executive Board shall be the date of dissemination from which all timelines are
calculated. When calculating the timelines, the date of dissemination is not counted as
one (1) of the days. ...

5. The Executive Secretary shall forward comments to PHS/FDA; MST; and the
Executive Board within fifteen (15) days of the end of the comment period. ...
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9. Ne An M-a shall not become effective unless it receives the approval from a simple
majority of the returned ballots of the NCIMS voting delegates. ...

8. PHS/FDA Check Ratings of the Sanitation Compliance Status of Listed Interstate
Shippers

a. PHS/FDA shall conduct, each year, check ratings of the Sanitation Compliance
status of listed interstate milk shippers. To conduct check ratings of aseptic milk
plants, the PHS/FDA Regional Milk Specialist and/or PHS/FDA MST personnel for
TPCs shall have completed a training course that is acceptable to the NCIMS and
PHS/FDA addressing the procedures for conducting check ratings under the NCIMS
Aseptic Processing and Packaging Program. Within a State or a TPC’s jurisdiction,
check ratings wiH shall be made conducted of a representative number of IMS Listed
shippers. The selection of shippers for to be check rating rated in a given State or a
TPC’s jurisdiction wiH shall be made randomly.

b. In order to make effective use of PHS/FDA Regional Office personnel, the random
selection of shippers to be check rated wil shall be selected in advance and
assignments scheduled in each State and/or TPC’s jurisdiction. Selection of dairy
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farms will shall be made from records provided at the time of the check rating.

c. The number of shippers selected fer to be check rating rated wiH shall be based on
consideration of the number of shippers in the State or TPC’s jurisdiction as well as the
demonstrated validity of the State or TPC program. Validity will shall be measured by
estimating the number of adverse actions (re-inspections, re-ratings, or withdrawals of
certification) in the States State or a TPC’s jurisdiction based on the results of previous
check ratings. This approach wiH shall shift attention from States or TPCs with
demonstrated validity to problem States or TPCs while still preserving an adequate
level of monitoring.
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d. In ne any case ean a check rating cannot be made conducted with a greater
frequency than the official rating or listing.

e. For action to be taken if the PHS/FDA check rating indicates the listed rating is not
justified, refer to Section IV., B., 7.c. For the purpose of these Procedures and all
related forms, the terms “listed rating”, “official rating” and “published rating” shall
mean the most recent rating, which is accompanied by written permission by from the
shipper to publish, and submitted to the appropriate PHS/FDA Regional Office or

PHS/FDA MST for TPCs by the State Rating Agency.

f. Except as provided in Section IV., B., 7.c., PHS/FDA shall release the detailed
results of its check ratings of listed individual interstate shippers only to the Rating
Agency, which originally certified the shipper for listing, and the shipper’s State
Regulatory Agency. ...

B. STATE AND TPC RESPONSIBILITIES
1. State Ratings

a. The State Rating Agency of the shipping State or TPC shall certify the results of
ratings of each interstate milk shipper to the appropriate PHS/FDA Regional Office or
PHS/FDA MST for TPCs, which; in turn; w#ll shall transmit the ratings to the
PHS/FDA Headquarters Office for inclusion # on the IMS List. (Refer to Section IV.,
A., 5) The rating results, together with other pertinent information, shall be forwarded
on an appropriate form (FORM FDA 23591).

b. If both an area and individual rating are available on an individual supply of milk,
the most recent rating of the two (2) shall be reported. The Rating Agency shall
immediately send a completed copy of FORM FDA 23591 and all applicable
rating/listing Forms used to complete the rating/listing to the State Regulatory Agency

upon completion of any MilkSanitationRating rating. ...
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d. When a certified interstate milk shipper's supply, raw or pasteurized, changes status
because of degrading, permit revocation, significant change in the number of predueers
dairy farms, or change in the Sanitation Compliance or Enforcement Rating to less than
ninety percent (90%), the shipping State or TPC shall immediately notify all known
receiving States and/or TPCs and the appropriate PHS/FDA Regional Office or
PHS/FDA MST for TPCs.
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e. When a certified interstate milk shipper’s supply, raw or pasteurized, receives an
Enforcement Rating of less than ninety percent (90%), the State or TPC shall re-rate
the supply within six (6) months of that rating. Should this re-rating result in either a
Sanitation Compliance and/or Enforcement Rating of less than ninety percent (90%),
the shipping State or TPC shall immediately withdraw the shipper from the IMS List
and notify all known receiving States and/or TPCs and the appropriate PHS/FDA
Regional Office or PHS/FDA MST for TPCs. If a re-rating of the original rating is not
requested and conducted within six (6) months of the earliest rating date of the rating
with the Enforcement Rating not equal to ninety percent (90%) or greater, the shipper
shall be immediately withdrawn from the IMS List and the shipping State or TPC shall
immediately notify all receiving States and/or TPCs and the appropriate PHS/FDA
Regional Office or PHS/FDA MST for TPCs.

f.  When an existing rating is no longer valid because a listed milk plant, receiving
station and/or transfer station’s permit is revoked, the State or TPC shall within five (5)
days request PHS/FDA to withdraw the shipper from the IMS List.

g. Receiving States or TPCs shall notify shipping States and/or TPCs of any
irregularities in the supply received. (Refer to Section IV., B., 7.)

h. The Rating Agency shall furnish their Regulatory Agenetes Agency with copies of
coded memoranda, including interpretations of the PHS/FDA recommended Grade
“A” PMO and HACCEP listing procedures received from PHS/FDA.

i. The Rating Agency shall keep current the ratings of all certified shippers within its
State or a TPC’s jurisdiction.

J. The State Rating Agency shall certify U.S. manufacturers of containers and
closures in accordance with Appendix J. STANDARDS FOR THE FABRICATION
OF SINGLE-SERVICE CONTAINERS AND CLOSURES FOR MILK AND MILK
PRODUCTS in the Grade “A’” PMO for inclusion i on the IMS List. ...

3. Lab Evaluation
a. If written split sample results of the laboratories/Certified Industry Supervisor

(CIS) used by certified interstate milk shippers are not received by PHS/FDA LPET
within sixteen (16) months of the last previous split sample date, PHS/FDA LPET waH
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shall notify the appropriate PHS/FDA Regional Office in writing to send a written
withdrawal of the accreditation of the laboratory(ies) concerned. A copy of the
PHS/FDA Regional Office notice or PHS/FDA LPET notice for TPCs to the State Milk
Laboratory Control Agency to withdraw accreditation shall be sent to the State
Regulatory and/or Rating Agency. The State Milk Laboratory Control Agency shall
then inform the laboratory(ies), and the Regulatory Agency and/or Rating Agency in
writing of the action.
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b. If written results of the official evaluations are not received by PHS/FDA LPET
within twenty-six (26) months of the previous evaluation date, PHS/FDA LPET wiH
shall notify the appropriate PHS/FDA Regional Office, in writing, to inform the State
Milk Laboratory Control Agency to send a written withdrawal of accreditation of the
laboratory(ies) concerned. A copy of the PHS/FDA Regional Office notice or
PHS/FDA LPET notice for TPCs to the State Milk Laboratory Control Agency to
withdraw accreditation shall be sent to the Regulatory Agency and/or Rating Agency.
The State Milk Laboratory Control Agency shall then inform the laboratory(ies), and
the Regulatory Agency and/or Rating Agency in writing, of the action.

4. Response to State Regulatory/Rating Agency Program Evaluations

The State or TPC shall cooperate with PHS/FDA in order to correct any deficiencies
identified in the State or TPC Milk Safety pregrams Program, including regulatory,
rating and laboratory.

5. Request for Emergency Consideration

In the event of a declared public health emergency or natural or man made disaster,
including the activation of the State Emergency Response Plan, if the State is not in a
position to operate the program in full compliance with NCIMS program requirements,
the State shall immediately contact PHS/FDA. PHS/FDA shall immediately conduct
discussions with the State to reach a mutually acceptable resolution.

NOTE: This request for emergency consideration is not applicable to TPCs. ...

7. Challenges and Remedies

a. Complaints from Receiving States and-Munteipalities or TPCs

1.) Complaints as to the sanitary quality of milk and/or milk products being
received and challenges of the validity of certified ratings shall be made in writing
by the receiving State er—muntetpality and/or TPC to the Rating Agency of the
shipping State or TPC, with a copy to the appropriate PHS/FDA Regional Office or
PHS/FDA MST for TPCs. ...
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3.) The Rating Agency of the shipping State_or TPC shall make a preliminary
investigation of the complaints within fifteen (15) days and notify the receiving
State and/or TPC in writing of the action being taken, with a copy to the
appropriate PHS/FDA Regional Office or PHS/FDA MST for TPCs.

4.) After an investigation, and based on the facts disclosed, the shipping State or
TPC shall:

A.) Notify the receiving State(s) and/or TPC and appropriate PHS/FDA
Regional Office or PHS/FDA MST for TPCs that the complaint was has been
resolved;

B.) Withdraw the certification of the shipper and notify the receiving State(s)
and/or TPC and appropriate PHS/FDA Regional Office or PHS/FDA MST for
TPCs of such action; or

C.) Make a new rating within sixty (60) days, and with the written permission
of the shipper, forward the new rating and a copy of the shipper's written
permission to the appropriate PHS/FDA Regional Office or PHS/FDA MST for
TPCs for listing i on the IMS List. The receiving State(s) and/or TPC(s) shall
also be notified of the action being taken by the shipping State or TPC.

5.) If the Rating Agency of the shipping State or TPC for any reason cannot make a
prompt investigation called for in 7.a.3.) above, or the new rating called for in
7.a.4.) above, it shall:

A.) Notify PHS/FDA, and the State and/or TPC making the complaint. Such
notification shall be considered by PHS/FDA as tantamount to the withdrawal
of the present State certification of the interstate shipper involved.

B.) Notify the shipper involved, and any other interested parties, that in
accordance with Conference agreements, the current State certification is being
withdrawn until such time as the complaint may be investigated or a new rating
made.

b. Complaints from Shipping States and-Munieipalities and/or TPCs

1.) Complaints from shipping States aﬁd—mamekpal-bm%s and/or TPCs shall be made
in writing to the Rating Agency of the receiving State(s) and/or TPC(s) with a copy
to the appropriate PHS/FDA Regional Office or PHS/FDA MST for TPCs.

2.) The Rating Agency of the receiving State(s) and/or TPC(s) will shall make a
preliminary investigation of the complaint(s) within fifteen (15) days and notify the
shipping State or TPC in writing of the action being taken, with a copy to the
appropriate PHS/FDA Regional Office or PHS/FDA MST for TPCs.
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C.

Action to be Taken if the PHS/FDA Check Rating or Single-Service Containers

and Closures Manufacturer’s Audit Indicates the Listed Rating is Not Justified:
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1.) PredueerPairies Dairy Farms (Raw Milk) ...

A.) Action to be Taken

The following table shall be used to determine action to be taken if the
PHS/AEDA—raw—milk Sanitation Compliance Rating from a check rating of a
listed shipper’s dairy farms indicates the listed raw—mill—rating Sanitation
Compliance Rating is not justified:

PROBUCER BAIRIES DAIRY FARMS (RAW MILK) ...

B.) Re-Rating

When check rating data indicates that the Sanitation Compliance Rating of a

listed shipper's preduecer-dairtes dairy farms requires a re-rating, PHS/FDA shall
formally notify the State Rating Agency that a re-rating of the preducer-dairies

dairy farms w4H shall be required within sixty (60) days.

C.) Withdrawal of Certification

When check rating data indicates that the Sanitation Compliance Rating of a
listed shipper's produecer—dairies dairy farms requires a withdrawal of
certification, the State Rating Agency, upon written recommendation of
PHS/FDA, shall immediately withdraw the current certification of the shipper
and notify such shipper, PHS/FDA, and all known receiving States and/or TPCs
thereof, in accordance with Section IV., B., 1.d. In case of withdrawal, a new
rating shall be made in not less than thirty (30) days and not to exceed sixty
(60) days, unless the State Rating Agency has reason to believe a new rating
within a lesser time period, would result in an acceptable rating. The effective
date for action shall be determined from the date of the letter of notification by
the State Rating Agency. Such letter shall be dated within five (5) working
days following the date of the official notification.

2.) Milk Plants, Receiving Stations and/or Transfer Stations

A.) Action to be Taken

The following table shall be used to determine action to be taken if the
PHS/ADA Sanitation Compliance Rating from a check rating of a milk plant,
receiving station and/or transfer station indicates the listed ratirg Sanitation
Compliance Rating is not justified: ...
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B.) Reinspection

When check rating data indicates that the Sanitation Compliance Rating of the
milk plant, receiving station and/or transfer station requires a reinspection,
PHS/FDA shall formally notify the State Rating Agency that a reinspection of
the milk plant, receiving station and/or transfer station wiH shall be required
within thirty (30) days. If the reinspection indicates a level of sanitation
compliance below that of the published rating, the State Rating Agency shall
submit such new rating for publication, provided that if the reinspection
indicates a level of sanitation compliance equal to or better than the published
rating, the PHS/FDA Regional Office or PHS/FDA MST for TPCs shall be so
advised by the State Rating Agency and no further action s+l shall be
necessary.

C.) Withdrawal of Certification

When check rating data indicates that the Sanitation Compliance Rating of a
milk plant, receiving station and/or transfer station requires a withdrawal of
certification, the State Rating Agency, upon written recommendation of
PHS/FDA, shall immediately withdraw the current certification of the shipper
and notify such shipper, PHS/FDA, and all known receiving States and/or TPCs
thereof, in accordance with Section IV., B., 1.d. In case of withdrawal, a new
rating shall be made in not less than thirty (30) days and not to exceed sixty
(60) days, unless the State Rating Agency has reason to believe a new rating
within a lesser time period would result in an acceptable rating. The effective
date for action shall be determined from the date of the letter of notification by
the State Rating Agency. Such letter shall be dated within five (5) working days
following the date of the official notification. A withdrawal of certification is
also required if an aseptic milk plant has any Aseptic Critical Listing Element
(ACLE) identified as not being in compliance on FORM FDA 2359p-NCIMS
ASEPTIC PROCESSING AND PACKAGING PROGRAM CRITICAL
LISTING ELEMENTS for Low-Acid (pH greater than 4.6) Aseptic Milk and
Milk Products following the procedures cited above.

3.) If a Rating Agency fails to take the required action outlined in Section IV., B.,
7.c.1.) and 7.c.2.), calling for immediate notification of all known receiving States
and/or TPCs when the current certification of a listed shipper is to be withdrawn as
recommended by PHS/FDA, PHS/FDA after a reasonable lapse of time (not to
exceed five (5) days), shall provide all participating States and TPCs with the check
rating seeres results. The State or TPC which failed to take the required action
shall be identified in the next listing of the IMS List as not being in compliance
with Section IV., B, 7.c.1.) and 7.c.2.).
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C.

4.) Should the a Rating Agency indicate that it is not in a position to make a new
rating within a sixty (60) day period or a reinspection within thirty (30) days,
PHS/FDA shall identify those States or TPCs in the next listing of the IMS List as
not being in compliance with the provisions of this paragraph.

5.) If the a Rating Agency informs PHS/FDA that it is unable to make
arrangements for PHS/FDA to check rate the sanitation compliance status of listed
shippers, PHS/FDA shall identify those States or TPCs in the next listing of the
IMS List as not being in compliance with the provisions of this paragraph.

6.) If a Rating Agency fails to request removal of a milk plant, receiving station
and/or transfer station from the IMS List as provided for in Section IV., B., 1.f.,
PHS/FDA shall, after five (5) days, provide this information to all receiving states
States and/or TPCs.

SECTION V. QUALIFICATIONS AND CERTIFICATIONS
SUPERVISION REQUIREMENTS ...

2. The shipper to be rated shall be under the full-time supervision of a State or TPC

Regional-or Leeal Milk Regulatory Agency. ...
PROCEDURES FOR REQUESTING A MILK SANITATION RATING

A shipper desiring a rating of their supply for the purpose of interstate certification shall
submit a request to the Rating Agency in their own State or to their TPC. ...

SANITATION COMPLIANCE AND ENFORCEMENT RATINGS REQUIRED

'Ratings to be made on each shipper who desires certification shall include:
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1. Sanitation Compliance Rating on predueer dairy farms, transfer stations, receiving
stations, pasteurization plants, condensed and dry milk plants and whey plants. ...

D. MILK SANITATION RATING PERSONNEL

Milk Sanitation Compliance and Enforcement Ratings shall be made by certified SROs
and the certification of U.S. manufacturers of containers and closures for milk and/or milk
products shall be made by certified State SROs who meet the following requirements: ...

2. Have been standardized certified by PHS/FDA as a SRO and hold a valid certificate of
qualification in one (1) or any combination of the following categories: milk pasteurization
plants, including HACCP and/or aseptic processing and packaging if appropriate, dairy
farms and transfer/receiving stations, including HACCP if appropriate. The PHS/FDA wil
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shall issue a certificate, valid for three (3) years, to each individual who meets the criteria
listed below, as applicable. Certification of a SRO shall qualify that SRO to perform
ratings or HACCP listings, if applicable, #any-State; upon the request of that State’s or
TPC’s Regulatory/Rating Agency as long as the Offieer’s SRO’s certification is valid.

3. A SRO applicant for initial standardizatien certification shall be evaluated by PHS/FDA
personnel in an independent side-by-side comparison of dairy facilities using the items
listed on the appropriate inspection or evaluation report form. The applicant and PHS/FDA
personnel shall be in agreement at least eighty percent (80%) of the time on each listed
item. Comparison evaluations shall be performed on at least the following number of dairy
facilities: ...
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7. Applicants shall demonstrate the ability to conduct and compute Mk Sanitation
Compliance and Enforcement Ratings by completing all of the necessary forms.

8. A certified SRO shall be re-standardized re-certified once each three (3) years by
PHS/FDA personnel in an independent side-by-side comparison of dairy facilities using the
items listed on the appropriate inspection or evaluation report form. The applicant and
PHS/FDA personnel shall be in agreement at least eighty percent (80%) of the time on
each listed item. Comparison evaluations shall be performed on at least the following
number of dairy facilities: ...

d. If HACCP certified for milk plants, receiving or transfer stations, in addition to
meeting the requirements listed above for pasteurization milk plants for a SRO, one (1)
recertification audit is required. The recertification audit can be done independent as a
mock-listing audit or as part of an official HACCP listing audit, at the discretion of the

PHS/FDA Regional-Milk—Speeialist personnel and SRO. (Refer to Section VIII., E.6.
for additional HACCP certification procedures.) ..
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10. To be re-standardized re-certified, a certified SRO shall have during the three (3) year
period attended at least one (1) PHS/FDA Regional Milk Seminar, attended at least one (1)
training course, which includes the auditing of milk plant HACCP Systems and NCIMS
listing, if applicable, and attended at least one (1) PHS/FDA training course on “Special
Problems in Milk Protection” or other training judged by PHS/FDA to be equivalent and
appropriate.

11. Should PHS/FDA determine that a certified SRO has failed to demonstrate proficiency
in the above re-standardization re-certification procedures; PHS/FDA may require the
certified SRO to perform the initial standardizatien certification procedures. .

F. SAMPLING SURVEILLANCE PERSONNEL ...
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2. Have been standardized certified by PHS/FDA as a SSO and hold a valid certificate of
qualification. The PHS/FDA w4H shall issue a certificate, valid for three (3) years, to each
individual who meets the criteria listed in 3. and 4. below.

3. A SSO applicant for initial standardizatien certification shall be evaluated by
PHS/FDA personnel in an independent side-by-side comparison of sampling procedure
observations using the items listed on the appropriate inspection or evaluation report form.
The applicant and PHS/FDA personnel shall be in agreement at least eighty percent (80%)
of the time on each listed item. Comparison evaluations shall be performed on at least the
following number of bulk milk hauler/samplers and plant samplers at dairy facilities: ...
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d. Hold a valid certificate of qualification fer as a SRO, LEQO, or, in the case of a State
or TPC Regulatory Supervisor, hold a valid certificate as a SSO.

4. A certified SSO shall be re-standardized re-certified once each three (3) years by
PHS/FDA personnel in an independent side-by-side comparison of sampling procedure
observations using the items listed on the appropriate inspection or evaluation report form.
The applicant and PHS/FDA personnel shall be in agreement at least eighty percent (80%)
of the time on each listed item. Comparison evaluations shall be performed in accordance
with 3. above.

5. The SSO may delegate the inspection of bulk milk hauler/samplers, who collect
samples of raw milk for pasteurization from individual predueers dairy farms, to other
qualified State; or TPC Regional-ertoeal Regulatory Agency personnel or certified
industry personnel as outlined in Section 5 of the Grade “A” PMO.

NOTE: The delegation to industry certified personnel is not applicable to TPCs.

The SSO may delegate the inspection of Dairy Plant Samplers and Industry Plant Samplers
to other qualified State; or TPC Regional-erEoeal Regulatory Agency personnel. ...

a. Initial Standardizatien Certification: ...
Page 22:

c. Re-standardization Re-certification: A certified applicant for the delegation of
sampling surveillance responsibilities shall be re-standardization re-certification once
each three (3) years by a PHS/FDA certified SSO in an independent side-by-side
comparison of sampling procedure observations using the items listed on the
appropriate inspection or evaluation report form. The applicant and SSO shall be in
agreement at least eighty percent (80%) of the time on each listed item. Comparison
evaluations shall be performed on at least the following number of bulk milk
hauler/samplers and plant samplers at dairy facilities: ...
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G. MILK LABORATORY EVALUATION PERSONNEL

Milk laboratory evaluations may be made #-any—State; upon the request of that State’s or
TPC’s Regulatory Agency; and shall be made by certified LEOs who:

1. Have been standardized certified and approved by PHS/FDA as a LEO per the
requirements and criteria listed in the most recent edition of the EML. (Refer to Section 3
of the EML.) ...

H. THE HEARING PROCEDURE FOR REVOKING THE CERTIFICATION OF A
SRO, SSO, OR LEO ...
Page 23:
2. Notification of Intent to Revoke PHS/FDA Certification and an Opportunity for a
Hearing
If the PHS/FDA Standard (Regional Milk Specialist, or MST personnel, or member of
LPET, respectively) makes an initial determination to revoke certification, PHS/FDA
will shall notify the SRO, SSO, or LEO in writing of its intent to revoke his or her
certification. The notification shall specify: ...
Page 24:
I. AREARATING ...
2. If a shipper's supply is included in an area rating which has received a Sanitation
Compliance Rating of ninety percent (90%) or more, the shipper may be listed without an
individual rating, provided that an individual rating shall be furnished upon request of the
receiving State(s) erLeealjurisdietion{s) and/or TPC(s). ...
Page 25:
J. INDIVIDUAL RATINGS ...
3. If an aseptic milk plant has any ACLE identified by a SRO, e PHS/FDA Regional Milk
Specialist, or PHS/FDA MST personnel as not being in compliance on FORM FDA
2359p-NCIMS ASEPTIC PROCESSING AND PACKAGING PROGRAM CRITICAL
LISTING ELEMENTS for Low-Acid (pH greater than 4.6) Milk and Milk Products, the
listing shall be immediately denied or withdrawn.
Page 26:

SECTION VI. STANDARDS

A. POINTS BEYOND THE LIMITS OF THE ROUTINE INSPECTION
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Milk and/or milk products from points beyond the limits of the routine inspection shall be
acceptable under the principles of reciprocity for-sale-inthe-State-or Local-area-conecerned,
provided they are produced and pasteurized under regulations which are substantially
equivalent to the current edition of the Grade “A” PMO and have been awarded an
acceptable Milk Sanitation Compliance and Enforcement Rating by a SRO certified by
PHS/FDA. ...

E. MILK SANITATION STANDARDS

The current edition of the Grade “A” PMO shall be used as the basic sanitation standards
in making Mitk Sanitation Compliance Ratings of interstate milk shippers. ...
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SECTION VII. PROCEDURES GOVERNING A STATE’s OR THIRD PARTY
CERTIFIER’s PARTICIPATION IN THE COOPERATIVE PROGRAM FOR
THE CERTIFICATION OF IMS LISTED SHIPPERS

STFATFE REGULATORY/RATING AGENCY PROGRAM EVALUATIONS ...

B. Any State or TPC in substantial non-compliance as determined by PHS/FDA swill shall be
referred to the NCIMS Executive Board for determination of listing on a separate page ##
on the IMS List. The State or TPC upon notification of PHS/FDA and the NCIMS
Executive Board wiH shall have an opportunity to address the NCIMS Executive Board to
explain why they believe they sheuld shall not be so listed. If such listing is required,
annual evaluations shall be conducted until substantial compliance as determined by
PHS/FDA is achieved. Any State or TPC not in substantial compliance a second
consecutive year wil shall be notified by PHS/FDA and provided an opportunity for a
hearing by the NCIMS Executive Board. The NCIMS Executive Board, as a result of the
hearing, may determine that the State or TPC sheuld shall not be an active participant in
future NCIMS Conferences until substantial compliance is achieved. ...

SECTION VIII. PROCEDURES GOVERNING THE CERTIFICATION OF MILK
PLANT, RECEIVING STATION AND TRANSFER STATION NCIMS HACCP
SYSTEMS FOR IMS LISTED SHIPPERS
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8. SFATFE REGULATORY/RATING AGENCY PROGRAM EVALUATION: Definition
FY. in Section III shall apply as written, except that for purposes of this Section the words
"check ratings of IMS Listed Shippers" shall include "PHS/FDA audits of IMS Listed
Shippers".

C. PHS/FDA HACCP RESPONSIBILITIES ...

Page 30:
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a. PHS/FDA Regional personnel who: ...

2.) Comply with the directives of the PHS/FDA Milk Safety Program as
administered by the PHS/FDA MST; and ...

4.) PHS/FDA personnel responsible for PHS/FDA HACCP audits and State
Regulatory/Rating Agency Program Evaluations in States and TPCs participating in
the NCIMS HACCP Program shall, at a minimum, be required to meet the same
level of training and standardizatien certification required for SROs who make
HACKCEP listing audits. ...

2. HACCP Training ...

b. Regulatory Agency Persennel personnel responsible for the evaluation, licensing and
regulatory auditing of facilities using the weluntary NCIMS voluntary HACCP
Program will shall have equivalent training to the training required to perform
traditional NCIMS functions. They shall also have specialized training in conducting
HACCP System audits. ...
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3. State Regulatory/Rating Agency Program Evaluations

In the event a State or TPC has a participating HACCP milk plant, receiving station, or
transfer station, PHS/FDA shall conduct an evaluation of the-State’s their NCIMS
HACCP Program, as a part of the State Regulatory/Rating Agency Program
Evaluation. ...

5. Electronic Publication of Sanitation Compliance and Enforcement Ratings

a. PHS/FDA shall provide an electronic publication of the IMS List on their web site.
The electronic IMS List is available at http://www.fda.gov/Food/Food Safety/Product-
SpecificInformation/MilkSafety/FederalStatePrograms/InterstateMilkShippersList/defa
ult.htm. The HACCP listings and IMS Listed shippers’ expiration listing dates
contained in the electronic publication are certified by the State Rating Agency to be
those established by HACCP audits conducted in accordance with the MMSR by
certified SROs when FORM FDA 2359i-INTERSTATE MILK SHIPPER’s REPORT
is signed and submitted to the appropriate PHS/FDA Regional Office or PHS/FDA
MST for TPCs for electronic publication. ...

b. PHS/FDA shall identify listings only from States Rating Agencies, and/or shippers,
which are in substantial compliance with the Procedures.

6. Electronic Publication of Qualified PHS/FDA Regional Milk Specialists, and State and
TPC Personnel ...
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Page 32:
8. PHS/FDA Audits of HACCP Listings

a. PHS/FDA shall conduct, each year, PHS/FDA audits of HACCP listed shippers.
To conduct audits of HACCP/aseptic processing and packaging milk plants, the
PHS/FDA Regional Milk Specialist and/or PHS/FDA MST personnel for TPCs shall
have completed a training course that is acceptable to the NCIMS and PHS/FDA
addressing the procedures for conducting the-audit audits and the implementation of
the NCIMS Aseptic Processing and Packaging Program. Within a State or a TPC
conducting the NCIMS voluntary HACCP Program, PHS/FDA audits w#} shall be
made conducted of a representative number of IMS HACCP listed shippers. The
selection of shippers for-auditing to be audited in a given State or a TPC’s jurisdiction
wil shall be made randomly.

b. In order to make effective use of PHS/FDA Regional Office personnel, the random
selection of shippers to be audited w4 shall be selected in advance and assignments
scheduled in each State and/or TPC’s jurisdiction.

c. The number of shippers selected for to be PHS/FDA audit audited wiH shall be
based on consideration of the number of shippers in the State or TPC’s jurisdiction as
well as the demonstrated validity of the State or TPC program. Validity w4l shall be
measured by estimating the number of adverse actions (re-audits or withdrawals of
certification) in the State or a TPC’s jurisdiction based on the results of previous
PHS/FDA audits. This approach w4l shall shift attention from States or TPCs with
demonstrated validity, to problem States or TPCs, while still preserving an adequate
level of monitoring.

d. Except as provided for in Sections VIII., C. 8. i., VIII., D. 2., and VIIL, D. 7.
c.2.)A.) an a PHS/FDA HACCP audit sl shall not be made conducted with a greater
frequency than the official HACCP listing.

e. For action to be taken when a PHS/FDA audit indicated that a HACCP listing is not
justified, refer to Section VIII., D. 7.c. For the purpose of these Procedures and all
related forms, the terms “listed/listing”, “official listing” and “published listing” shall
mean the most recent listing, which is accompanied by written permission by from the
shipper to publish, and submitted to the PHS/FDA Regional Office or PHS/FDA MST

for TPCs by the State-Rating Agency.

f. Except as provided in Sections VIII., C.8.i.,, VIII.,, D.2., and VIIIL., D.7.c.2.),
PHS/FDA shall release the detailed results of its eheek—+ratings—er PHS/FDA HACCP
audits of listed individual interstate shippers only to the Rating Agency, which
originally certified the shipper for listing, and the State shipper’s Regulatory Agency.

Page 33:
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h. PHS/FDA shall conduct on-site milk plant, receiving station and transfer station
audits of the HACCP compliance status of listed interstate milk shippers. These
PHS/FDA HACCP audits shall be conducted using the procedures for State HACCP
listing audits as described in the MMSR. These audits wiH shall be used in the overall
State Regulatory/Rating Agency Program Evaluation. ...

i. PHS/FDA shall review the Regulatory Agency records for the milk plant, receiving
station or transfer station being audited. In the event that there is reason to doubt the
safety of any State's Regulatory Agency’s milk and/or milk products that are HACCP
listed, PHS/FDA shall immediately investigate the State’s Milk Safety Program and
may evaluate/audit the milk plants, receiving stations or transfer stations affected. This
applies even if the HACCP listing of the milk plant, receiving station or transfer station
being audited is sustained.

Based on this investigation, if there are substantial milk and/or milk product safety
program weaknesses, PHS/FDA shall send a written notice requiring corrections to the
State Regulatory Agency with a copy to the Rating Agency. If after thirty (30) days,
PHS/FDA determines that the corrections were not made, PHS/FDA shall notify the
affected industry and receiving States and/or TPCs.

If after this investigation of HACCP listings #-the-State, PHS/FDA determines that the
State or TPC is not able to fulfill its obligations under the NCIMS voluntary HACCP
Program and milk and/or milk products safety remains in doubt, PHS/FDA shall
provide written notification to the State or TPC specifying the reasons this
determination was made.

This written notification w#H shall specify that the State or TPC has 180 days from the
date of the written notification to show to PHS/FDA's satisfaction that the State or TPC
has made appropriate corrections and is once again able to fulfill its obligations under
the NCIMS voluntary HACCP Program.

After the 180 days, if the State or TPC is still unable to fulfill its obligations under the
NCIMS voluntary HACCP Program and milk and/or milk product safety remains in
doubt PHS/FDA w#H shall not accept new HACCP listings from the State or TPC and
PHS/FDA may audit the existing listings as necessary to protect the public health.

D. STFATE NCIMS HACCP RESPONSIBILITIES

1. State NCIMS HACCP Listings for Milk Plants, Receiving Stations and Transfer
Stations.

Section IV., B. 1.) shall apply as written, except that for purposes of this Section:
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a. The Rating Agency of the shipping State or TPC shall certify the results of
HACCEP listing audits of each interstate milk shipper to the appropriate PHS/FDA
Regional Office or PHS/FDA MST for TPCs, which in turn;-w#H shall transmit the
HACCEP listing audits to the PHS/FDA Headquarters Office for inclusion # on the
IMS List. (Refer to Section IV., A., 5.) The HACCP listing audit results, together
with other pertinent information, shall be forwarded on an appropriate form
(FORM FDA 2359i). ...

d. When a certified interstate milk shipper's supply, raw or pasteurized, changes
status because of degrading, permit revocation, significant change in the number of
produeers dairy farms, change in the Sanitation Compliance or Enforcement Rating
to less than ninety percent (90%), or a change in HACCP listing status, the
shipping State or TPC shall immediately notify all known receiving States_and/or
TPCs and the appropriate PHS/FDA Regional Office or PHS/FDA MST for TPCs.

f. When a HACCRP listing is no longer valid because a listed milk plant, receiving
station and/or transfer station’s permit is revoked, the State or TPC shall within five
(5) days request PHS/FDA to withdraw the shipper from the IMS List.

h. The Rating Agency shall furnish their Regulatory Agenetes Agency with copies
of coded memoranda, including interpretations of the PHS/FDA recommended
Grade “A” PMO and HACCEP listing procedures received from PHS/FDA.

i. The Rating Agency shall keep current the HACCP listings of all certified
shippers within its State or TPC’s jurisdiction

2. NCIMS HACCP Enforcement Responsibilities ...

Based on this report, if PHS/FDA finds there may be reason to doubt the safety of the
State's or TPC’s milk and/or milk products that are NCIMS HACCP listed, PHS/FDA
shall immediately investigate the State’s or TPC’s Milk Safety Program and may
evaluate/audit the milk plants, receiving stations or transfer stations affected. This
applies even if FORM FDA 2359m-MILK PLANT, RECEIVING STATION OR
TRANSFER STATION NCIMS HACCP SYSTEM AUDIT REPORT finds that the
listing of the milk plant, receiving station or transfer station is satisfactory.
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If there are substantial milk and/or milk product safety program weaknesses, PHS/FDA
shall send a notice requiring corrections to the State Regulatory Agency with a copy to
the State Rating Agency. If after thirty (30) days, PHS/FDA determines that the
corrections were not made, PHS/FDA shall notify the affected industry and receiving
States and/or TPCs.

If PHS/FDA determines that the State or TPC is not able to fulfill its obligations under
the NCIMS voluntary HACCP Program and milk and/or milk product safety remains in
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doubt, PHS/FDA shall provide written notification to the State or TPC specifying the
reasons this determination was made.
This notification w#H shall specify that the State or TPC has 180 days from the date of
the notification to show to PHS/FDA's satisfaction that the State or TPC has made
appropriate corrections and is once again able to fulfill its obligations under the
NCIMS voluntary HACCP Program.

After the 180 days, if the State or TPC is still unable to fulfill its obligations under the
NCIMS voluntary HACCP Program and milk and/or milk product safety remains in
doubt PHS/FDA w4l shall not accept new HACCP listings from the State or TPC and
PHS/FDA may audit the existing listings as necessary to protect the public health. ...

4. Response to State Regulatory/Rating Agency Program Evaluations

The State or TPC shall cooperate with PHS/FDA in order to correct any deficiencies
identified in the State or TPC Milk Safety Pregrams Program, including regulatory,
rating and laboratory. ...

7. Challenges and Remedies
a. Complaints from Receiving States and/or TPCs and-Munieipalities
Section IV., B. 7.a. shall apply as written, except that for purposes of this Section:

1.) Complaints as to the sanitary quality of milk and/or milk products being
received and challenges of the validity of certified HACCP listing audits shall be
made in writing by the receiving State er—muntetpality and/or TPC to the Rating
Agency of the shipping State or TPC, with a copy to the appropriate PHS/FDA
Regional Office or PHS/FDA MST for TPCs.
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3.) The Rating Agency of the shipping State or TPC shall make a preliminary
investigation of the complaints within fifteen (15) days and notify the receiving
State and/or TPC in writing of the action being taken, with a copy to the
appropriate PHS/FDA Regional Office or PHS/FDA MST for TPCs.

4.) After an investigation, and based on the facts disclosed, the shipping State or
TPC shall:

C.) Make a new listing audit within sixty (60) days and, with the written
permission of the shipper, forward the new listing audit and a copy of the
shipper's written permission to the appropriate PHS/FDA Regional Office or
PHS/FDA MST for TPCs for publication # on the IMS List. The receiving
State(s) and/or TPC(s) shall also be notified of the action being taken by the
shipping State or TPC.
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C.

5.) If the Rating Agency of the shipping State or TPC for any reason cannot make a
prompt investigation called for in 7.a.3.) above, or the new listing called for in
7.a.4.) above, it shall:

B.) Notify the shipper involved, and any other interested parties, that in
accordance with Conference agreements, the current State certification is being
withdrawn until such time as the complaint may be investigated or a new listing
audit is made.

Complaints from Shipping States and-Munietpalities and/or TPCs

1.) Complaints from shipping States and-munteipalittes and/or TPCs shall be made
in writing to the Rating Agency of the receiving State(s) and/or TPC(s), with a
copy to the appropriate PHS/FDA Regional Office or PHS/FDA MST for TPCs.

2.) The Rating Agency of the receiving State(s) and/or TPC(s) w+H shall make a
preliminary investigation of the complaint(s) within fifteen (15) days and notify the
shipping State or TPC in writing of the action being taken, with a copy to the
appropriate PHS/FDA Regional Office or PHS/FDA MST for TPCs.

Action to be Taken if the PHS/FDA HACCP Audit Indicates the Listing is Not

Justified: ...
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2.) Milk Plants, Receiving Stations and/or Transfer Stations
A.) Action to be Taken

Should a milk plant, receiving station or transfer station’s HACCP System be
found to be either invalid or improperly verified, PHS/FDA shall request that
the State or TPC initiate regulatory action. In addition, PHS/FDA may request
a re-audit or withdrawal of certification. When milk and/or milk product safety
is in doubt, based on Regulatory Agency practices or concerns, PHS/FDA shall
immediately investigate and may audit other milk plants, receiving stations and
transfer stations affected.

Based on this investigation, if there are substantial milk and/or milk product
safety program weaknesses, PHS/FDA shall send a notice requiring corrections
to the Regulatory Agency with a copy to the Rating Agency. If after thirty (30)
days, PHS/FDA determines that the corrections were not made, PHS/FDA shall
notify the affected industry and receiving States and/or TPCs.

If PHS/FDA determines that the State or TPC is not able to fulfill its
obligations under the NCIMS voluntary HACCP Program and milk and/or milk
product safety remains in doubt, PHS/FDA shall provide written notification to
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the State or TPC specifying the reasons this determination was made.

This notification wiH shall specify that the State or TPC has 180 days from the
date of the notification to show to PHS/FDA's satisfaction that the State or TPC
has made appropriate corrections and is once again able to fulfill its obligations
under the NCIMS voluntary HACCP Program.

After the 180 days, if the State or TPC is still unable to fulfill its obligations
under the NCIMS voluntary HACCP Program and milk and/or milk product
safety remains in doubt, PHS/FDA wiH shall not accept new HACCP listings
from the State or TPC and PHS/FDA may audit the existing listings as
necessary to protect the public health.

B.) Re-Audit

If deficiencies and/or non-conformities are significant to the point that timely
correction is necessary, but do not require an immediate withdrawal of
certification, the deficiencies and/or non-conformities shall be corrected and the
correction confirmed by a re-audit by an appropriate listing official. The period
of time allowed to correct the HACCP System deficiencies and/or non-
conformities shall be specified by the PHS/FDA Regional Milk Specialist
and/or PHS/FDA MST personnel for TPCs in writing to the State or TPC. Ne A
re-audit is not required if the deficiencies and/or non-conformities are
immediately corrected, or are minor and can be corrected within a time period,
which will neither present a risk to the public health nor result in milk and/or
milk product adulteration.

If after notice, as specified by PHS/FDA, the HACCP System deficiencies
and/or non-conformities have not been corrected, the milk plant’s, receiving
station’s or transfer station’s listing shall be withdrawn by the State or TPC.

If the HACCP System deficiencies and/or non-conformities have been
corrected, the Rating Agency shall notify the Regional Office of PHS/FDA or
PHS/FDA MST for TPCs and e further action w# shall not be necessary.

C.) Withdrawal of Certification

1.) A HACCRP listing shall be requested to be withdrawn when CLE’s have
been noted on FORM FDA 2359m-MILK PLANT, RECEIVING
STATION OR TRANSFER STATION NCIMS HACCP SYSTEM AUDIT
REPORT indicating that the milk plant, receiving station or transfer station
has failed to recognize or correct a deficiency(ies) and/or
nonconformity(ies) indicating:
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i.) A major HACCP System dysfunction that is reasonably likely to
result in a milk and/or milk product safety hazard or an adverse health
consequence;

NOTE: A milk and/or milk product safety hazard that is reasonably
likely to occur is one for which a prudent milk plant, receiving station or
transfer station operator would establish controls because experience,
illness data, scientific reports, or other information provide a basis to
conclude that there is a reasonable likelihood that, in the absence of
those controls, the milk and/or milk product hazard will occur in the
particular type of milk and/or milk product being processed.

ii.) Series of observations that leads to a finding of a potential HACCP
System failure that is likely to result in a compromise to milk and/or
milk product safety; ...

1. HAZARD ANALYSIS: Flow Diagram and Hazard Analysis conducted
and written for each kind or group of milk and/or milk products
processed.

2. HACCP PLAN: HACCP Plan prepared for each kind or group of milk
and/or milk products processed. ...

4. HACCP PLAN CORRECTIVE ACTION: Corrective action taken
for milk and/or milk products produced during a deviation from CL’s
defined in the HACCP Plan. ...

8. HACCP SYSTEM AUDIT FOLLOW-UP ACTIONS: A series of
observations that lead to a finding of a potential HACCP System failure
that is likely to result in a compromise to milk and/or milk product
safety. ...

4.) When PHS/FDA audit data indicates that the milk plant, receiving
station and/or transfer station requires a withdrawal of certification, the
Rating Agency, upon written recommendation of the PHS/FDA, shall
immediately withdraw the current certification of the shipper and notify
such shipper, PHS/FDA, and all known receiving States and/or TPCs
thereof. ...

5.) If a Rating Agency fails to immediately notify all known receiving
States and/or TPCs when the current certification of a listed shipper is to be
withdrawn as recommended by PHS/FDA, the PHS/FDA, after a reasonable
lapse of time, not to exceed five (5) days, shall provide all participating
States and/or TPCs with the PHS/FDA audit conclusion. The State or TPC,
which failed to take the required action, shall be identified in the next listing
of the IMS List as not being in compliance with the provisions of this
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paragraph.

6.) If a Rating Agency informs PHS/FDA that it is unable to make
arrangements for PHS/FDA to audit HACCP listed shippers, PHS/FDA
shall identify those States or TPCs in the next listing of the IMS List as not
being in compliance with the provisions of this paragraph.
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7.) If a Rating Agency fails to request removal of a milk plant, receiving
station and/or transfer station from the IMS List as provided for in this
Section, PHS/FDA shall, after five (5) days, provide this information to all
receiving States and/or TPCs.

D.) Imminent Health Hazard

1.) When an imminent health hazard is observed, PHS/FDA shall request
the Regulatory Agency to take immediate action to prevent any further
movement of such milk and/or milk products until such hazard(s) has been
eliminated. If such a violation results in a milk and/or milk product that
presents a public health risk, the Regulatory Agency shall take immediate
action against all milk and/or milk products produced and/or processed that
have already entered the distribution system. ...

4.) If the Regulatory Agency fails to take immediate action to correct the
identified hazard(s), or fails to notify PHS/FDA concerning actions taken
within five (5) working days, PHS/FDA shall provide this information to all
receiving States and/or TPCs.
E. QUALIFICATIONS AND CERTIFICATIONS
1. Supervision Requirements

Section V., A. shall apply as written, except that for purposes of this Section: ...

b. The shipper to be audited shall be under the full-time supervision of a State or TPC;
Regional-or Loeal Milk Regulatory Agency.

2. Procedure for Requesting a HACCP Listing
A shipper desiring a HACCP listing of their supply for the purpose of interstate

certification shall submit a request to the State-MilkRating/Rating Agency in their own
State or to their TPC. .
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3. HACCP Listing
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b. Milk plants, receiving stations or transfer stations participating in the NCIMS
voluntary HACCP Program shall receive dairy ingredients, including raw milk and/or
milk products, for use in listed products only from IMS listed sources that have been
awarded an acceptable HACCP listing or acceptable Sanitation Compliance and
Enforcement Ratings.

4. HACCEP Listing Personnel
HACKCEP listings shall be made by qualified SROs who:

a. Have been standardized certified by PHS/FDA as a SRO and hold a valid SRO
certification of qualification to perform HACCP listing audits. ...

c. Have, during the three (3) year period for which standardized certified, participated
in at least one (1) Regional Milk Seminar and, in addition, attended at least one (1)
training course on “Special Problems in Milk Protection” or other training course
judged by the PHS/FDA to be equivalent. ...

Page 43:

NOTE: The cause shall be documented and provided to the Candidate and the
State Rating Agency.

c. Continuous Certification

After the initial successful Cenditienal HACCP Certification, subsequent certification
of'a SRO to make NCIMS HACCP Listing Audits wiH shall be valid for three (3) years
unless revoked for cause.

1.) Milk Plant Technical Knowledge ...

During the three (3) year certification period, the SRO, certified to conduct NCIMS
HACCP listings, will shall complete the minimum training requirements
established to maintain proficiency regarding the NCIMS voluntary HACCP
Program including having attended at least one (1) training course in the auditing of
milk plant HACCP Systems and NCIMS listing for the period of qualification. The
NCIMS HACCP Implementation Committee has developed and accepted for this
required training both a comprehensive multi-day course presented by members of
the NCIMS HACCP Implementation Committee and an abbreviated individual
instruction that may be presented to individuals or small groups by any of the
HACCP Certified FDA Regional Milk Specialists.

Small group training with practical exercises and other appropriate training that
may include written examinations w+H shall be used to evaluate the SROs technical
knowledge for continuing certification. ...

IMS-a-49 64 November 8§, 2013



Page 44:

NOTE: The cause shall be documented and provided to the Candidate and the
State Rating Agency.

d. Paperwork Review ...
9. Milk Plant, Receiving Station and Transfer Station HACCP Listings ...

b. If an audit for a HACCP listing is unsatisfactory, another audit shall be conducted
after written notification from an authorized representative of the IMS Listed shipper to
the State Rating Agency that the IMS Listed shipper is in substantial compliance. The
audit shall be completed in #e not more than fifteen (15) days from the date of receipt
of the notification, unless the Rating Agency has a reason to believe a new listing
within a lesser time would result in an acceptable listing. ...

Page 45:

F. STANDARDS TO BE USED FOR THE NCIMS VOLUNTARY HACCP
PROGRAM

Section VI. shall apply as written, except that for purposes of this Section:
1. Points Beyond the Limits of Routine Inspection

Milk and/or milk products from points beyond the limits of the routine inspection shall be
acceptable under the principles of reciprocity forsale-in-the-State-or Local area-concerned,
provided they are produced and pasteurized under regulations which are substantially
equivalent to the current edition of the Grade “A” PMO and have been awarded an
acceptable HACCRP listing by a SRO certified by PHS/FDA. ...

G. PROCEDURES GOVERNING A STATE’s_ OR THIRD PARTY CERTIFIER’S
PARTICIPATION IN THE NCIMS HACCP PROGRAM FOR THE
CERTIFICATION OF IMS LISTED SHIPPERS

Section VII. shall apply as written, except that for purposes of this Section:

1. State Regulatory/Rating Agency Program Evaluations ...

Page 46:

SECTION IX. ARPHCATHON-OFCONFERENCE-AGREEMENTS PROCEDURES
GOVERNING THE NCIMS VOLUNTARY INTERNATIONAL CERTIFICATION
PROGRAM
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In addition to complying with all of the other Sections of the Procedures, the following shall
apply to the NCIMS voluntary International Certification Program (ICP):

A. PURPOSE AND SCOPE

This Section outlines the policies and procedures for the implementation, operation and
maintenance of the NCIMS voluntary ICP. The NCIMS voluntary ICP is intended to provide
an additional certification option for Milk Companies (MCs) located outside the United States
seeking participation in the NCIMS Grade “A” Milk Safety Program and a listing on the IMS
List. Previous to this additional option, MCs located outside the United States wishing to
import Grade “A” milk and/or milk products, as defined in the Grade “A” PMO, into the
United States were required to pursue one (1) of the three (3) options identified in M-1-00-4.

This additional option involves using Third Party Certifiers (TPCs) who are authorized by the
NCIMS to offer regulatory and rating services to dairy and laboratory facilities in accordance
with all of the procedures and requirements of the NCIMS Grade “A” Milk Safety Program.
This Section defines the responsibilities and requirements of NCIMS voluntary ICP
participants, including prospective TPCs, participating MCs and associated dairy farms,
receiving stations, transfer stations, official laboratories, official designated laboratories, etc.,
the NCIMS and PHS/FDA. This Section also outlines the conditions under which the NCIMS
voluntary ICP shall satisfy the requirements for obtaining and maintaining the IMS listing of
dairy and laboratory facilities located outside of the geographic boundaries of the NCIMS
Member States.

An NCIMS ICP Committee shall be responsible for the implementation, operation and
maintaining the oversight of the NCIMS voluntary ICP.

The policies and procedures contained in this Section apply only to TPCs and MCs that are
authorized by a signed and dated Letter of Understanding (LOU) with the NCIMS as
participants in the NCIMS voluntary ICP. This Section does not apply to Member State and
U.S. trust territory regulatory and rating programs that operate under the requirements of the
NCIMS., nor does it apply to dairy facilities located within the geographic boundaries of those
Member States and trust territories. The NCIMS voluntary ICP does not establish
requirements for regulatory programs operated by any governmental agency within or outside
of the United States.

TPCs authorized by the NCIMS for participation are required to conform to all of the policies
and procedures of the NCIMS voluntary ICP and all of the applicable NCIMS Grade “A” Milk
Safety Program requirements when providing regulatory and/or rating services to MCs that
produce and process Grade “A” milk and/or milk products for importation into the United
States. This includes related services provided to dairy farms, bulk milk hauler/samplers, milk
tank trucks, milk transportation companies, milk plants, receiving stations, transfer stations,
dairy plant samplers, industry plant samplers, distributors and servicing laboratories located
outside the geographic boundaries of the NCIMS Member States that are a part of or serve a
MC that desires to produce and process Grade “A” milk and/or milk products for importation
into the United States.
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B. PROCEDURES

1.

(Bt

Operation of the NCIMS voluntary ICP

The NCIMS voluntary ICP is to be implemented, operated and maintained so as to:

a. Comply with all of the applicable requirements of the Grade “A”” PMO and related
NCIMS documents. The regulation and rating of MCs shall be in accordance with the
applicable requirements of the NCIMS Grade “A” Milk Safety Program for the
purpose of listing those complying on the IMS List.

b. Continue to assure the same level of milk safety provided within the NCIMS Grade
“A” Milk Safety Program.

c. Provide a means for NCIMS Member States to accept Grade “A” milk and/or milk
products from NCIMS voluntary ICP IMS Listings.

Application by Prospective TPCs

a. The NCIMS Executive Board shall make an initial announcement seeking
applications from non-governmental individuals or organizations wishing to participate
in the NCIMS voluntary ICP as a TPC. Prospective TPCs shall complete and submit
the official NCIMS voluntary ICP application form along with all of the appropriate
documentation to the ICP Committee. The ICP Committee shall confirm with each
applicant, the receipt of the application form and whether it is complete enough to be
warranted for consideration as submitted or if additional information shall be required.

b. All documents that are utilized and exchanged within the NCIMS voluntary ICP
shall be in English or translated into English by the submitter.

Review of Applications, Selection and Official Notification of TPCs

a. The ICP Committee is responsible to review all valid application forms from
qualified prospective TPCs. This review shall evaluate the quality and strength of each
application on the basis of the applicant’s response to the requests for information on
the application form. This review shall also evaluate each application based on the
TPC identified personnel’s knowledge and experience with the requirements of the
NCIMS Grade “A” Milk Safety Program and the responsibilities and duties of a
Regulatory/Rating/Laboratory Control Agencies providing the regulatory, rating and
laboratory functions within the NCIMS Grade “A” Milk Safety Program. The ICP
Committee shall make recommendations to the NCIMS Executive Board of qualified
applicants for participation in the NCIMS voluntary ICP.

b. The NCIMS Executive Board may request additional information concerning the
ICP Committee’s recommendations. If the NCIMS Executive Board has a reason to
dispute any of the ICP Committee’s recommendations, they may request that the ICP
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Committee reconvene to consider additional information that may be relevant to their
recommendations.

c. All applicants shall be notified in writing, which may include mail, facsimile, email
or other electronic means, by the Chair of the NCIMS Executive Board as to the status
of their application and whether or not they have been selected to participate as a TPC
in the NCIMS voluntary ICP.

d. If an applicant is not selected to participate as a TPC in the NCIMS voluntary ICP,
included within the written NCIMS Executive Board notification, they shall be
provided an opportunity to request a meeting with the NCIMS Executive Board and
members of the ICP Committee to appeal the decision and present any additional
information. This meeting request shall be received by the Chair of the NCIMS
Executive Board within fifteen (15) days of the date of receipt of their official written
notification that the applicant has not been selected to participate as a TPC in the
NCIMS voluntary ICP. If a meeting request is received within this fifteen (15) day
time period, the meeting shall take place at a time, location and manner (in person or
via teleconference) agreed upon by the Chair of the NCIMS Executive Board and the
applicant. If an agreement cannot be reached, the meeting shall take place at a
reasonable time, location and manner as determined by the Chair of the NCIMS
Executive Board.

e. If the applicant is selected to participate as a TPC in the NCIMS voluntary ICP,
they shall be provided a Letter of Understanding (LOU), signed and dated by the Chair
of the NCIMS Executive Board, and the TPC shall be provided fifteen (15) days from
the date of receipt of their official notification of selection as a TPC to sign, date and
return the LOU to the Chair of the NCIMS Executive Board.

f. If the LOU is not signed and dated by the TPC and returned to the Chair of the
NCIMS Executive Board within this fifteen (15) day time period, the TPC has been
determined to decline their selection as a TPC in the NCIMS voluntary ICP. If they
wish to seek selection as a TPC in the NCIMS voluntary ICP at a later date, they shall
complete and submit a new official NCIMS voluntary ICP application form along with
all of the appropriate documentation to the ICP Committee.

g. Once the signed and dated LOU has been received by the Chair of the NCIMS
Executive Board, within the time period as cited in 3.e. above, a copy of the signed and
dated LOU shall be provided to the ICP Committee Chair and PHS/FDA MST.

h. PHS/FDA MST upon receipt of the signed and dated LOU shall issue an M-I
officially announcing the selection of the TPC to participate in the NCIMS voluntary
ICP and include the TPC on the IMS List.

i. If a TPC has not IMS listed any milk shippers within two (2) years of the signed
and dated LOU, the ICP Committee Chair shall request a meeting with the TPC to
discuss why their LOU shall continue to remain valid. The meeting shall take place at
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a time, location and manner (in person or via teleconference) agreed upon by the ICP
Committee Chair and the TPC. If an agreement cannot be reached, the meeting shall
take place at a reasonable time, location and manner as determined by the ICP
Committee Chair.

Following the meeting, the ICP Committee Chair shall make a recommendation to the
NCIMS Executive Board that the LOU remain valid or that the LOU shall be
suspended. If the NCIMS Executive Board agrees with the recommendation from the
ICP_Committee Chair, then the Chair of the NCIMS Executive Board shall provide
written notification to the TPC of their findings, with a copy to the ICP Committee
Chair and to PHS/FDA MST.

If the agreed upon recommendation is for the suspension of the LOU, a TPC meeting
request and the process as cited in 3.d. above shall be followed. Following this
meeting, if the ICP Committee recommendation is still agreed to by the NCIMS
Executive Board, then the Chair of the NCIMS Executive Board shall provide written
notification to the TPC of their official LOU suspension, with a copy to the ICP
Committee Chair and to PHS/FDA MST.

PHS/FDA MST., upon receipt of the written notification to officially suspend the TPC’s
LOU, shall issue an M-I officially announcing the suspension of the TPC to participate
in the NCIMS voluntary ICP and immediately withdraw the TPC from the IMS List.

C. THIRD PARTY CERTIFER (TPC) RESPONSIBILITIES

1. Required Signed and Dated Agreements/Commitments

The following written agreements are required of TPCs with their MCs participating in the
NCIMS voluntary ICP:

a. Letter of Intent (LOI): A TPC shall sign and date a formal written agreement with a
MC that it intends to certify and IMS list under the NCIMS voluntary ICP. A copy of each
agreement, signed and dated by the TPC and the MC selected to participate in the NCIMS
voluntary ICP, shall be immediately submitted to the ICP Committee Chair and PHS/FDA
MST. A copy of the official LOI for the NCIMS voluntary ICP may be obtained from the
NCIMS Executive Secretary or the ICP Committee Chair. A copy is included in Appendix
A. of this document.

b. Memorandum_ of Agreement (MOA): This formal written, signed and dated
memorandum states the requirements and responsibilities of each party (TPC and MC) to
participate and execute the NCIMS voluntary ICP. The MOA shall include, but is not
limited to, the issues and concerns addressed in all documents involved in the NCIMS
voluntary ICP and NCIMS documents. This agreement shall be considered the MC’s
permit to operate in the context of the NCIMS Grade “A” Milk Safety Program and shall
be renewed (signed and dated) on an annual basis. A copy of the official MOA for the
NCIMS voluntary ICP may be obtained from the NCIMS Executive Secretary or the ICP
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Committee Chair. A copy is included in Appendix A. of this document.

A signed and dated MOA shall be submitted to the ICP Committee Chair and PHS/FDA
MST prior to the initial rating/certification of any milk shipper, or official laboratory, or
official designated laboratory, respectively. The MOA shall be reviewed by the ICP
Committee and PHS/FDA MST and LPET to determine that it contains all the provisions
set forth herein. PHS/FDA MST and LPET shall provide comments to the ICP Committee
concerning the MOA. There shall not be any ratings/certifications conducted of any milk
shipper, or official laboratory, or official designated laboratory, respectively, of the MC
until the ICP Committee has indicated in writing, which may include mail, facsimile, email
or other electronic means, to the TPC that the signed and dated MOA complies with the
requirements herein stated.

All annual renewed (signed and dated) MOAs shall be immediately submitted to the ICP
Committee Chair and PHS/FDA MST.

Either party (TPC or MC) may terminate an MOA upon the MOA’s required specified
number of days notice by registered or certified mail, return receipt requested, addressed to
the other party. If either party (TPC or MC) terminates a MOA., both the TPC and the MC
shall immediately notify the ICP Committee Chair and PHS/FDA MST. Upon the TPC
ceasing to provide oversight of the MC, the MC shall be immediately withdrawn from the
IMS List and removed from the NCIMS voluntary ICP. Within fifteen (15) days of the
TPC ceasing to provide oversight, they shall forward all related records, including, but not
limited to: sample results, equipment tests, plant inspection notes and reports, etc. to
PHS/FDA MST in a manner acceptable to PHS/FDA MST. PHS/FDA MST shall retain
such records until such time as a suitable replacement TPC, authorized under the NCIMS
voluntary ICP, has been hired and a signed and dated LOI has been submitted to the ICP
Committee Chair and PHS/FDA MST to fulfill the obligations of the NCIMS voluntary
ICP.

2. Qualifications of TPC Personnel

a. Regulatory Personnel

The TPC’s regulatory personnel performing the routine required inspections of
dairy farms, milk plants, transfer/receiving stations, etc. and the required
pasteurization equipment testing shall be adequately trained to perform these duties
and shall have had previous work experience in the NCIMS Grade “A” Milk Safety

Program.

NOTE: All regulated MCs shall provide an interpreter during all official
inspections, ratings/listings, training, and accreditation/certification activities.

i

Milk Sanitation Rating Personnel

TPC personnel conducting rating/listing activities shall meet the qualification and
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certification requirements set forth in Section V, D, and Section VIII, E. 4, if
applicable, of this document. SROs cannot have direct responsibility for the
routine inspection and enforcement or regulatory auditing of the milk shipper to be
rated or listed.

c. Sampling Surveillance Personnel
TPC personnel conducting sampling surveillance activities shall meet the
qualification and certification requirements set forth in Section V, F. and Section
VIII, E.7. if applicable. of this document.

d. Milk Laboratory Evaluation Personnel

TPC personnel conducting milk laboratory evaluation activities shall meet the
qualification and certification requirements set forth in Section V. G, and Section
VIII, E. 8, if applicable, of this document and those of the EML.

e. NCIMS HACCP Program Personnel

Before a milk plant, receiving station or transfer station may be regulated under the
requirements of the NCIMS voluntary HACCP Program, all relevant industry
personnel and TPC regulatory and rating personnel shall complete all of the
required NCIMS HACCP Program training as required in this document. Before a
MC is allowed to begin the NCIMS voluntary HACCP Program there shall be a
mutual agreement between the milk plant, receiving station or transfer station and
the TPC. A TPC’s NCIMS HACCP Program shall be evaluated as a part of the
required triennial Regulatory/Rating Agency Program Evaluation completed by
FDA.

[

NCIMS Aseptic Program Personnel

Before a milk plant may be regulated under the requirements of the NCIMS
Aseptic  Program, all relevant TPC regulatory and rating personnel shall
successfully complete the mandatory NCIMS Aseptic Program training developed
and offered by the NCIMS Aseptic Program Committee.

NOTE: Any change in TPC personnel shall be immediately reported to the ICP
Committee Chair and PHS/FDA MST.

3. Code of Ethics

The TPC, its personnel and contractors, if any, are obligated to abide by the following
Code of Ethics:

The TPC:

a. Shall not be owned, operated or controlled by a manufacturer, supplier or vendor of

IMS-a-49 71 November 8§, 2013



milk and/or milk products regulated under the NCIMS;:

b. Shall not be financially affiliated with a manufacturer, supplier or vendor of milk
and/or milk products regulated under the NCIMS;

c. Shall not charge fees contingent or based upon results from the TPC inspection,
rating and certification activities; and

d. Shall hold all personnel, including contractors, to the same conflict of interest
standards.

The TPC and its personnel:

a. Shall act with honesty and integrity;

b. Shall act impartially and shall not give preferential treatment to any organization(s)
or individual(s);

c. Shall not discriminate because of race, religion, national origin or gender;

d. Shall not hold financial interest(s) that conflict with the conscientious and impartial
performance of their duties;

e. Shall not engage in financial transactions using Regulatory/Rating derived
information or allow the improper use of such information to further any private
interest;

f.  Shall not disclose or use confidential or privileged information for personal benefit
or for financial gain. The TPC and its personnel shall maintain strict confidentiality of
proprietary information learned through their Regulatory/Rating oversight activities:

g. Shall avoid conflicts of interest or the appearance of a conflict of interest. The TPC
and its personnel shall not participate in any matter in which they, or their spouse or
dependents, have a private interest which may directly or indirectly affect or influence
the performance of their duties.

h. Shall perform only the activities within the scope of their responsibilities, training
and/or certification within the context of the NCIMS Grade “A” Milk Safety Program;

i.  Shall endeavor to avoid any actions creating the appearance that they are violating
the ethical tenets set forth in this Section. Whether particular circumstances create an
appearance that these tenets have been violated shall be determined from the
perspective of a reasonable person with the knowledge of the relevant facts; and

J. The TPC, TPC personnel, their spouses and dependants shall not solicit or accept
any gift or other items of monetary value for their duties beyond the agreed upon
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contract value from the regulated industry or entity seeking Regulatory/Rating
activities whose interests may be substantially affected by the performance or
nonperformance of their duties.

Violators of any of the Code of Ethics’ tenets shall be subject to removal from
participation in the NCIMS voluntary ICP.

4. Performance of Duties and Responsibilities

a. TPCs shall furnish all required services and activities as an independent contractor
and not as an employee of the MC or of any company affiliated with the MC. The TPC
does not have any power to or authority to act for, represent, or bind the MC or any
company affiliated with the MC in any manner.

b. TPCs shall conduct all services and activities required under the signed and dated
MOA with integrity and impartiality. The TPC shall avoid all conflicts of interest or
the appearance of a conflict of interest. During the term of the signed and dated MOA,
TPCs shall not enter into any activity, employment, or business arrangement that
conflicts with the MC'’s interests or their own obligations to the MC under the signed
and dated MOA, except that the TPC may sign an MOA with and provide
Regulatory/Rating services to other MCs as allowed under the NCIMS voluntary ICP.
The TPC shall advise the MC of any activity, employment or business arrangement
contemplated by the TPC that may be relevant to this paragraph.

c. TPCs shall treat all proprietary or privileged information obtained during the course
of their services with the MC with strict confidentiality.

d. TPCs shall submit all required rating/listing paperwork and forms to PHS/FDA
MST upon the completion of all ratings/listings conducted by the TPC.

D. MILK COMPANY (MC) RESPONSIBILITIES

1. Required Signed and Dated Agreements/Commitments

The following agreements are required of a MC with their TPC for participating in the
NCIMS voluntary ICP:

a. Letter of Intent (LOI)

b. Memorandum of Agreement (MOA)

A MC shall have the option of terminating a signed and dated MOA if, at any time, in
the MC’s sole judgment, a conflict of interest exists or is imminent. Termination shall
be in accordance with the notification requirements addressed in Item 8 of the signed
and dated MOA. The MC shall be aware and fully understand that if a signed and
dated MOA is terminated after they have been listed on the IMS List they shall be
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immediately withdrawn from the IMS List and removed from the NCIMS voluntary
ICP.

2. The MC shall comply with the signed and dated MOA and all applicable requirements
of the NCIMS Grade “A” Milk Safety Program and the NCIMS voluntary ICP.

3. The MC shall allow unannounced inspections, during reasonable working hours, of all
facilities included in the NCIMS voluntary ICP.

4. The MC shall provide access to the TPC of all required records relating to the
provisions and requirements of the NCIMS Grade “A” Milk Safety Program and the
NCIMS voluntary ICP. They shall also provide access to the TPC for all required
pasteurization equipment testing and the collection of all required milk and/or milk
products and milk containers, if applicable, and the required sampling of all applicable
water system(s), including recirculated water systems.

5. Along with all of the other requirements as cited in the NCIMS documents, a MC
seeking listing on the IMS List, shall provide documentation, acceptable to the TPC, the
ICP__Committee, and PHS/FDA MST, that demonstrates their compliance with the
provisions of Section 8. Animal Health and Appendix A. Animal Disease Control of the
Grade “A” PMO and the relevant USDA/APHIS requirements for tuberculosis and
brucellosis.

6. All documents that are utilized and exchanged within the NCIMS voluntary ICP shall
be in English or translated into English by the MC. These documents include all forms,
contracts and written communication between the TPC and the regulated MC. The MC
shall provide an interpreter during all official inspections, ratings/listings, training, and
accreditation/certification activities.

E. COMPLIANCE WITH THE NCIMS VOLUNTARY INTERNATIONAL
CERTIFICATION PROGRAM (ICP)

1. Third Party Certifier (TPC)

Compliance with the requirements of the NCIMS voluntary ICP shall be determined by
PHS/FDA MST and LPET. Failure to adequately comply with the regulatory and enforcement
provisions of the NCIMS Grade “A” Milk Safety Program; the requirements of the NCIMS
voluntary ICP; requirements for IMS listing; Code of Ethics; etc. can result in the removal of
the TPC from the NCIMS voluntary ICP.

Reasons for the removal of a TPC from the NCIMS voluntary ICP and subsequent withdrawal
of MCs and certified laboratories from the IMS List include, but are not limited to, the

following:

a. If a TPC is found to be in non-compliance with the requirements set forth in the
documents of the NCIMS Grade “A” Milk Safety Program by PHS/FDA MST and/or
LPET., the TPC shall be subject to procedures addressing their removal from the NCIMS

IMS-a-49 74 November 8§, 2013



voluntary ICP.

b. If a TPC ceases to provide oversight of all of their IMS listed MCs for purposes of the
NCIMS voluntary ICP, both the TPC and the MCs shall immediately notify the ICP
Committee Chair and PHS/FDA MST and/or LPET. Both the TPC and MCs shall
immediately be removed from the NCIMS voluntary ICP and the MCs shall immediately
be withdrawn from the IMS List by PHS/FDA MST and/or LPET. Within fifteen (15) days
of a TPC ceasing to provide this required MC oversight, the TPC shall transfer all existing
records to PHS/FDA MST in a manner acceptable to PHS/FDA MST.

c. When there is evidence, found during PHS/FDA check ratings or a triennial
Regulatory/Rating Agency Program Evaluation, that the TPC is in non-compliance with
the applicable requirements set forth in the documents of the NCIMS Grade “A” Milk
Safety Program, the TPC shall be referred to the NCIMS Executive Board in accordance
with Section IV, A. 3. b of this document. The TPC and MC(s) listed by the TPC can be
subject to withdrawal by PHS/FDA MST and/or LPET from the IMS List.

d. Violators of any of the required Code of Ethics’ tenets by a TPC or their personnel
shall be subject to removal from participation in the NCIMS voluntary ICP by the
Executive Board.

2. Milk Company (MC)

Compliance with the requirements of the NCIMS voluntary ICP shall be determined by
PHS/FDA MST and LPET. Failure to adequately comply with the sanitation requirements and
provisions of the NCIMS Grade “A” Milk Safety Program; the requirements of the NCIMS
voluntary ICP; requirements for IMS listing; etc. can result in the removal of the MC from the
NCIMS voluntary ICP.

Reasons for the removal of a MC from the NCIMS voluntary ICP and subsequent withdrawal
of MCs and certified laboratories from the IMS List include, but are not limited to, the

following:

a. Ifa MC’s IMS listed milk shipper changes status due to non-compliance or a change in
the Sanitation Compliance Rating to less than ninety percent (90%), the TPC shall
immediately notify the PHS/FDA MST and all known receiving Member States and/or
TPCs. The MC’s IMS listed milk shipper shall immediately be withdrawn from the IMS
List by PHS/FDA MST.

b. If a TPC ceases to provide the required oversight of an IMS listed MC for purposes of
the NCIMS voluntary ICP, both the TPC and the MC shall immediately notify the ICP
Committee Chair and PHS/FDA MST and/or LPET. The MC, including all associated
facilities, shall immediately be removed from the NCIMS voluntary ICP and the MC shall
also immediately be withdrawn from the IMS List by PHS/FDA MST and/or LPET.
Within fifteen (15) days of a TPC ceasing to provide this required MC oversight, the TPC
shall transfer all existing records to PHS/FDA MST in a manner acceptable to PHS/FDA
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F.

MST.

c. When there is evidence that the MC or it’s servicing laboratory is not meeting the
applicable requirements of the Grade “A” PMO and/or the EML, respectively, as
determined by the TPC, or the ICP Committee, and/or PHS/FDA MST and/or LPET, the
MC’s IMS listing(s) is subject to withdrawal from the IMS List. The TPC or the ICP
Committee shall immediately notify PHS/FDA MST and/or LPET, respectively. In the
case that PHS/FDA MST and/or LPET makes this determination based upon the results of
a check rating or a laboratory evaluation, the MC is subject to suspension and/or removal
from the NCIMS voluntary ICP until compliance, as determined by PHS/FDA MST and/or
LPET, is achieved. With this determination, PHS/FDA MST and/or LPET, respectively,
shall notify all known receiving Member States.

CONFIDENTIALITY

The Member States of the NCIMS. the ICP Committee, and the PHS/FDA are obligated to

operate under rules and regulations pursuant to the Freedom of Information Act that may

require disclosure of information related to a TPC and the rating and certification of MCs and

their related facilities.

Page 46:

A.

SECTION X. APPLICATION OF CONFERENCE AGREEMENTS
IMPLEMENTATION OF CHANGES ...

2. PHS/FDA will shall review the transcript and within ninety (90) days of receipt, notify
the Conference Chair of those issues with which they do or do not concur. The changes
involved, that have been concurred with shall be effective within one (1) year of the
electronic publication of the affected documents or notification to the States and TPCs by
IMS-a, following the Conference at which the changes were approved.

3. Those issues with which PHS/FDA does not concur will shall be referred to the
NCIMS Executive Board for further discussion (within thirty (30) days if possible). If
mutual concurrence is obtained, the changes shall be effective within one (1) year of the
electronic publication of the affected documents or notification to the States and TPCs by

IMS-a, following the Conference at which the changes were approved, unless otherwise
mutually agreed upon by PHS/FDA and the NCIMS Executive Board.

4. If mutual concurrence cannot be reached, the matter s+l shall be referred to the next
Conference for further discussion. In the interim period between the PHS/FDA-NCIMS
Executive Board Meeting (referred to in 3. above) and the next NCIMS Conference,
PHS/FDA w4l shall consider additional information that becomes available concerning
Proposals for which there was not mutual concurrence. If following the review of this
additional information causes PHS/FDA to reconsider its position, PHS/FDA may bring
Proposals back to the NCIMS Executive Board for reconsideration and the establishment
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of an alternative effective date. ...

Page 48:

APPENDIX A. OFFICIAL AGREEMENTS UTILIZED IN THE NCIMS
VOLUNTARY INTERNATIONAL CERTIFICATION PROGRAM

LETTER OF INTENT (LOI):

LETTER OF INTENT TO PARTICIPATE IN THE
NATIONAL CONFERENCE ON INTERSTATE MILK SHIPMENTS
VOLUNTARY INTERNATIONAL CERTIFICATION PROGRAM

It is necessary to comply with all applicable requirements of the Grade “A” Pasteurized Milk
Ordinance (PMO) in order to properly produce and/or process and label our Grade “A” milk
and/or milk products for distribution in the United States of America. We hereby confirm our
intent to review through inspection our milk production (dairy farms), transportation, bulk
milk hauler/samplers, processing, industry plant samplers, laboratory facilities, etc. in order to
prepare them for compliance with the Grade “A” PMO. We understand that our facilities shall
also meet the rating and certification requirements of the National Conference on Interstate
Milk Shipments (NCIMS) Grade “A” Milk Safety Program.

Milk Company

Signature of Most Responsible Party Name
Title Date
We hereby confirm our intent to provide (Milk Company) with routine

regulatory inspections, laboratory services and other obligations under the NCIMS voluntary
International Certification Program to determine if your milk production (dairy farms),
transportation, bulk milk hauler/samplers, processing, industry plant samplers, laboratory
facilities, etc. comply with the Grade “A” PMO and the NCIMS Grade “A” Milk Safety
Program. Once compliance is determined, your milk production (dairy farms), transportation,
bulk milk hauler/samplers, processing, industry plant samplers, laboratory facilities, etc. shall
be rated and potentially certified in accordance with the provisions of the NCIMS Grade “A”
Milk Safety Program. Upon an acceptable rating and certification of your milk production
(dairy farms), transportation, bulk milk hauler/samplers, processing, industry plant samplers,
laboratory facilities, etc. and you having signed a “Permission to Publish” release form, you
shall be granted a listing on the Interstate Milk Shipper’s List of Sanitation Compliance and
Enforcement Ratings of Interstate Milk Shippers (IMS List).
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Third Party Certifier

Signature of Most Responsible Party Name

Title Date

{TPC and MC! hereby agree to indemnify and hold harmless all members of the National
Conference on Interstate Milk Shipments (NCIMS), including, but not limited to, all members
of the NCIMS International Certification Program Committee, all federal regulatory agencies
including the U.S. Food and Drug Administration, all State Regulatory Agencies, all trade
associations including the International Dairy Foods Association and the National Milk
Producers Federation, and all private entities including companies and consultants, and their
respective_members, agents, officers, directors and employees, against any and all losses,
liabilities, costs, actions, claims and other obligations and proceedings, including any
reasonable attorney’s fees incurred in connection with, or which may arise or result in any way
from the operation of the NCIMS voluntary International Certification Program.

MEMORANDUM OF AGREEMENT (MOA)

NATIONAL CONFERENCE ON INTERSTATE MILK SHIPMENTS
VOLUNTARY INTERNATIONAL CERTIFICATION PROGRAM
MEMORANDUM OF AGREEMENT
BETWEEN A
THIRD PARTY CERTIFIER
AND
A MILK COMPANY

1.) Introduction: This Memorandum of Agreement (MOA) is entered into on {date! by and
between {Third Party Certifier} with offices at {address} , and {Milk Company } with
principal offices at {address}.

2.) Retention and Description of Services: During the term of this MOA, {Third Party
Certifier} shall furnish regulatory, rating, laboratory, etc. services and activities related to the
regulatory compliance of {Milk Company} with the National Conference on Interstate Milk
Shipments (NCIMS) voluntary International Certification Program (ICP). These services and
activities shall be within the area of their technical competence and shall include, but are not
limited to, the following:

e All required regulatory inspections and related enforcement;
e All required pasteurization system equipment testing:
e All required sampling and analysis of Grade “A” raw,. pasteurized, ultra-pasteurized
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and/or aseptically processed milk and/or milk products, and milk containers, if
applicable;

e All ratings/listings of shippers of Grade “A” milk and/or milk products; and

e Laboratory certification/approval program activities required for compliance with all
applicable NCIMS Grade “A” Milk Safety Program requirements.

For purposes of this NCIMS voluntary ICP, the Third Party Certifier (TPC) shall have similar
authority and responsibilities as State Regulatory Agencies, State Rating Agencies, State
Laboratory Control Agencies and/or Officially Designated Laboratories, if applicable, as
identified in the NCIMS Grade “A” Milk Safety Program. A detailed explanation of each
service and activity can be found in the NCIMS documents (Grade “A” Pasteurized Milk
Ordinance (PMO), Methods of Making Sanitation Ratings of Milk Shippers (MMSR),
Procedures Governing the Cooperative State Public Health Service/Food and Drug
Administration Program of the National Conference on Interstate Milk Shipments
(Procedures), and Evaluation of Milk Laboratories (EML)).

During the term of this MOA, {Milk Company} shall comply with all applicable requirements
of the NCIMS Grade “A” Milk Safety Program and the NCIMS voluntary ICP. They shall
allow unannounced inspections, during reasonable working hours, of all facilities identified in
Item 4. below. They shall provide access to the TPC of all required records relating to the
provisions and requirements of the NCIMS Grade “A” Milk Safety Program and the NCIMS
voluntary ICP. They shall provide access to the TPC for all required pasteurization equipment
testing and the collection of all required milk and/or milk products and milk containers, if
applicable, and the required sampling of all applicable water system(s), including recirculated

water systems.

The MC shall provide written evidence acceptable to the TPC, the ICP Committee, and the
U.S. Food and Drug Administration Milk Safety Team and Laboratory Proficiency Evaluation
Team (FDA MST and LPET) that the milk and/or milk products used to produce Grade “A”
milk and/or milk products for importation into the U.S. are from sources that comply with the
provisions of Section 8 and Appendix A of the PMO and U.S. Department of Agriculture
(USDA) regulations for tuberculosis and brucellosis testing and control.

All documents that are utilized and exchanged within the NCIMS voluntary ICP shall be in
English or translated into English by the MC. These documents include all forms, contracts
and written communication between the TPC and the regulated MC. The MC shall provide an
interpreter during all official inspections, ratings/listings, training and
accreditation/certification activities.

3.) Term of the Memorandum Of Agreement (MOA): This formal written, signed and dated
memorandum _states the requirements and responsibilities of each party (TPC and MC) to
participate and execute the NCIMS voluntary ICP. The MOA shall include, but is not limited
to, the issues and concerns addressed in all documents involved in the NCIMS voluntary ICP
and NCIMS documents. This agreement shall be considered the MC’s permit to operate in
the context of the NCIMS Grade “A” Milk Safety Program and shall be renewed (signed and
dated) on an annual basis.
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This signed and dated MOA shall be submitted to the ICP Committee Chair and FDA MST
and shall be reviewed by the NCIMS ICP Committee and FDA MST and LPET to determine
that it contains all provisions set forth within the NCIMS voluntary ICP. There shall not be
any ratings/listings/certifications conducted of any MC’s milk shipper or official laboratory or
official designated laboratory, respectively, until the ICP Committee has indicated in writing
that this MOA complies with the requirements of the Grade “A” Milk Safety Program and the
NCIMS voluntary ICP.

Compliance with the requirements of the NCIMS voluntary ICP shall be determined by the
FDA MST and LPET. Failure to adequately comply with the regulatory and enforcement
provisions of the Grade “A” Milk Safety Program; the requirements of the NCIMS voluntary
ICP; requirements for IMS listing; the required Code of Ethics; etc. may result in the removal
of {Third Party Certifier} from the NCIMS voluntary ICP.

Reasons for the removal of TPCs or MCs from the NCIMS voluntary ICP and withdrawal of
MCs from the Interstate Milk Shippers (IMS) List include, but are not limited to, the

following:

a. If a TPC is found to be in non-compliance with the requirements set forth in the
documents of the NCIMS Grade “A” Milk Safety Program by PHS/FDA MST and/or
LPET, the TPC shall be subject to procedures addressing their removal from the
NCIMS voluntary ICP.

b. If a TPC ceases to provide the required oversight of an IMS listed MC for purposes of
the NCIMS voluntary ICP, both the TPC and the MC shall immediately notify the ICP
Committee Chair and PHS/FDA MST and/or LPET. The MC, including all associated
facilities, shall immediately be removed from the NCIMS voluntary ICP and the MC
shall also immediately be withdrawn from the IMS List by PHS/FDA MST and/or
LPET. Within fifteen (15) days of a TPC ceasing to provide this required MC
oversight, the TPC shall transfer all existing records to PHS/FDA MST in a manner
acceptable to PHS/FDA MST.

c. Ifa TPC ceases to provide oversight of all of their IMS listed MCs for purposes of the
NCIMS voluntary ICP, both the TPC and the MCs shall immediately notify the ICP
Committee Chair and PHS/FDA MST and/or LPET. Both the TPC and MCs shall
immediately be removed from the NCIMS voluntary ICP and the MCs shall
immediately be withdrawn from the IMS List by PHS/FDA MST and/or LPET. Within
fifteen (15) days of a TPC ceasing to provide this required MC oversight, the TPC shall
transfer all existing records to PHS/FDA MST in a manner acceptable to PHS/FDA
MST.

d. When there is evidence, found during PHS/FDA check ratings or a triennial
Regulatory/Rating Agency Program Evaluation, that the TPC is in non-compliance
with the applicable requirements set forth in the documents of the NCIMS Grade “A”
Milk Safety Program, the TPC shall be referred to the NCIMS Executive Board in
accordance with Section IV, A. 3. b of the Procdures. The TPC and MC(s) listed by
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the TPC can be subject to withdrawal by PHS/FDA MST and/or LPET from the IMS
List.

e. Ifa MC’s IMS listed milk shipper changes status due to non-compliance or a change in
the Sanitation Compliance Rating to less than ninety percent (90%), the TPC shall
immediately notify the PHS/FDA MST and all known receiving Member States and/or
TPCs. The MC’s IMS listed milk shipper shall immediately be withdrawn from the
IMS List by PHS/FDA MST.

f. When there is evidence that the MC or it’s servicing laboratory is not meeting the
applicable requirements of the Grade “A” PMO and/or the EML, respectively, as
determined by the TPC, or the ICP Committee, and/or PHS/FDA MST and/or LPET,
the MC’s IMS listing(s) is subject to withdrawal from the IMS List. The TPC or the
ICP_Committee shall immediately notify PHS/FDA MST and/or LPET, respectively.
In the case that PHS/FDA MST and/or LPET makes this determination based upon the
results of a check rating or a laboratory evaluation, the MC is subject to suspension
and/or removal from the NCIMS voluntary ICP until compliance, as determined by
PHS/FDA MST and/or LPET, is achieved. With this determination, PHS/FDA MST
and/or LPET, respectively, shall notify all known receiving Member States.

g. Violators of any of the required Code of Ethics’ tenets by a TPC or their personnel
shall be subject to removal from participation in the NCIMS voluntary ICP by the
Executive Board.

4.) Where Services Are To Be Performed: {Third Party Certifiers! services and activities
shall be performed at the {Milk Company’s} facilities located at [address] and at such other

locations that are appropriate and required to fulfill the requirements of the NCIMS voluntary
1CP.

5.) Third Party Certifier as an Independent Contractor: {Third Party Certifier} shall
furnish all required services and activities as an independent contractor and not as an employee
of {Milk Company} or of any company affiliated with {Milk Company}. The TPC does not
have any power to or authority to act for, represent, or bind the MC or any company affiliated
with the MC in any manner.

6.) Third Party Certifier is not to Engage in Conflicting Activities: {Third Party Certifier}
shall conduct all services and activities required under this MOA with integrity and
impartiality. The TPC shall avoid all conflicts of interest or the appearance of a conflict of
interest. During the term of this MOA., {Third Party Certifier} shall not enter into any activity,
employment, or business arrangement that conflicts with the MC’s interests or their own
obligations to {Milk Company} under this MOA, except that the TPC may sign an MOA with
and provide regulatory and rating services to another MC as allowed under the NCIMS

voluntary ICP.

The MC shall have the option of terminating this MOA if, at any time, in the MC’s sole
judgment, a conflict of interest exists or is imminent. The TPC shall advise the MC of any
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activity, employment or business arrangement contemplated by the TPC that may be relevant
to this Paragraph. Termination shall be in accordance with the notification requirements in
Item 8. of this Agreement. The MC understands that if this MOA is terminated after they have
been listed on the IMS List that their IMS Listings shall be immediately withdrawn from the
IMS List and the MC shall be immediately removed from the NCIMS voluntary ICP.

7.) Confidentiality: {Third Party Certifier! shall treat all proprietary or privileged information
obtained during the course of their services with the MC with strict confidentiality.

8.) Termination of MOA by Notice: Either party may terminate this MOA upon [number]
days notice by registered or certified mail, return receipt requested, addressed to the other
party. If either party terminates this MOA, both the TPC and the MC shall immediately notify
the ICP Committee Chair and FDA MST. Upon the TPC ceasing to provide oversight of the
MC, the MC shall be immediately withdrawn from the IMS List and immediately removed
from the NCIMS voluntary ICP. Within fifteen (15) days of the TPC ceasing to provide
oversight, they shall forward all related records, including, but not limited to: sample results,
equipment tests, plant inspection notes and reports to FDA MST in a manner acceptable to
FDA MST. FDA MST shall retain such records until such time as a suitable replacement
TPC, within the criteria of the NCIMS voluntary ICP, has been hired to fulfill the obligations
of the NCIMS voluntary ICP.

9.) Issuance of Grade A Permit/License: Upon execution of this MOA by all involved
parties, it is understood that it effectively constitutes the authority of the TPC and the MC to
operate within the framework of the Grade “A” Milk Safety Program and the NCIMS
voluntary ICP. As such, this signed and dated MOA shall be accepted as the Grade “A”
Permit/License as long as the TPC and MC are in good standing with the NCIMS voluntary
ICP and this MOA has not expired. This MOA shall be renewed (signed and dated) on an
annual basis.

Effective Date: This signed and dated MOA shall become effective upon receipt and written
acceptance by the ICP Committee and FDA MST and LPET and may be subject to termination
at any time as subject to the requirements of the NCIMS voluntary ICP and as cited in this
MOA.

{TPC and MC! hereby agree to indemnify and hold harmless all members of the NCIMS,
including, but not limited to, all members of the ICP Committee, all federal regulatory
agencies including FDA, all Member State Regulatory/Rating Agencies, all trade associations
including the International Dairy Foods Association (IDFA) and the National Milk Producers
Federation (NMPF), and all private entities including companies and consultants, and their
respective members, agents, officers, directors and employees, against any, and all losses,
liabilities, costs, actions, claims and other obligations and proceedings, including any
reasonable attorney’s fees incurred in connection with, or which may arise or result in any way
from the operation of the NCIMS voluntary ICP.
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For the TPC: (Name of TPC)

For the MC: (Name of MC)

Most Responsible Person:

Most Responsible Person:

Signature: Signature:
Name: Name:
Title: Title:
Date: Date:

Expiration Date:

Document: 2011 CONSTITUTION
Pages: 49-53

Make the following changes to the 2011 CONSTITUTION OF THE NATIONAL
CONFERENCE ON INTERSTATE MILK SHIPMENTS on Pages 49-53:

Page 49:
ARTICLE Il ------ MISSION

The mission of the Conference shall be to "Assure the Safest Possible Milk Supply for
all the People" by:

SECTION 1. Adopting sound, uniform procedures, which will be accepted by
participating State-Milk Rating and State Milk Regulatory Agencies.

SECTION 2. Promoting mutual respect and trust between State-Milk Rating and State
Milk Regulatory Agencies of producing and receiving States and Third
Party Certifiers.

SECTION 3. Utilizing Public Health Service/Food and Drug Administration
(PHS/FDA) personnel for training programs and using that Agency as a
channel for the dissemination of information among State-Mitk Rating
and State—Milk Regulatory Agencies for the objective of promoting
uniformity among the States and regions Third Party Certifiers.
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SECTION 4.

Page 50:

ARTICLE IV ------

SECTION 1.

SECTION 4.

Acquainting producers, processors, and consumers with the purpose of
the Conference through the media of meetings, conferences, workshops,
press releases, publications, and by utilization of facilities and personnel
of educational institutions, trade associations, State—Mitk Rating and
State—Milk Regulatory Agencies and other groups that are willing to
assist in the dissemination of such information.

VOTING DELEGATES, EXECUTIVE BOARD, OFFICERS,
EXECUTIVE SECRETARY, COMMITTEES, COUNCILS,
AND PROGRAM CHAIR

The voting delegates, of the Conference, are representatives of the State
Milk Rating Agencies, State Mk Regulatory Agencies, and like
representatives from the District of Columbia, participating U.S. Trust
Territories and each participating non-U.S. country or political
subdivisions thereof, as identified in Article VII, Section 4., Subdivision
3. of the Bylaws.

The Board shall be composed up to twentyfive25) twenty-six (26)
members as follows:

Four (4) members from Group I (Eastern States); Six (6) members from
Group II (Central States) (two (2) at large); Four (4) members from
Group IIT (Western States); all to be elected by the General Assembly
by majority vote (General Assembly is defined as qualified voting
delegates, assembled at a biennial or special meeting of the
Conference); plus one (1) member at large from each of Groups I
(PHS/FDA) and III (United States Department of Agriculture (USDA)),
appointed as outlined in the following Section; plus one (1) non-voting
member at large representing consumers, appointed by the Chair and
confirmed by the Board; plus one (1) non-voting representative from the
Third Party Certifiers, appointed by the Chair and confirmed by the
Board; plus the immediate Past Chair, the Program Chair, Chair of the
NCIMS Liaison Committee, and the three (3) Council Chairs who are
appointed by the Chair and confirmed by the Board; and one (1)
representative each from the International Dairy Foods Association
(IDFA) and the National Milk Producers Federation (NMPF). The
Program Chair, Chair of the NCIMS Liaison Committee, the three (3)
Council Chairs, the immediate Past Chair and the representatives from
IDFA and NMPF, except as otherwise provided, shall serve on the
Board as non-voting members. Each elected member of the Board shall
serve through three (3) biennial meetings of the Conference. Full term
Board members may succeed themselves, unless re-election would
extend the total terms of consecutive service to more than twelve (12)
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Page 51:
SECTION 5.
Subd. 1.
Subd. 2.
Page 52:
Subd. 3.

years.

The membership of the Board shall be selected as follows:
Group I -- Eastern States

The Eastern States are Connecticut, Delaware, Florida, Georgia, Maine,
Maryland, Massachusetts, New Hampshire, New Jersey, New York,
North Carolina, Pennsylvania, Puerto Rico, Rhode Island, South
Carolina, Vermont, Virginia, West Virginia and the District of
Columbia. A total of four (4) members shall be selected for election
from this area (one (1) member from a State Milk Rating Agency, one
(1) member from industry, one (1) member from a State Mik
Regulatory Agency, plus one (1) member from either a Leeal- Health
Autherity;—a State Milk Rating or State Milk Regulatory Agency), plus
one (1) member (at large) from the PHS/FDA to be appointed by the
Commissioner of FDA.

Group II -- Central States

The Central States are Alabama, Arkansas, Illinois, Indiana, Iowa,
Kentucky, Louisiana, Michigan, Minnesota, Mississippi, Missouri,
Ohio, Tennessee, and Wisconsin. A total of four (4) members shall be
selected for election from this area (one (1) member from a State Milk
Rating Agency, one (1) member from industry, one (1) member from a
State Mk Regulatory Agency, plus one (1) member from either a Loeal
Health—Autherity;—a State Mik Rating or State Milk Regulatory
Agency), plus one (1) member (at-large) from an educational institution
and one (1) member (at-large) from a laboratory. The at-large members
need not live or be employed in Group II.

Group III -- Western States

The Western States are Alaska, Arizona, California, Colorado, Hawaii,
Idaho, Kansas, Montana, Nebraska, Nevada, New Mexico, North
Dakota, Oklahoma, Oregon, South Dakota, Texas, Utah, Washington
and Wyoming. A total of four (4) members shall be selected for
election from this area (one (1) member from a State M#k Rating
Agency, one (1) member from industry, one (1) member from a State
Milk Regulatory Agency, plus one (1) member from either a Leeal

Health-Autheritya State Milk Rating Agency or State Mk Regulatory
Agency), plus one (1) member (at-large) from USDA to be appointed by
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Page 53:

SECTION 6.

SECTION 10.

Subd. 1.

SECTION 11.

Subd. 2.

the Secretary of Agriculture. ...

The Board shall elect a Chair and a Vice Chair from its membership
after each biennial meeting of the Conference and they may retain their
position at the pleasure of the Board as long as they are officially
members of the Board. If the Chair cannot perform the duties, the
Board shall again elect a Chair. The Board shall retain the services of
an Executive Secretary. The Executive Secretary shall be bonded, shall
not have ne a vote on the Board;—shall-have-ne—veote and in biennial or
special meetings of the Conference; but shall perform all duties required
in Article IV of the Bylaws. The compensation of the Executive
Secretary shall be set by the Board. ...

Each Council shall have a voting membership of twenty (20) members
to be appointed by the Chair with the approval of the Board.

Each Council shall have ten (10) representatives from State-Milk-Rating
and/or State—Milk Regulatory Agencies and ten (10) representatives
from industry. ...

Each Council shall have a Council Chair and a Vice Chair ...

If the Council Chair represents a State-Milk Rating and/or State-Mitk
Regulatory Agency, the Vice Chair shall represent industry. If the
Council Chair represents industry, the Vice Chair shall represent a State
Milk Rating and/or State-Mitk Regulatory Agency.

Document: 2011 BYLAWS

Pages: 55-62

Make the following changes to the 2011 BYLAWS OF THE NATIONAL CONFERENCE
ON INTERSTATE MILK SHIPMENTS on Pages 55-62:

Page 55:

ARTICLE | ------ DUTIES OF THE BOARD ...

SECTION 5.

The Board shall have the right of approval of the Nominating
Committee appointed by the Chair at each Conference for the purpose
of nominating registrants to be elected to the Board by the voting
delegates. The Nominating Committee shall be composed of six (6)
members, one (1) each from State Milk Rating and State Mk
Regulatory Agencies in each of the three (3) geographical groups of
States. ...
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Page 56:

SECTION

14. The Board shall, after written notification of PHS/FDA

recommendations, within 120 days, rule on the matter of non-
compliance with State Regulatory/Rating Agency Program Evaluations,
including Regulatory, Rating and Laboratory as required by Section IV.,
A. 3.b. and VII., B. of the Procedures. ...

ARTICLE Il ------ DUTIES OF THE CHAIR ...

Page 57:

SECTION 3.

SECTION 5.

Page 58:
ARTICLE IV ------

SECTION 3.

The Chair, with the approval of the Board, shall appoint qualified
Conference registrants to Standing Committees, including the
Constitution and Bylaws, Documents Review Committee, HACCP
Implementation Committee, Laboratory, Methods of Making Sanitation
Ratings, Liaison, Single-Service Container and Closure, Technical
Engineering Review, Scientific Advisory, Hauling Procedures, and
Other Species and International Certification Program Committees, and
Councils as is necessary to carry out the mission of the Conference.

The Chair shall assure that at least one half (1/2) the voting membership
of Standing Committees, Ad hoc Committees and Study Committees as
set forth in Article II, Sections 3. and 4. of the Bylaws, shall be
composed of StateMilk Rating and State-Mik Regulatory Agencies,
provided the membership of the Nominating Committee, Resolutions
Committee and Constitution and Bylaws Committee shall consist in
whole from State Milk Rating and State Milk Regulatory Agencies.
The Nominating Committee shall be composed as set forth in Article I,
Section 5. of the Bylaws. ...

DUTIES OF THE EXECUTIVE SECRETARY ...

At least sixty (60) days prior to a biennial meeting, or as soon as
possible for a special meeting of the Conference, the Executive
Secretary shall notify the office or offices of the State—Milk Rating
and/or State-Mitk Regulatory Agency or Agencies in each participating
State and Third Party Certifier, or a like representative from the District
of Columbia, participating U.S. Trust Territories and each participating
non-U.S. country or political subdivision thereof, of the time and place
of the next Conference, and the issues which are to be voted on in the
General Assembly of the Conference under the heading of unfinished
business. ...
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Page 59:

ARTICLE VI ------ DUTIES AND RESPONSIBILITIES OF COUNCILS ...

SECTION 3.

Page 60:

SECTION 5.

ARTICLE VII ------

Page 61:

SECTION 4.

Subd. 3.

Council III shall deal with Proposals submitted to the Conference
regarding Sections 11, 17, and 18 and Appendix K of the Grade “A”
Pasteurized Milk Ordinance; the Constitution and Bylaws; the
Procedures Governing the Cooperative State-Public Health
Service/Food and Drug Administration Program of the National
Conference on Interstate Milk Shipments; issues of reciprocity;
Proposals addressing the International Certification Program: and
Proposals assigned from the Program Committee. ...

The Chair of each Council shall appoint four (4) alternate Council
members representing a dairy processor, a dairy producer, a State-Mitk
Regulatory Agency and a StateMiltk Rating Agency for review and
approval by the NCIMS Executive Board prior to each Conference.
Alternate Council members shall be seated to cast votes during periods
of temporary absence of Council members and shall be designated to
replace Council members for the entire Conference if they cannot
attend. ...

RULES OF THE CONFERENCE ...

Rules of the delegate business meeting. ...

Only a registrant at the Conference, who is a representative of a State
Milk Rating Agency or a State Mik Regulatory Agency responsible for
the enforcement of sanitation laws for Grade “A” milk and milk
products, Grade “A” condensed and dry milk products and Grade “A”
whey and whey products, or a like representative from the District of
Columbia, or a participating U.S. Trust Territory, or a participating
non-U.S. country or political subdivision thereof, is entitled to be a
voting delegate. When any State is represented by both Mk Rating and
Milk Regulatory Agencies, the vote may be cast together as one (1) vote
or separately as one-half (1/2) vote each, provided that any State
represented by both Mk Rating and Mik Regulatory delegates
certified in compliance with the provisions of Subdivision 4. of this
Section may during any delegate business meeting, reassign its one-half
(1/2) vote privilege to the other duly certified State delegate by giving
written notice of such action to the Chair. ...
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Page 62:

Subd. 4. Ninety (90) days prior to the biennial meeting of the Conference, or as
soon as possible for a special meeting of the Conference, the Executive
Secretary shall send to the office, or offices, of the State Mk Rating or
State Milk Regulatory Agency or Agencies in each participating State,
the District of Columbia, participating U.S. Trust Territories and each
participating non-U.S. country or political subdivision thereof, notice of
the forthcoming meeting. Each notice shall include a copy of Article
VII, Section 4., Subdivisions 3. and 4. of the Bylaws that outlines the
designation of voting delegates and their privileges.

Each Agency shall report to the Executive Secretary, in writing on
forms provided, within thirty (30) days of the Conference, or a date
determined by the Chair for a special meeting, the following:

a. Its officially designated responsibility whether as State Milk
Rating Agency only, or as State Milk Regulatory Agency only,
or both as identified in Article VII, Section 4., Subdivision 3. of
the Bylaws. ...

Document: 2011 MMSR (Entire Document)
Pages: Entire Document

Make the following changes to the 2011 MMSR:
Cover:
204 2013 Revision
Page 1:
PREFACE

The objective of a rating is to provide an assessment of State—and Leeal the Regulatory
Agency'’s sanitation activities regarding public health protection and milk quality control. This
is accomplished by evaluating sanitation compliance and enforcement standards of the current
edition of the Grade "A" Pasteurized Milk Ordinance (Grade *“A” PMO) and Related
Documents as listed in the Procedures Governing the Cooperative State-Public Health
Service/Food and Drug Administration Program of the National Conference on Interstate Milk
Shipments (Procedures). Rating results are used for the purpose of evaluating the sanitation
compliance and enforcement requirements of shippers to determine the degree of compliance
with public health standards as expressed in the Grade "A" PMO. Rating results are further
utilized as a means of uniform education and interpretation, in addition to providing a basis for
the acceptance/rejection of shippers by Regulatory Offietals Agencies beyond the limits of
routine inspection. Rating results are intended to establish uniform reciprocity between States
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Regulatory Agencies to prevent unnecessary restrictions of the interstate flow of milk and/or
milk products, yet assure public health protection.

The rating method for evaluating the sanitary quality of milk and/or milk products measures
the extent to which a shipper complies with the standards contained in the Grade “A” PMO.
These nationally recognized standards, rather than local requirements, are used as a yardstick
in order that ratings of individual Bulk Tank Units (BTUs) or attached shippers and milk
plants, receiving stations and/or transfer stations may be comparable to each other, both
interstate and intrastate. Ratings are expressed in terms of percentage compliance. For
example, if the milk plant, receiving station, transfer station and/or dairy farms comply with all
of the requirements of the Grade “A” PMO, the Sanitation Compliance Rating of the
pasteurized milk supply and/or raw milk supply, respectively would be one hundred percent
(100%); whereas, if the milk plant, receiving station, transfer station or some of the dairy
farms fail to satisfy one (1) or more of these requirements, the Sanitation Compliance Rating
would be reduced in proportion to the amount of milk and/or milk products involved in the
violation and to the relative public health significance of the violated Item(s). Procedures for
the collection of data, the computation of Sanitation Compliance Ratings for raw milk for
pasteurization and pasteurized milk, and the computation of the Enforcement Rating of the
Regulatory Agency, responsible for administering milk sanitation regulations, are described in
the following Sections. ...

Page ii:
A. DEFINITIONS
Page 2:

7. CERTIFIED MILK LABORATORY EVALUATION OFFICER (LEQ): A Regulatory
Agency or Milk Laboratory Control Agency employee who has been certified by the Public
Health Service/Food and Drug Administration (PHS/FDA) Laboratory Proficiency Evaluation
team (LPET) using the Evaluation of Milk Laboratories (EML) to evaluate milk laboratories
for the purpose of accrediting or approving laboratories that conduct official NCIMS milk
testing and has a valid certificate of qualification.

78. CERTIFIED MILK SANITATION RATING OFFICER (SRO): A State Regulatory
Agency employee who has been standardized certified by the Public Health Service/Food and
Drug Administration (PHS/FDA), has a valid certificate of qualification and does not have
direct responsibility for the routine regulatory inspection and enforcement or regulatory
auditing of the shipper to be rated or listed. Directors, administrators, supervisors, etc. may be
certified as Milk Sanitation Rating Officers (SROs). A Milk Sanitation Rating Officer (SRO)
may be certified to make HACCP milk plant, receiving station or transfer station listings.

9. CERTIFIED SAMPLING SURVEILLANCE OFFICER (SSO): A Regulatory Agency
employee who has been certified by the Public Health Service/Food and Drug Administration
(PHS/FDA) and has a valid certificate of qualification. Directors, administrators, supervisors,
etc., Milk Sanitation Rating Officers (SROs), Laboratory Evaluation Officers (LEQOs), etc. may
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be certified as Sampling Surveillance Officers (SSOs).

810. CRITICAL LISTING ELEMENT (CLE): An item on FORM FDA 2359m-MILK
PLANT, RECEIVING STATION OR TRANSFER STATION NCIMS HACCP SYSTEM
AUDIT REPORT identified with a double star (**). The marking of a CLE by a Milk
Sanitation Rating Officer (SRO) or FDA auditor, indicates a condition that constitutes a major
dysfunction likely to result in a potential compromise to milk and/or milk product safety, or
that violates NCIMS requirements regarding drug residue testing and trace back and/or raw
milk sources, whereby a listing may be denied or withdrawn.

Renumber remaining DEFINITIONS accordingly.

1214. HACCP LISTING: An inclusion # on the IMS List-Sanitation Compliance and
Enforcement Ratings of Interstate Milk Shippers (IMS List) based on a SROs Milk Sanitation
Rating Officer’s (SRO’s) evaluation of a milk plant’s, receiving station’s or transfer station’s
NCIMS voluntary HACCP Program and other applicable NCIMS requirements.

1315. INDIVIDUAL RATING: ...
Page 3:

16. INTERNATIONAL CERTIFICATION PROGRAM (ICP): The International
Certification Program (ICP) means the NCIMS voluntary program designed to utilize Third
Party Certifiers (TPCs) authorized by the NCIMS Executive Board in applying the
requirements of the NCIMS Grade “A” Milk Safety Program for Milk Companies (MCs)
located outside the geographic boundaries of NCIMS Member States that desire to produce
and process Grade “A” milk and/or milk products for importation into the United States.

17. LETTER OF INTENT (LOI): A formal written signed agreement between a Third Party
Certifier (TPC), authorized under the NCIMS voluntary International Certification Program
(ICP), and a Milk Company (MC) that intends to be certified and IMS Listed under the
NCIMS voluntary International Certification Program (ICP). A copy of each written signed
agreement shall be immediately submitted to the International Certification Program (ICP)
Commiittee following the signing by the Third Party Certifier (TPC) and Milk Company (MC).

18. LETTER OF UNDERSTANDING (LOU): A formal written signed agreement between
a Third Party Certifier (TPC) and the NCIMS Executive Board that acknowledges the NCIMS’
authorization of the Third Party Certifier (TPC) to operate under the NCIMS voluntary
International Certification Program (ICP). It also states the Third Party Certifier’s (TPC’s)
responsibilities under the NCIMS voluntary International Certification Program (ICP); their
agreement to execute them accordingly; and their understanding of the consequences for
failing to do so. The Letter of Understanding (LOU) shall include, but is not limited to, the
issues and concerns addressed in all documents involved in the NCIMS voluntary International
Certification Program (ICP).

$419. LISTING AUDIT: ...
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20. MEMORANDUM OF AGREEMENT (MOA): A formal written signed memorandum
that states the requirements and responsibilities of each party (Third Party Certifier (TPC) and
Milk Company (MC)) to participate and execute the NCIMS voluntary International
Certification Program (ICP). The Memorandum of Agreement (MOA) shall include, but is not
limited to, the issues and concerns addressed in all documents involved in the NCIMS
voluntary International Certification Program (ICP). This agreement shall be considered the
Milk Company’s (MC’s) permit to operate in the context of the NCIMS Grade “A” Milk
Safety Program and shall be renewed (signed and dated) on an annual basis.

21. MILK COMPANY (MC): A Milk Company (MC) is a private entity that is listed on the
IMS List by a Third Party Certifier (TPC) including all associated dairy farms, bulk milk
haulers/samplers, milk tank trucks, milk transportation companies, milk plants, receiving
stations, transfer stations, dairy plant samplers, industry plant samplers, milk distributors, etc.
and their servicing milk and/or water laboratories, as defined in the Grade “A” PMO, located
outside the geographic boundaries of NCIMS Member States.

1522. MILK PLANT ....

23. RATING AGENCY: A Rating Agency shall mean a State Agency, which certifies
interstate milk shippers (BTUs, receiving stations, transfer stations, and milk plants) as having
attained the Sanitation Compliance and Enforcement Ratings necessary for inclusion on the
IMS List. The ratings are based on compliance with the requirements of the Grade “A”” PMO
and were conducted in accordance with the procedures set forth in the Methods of Making
Sanitation Ratings of Milk Shippers (MMSR). Ratings are conducted by FDA certified Milk
Sanitation Rating Officers (SROs). They also certify single-service containers and closures for
milk and/or milk products manufacturers for inclusion on the IMS List. The certifications are
based on compliance with the requirements of the Grade “A” PMO and were conducted in
accordance with the procedures set forth in the Methods of Making Sanitation Ratings of Milk
Shippers (MMSR). The definition of a Rating Agency also includes a Third Party Certifier
(TPC) that conducts ratings and certifications of Milk Companies (MCs) located outside the
geographic boundaries of NCIMS Member States that desire to produce and process Grade
“A” milk and/or milk products for importation into the United States. ...

1624. RECEIVING STATION: ...

+725. RECIPROCITY: For the purposes of the National Conference on Interstate Milk
Shipments (NCIMS) agreements, reciprocity shall mean se any action or requirements on the
part of any Regulatory Agency will not cause or require any action in excess of the
requirements of the current edition of the Grade “A” PMO and Related Documents of the
NCIMS agreements.

1826. REGULATORY AGENCY: A Regulatory Agency shall mean an agency which has
adopted an ordinance, rule or regulation in substantial compliance with the current edition of

the Grade “A” PMO ertwo(2)agencies—which-have-mutually-agreed-to—share—the and is
respensibiities responsible for the enforcement of an such ordinance, rule or regulation,

which is in substantial compliance with the Grade “A” PMO for a listed interstate milk
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shlpper

latorv Agency", whenever it appears in the MMSR shall also mean the appropriate Thlrd Party

Certifier (TPC) having jurisdiction and control over the matters cited within this MMSR.

27.THIRD PARTY CERTIFER (TPC): A Third Party Certifier (TPC) is a non-
governmental individual(s) or organization authorized under the NCIMS voluntary
International Certification Program (ICP) that is qualified to conduct the routine regulatory
functions and enforcement requirements of the Grade ““A”” PMO in relationship to milk plants,
receiving stations, transfer stations, associated dairy farms, bulk milk hauler/samplers, milk
tank trucks, milk transportation companies, dairy plant samplers, industry plant samplers, milk
distributors, etc. participating in the NCIMS voluntary International Certification Program
(ICP). The Third Party Certifier (TPC) provides the means for the rating and listing of milk
plants, receiving stations, transfer stations and their related raw milk sources. They also
conduct the certification and IMS listing of related milk and/or water laboratories and related
single-service container and closure manufacturers on the Sanitation Compliance and
Enforcement Ratings of Interstate Milk Shippers (IMS) List. To be authorized under the
NCIMS voluntary International Certification Program (ICP), a valid Letter of Understanding
(LOU) shall be signed between the NCIMS Executive Board and the Third Party Certifier

(TPC).

1928. TRANSFER STATION: ...

B. RATING METHODS FOR RAW MILK FOR PASTEURIZATION ...
2. COLLECTION OF DATA ...
Page 6:
c. Number of Bulk Milk Hauler/Samplers to be Evaluated

At each predueer dairy farm, during the rating or check rating of a BTU, determine the
identification of the bulk milk hauler/sampler(s), from at least the previous thirty (30) days,
to be used when computing FORM FDA 2359j-MILK SANITATION RATING REPORT,
SECTION C. EVALUATION OF SAMPLING PROCEDURES (PAGE 3). Obtaining
records on bulk milk hauler/samplers from other States Regulatory Agencies may be
necessary, depending on the Regulatory Agency, which issued the permit(s). ...

Page 7:
e. Recording of Laboratory and Other Test Data

1.) Regulatory Agency records are used in determining compliance with bacterial, drug
residue, somatic cell, and cooling temperature requirements. The acceptance of data
from official and/or officially designated laboratories is contingent upon the utilization
of standard procedures by the laboratories concerned. Accordingly, it is necessary for
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the SRO to determine from the official State Milk Laboratory Certifying Control
Agency that both sampling and laboratory procedures have been approved in
accordance with the methods of the current edition of the Evaluation of Milk
Laboratories (EML). Ratings shall not be conducted when an approved laboratory is
not utilized by the Regulatory Agency for the necessary tests. ...

3.) The SRO may shall utilize the Regulatory Agency’s records in determining
compliance with those Items of sanitation which require laboratory tests to complete
the evaluation. ...

Page 8:

NOTE: Item 8-Water Supply on FORM FDA 2359a-DAIRY FARM INSPECTION
REPORT has been divided into two (2) point and five (5) point violations/debits. The
maximum point value for the entire Item 8r cannot exceed five (5) points on FORM FDA
2359k-STATUS OF RAW MILK FOR PASTEURIZATION. (Refer to Appendix B.
TABLE OF FARM WATER SUPPLY VIOLATIONS, which provides guidance, which
may be used to differentiate between two (2) point (minor) and five (5) point (major)
violations of Section 7, Item 8r of the Grade “A” PMO during State Ratings and FDA
Check Ratings.) ...

C. RATING METHODS FOR MILK PLANTS, RECEIVING STATIONS AND
TRANSFER STATIONS ...

2. COLLECTION OF DATA ...
Page 11:
b. Recording of Laboratory and Other Test Data

1.) Regulatory Agency records are used in determining compliance with bacterial,
coliform, phosphatase, drug residue, and cooling temperature requirements. The
acceptance of data from official and/or officially designated laboratories is contingent
upon the utilization of standard procedures by the laboratories concerned.
Accordingly, it is necessary for the SRO to determine from the official State Milk
Laboratory Certifying Control Agency that both sampling and laboratory procedures
have been approved in accordance with the methods of the current edition of the EML.
Ratings and HACCEP listing audits shall not be conducted when an approved laboratory
has not been utilized by the Regulatory Agency for the necessary tests. ...

3.) The SRO may shall utilize Regulatory Agency’s records in determining compliance
with those Items of sanitation, which require laboratory tests to complete the
evaluation. Official records of Equipment Tests may also be used in lieu of performing
such Equipment Tests during the rating. Provided, that the SRO is satisfied as to the
competency of the Regulatory Agency’s personnel to perform these Equipment Tests
as described in Appendix I. of the Grade "A" PMO. ...
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Page 14:

d. Recording of Data from Milk Plants and receiving Stations being Listed Under the
NCIMS Aseptic Processing and Packaging Program and/or the NCIMS Retort Processed
after Packaging Program

1.) Inspection Criteria ...

(B.) State Regulatory Agency inspections of a milk plant or portion of a milk plant
that is listed to produce aseptically processed and packaged Grade “A” milk and/or
milk products shall be conducted in accordance with the Grade “A” PMO at least
once every six (6) months. The milk plant's APPS, as defined by the Grade “A”
PMO, shall be inspected by FDA, or the—State a Regulatory Agency when
designated by FDA under the FDA LACF, in accordance with the applicable
requirements of 21 CFR Parts 108, 110 and 113 at a frequency determined by FDA.

4. MILK PLANTS ...
Page 20:
b. Milk Plant with an Unattached Supply of Raw Milk ...
3.) The utilization of milk from a separately rated source, which has a Mk Sanitation
Compliance Rating, which is not equal to ninety percent (90%) or greater, or is from an
unlisted source, would initiate an immediate withdrawal of the shipper from the IMS
List. ...
Page 21:
c. Milk Plant with an Attached Supply of Raw Milk ...
3.) The utilization of milk from a separately rated source, which has a Milk Sanitation
Compliance Rating, which is not equal to ninety percent (90%) or greater, or is from an
unlisted source, would initiate an immediate withdrawal of the shipper from the IMS
List. ...
Page 23:
F. PUBLICATION OF THE “INTERSTATE MILK SHIPPER’s REPORT”
1. PURPOSE
a. The IMS List-Sanitation Compliance and Enforcement Ratings of Interstate Milk

Shippers (IMS List) is an electronic publication of CFSAN’s Milk Safety Braneh Team
(HFS-316), Food and Drug Administration, 5100 Paint Branch Parkway, College Park,
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MD 20740-3835. This is a part of the activities of the PHS/FDA in cooperation with the
States Regulatory Agencies in the cooperative program for the certification of interstate
milk shippers. ...

b. Triplicate copies or PHS/FDA'’s electronic version (transmitted via computer) of FORM
FDA 2359i-INTERSTATE MILK SHIPPER’s REPORT shall be submitted by the State
RatingOffieer SRO to the appropriate PHS/FDA Regional Office ef-the PHS/AEDA or
PHS/FDA MST for TPCs for shippers who desire to be listed # on the IMS List. (Refer to
Section G, #s 8 and 9 for a copy of the Form.)

A signed copy of a written FORM FDA 23590-PERMISSION FOR PUBLICATION -
INTERSTATE MILK SHIPPER’s LISTING shall accompany each triplicate set of FORM
FDA 2359i-INTERSTATE MILK SHIPPER’s REPORT, submitted to the appropriate
PHS/FDA Regional Office or PHS/FDA MST for TPCs for publication i on the IMS List.
For the submission of PHS/FDA’s electronic version, a signed copy of the written FORM
FDA 23590-PERMISSION FOR PUBLICATION - INTERSTATE MILK SHIPPER’S
LISTING shall be maintained on file by the Rating Agency for publication # on the IMS
List and w4l shall be reviewed as part of the check rating and/or State Regulatory/Rating
Agency Program Evaluation. Once a shipper has been listed, all new ratings shall be
submitted to the appropriate PHS/FDA Regional Office or PHS/FDA MST for TPCs even
though the shipper has refused to sign a written FORM FDA 23590-PERMISSION FOR
PUBLICATION - INTERSTATE MILK SHIPPER’s LISTING. Supporting sampling and
laboratory certification reports, as specified in the Procedures, are also necessary for
inclusion and retention of the shipper on the list. (Refer to Section G, #12 for a copy of the
Form.)

Page 24:

The Sanitation Compliance Rating of a shipper is not published unless the written and

signed FORM FDA 23590-“PERMISSION FOR PUBLICATION - INTERSTATE MILK
SHIPPER’s LISTING” of the shipper concerned has been obtained by the State—Mitk
Santtatien Rating Agency. Milk plants, receiving stations and transfer stations shall
achieve a Sanitation Compliance Rating of ninety percent (90%) or greater in order to be
eligible for a listing # on the IMS List. The Sanitation Compliance Rating seere for milk
plants, receiving stations and transfer stations will not be printed # on the IMS List.

2. PREPARATION OF THE “INTERSTATE MILK SHIPPER’s REPORT” ...
Page 25:
c. Milk Plant

1.) Attached Supply Only: A milk plant with a single source of raw milk, both under
the jurisdiction of the same Regulatory Agency. ...
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Following the computation of the Sanitation Compliance Rating on FORM FDA
2359k-STATUS OF RAW MILK FOR PASTEURIZATION, FORM FDA 2359L-
STATUS OF MILK PLANTS, and Parts I, II and III of FORM FDA 2359j-MILK
SANITATION RATING REPORT-SECTION B. REPORT OF ENFORCEMENT
METHODS (PAGE 2), the resultant data wil shall be transferred to FORM FDA
23591-INTERSTATE MILK SHIPPER’s REPORT. The earliest rating date shall be
the date of the first day of the rating of the dairy farms (BTU) or milk plant, whichever
is earliest in time. ...

2.) Attached Supply and Unattached Supplies: A milk plant with a source of raw milk
forpasteurization under the jurisdiction of the same Regulatory Agency as the milk
plant and one (1) or more sources of raw milk fer-pasteurization from other separate
rated and listed sources.

Following the computation of the Sanitation Compliance Rating on FORM FDA
2359k-STATUS OF RAW MILK FOR PASTEURIZATION, FORM FDA 2359L-
STATUS OF MILK PLANTS, and Parts I, II and III of FORM FDA 2359j-MILK
SANITATION RATING REPORT-SECTION B. REPORT OF ENFORCEMENT
METHODS (PAGE 2), the resultant data wil shall be transferred to FORM FDA
23591-INTERSTATE MILK SHIPPER’s REPORT. The earliest rating date and the
Raw Milk Sanitation Compliance Rating shall be computed by the following methods:

All unattached supplies shall have a Sanitation Compliance Rating of ninety percent
(90%) or greater. The Sanitation Compliance Rating of the attached supply shall be
reported as the Raw Milk Sanitation Compliance Rating for the milk plant. The earliest
rating date shall be reported on FORM FDA 2359i-INTERSTATE MILK SHIPPER’s
REPORT. In addition, the name of each unattached shipper, during the thirty (30) days
preceding the rating, along with the Sanitation Compliance Rating and Date of Rating
of each shipper shall be listed on the reverse side of FORM FDA 2359i-INTERSTATE
MILK SHIPPER’s REPORT. If milk is received from an unlisted source or from a
source having a Raw Milk Sanitation Compliance Rating of less than ninety percent
(90%), the appropriate PHS/FDA Regional Office or PHS/FDA MST for TPCs shall be
notified and the milk plant shall be immediately withdrawn from the IMS List....

Page 26:

3.) Unattached Supplies Only: A milk plant with one (1) or more sources of raw milk
received from other rated and listed sources.

Following the computation of the Sanitation Compliance Rating on FORM FDA
2359L-STATUS OF MILK PLANTS and Parts II and III of FORM FDA 2359j-MILK
SANITATION RATING REPORT-SECTION B. REPORT OF ENFORCEMENT
METHODS (PAGE 2), the resultant data wil shall be transferred to FORM FDA
2359i-INTERSTATE MILK SHIPPER’s REPORT. The earliest rating date and the
Milk Sanitation Compliance Rating shall be computed by one (1) of the following two
(2) options: ...
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A.) Option 1: If all raw milk sources have a published, or submitted for
publication, Sanitation Compliance Rating of ninety percent (90%) or greater and
the milk plant desires to be listed with the milk plant rating date, the raw milk wil
shall be reported as ninety percent (90%) or listed with an asterisk (*), which
denotes all supplies are ninety percent (90%) or greater. This will shall eliminate
the need for frequent updating of FORM FDA 2359i-INTERSTATE MILK
SHIPPER’s REPORT by the State—Mik—Sanitation Rating Agency. Certain
precautions shall be taken to ensure that the raw supply remains at or above the
required listed ninety percent (90%) Sanitation Compliance Rating. The name of
each shipper of raw milk for the thirty (30) days preceding the rating shall be listed
on the reverse side of FORM FDA 2359i-INTERSTATE MILK SHIPPER’s
REPORT, along with their Sanitation Compliance Rating and the Expiration Rating
Date efRating. The milk plant shall be immediately withdrawn from the IMS List
when milk is received from an unlisted source or from a source having a Raw Milk
Sanitation Compliance Rating of less than ninety percent (90%). The appropriate
PHS/FDA Regional Office or PHS/FDA MST for TPCs shall be immediately
notified sheuld shall either of the above events occur.

B.) Option 2: If the milk plant desires to be listed with the actual Sanitation
Compliance Rating of the raw milk, a weighted average of all raw milk sources, the
requirements of the preceding Option shall also apply except that:

(1) The earliest rating date of any of the raw milk sources or the milk plant,
whichever is earliest in time, w#} shall be shown as the earliest rating date on
FORM FDA 2359i-INTERSTATE MILK SHIPPER’s REPORT.

(i1)) The Raw Milk Sanitation Compliance Rating swiH shall be prorated on a
weighted basis as follows: ...

Page 27:

The SRO shall re-compute the Raw Milk Sanitation Compliance Rating whenever
any of the raw milk sources is re-rated and a new FORM FDA 2359i-
INTERSTATE MILK SHIPPER’s REPORT shall be submitted to the appropriate
PHS/FDA Regional Office or PHS/FDA MST for TPCs.

NOTE: The acceptance of milk, which has a Sanitation Compliance Rating seere of less
than ninety percent (90%), or is from an unlisted source, is a violation of the agreed
upon provisions of Options 1 and 2 and weuld shall initiate an immediate withdrawal of
the shipper from the IMS List.

The utilization of milk from a separately rated source which has an Enforcement Rating
of less than ninety percent (90%) for longer than six (6) months, or which has been re-
rated and received an Enforcement Rating of less than ninety percent (90%), following
a rating with an Enforcement Rating of less than ninety percent (90%), is considered a
violation of Section 11 of the Grade “A” PMO and weuld shall initiate an immediate
withdrawal of the shipper from the BMSist IMS List.
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3. PREPARATION OF THE “INTERSTATE MILK SHIPPER’s REPORT” FOR HACCP
LISTINGS ...

a. A statement regarding the acceptability, or unacceptability of the HACCP System wiH
shall be substituted on FORM FDA 2359i-INTERSTATE MILK SHIPPER’s REPORT for
the Sanitation Compliance and Enforcement Rating-Seeres Ratings; and

b. FORM FDA 2359m-MILK PLANT, RECEIVING STATION OR TRANSFER
STATION NCIMS HACCP SYSTEM AUDIT REPORT and FORM FDA 2359n-NCIMS
HACCP SYSTEM REGULATORY AGENCY REVIEW REPORT shall be submitted to
the appropriate PHS/FDA Regional Office or PHS/FDA MST for TPCs for quality
assurance reviews with all FORM FDA 2359i’s.

G. EXAMPLES OF RATING, NCIMS HACCP LISTING, AND ASEPTIC
PROCESSING AND PACKAGING PROGRAM LISTING FORMS ...

Page 38:

FORM FDA 2359i-INTERSTATE MILK SHIPPER’s REPORT
FRONT

STATE/COUNTRY

(10/4+13)

Page 39:

BACK

CITY AND STATE/COUNTRY

(10/4+13)

Page 41:

FORM FDA 2359m-MILK PLANT, RECEIVING STATION OR TRANSFER
STATION NCIMS HACCP SYSTEM AUDIT REPORT

PAGE 1

TYPE OF AUDIT
[ ] sTATEREGULATORY* [ | STATE REGULATORY FOLLOW-UP | _| STATELISTING] | FDAAUDIT OF LISTING

STATE/COUNTRY

(10/4113)
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Page 42:
PAGE 2
(10/4+13)
Page 43:
PAGE 3
(10/4+13)
Page 44:

FORM FDA 2359n-NCIMS HACCP SYSTEM REGULATORY AGENCY REVIEW
REPORT

2. Milk plant, receiving station or transfer station audited by a HACCP trained State
Regulatory Agency auditor at the minimum required frequency and follow-ups conducted as
required.
(10/413)
Page 45:

FORM FDA 23590-PERMISSION FOR PUBLICATION-Interstate Milk Shipper’s
Listing

Publication Permission Section
Permission is hereby granted to release and publish the above-stated Rating or HACCP

Listing for use by State-andTFerritorial Milk-Control- Authorities Regulatory Agencies and
prospective purchasers. .

(10/1613)
G. EXAMPLES OF HOW TO PROPERLY COMPLETE RATING, NCIMS HACCP
LISTING, AND ASEPTIC PROCESSING AND PACKAGING PROGRAM
LISTING FORMS
Pages 65 and 72:
FORM FDA 2359i-INTERSTATE MILK SHIPPER’s REPORT

FRONT
STATE/COUNTRY
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(10/1113)

Pages 66 and 73:

BACK

CITY AND STATE/COUNTRY

Page 66:

ABC BTU Bulls Role, State/Country
Udderly Delightful BTU Tootle Town, State/Country
GMI Good Dairy Paradise, State/Country
(10/4H13)

Page 73:

Cows BTU #1 Midtown, State/Country
Udderly Delightful BTU #2 Tootle Town, State/Country
Moosville BTU Cow Palace, State/Country
Page 68:

FORM FDA 2359m-MILK PLANT, RECEIVING STATION OR TRANSFER
STATION NCIMS HACCP SYSTEM AUDIT REPORT

PAGE 1

TYPE OF AUDIT
I:' STAFE REGULATORY* I:' STATE REGULATORY FOLLOW-UP I:' STATE LISTING I:' FDA AUDIT OF LISTING

STATE/COUNTRY
(10/+113)

Page 69:
PAGE 2
(10/4+13)
Page 70:
PAGE 3
(10/4+13)

Page 71:
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FORM FDA 2359n-NCIMS HACCP SYSTEM REGULATORY AGENCY REVIEW
REPORT

2. Milk plant, receiving station or transfer station audited by a HACCP trained State
Regulatory Agency auditor at the minimum required frequency and follow-ups conducted as
required.

(10/4613)

Pages 74 and 75:

FORM FDA 23590-PERMISSION FOR PUBLICATION-Interstate Milk Shipper’s
Listing

Publication Permission Section
Permission is hereby granted to release and publish the above-stated Rating or HACCP

Listing for use by State-andTFerritorial MilkControl Autherities Regulatory Agencies and
prospective purchasers. .

(10/1613)
Page 79:
APPENDIX A.
GUIDELINES FOR COMPUTING ENFORCEMENT RATINGS
(FORM FDA 2359j-MILK SANITATION RATING REPORT-SECTION B. REPORT OF
ENFORCEMENT METHODS (PAGE 2))
PART I. DAIRY FARMS

NOTE: Enforcement evaluation is based on NCIMS requirements, not on individual State’s
and/or Country’s laws or regulations.

The term “permit”, whenever it appears in this document shall also mean a MC operating
under the ICP possessing a valid MOA with a TPC.

1. All dairy farms farm operators hold valid permits (Grade “A” PMO, Section 3 -
PERMITS). Prorate by the number of dairy farms in compliance.

Page 80:

5. Tuberculosis and Brucellosis Certification on file as required (Grade “A” PMO, Section 8
- ANIMAL HEALTH and APPENDIX A. - ANIMAL DISEASE CONTROL). All or nothing
Item based on record verification.
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a. Located in a Certified Brucellosis - Free Area as defined by USDA and enrolled in the
testing program for such areas; or

1.) Meet USDA requirements for an individually certified herd; or

2.) Participate in an approved milk ring testing program; or

3.) Have individual blood agglutination testing done annually; or

4.) For goat, sheep, water buffalo, or any other hooved mammal herds/flocks,
excluding cattle and bison, they are included in an official annual written certification
from the State Veterinarian documenting their brucellosis-free status.

b. Located in an Area, which has a Modified Accredited Advanced Tuberculosis status or
greater as determined by USDA. Other Areas or herds shall have passed an annual
tuberculosis test or the Area has established a tuberculosis testing protocol that assures
tuberculosis protection and surveillance of the dairy industry and is approved by FDA,
USDA and the State Regulatory Agency....

e. Milk from Brucellosis reactor animals withheld as required.

NOTE: For the ICP, references to USDA and/or State within 5 above, shall mean the
Government Agency responsible for animal disease control in the Country or region of that
Country. The term “State Veterinarian” shall mean an individual veterinarian authorized
for those activities in said Country or region of that Country.

6. Water samples tested and reports on file as required (Grade “A” PMO, Section 7 -
STANDARDS FOR MILK AND MILK PRODUCTS, APPENDIX D. - STANDARDS FOR
WATER SOURCES and APPENDIX G. - CHEMICAL AND BACTERIOLOGICAL
TESTS). Prorate by number of dairy farms in compliance. A dairy farm missing one (1) water
sample during a required time period w1 shall not receive any credit for this Item.

NOTE: A single dairy farm BTU w#H shall be prorated by the number of water samples tested
during the required time period vs. the total number of water tests due per water system. ...

Page 81:

f. Ne-sampling Sampling is not required for public, community, or rural water system(s),
which are under EPA/State applicable Government Water Control Authority and in
compliance with their requirements. ...

NOTE: State Applicable Government Water Control Authority requirements, which are less
stringent than the Grade “A” PMO, shall be superseded by the Grade “A” PMO. State
Applicable Government Water Control Authority requirements, which are more strict than
the Grade “A” PMO, shall not be considered in determining the acceptability of water
supplies during ratings, check ratings, single-service listing evaluations and audits.

For Example: If the State applicable Government Water Control Authority’s law required
more frequent individual water supply samples to be taken, a SRO conducting a sanitation
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rating, which includes that dairy farm ermilleplant, wil-new shall give that dairy farm er
milk—plant full credit for water sample frequency, if the Grade “A” PMO minimum
sampling frequency requirement is met, even though, the State applicable Government
Water Control Authority’s frequency is not met.

Supplies other than individual water supplies, which have been approved as safe by the
State applicable Government Water Control Authority, shall be considered to be acceptable
sources, as provided in Section 7 of the Grade “A” PMO, for Grade “A” inspections, as
well as for all other IMS purposes, without further inspection of the spring, well or
reservoir treatment facility(ies), testing records, etc. ...

Page 82:

10. Permit issuance, suspension, revocation, reinstatement, hearings and/or court action taken
as required (Grade “A” PMO, Section 3 - PERMITS, Section 5 - INSPECTION OF DAIRY
FARMS, Section 6 - EXAMINATION OF MILK AND MILK PRODUCTS and Section 16 -
PENALTY). The BTU w4l shall be prorated by enforcement action(s) in compliance per dairy
farm. Five (5) Categories (a-e¢) wi shall be utilized for determining compliance with this Item
and each wiH shall possess a value of twenty percent (20%) compliance. The Categories are as
follows: ...

e. Category V: Hearing/Court Action

The Categories relate to the following Sanitation Requirements and Product Compliance.
Compliance wiH shall be prorated based on full compliance with each of the five (5)
Categories. ...

SANITATION REQUIREMENTS ...
Category II: Permit Suspension ...

c. Milk produced during suspension or while a monetary penalty is imposed for repeated
inspection violations is not eligible for sale as Grade “A”.

Page 83:

NOTE: Grade “A” PMO, Section 3 states: “The Regulatory Agency may forego
suspension of the permit, provided the milk and/or milk product in violation is not sold or
offered for sale as a Grade “A” milk and/or milk product. A Regulatory Agency may allow
the imposition of a monetary penalty in lieu of a permit suspension, provided the milk
and/or milk product in violation is not sold or offered for sale as a Grade “A” milk and/or
milk product. Except, that a milk producer may be assessed a monetary penalty in lieu of
permit suspension for violative counts provided .....”

The option to issue a monetary penalty in lieu of a permit suspension as cited above, shall
not be applicable to a TPC authorized under the ICP. ...
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PRODUCT COMPLIANCE ...
Category II: Permit Suspension

a. All milk produced during a permit suspension or while a monetary penalty is imposed
for bacterial, somatic cell, cooling temperature or drug residue violation is not eligible for
sale as Grade “A”. ...

c. Permit suspension; stop sale; or imposition of a monetary penalty upon violation of:

1.) Section 3 for serious health hazard; or
2.) Section 6 for:
i. Three (3) out of the last five (5) samples exceeding the bacterial, somatic cell, or
cooling temperature standards; or
ii. “Four (4) in six (6) months” positive antibiotic (not of Appendix N. origin); or
1. If pesticide contaminated milk is not withheld from sale.

NOTE: The option to issue a monetary penalty in lieu of a permit suspension as cited
above, shall not be applicable to a TPC authorized under the ICP. ...

Page 84:

11. Records systematically maintained and current (Grade “A” PMO, Section 3 - PERMITS,
Section 5 - INSPECTION OF DAIRY FARMS, Section 6 - EXAMINATION OF MILK AND
MILK PRODUCTS, and Section 7 - STANDARDS FOR MILK AND MILK PRODUCTY).
Make use of both general record-keeping deficiencies and record keeping by dairy farm to
determine the value. The BTU wiH shall be prorated by the number of identified record-
keeping deficiencies per dairy farm. The four (4) Categories (a-d) listed below wil shall be
utilized for determining compliance with this Item and each wiH shall possess a value of
twenty-five percent (25%) compliance. Compliance w4l shall be prorated based on full
compliance with each of the four (4) Categories.

NOTE: Use FORM FDA 2359i-MILK SANITATION RATING REPORT-SECTION D.
DAIRY FARM ENFORCEMENT ACTION AND RECORDS EVALUATIONS (PAGE 4).
(Refer to Section G, #4 for an example of the Form.)

a. Category I: Permit records available, accurate and current, including permit suspension,
impositions of a monetary penalty, notices, reinstatement, etc. The results shall be entered
on appropriate ledger forms. The use of a computer or other information retrieval system
may be used.

NOTE: The option to issue a monetary penalty in lieu of a permit suspension as cited
above, shall not be applicable to a TPC authorized under the ICP. ...

Page 85:
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PART Il. MILK PLANTS

NOTE: Enforcement evaluation is based on NCIMS requirements, not on individual State’s
and/or Country’s laws or regulations.

The term “permit”, whenever it appears in this document shall also mean a MC operating
under the ICP possessing a valid MOA with a TPC. ...

Page 87:

6. Individual and cooling water samples tested and reports on file as required (Grade “A”
PMO, ...

. Ne-sampling Sampling is not required for public, community, or rural water system(s),
which are under EPA/State applicable Government Water Control Authority and in
compliance with their requirements. ...

Page 88:

j. Current records of sample results on file at the Regulatory Agency, back to the last
rating.

NOTE: State Applicable Government Water Control Authority requirements, which are less
stringent than the Grade “A” PMO, shall be superseded by the Grade “A” PMO. State
Applicable Government Water Control Authority requirements, which are more strict than
the Grade “A” PMO, shall not be considered in determining the acceptability of water
supplies during ratings, check ratings, single-service listing evaluations and audits.

For Example: If the State applicable Government Water Control Authority’s law required
more frequent individual water supply samples to be taken, a SRO conducting a sanitation
rating, which includes that farm-er milk plant, wilnew shall give that farm-er milk plant full
credit for water sample frequency, if the Grade “A” PMO minimum sampling frequency
requirement is met, even though, the State applicable Government Water Control Authority’s
frequency is not met.

Supplies other than individual water supplies, which have been approved as safe by the State
applicable Government Water Control Authority, shall be considered to be acceptable
sources, as provided in Section 7 of the Grade “A” PMO, for Grade “A” inspections, as well
as for all other IMS purposes, without further inspection of the spring, well or reservoir
treatment facility(ies), testing records, etc. ...
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9. Permit issuance, suspension, revocation, reinstatement, hearings and/or court action taken
as required (Grade “A” PMO, Section 3 - PERMITS, Section 5 - INSPECTION OF MILK
PLANTS, Section 6 - EXAMINATION OF MILK AND MILK PRODUCTS and Section 16 -
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PENALTIES). Prorate by enforcement action(s) in compliance.

NOTE: A milk plant w#H shall be prorated by enforcement action(s) in compliance. Five (5)
Categories wiH shall be utilized for determining compliance with this Item and each w4 shall
possess a value of twenty percent (20%) compliance. The Categories are as follows: ...

The Categories relate to the following Sanitation Requirements and Product Compliance.
Compliance wilt shall be prorated based on full compliance with each of the five (5)
Categories. ...

SANITATION REQUIREMENTS ...
Category II: Permit Suspension ...
Page 90:

c. Milk products processed during suspension or while a monetary penalty is imposed for
repeated inspection violations is not eligible for sale as Grade “A”.

NOTE: Grade “A” PMO, Section 3 states: “The Regulatory Agency may forego
suspension of the permit, provided the milk and/or milk product in violation is not sold or
offered for sale as a Grade “A” milk and/or milk product. A Regulatory Agency may
allow the imposition of a monetary penalty in lieu of a permit suspension, provided the
milk and/or milk product in violation is not sold or offered for sale as a Grade “A” milk
and/or milk product. Exeept;—th i eF ¥ e-assessed-a—none en T

The option to issue a monetary penalty in lieu of a permit suspension as cited above, shall
not be applicable to a TPC authorized under the ICP. ...

PRODUCT COMPLIANCE

Category II: Permit Suspension
a. All milk and milk products produced during a permit suspension or while a monetary
penalty is imposed for bacterial, somatic cell, cooling temperature or drug residue violation

is not eligible for sale as Grade “A”.

NOTE: The option to issue a monetary penalty in lieu of a permit suspension as cited
above, shall not be applicable to a TPC authorized under the ICP. ...

Page 91:
Category IV: Permit Reinstatement

a. All milk and/or milk product violations followed promptly by an inspection to
determine the cause(s). ...
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10. Records systematically maintained and current (Grade “A” PMO, Section 3 - PERMITS,
Section 4 - LABELING, Section 5 - INSPECTION OF MILK PLANTS, Section 6 -
EXAMINATION OF MILK AND MILK PRODUCTS, and Section 7 - STANDARDS FOR
MILK AND MILK PRODUCTS.) Make use of both general and specific record-keeping
deficiencies to determine the value. The four (4) Categories (I-IV) listed below w4l shall be
utilized for determining compliance with this Item and each will shall possess a value of
twenty-five percent (25%) compliance. Compliance wilt shall be prorated based on full
compliance with each of the four (4) Categories.

NOTE: Use FORM FDA 2359j-MILK SANITATION RATING REPORT-SECTION E.
MILK PLANT ENFORCEMENT ACTION AND RECORDS EVALUATIONS (PAGE 5).
(Refer to Section G, #5 for an example of the Form.)

a. Category I: Permit records available, accurate and current, including permit
suspension, imposition of a monetary penalty, notices, reinstatement, etc. The results shall
be entered on appropriate ledger forms. The use of a computer or other information
retrieval system may be used.

NOTE: The option to issue a monetary penalty in lieu of a permit suspension as cited
above, shall not be applicable to a TPC authorized under the ICP. ...

Page 92:
PART I11. INDIVIDUAL SHIPPER RATING ...

NOTE: All records shall be summarized in ledger form. Computer ledgers are acceptable.
Records include:

a. Inspections of dairy farms, milk plants, receiving and transfer stations, samplers,
yvehieles milk tank trucks, etc.;

b. Laboratory information, i.e., raw milk, heat-treated—millc finished milk and/or milk
products, vitamin assays, water, cooling media, etc.); and ...

Page 93:

GUIDANCE FOR COMPUTING ENFORCEMENT CREDIT FOR PART I,
ITEM 9 AND/OR PART II, ITEM 8 OF FORM FDA 2359j-MILK
SANITATION RATING REPORT-SECTION B. REPORT OF
ENFORCEMENT METHODS (PAGE 2)

FORM FDA 2359j-MILK SANITATION RATING REPORT- SECTION C. EVALUATION
OF SAMPLING PROCEDURES (PAGE 3) is shall be used to determine enforcement credit
for Part I, Item 9, FORM FDA 2359j-MILK SANITATION RATING REPORT-SECTION B.
REPORT OF ENFORCEMENT METHODS (PAGE 2) (Dairy Farms), and Part II, Item 8§,
FORM FDA 2359j-MILK SANITATION RATING REPORT-SECTION B. REPORT OF
ENFORCEMENT METHODS (PAGE 2) (Milk Plant). Items 4 and 7 on FORM FDA 2359j-
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MILK SANITATION RATING REPORT- SECTION C. EVALUATION OF SAMPLING
PROCEDURES (PAGE 3) do not apply when calculating Enforcement Ratings for milk
plants, receiving and transfer stations for FORM FDA 2359j-MILK SANITATION RATING
REPORT-SECTION B. REPORT OF ENFORCEMENT METHODS (PAGE 2), Part II, Item
8.

Item 1. Sampling Surveillance Officers (SSOs) Properly Certified

a. All SSOs are certified by FDA.

b. Certification is currently valid (three years).

c. SSOs shall be a certified SRO, LEO or State Regulatory Supervisor per "Procedures”
Section V., F. ...

Item 3. Sampling Surveillance Authority Properly Delegated ...

c. Initial Delegation: Comparison evaluations shall be performed on at least five (5) bulk
milk hauler/samplers during a routine milk pick-up at a predueer dairy farm; one (1) plant
sampler that collects raw and finished milk and/or milk product samples and single-service
container/closures at one (1) milk plant, if applicable; and one (1) industry plant sampler
that collects a raw milk sample from a milk tank truck at one (1) milk plant, if applicable,
with at least eighty percent (80%) agreement on each listed Item.

d. Re-delegation conducted at least each three (3) years. Comparison evaluations shall be
performed on at least two (2) bulk milk hauler/samplers during a routine milk pick-up at a
predueer dairy farm; one (1) plant sampler that collects raw and finished milk and/or milk
product samples and single-service containers/closures at one (1) milk plant, if applicable;
and one (1) industry plant sampler that collects a raw milk sample from a milk tank truck
at one (1) milk plant, if applicable, with at least eighty percent (80%) agreement on each
listed Item.

Page 94:
e. Proper certification of industry field persen personnel when applicable.
Item 4. Permit Issuance (Applies to Part I-DAIRY Farms only.) ...

Item 5. Sampler (Including Dairy Plant and Industry Plant Samplers at the Receiving Site)
Evaluated Every Two (2) Years and Reports Properly Filed

a. Samplers shall have their sampling collection procedures evaluated by a certified SSO
or a properly delegated Samphng Survelllance Regulatory Agency Ofﬁc1a1 gdSSO) every
two (2) years. SSOs or v AtOry

dSSOs are not required to be evaluated for samphng collectlon procedures

Item 7. Permit Suspension, Revocation, Reinstatement, Hearings and/or Court Actions Ta
as Required (Applies to Part 1-DAIRY FARMS only.) ...
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Item 8. Records Systematically Maintained and Current

a. Records of the delegation of sampling evaluation authority to other State;teeal;
Regulatory Agency or industry individuals on file and available for review with the
produeer dairy farm or milk plant records.

b. Records of each sampler evaluation on file and available for review with the predueer
dairy farm or milk plant records. ...

APPENDIXB ...
Page 99:
Major (5 point)
2. Permanent in-line high pressure pump (power washer): Without acceptable
protection, such as:

a. Properly functioning low-pressure cut-off switch with a properly located test valve; and
b. Other methods acceptable to the State applicable Government Water Control Authority.

Minor (2 point)

2. Portable high pressure water pump (power washer): Without acceptable protection,
such as:
a. Separate water supply or reservoir;
b. Properly functioning low-pressure cut-off switch with a properly located test valve; and
c. Other methods acceptable to the State applicable Government Water Control Authority.

Document: 2011 EML (Entire Document)
Pages: Entire Document

Make the following changes to the 2011 EML.:
Cover:
204 2013 Revision
Page ii:
TABLE OF CONTENTS
INTRODUGCTION ..ottt ettt ettt b ettt et e s e b e s eneeseesenaeseesensaneas

SECTION 1: DEFEINITIONS ... e

SECTION 12: LABORATORY EVALUATION PROGRAMS..........ccooiiiiiiin.

SECTION 23: PROFICIENCY TESTING PROGRAMS...........cooiiiiiits
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SECTION 34: CERTIFICATION OF MILK LABORATORY CONTROL AGENCY
MILK LABORATORY EVALUATION OFFICERS...............c........

SECTION 45: EQUIPMENT AND APPARATUS OF AID TO MILK LABORATORY
EVALUATION OFFICERS ...

Re-number the remaining SECTIONS within the TABLE OF CONTENTS accordingly.
Page 1:

EVALUATION OF MILK LABORATORIES
2011 2013 Revision

INTRODUCTION

Official accreditation of milk laboratories and Certified Industry Supervisors (E}S CISs)
requires that the-appropriate Federal-or-State-milklaberatory-controlageney FDA/LPET or the
appropriate Milk Laboratory Control Agency conduct an on-site survey to determine
satisfactory performance of analysis in milk laboratories and performance of analysis by €S
CISs in facilities where the examinations, required by the Grade “A> ““A” Pasteurized Milk
Ordinance (Grade “A” PMO), are performed. In addition, satisfactory performance in the
analysis of annual proficiency test samples must shall be demonstrated. An accredited milk
laboratory may be an approved official or officially designated milk laboratory under the
administrative control of a federal,state—orloeal Regulatory autherity Agency. Approval of
Industry Supervisors (]S ISs) and Industry Analysts (A IAs) requires verification of
proficiency in performing drug residue analysis at least biennially, through on-site

performance evaluation and/or analysis of split samples or by other means as noted in
SECTION 12 below.

Fhe-State A certified Laboratory Evaluation Officer (State LEO) sl shall use the appropriate
FDA-2400 Series Forms when evaluating official laboratories, officially designated
laboratories, €1S;HS CISs, ISs and A 1As. The Eederal FDA/LPET Laboratory Evaluation
Officer (Eederal FDA/LPET LEO) will shall use the appropriate FDA-2400 Series Forms
when evaluating State Central Milk Laboratories and State LEOs. Appropriate FDA-2400
Series Forms are those forms that have been approved by the NCIMS Laboratory Committee
working cooperatively with the Feeod-andDrugAdministration (FDA)} and the NCIMS
Executive Board, and are effective 90 days after executive board approval. Approved forms
shall be issued within 90 days of NCIMS Executive Board approval. If the FDA is unable to
release the approved forms within the 90 day time frame, FDA/LPET shall issue a draft
version of the 2400 series forms 90 days after NCIMS Executive Board approval.
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Food-and Drug-Administration(FDA) laboratory accreditation procedures provide a natienal

base for the uniform collection and examination of milk, in compliance with the sanitation
standards of the Grade “A” PMO.

Uniform accreditation of milk laboratories is maintained by the following two (2) functions:

1. FDA accreditation of state State central milk laboratories and certification of analysts is
based on:
t@a. satisfaetory Satisfactory triennial on-site evaluations of laboratory facilities,
equipment, records, and analyst performance of techniques, and
b)b. satisfactery Satisfactory annual proficiency testing (the examination of split milk
samples) to continuously appraise analyst performance.

2. FDA certification of State LEOs who:

Da. aeceredit Accredit local laboratories and certify analysts and €FS CISs based on:
(al) satisfaetory Satisfactory biennial on-site evaluations of laboratory facilities,
equipment, records and analyses and
(b2) satisfactery Satisfactory annual proficiency testing which meets established
national standards and.

&2)b. appreveISandtA Approve ISs and [As (who only screen for drugs) based on:

(al) verifieation Verification that each IS has been trained (by conducting required
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workshops for all industry supervisors) and has established a program that ensures the
proficiency of the IA they supervise; and

(b2) werification Verification that each IS and IA has demonstrated proficiency in
performing drug residue analysis at least biennially. Verification of proficiency may
include an analysis of split samples and/or an on-site performance evaluation or another
proficiency determination that the State LEO and the FDA/LPET agree is appropriate.
(Grade “A” PMO, Appendix N)

SECTION 1: DEFINITIONS

1. BACTOSCAN INDUSTRY OPERATOR (BIO): A person who operates a BactoScan
FC under the supervision of a certified BactoScan analyst and analyzes samples for regulatory

compliance.

2. CERTIFIED INDUSTRY SUPERVISOR (CIS): An industry supervisor who is
evaluated and listed by a LEO as certified to conduct drug residue screening tests at industry
drug residue screening sites for Grade “A” PMO, Appendix N regulatory actions
(confirmation of tankers milk tank trucks, producer trace back and/or permit actions).

3. CERTIFIED MILK LABORATORY EVALUATION OFFICER (LEO): A
Regulatory Agency or Milk Laboratory Control Agency employee who has been certified by
the Food and Drug Administration (FDA) Laboratory Profiency Evaluation Team (LPET),
using the Evaluation of Milk Laboratories (EML) to evaluate milk laboratories for the purpose
of accrediting or approving laboratories that conduct official NCIMS milk testing has a valid
certificate of qualification.

4. FOOD AND DRUG ADMINISTRATION/LABORATORY PROFICIENCY
EVALUATION TEAM LABORATORY EVALUATION OFFICER (FDA/LPET LEOQO):
A Food and Drug Administration (FDA) employee that has been internally standardized to
evaluate State Central Milk Laboratories for the purpose of accreditation to conduct official
NCIMS milk testing. They are standardized to evaluate and certify milk laboratory evaluation
officers (LEOs) working for a Regulatory Agency or Milk Laboratory Control Agency for the
purpose of accrediting other official and officially designated laboratories participating in the
NCIMS Grade “A” Milk Safety Program.

5. INDUSTRY ANALYST (l1A): A person under the supervision of the a CIS or IS who is
assigned to conduct screening of milk tank trucks for Appendix N drug residue requirements.

6. INDUSTRY SUPERVISORS (IS): An individual trained by the LEO who is responsible
for the supervision and training of industry analysts who test milk tank trucks for Appendix N
drug residue requirements.

7. INTERNATIONAL CERTIFICATION PROGRAM (ICP): The International
Certification Program (ICP) means the NCIMS voluntary program designed to utilize Third
Party Certifiers (TPCs) authorized by the NCIMS Executive Board in applying the
requirements of the NCIMS Grade “A” Milk Safety Program for Milk Companies (MCs)
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located outside the geographic boundaries of NCIMS Member States that desire to produce
and process Grade “A” milk and/or milk products for importation into the United States.

8. MILK LABORATORY CONTROL AGENCY: A Milk Laboratory Control Agency
shall mean a governmental or other Regulatory Agency body which has adopted an ordinance,
rule or regulation in substantial compliance with the current edition of the Evaluation of Milk
Laboratories (EML) and is responsible for the enforcement of such ordinance, rule or
regulation in substantial compliance with the Grade “A Milk Safety Program for a listed milk
laboratory. The Milk Laboratory Control Agency has authority, recognized by the National
Conference on Interstate Milk Shipments (NCIMS), to oversee and control the activities of
milk laboratories and/or personnel involved with official NCIMS Grade “A” milk testing. The
term, “Milk Laboratory Control Agency”, whenever it appears in the EML shall also mean the

appropriate Third Party Certifier (TPC) having jurisdiction and control over the matters cited
within this EML.

9. OFFICIAL LABORATORY: An official laboratory is a biological, chemical or physical
laboratory which is under the direct supervision of the Regulatory Agency or Milk Laboratory
Control Agency.

10. OFFICIALLY DESIGNATED LABORATORY': An officially designated laboratory is
a commercial laboratory authorized to do official work by the Regulatory Agency, or a milk
industry laboratory officially designated by the Regulatory Agency or Milk Laboratory
Control Agency for the examination of producer samples of Grade 'A' raw milk for
pasteurization and commingled milk tank truck samples of raw milk for drug residues.

11. RATING AGENCY: A Rating Agency shall mean a State Agency, which certifies
interstate milk shippers (BTUs, receiving stations, transfer stations, and milk plants) as having
attained the Sanitation Compliance and Enforcement Ratings necessary for inclusion on the
IMS List. The ratings are based on compliance with the requirements of the Grade “A”” PMO
and were conducted in accordance with the procedures set forth in the Methods of Making
Sanitation Ratings of Milk Shippers (MMSR). Ratings are conducted by FDA certified Milk
Sanitation Rating Officers (SROs). They also certify single-service containers and closures for
milk and/or milk products manufacturers for inclusion on the IMS List. The certifications are
based on compliance with the requirements of the Grade “A” PMO and were conducted in
accordance with the procedures set forth in the Methods of Making Sanitation Ratings of Milk
Shippers (MMSR). The definition of a Rating Agency also includes a Third Party Certifier
(TPC) that conducts ratings and certifcations of Milk Companies (MCs) located outside the
geographic boundaries of NCIMS member States that desire to produce and process Grade
“A” milk and/or milk products for importation into the United States.

12. REGULATORY AGENCY: A Regulatory Agency shall mean an agency which has
adopted an ordinance, rule or regulation in substantial compliance with the current edition of
the Grade “A” PMO and is responsible for the enforcement of such ordinance, rule or
regulation, which is in substantial compliance with the Grade “A”” PMO for a listed interstate
milk shipper and milk laboratory. The term "Regulatory Agency", whenever it appears in the
EML shall also mean the appropriate Third Party Certifier (TPC) having jurisdiction and
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control over the matters cited within this EML.

13. STATE CENTRAL MILK LABORATORY: A State owned and operated Official
Laboratory with analysts employed by the State working in conjunction with the State
Regulatory Agency designated as the primary State laboratory for the examination of producer
samples of Grade ‘A’ raw and commingled raw milk for pasteurization, pasteurized milk and
milk products, and dairy waters, as necessary.

14. THIRD PARTY CERTIFER (TPC): A Third Party Certifier (TPC) is a non-
governmental individual(s) or organization authorized under the NCIMS voluntary
International Certification Program (ICP) that is qualified to conduct the routine regulatory
functions and enforcement requirements of the Grade ““A”” PMO in relationship to milk plants,
receiving stations, transfer stations, associated dairy farms, bulk milk hauler/samplers, milk
tank trucks, milk transportation companies, dairy plant samplers, industry plant samplers, milk
distributors, etc. participating in the NCIMS voluntary International Certification Program
(ICP). The Third Party Certifier (TPC) provides the means for the rating and listing of milk
plants, receiving stations, transfer stations and their related raw milk sources. They also
conduct the certification and IMS listing of related milk and/or water laboratories and related
single-service container and closure manufacturers on the Sanitation Compliance and
Enforcement Ratings of Interstate Milk Shippers (IMS) List. To be authorized under the
NCIMS voluntary International Certification Program (ICP), a valid Letter of Understanding
(LOU) shall be signed between the NCIMS Executive Board and the Third Party Certifier

(TPC).

Page 3:
SECTION 12: LABORATORY EVALUATION PROGRAMS

An evaluation of a milk laboratory saust shall include an on-site visit to the laboratory, a
review of the records, including training records of IAs, records of split sample performance,
facilities, equipment, materials and procedures. The evaluation shall be made using the most
recent approved Official Milk Laboratory Evaluation Forms (FDA-2400 Series Forms). The
Federalor—State FDA/LPET LEO or LEO shall determine if the laboratory facilities,
equipment, records and techniques of analysts are in compliance with the FDA-2400 Series
Forms.

A copy of the “Grade “A> “A” Milk Laboratory Evaluation Request and Agreement Form”
(see page 20) must shall be signed by a representative of the facility prior to the initiation of
the survey. This document must shall be maintained on file by the Federal-or—State
FDA/LPET LEO or LEO.

A set of completed evaluation forms may accompany the narrative report which describes the
degree of suitability of the laboratory facilities, equipment, records, the analysts’ procedures,
and a statement as to whether the results of the analyst or CIS examinations are acceptable for
use in rating milk for interstate shipments. The narrative report must shall be sufficiently
detailed to allow readers to determine what is being cited without having to refer to the FDA-
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2400 Series Forms.

Survey reports of on—site evaluations of Official Milk Laboratories and CISs shall be sent
within sixty (60) days of the initial, biennial/triennial anniversary or supplemental date of the
laboratory evaluation to the Official Milk Laboratory/CIS, the appropriate Feed-andDrug
Admintstration FDA Regional Office and the FDA/LPET. Reports can be submitted by
traditional fashion (mail, common courier) or electronically. Reports to the Official Milk
Laboratories /CIS must shall include the narrative report and may include copies of the
completed FDA-2400 Series Forms. Reports to the FDA Regional Office and FDA/LPET
shall be sent electronically and shall include the narrative report and appropriate, completed
FDA summary template only (see page pages 37 — 40). ...

CERTIFICATION/APPROVAL OF MILK LABORATORY ANALYSTS

Certification of milk laboratory analysts by theFederal-erState a FDA/LPET LEO or LEO
shall be based on the following criteria:

1. Evaluations of State eentral-milklaberatories” Central Milk Laboratory evaluatiens shall
be scheduled and performed by their triennial expiration date. State central milk
laboratories shall submit requests, in writing, for on-site evaluation of new analyst(s)
performance of techniques, new methods and/or new facilities to the FDA/LPET. The
Federal FDA/LPET LEO shall schedule a mutually agreeable date within thirty (30) days
of the request for an evaluation.

2. Evaluations of other milk laboratories withina-state shall be scheduled and performed by
their biennial expiration date. Milk laboratories within—a-state shall submit requests, in
writing, for on-site evaluation of new analyst(s) performance of techniques, new methods
and/or new facilities to the State LEO. The State LEO shall schedule a mutually agreeable
date within 30 days of the receipt of the request for an evaluation. ...

Page 4:

5. Analysts meet the performance levels of the proficiency testing program (SECTION 23).
The State LEO may issue a certificate of approval to each laboratory analyst who meets the
stated criteria in numbers 3 and 4 above.

6. Vitamin testing laboratories have submitted satisfactory quality control information, use
methods acceptable to the FDA or other official methodologies which give statistically
equivalent results to the FDA methods, have one or more certified analysts who have
satisfactorily participated in the vitamin split sample program and have met performance
levels of the proficiency testing program (SECTION 23).

Analysts seeking certification or approval who are employed in laboratories not previously
approved, or laboratories that have lost accreditation or approval and are seeking
Recertification, may be approved to conduct official examinations only if criteria 3 and 4
above are met. When such analysts successfully complete the next official proficiency tests
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administered by the State LEO, a certificate of approval may be issued to such analyst. If such
analyst does not successfully meet the performance levels of the proficiency testing program,
the approval to conduct official examinations shall be withdrawn. ...

When a new analyst is assigned to an accredited laboratory between on-site evaluations,
conditional approval status sl shall be provided to the new analyst upon satisfactory
completion of criteria 4 or 5 above. Full certification w#H shall follow after acceptable
completion of both criteria 4 and 5 above. Conditionally approved analysts failing to meet the
established applicable criteria of laboratory performance during an on-site laboratory
evaluation w4 shall have their conditionally approved status revoked.

The &S CISs and certified analysts must shall participate, at least annually, in proficiency
testing (the examination of milk split samples) for those specific procedures for which they are
certified. Failure without cause to participate in the annual split sample evaluation or failure to
meet established satisfactory performance criteria swiH shall result in the €S CISs or certified
analyst(s) having their certification status downgraded from full to provisional. Failure of a
provisionally certified analyst or €}S CISs to participate in the examination of or to meet
established satisfactory performance levels on the next set of split samples w4l shall result in
withdrawal of their certification.

A CIS or certified analyst that loses their certification for one (1) or more tests cannot examine
official samples using a test for which their certification was withdrawn. Recertification
procedures are shown in “SECTION 23: PROFICIENCY TESTING PROGRAMS”.

Page 5:

Copies of notices of changes of certification or revocation of certification shall be sent to the
laboratory or facility involved, the mitkregulatory-ageney Regulatory Agency, the state-milk

sanitation—rating—ageney Rating Agency, the appropriate FDA Regional Office and the
FDA/LPET. For FDA/LPET notification, changes in certification shall be indicated on the
appropriate, completed FDA summary template and shall be submitted electronically.

Upon notice of revocation, the certificate, if issued, shall be returned to the issuing State LEO
within ninety (90) days.

ACCREDITATION/APPROVAL OF MILK LABORATORIES

Accreditation or approval of milk laboratories by Eederal-erState mitklaberatory—econtrol
agenetes FDA/LPET or Milk Laboratory Control Agencies shall be based on meeting the
following requirements:

1. The laboratory facilities, equipment, procedures and records must shall meet the
requirements stated on the appropriate FDA-2400 Series Forms and for €S CISs,
appropriate Appendix N 2400 Series Forms, as determined by an on-site evaluation.

2. All official examinations required by the Grade “A” PMO must shall only be performed
by certified analysts or €IS CISs.
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3. Vitamin testing laboratories have submitted satisfactory quality control information, use
methods acceptable to the FDA or other official methodologies which give statistically
equivalent results to the FDA methods, have one or more certified analysts who have
satisfactorily participated in the vitamin split sample program and have met performance
levels of the proficiency testing program (SECTION 23).

The State LEO may issue a certificate of accreditation or approval to each official,
commercial, and industry laboratory meeting criteria 1 and 2 above.

When an accredited laboratory changes location or undergoes substantial remodeling, an
evaluation of the new laboratory or screening facility is required within three (3) months. Ne
An evaluation of personnel or procedures is not required at this time. ...

When a certified analyst or CIS leaves an accredited laboratory, the laboratory/facility
manager sust shall notify the Federal-erState FDA/LPET LEO or LEO immediately since the
loss of a certified analyst may result in the loss of certification for one or more procedures, or
may result in the loss of the laboratory's accreditation. For example, a laboratory having only
one certified analyst w4 shall lose accreditation. Official examinations cannot be conducted at
non-accredited laboratories. When a laboratory or CIS facility loses its accreditation because
of a lack of certified analysts, or for some other reason, the Eederal-oerState FDA/LPET LEO
or LEO shall immediately notify the milk laboratory involved, the state—mitk—regulatory

ageney;-the-state-miksanitationratingageney respective Regulatory/Rating Agency, any eut-
of-state—miltk—regulatory—agenetes other Regulatory/Rating Agency that oversees locations

where known customers of that laboratory are located, the appropriate FDA Regional Office
and the FDA/LPET, by a letter of notification to be dated within five (5) working days of the
loss of accreditation. For any FDA/LPET notification, changes in accreditation shall be
indicated on the appropriate, completed FDA summary template and shall be submitted
electronically.

Page 6:

Laboratories requesting withdrawal of accreditation shall notify the State LEO in writing.
Upon receipt of the written request, the State LEO shall immediately notify the state—mitk

regtlatory—ageney,—the—state—milk—sanitation—rating—ageney respective Regulatory/Rating
Agency, any eut-of-state—mitk—regulatory—agenetes other Regulatory/Rating Agency that

oversees locations where known customers of that laboratory are located, the appropriate FDA
Regional Office and the FDA/LPET by a letter of notification to be dated within five (5)
working days of receipt of the written request. Upon notice of withdrawal of accreditation, the
certificate, if issued, shall be returned to the issuing State LEO within ninety (90) days. ...

Additionally, the laboratory shall notify its customers in writing, that it has withdrawn or been
decertified and shall not represent itself as an official laboratory or officially designated
laboratory, for those decertified or unapproved procedures under the agreements of the
NCIMS. A copy of the generic notification must shall be sent to the State LEO.
Decertification wil shall remain in effect until measures are taken by the laboratory to attain
compliance and another survey is completed successfully.
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APPROVAL OF INDUSTRY ANALYSTS/INDUSTRY SUPERVISORS

Approval of Industry Supervisors (1S ISs) and Industry Analysts (}A IAs) by the State LEOs
shall be based on meeting all of the following requirements: ...

2. All screening tests required by the Grade “A” PMO, Appendix N must shall only be
performed by approved £S;3A: ISs, [As or by a certified entity. ...

Page 7:

5. Approval of IS—andtA ISs and [As require verification of proficiency in performing drug
residue analyses at least biennially, through on site performance evaluation and/or analysis
of split samples, or another proficiency determination that the State LEO and the
FDA/LPET agree is appropriate. (PMO; Refer to Appendix N of the Grade **A” PMO.)

6. The IS has attended and received training by the State LEO. This training suast shall be
documented.

The IS shall report to the State LEO the result of all competency evaluations performed by +A
IAs. The name of each IS and IA (as well as their training and evaluation status) shall be
maintained by the State LEO and updated as replacement, additions and/or removals occur.
The State LEO shall verify (document) that each IS has established a program that ensures the
proficiency of the A IAs they supervise. The State LEO shall also verify that each IS and [A
has demonstrated proficiency in performing drug residue analysis at least biennially.
Verification may include an analysis of split samples and/or an on-site performance evaluation
or another proficiency determination that the State LEO and the FDA/LPET agree is
appropriate. ...

Failure by the IS ISs or the A IAs to demonstrate adequate proficiency to the State LEO shall
lead to their removal from the State LEO list of ISAA Approved ISs/[As. Re-instatement of
their testing status shall only be possible by completing retraining and/or successfully
analyzing split samples and/or passing an on-site evaluation or otherwise demonstrating
proficiency to the State LEO. Analysts not on the State LEO list of Approved SAA ISs/IAs
are not approved to test bulk milk in the Appendix N program.

When a screening facility loses its approval because of a lack of approved 1S-ex¥A: ISs or [As,
or for some other reason, the State LEO shall immediately notify the screening facility

mvolyved. the stetetberegulatorvyugenev—thestatemih—sanitationratingaoeney respective
Regulatory/Rating Agency, any eut-ef-state-milkregulatory-ageneies other Regulatory/Rating

Agency that oversees locations where known customers of that laboratory are located, the
appropriate FDA Regional Office and the FDA/LPET, by a letter of notification to be dated
within five (5) working days of receipt of the loss of approval. For FDA/LPET notification,
changes in approval shall be indicated on the appropriate, completed FDA summary template
and shall be submitted by email.

Page 8:
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Screening facilities requesting withdrawal of approval shall notify the State LEO in writing.
Upon receipt of the written request, the State LEO shall immediately notify the state—mik

regulatory—ageney;,—the—state—milk——sanitation—rating—ageney respective Regulatory/Rating
Agency, any eut-ef-state—milk—regulatory—ageneies other Regulatory/Rating Agency that

oversees locations where known customers of that laboratory are located, the appropriate FDA
Regional Office and the FDA/LPET by a letter of notification to be dated within five (5)
working days of receipt of the written request. For FDA/LPET notification, changes in
approval shall be indicated on the appropriate, completed FDA summary template and shall be
submitted by email.

Additionally, the screening facility shall notify its customers in writing that it has been
withdrawn or has lost its approval and shall not represent itself as an approved screening
facility under the agreements of the NCIMS. A copy of the generic notification must shall be
sent to the State LEO. Loss of approval sl shall remain in effect until measures are taken by
the screening facility to attain compliance and another survey is completed successfully.

APPROVAL OF BACTOSCAN INDUSTRY OPERATORS

Approval of BactoScan Industry Operators (BIO) shall be based on meeting the following
requirements:

1. The industry operator must shall complete the BIO operating protocols, training and
oversight specified in the training procedure document.

2. The laboratory sust shall maintain one (1) certified BactoScan analyst (see current FDA
2400 series form) for training and ongoing oversight of the BIO. ...
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SECTION 23: PROFICIENCY TESTING PROGRAMS

The Feod-and DrugAdministration FDA/LPET shall split samples annually with all federally
FDA/LPET certified analysts of each State/Ferritory—(hereatter—noted—as—State) central
aceredited—mik—laberatory Milk Laboratory Control Agency’s accredited Central Milk

Laboratory. State-milk laberatery—ceontrel-ageneies Milk Laboratory Control Agencies shall
split samples at least annually with all state certified analysts of each official, ofﬁc1a11y

designated accredited milk laboratory, and all €1S CISs. State-mitk

Milk Laboratory Control Agencies shall verify that each IS and IA has demonstrated
proficiency in performing drug residue analysis at least biennially through on-site performance
evaluation and/or analysis of split samples, or another proficiency determination that the State
LEO and the FDA/LPET agree is appropriate.

State-mik laberatery-eontrel-agenetes Milk Laboratory Control Agencies having less than ten
(10) analysts (total) in their milk laboratory program are to develop joint state proficiency
testing programs with other states Milk Laboratory Control Agencies, which can meet the
criteria for certification of analysts and accreditation of laboratories. In cases where a
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minimum number of analysts (> ten (10)) are not available, evaluation of proficiency wil shall
be made by a determination that the State LEO and the FDA/LPET agree is appropriate.

An acceptable annual proficiency testing program shall meet the following applicable criteria:

4. When a CIS examines bulk milk tanker milk or its equivalent for Appendix N purposes, a
minimum of eight (8) samples shall be analyzed utilizing the test kit(s) for which that CIS
is certified or approved, or for which the CIS is seeking certification. In general, the milk
samples shall consist of the members of the beta-lactam family, at the safe/tolerance levels,
which the test kit(s) is designed to detect as well as milk samples eentainingne that do not
contain animal drug residues. The CIS may misidentify one (1) of the samples and
maintain and/or gain certification. If more than one (1) sample is misidentified, the CIS
falls one (1) level of certification. If this occurs twice consecutively, the CIS is no longer
certified or approved (rules for Recertification of laboratories apply).
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5. When an IS or an IA examines bulk milk tanker milk or its equivalent for Appendix N
purposes, a minimum of eight (8) samples shall be analyzed utilizing the test kits for which
that IS or IA is approved or for which the IS or IA is seeking approval. In general, the
milk samples shall consist of members of beta-lactam family, at the safe/tolerance levels,
which the test kits are designed to detect as well as milk samples eentainingne that do not
contain animal drug residues. The IS or IA may misidentify one (1) of the samples and
maintain and/or gain approval. If more than one (1) sample is misidentified, the IS or IA
falls one (1) level of approval. If this occurs twice consecutively, the IS or IA is no longer
approved. Re-instatement of their testing status shall only be possible by completing
retraining and/or successfully analyzing split samples and/or passing an on-site evaluation
or otherwise demonstrating proficiency to the State LEO.

6. Each analyst certified to perform visual drug residue tests w+} shall participate in annual
proficiency tests to demonstrate their ability to detect the beta-lactams at safe/tolerance
level per kit label claim (Penicillin G, Cloxacillin, Ceftiofur, and Cephapirin) using blind
samples with duplicate negatives. A minimum of six (6) samples may be used. However,
with six (6) samples ALL results must shall be correct. If eight (8) samples are used, an
analyst/CIS may miss one (1) and still pass the proficiency test. ...

SPLIT SAMPLE ANALYSIS ...

The Standard Plate Count (SPC), Petrifilm Aerobic Count (PAC), Plate Loop Count (PLC),
BactoScan FC Count (BSC), Spiral Plate Count Method (SPLC), Direct Microscopic Somatic
Cell Count (DMSCC), Electronic Somatic Cell Count (ESCC), Electronic Phosphatase Count
and Vitamin A and Dj; result of each certified analyst shall fall within the limits shown in
Table 2, page 28.

The steps for statistical analysis of split sample results are as follows: ...
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2. Calculate the logarithmic mean for the StandardPlate Count SPC, PetrifilmAerobie-Count

PAC, Plate Leop—Ceunt PLC, BaetoSean ECCount(BSC), Spiral Plate CountMethod
(SPL(CY, BireetMieroscopteSematiec-Cel-Count DMSCC, EHeetronteSematie Cel-Count

ESCC, Electronic Phosphatase Count and Vitamin A and Dj; results of each test sample;
using a table of common logarithms, list the logarithms of all analyst counts for a given
sample. Calculate the mean of the logarithms for the sample. ...

Page 11:
ANALYST PERFORMANCE LEVEL

Analysts certified to perform the examinations required by the “Grade “A” PMO?2 shall meet
the following performance levels on an annual basis.

1. Analysts certified to perform the StandardPlate-Count SPC, Petrifilm-Aerobie-Count PAC,

Plate Loop-Count PLC, BaetoSean EC-Count(BSC), Spiral Plate-Count-Method (SPLC),
DireetMicroseopie-SomatteCell-Count DMSCC, Heetronte-Somatte CelCount-ESCC,

Electronic Phosphatase Count and Vitamin A and D; analysis, and BIOs approved to
operate a BactoScan FC shall meet the acceptance limits and performance levels shown in
Tables 2 and 3, page 28.

Page 12:

2. Analysts certified to perform inhibitor tests shall detect samples that contain beta-lactam or
other animal drug residues detectable by the appropriate official test for the drug and
product. If using a drug other than beta-lactam, samples must shall be spiked in duplicate.
See Table 3, page 28. ...

5. CertifiedIndustry-Supervisors CISs certified to perform Appendix N test(s) for beta-lactam

drugs shall detect members of the beta-lactam family, at the safe/tolerance levels, which
the test kit(s) is designed to detect. See Table 3, page 28.

Fully certified analysts not meeting the described performance levels shall be provisionally
certified for the test procedure(s) in which they exceed the maximum number of unacceptable
results on samples. Provisionally certified analysts can regain full certification status by
meeting satisfactory performance levels on the next set of split samples. If a provisionally
certified analyst does not meet satisfactory performance levels on the next set of split samples,
certification to perform the specific test(s) wiH shall be withdrawn. An analyst who has lost
certification may be required to participate in a training program acceptable to the mik
laberatory—eertifying—authority Milk Laboratory Control Agency before requesting
recertification.  Recertification after training shall be based on the analyst meeting the
certification criteria described in SECTION 12: LABORATORY EVALUATION
PROGRAMS. A certified analyst may only become conditionally approved again by the route
by which he/she lost certification, i.e. if the analyst lost certification due to failure on milk split
samples then he/she can only become conditionally certified by passing the next set of milk
split samples. If the analyst failed an on-site evaluation that leads to his/her loss of
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certification then he/she st shall pass the next on-site certification to become conditionally
certified.

BaetoSean—Industry—Operators BIOs performance levels shall follow the performance

procedures indicated above for fully certified analysts. ...
Page 13:
SPLIT SAMPLES - CHEMISTRY
VITAMINS

The Grade “A” Vitamin Proficiency Test Program is operated by the FDA/LPET. In order to
be accredited and be listed, laboratories sust shall have analysts who have satisfactorily
participated in at least two (2) consecutive split sample analyses and sast shall have submitted
satisfactory method validation and quality control/quality assurance (QC/QA) information.
Participation in proficiency testing alone does not satisfy the criteria for analyst certification
and laboratory accreditation.

The Grade A “A” Vitamin Proficiency Testing Program involves the analysis of sets of four
(4) samples sent to participating laboratories every four (4) months, i.e., three (3) times a year
with a total of twelve (12) samples. Certification status is based in part on the ability of
analysts to analyze samples and have their results fall within limits (L;=0.300 and L,=0.200,
based on the statistical parameters set at the 1995 NCIMS Conference in St. Louis, MO).
Conditional certification is granted to an analyst (not to a laboratory) when the analyst has
satisfactorily analyzed two (2) sets of samples (eight (8) samples in two (2) consecutive
shipments). Analysts may have one (1) unsatisfactory result, i.e., miss (out of limits) one (1)
sample, and still be considered as having satisfactory performance. After analyzing the next
consecutive set of samples the analyst is considered fully certified if #e not more than 2 two
(2) samples have been missed over the course of a one (1) year period (twelve (12) consecutive
samples analyzed).

Once fully certified, analysts maintain certification by satisfactorily analyzing all three (3) sets
of split samples each year. During the course of the year full certification is maintained if #e
not more than two (2) samples (of twelve (12)) are missed. Failure without cause to analyze
all twelve (12) samples during the course of the year wiH shall result in the down grading of an
analyst's status. It is imperative that laboratory schedules be set up to allow for the analysis of
these samples. If a fully certified analyst misses more than two (2) samples (of twelve (12))
then that analyst wiH shall be down graded to provisional certification. Full certification wilt
shall be regained if that analyst misses #e not more than one (1) sample of the next eight (8)
that he/she analyzes. Provisionally or conditionally certified analysts that miss more than one
(1) sample in the next eight (8) samples analyzed after receiving the respective status wil shall
have their certification/approval removed.

Once certification/approval is removed an analyst may only regain conditional certification by
satisfactory performance on the next eight (8) samples, i.e., miss #6 not more than one (1)
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sample. Full certification requires that the analyst meet the criteria described above.

For split sample purposes each analyst srust shall independently analyze the samples. Routine
analysis may be performed by multiple analysts working together or by partitioning duties.
Certified analysts are responsible for conducting official analysis. Non-certified analysts may
assist in analysis but may not solely perform official analyses or report official results.

Re-entry of laboratories that have voluntarily withdrawn or laboratories that have had their
accreditation removed #s are subject to meeting all of the requirements needed from a new
laboratory, including all quality control (QC) information. It is the responsibility of the
laboratory to inform the FDA/LPET when a certified analyst is no longer employed at that
laboratory. A laboratory that loses all of their certified analysts is no longer accredited to do
official work and sust shall seek new laboratory entry prior to resuming official analysis. ..

Page 14:
WATER MICROBIOLOGY

Laboratories using EPA or State other officially administrated programs for water analysis are

not required to meet the intentions of this Section. State—administeredprograms Programs

administered by laberatery—eentrelageneies Milk Laboratory Control Agencies include
central, official, officially designated and other water testing laboratories sanctioned by the

state Milk Laboratory Control Agencies and participation in a split sample program is
voluntary.

Each State central accredited milk laboratory, and all State official, officially designated
accredited milk laboratories not participating in an EPA or State other officially administered
program for water analysis shall participate annually in a microbiological proficiency testing
program for each water analysis methodology for which the laboratory is certified. The
proficiency testing samples are to be provided by State—pregrams Milk Laboratory Control
Agencies or through private providers. ...

Page 15:
LABORATORY PERFORMANCE LEVEL ...

Fully accredited laboratories not meeting the described performance levels shall be
provisionally accredited for the test procedure(s) in which they exceed the maximum number
of unacceptable results on samples. Provisionally accredited laboratories can regain full
accreditation status by meeting satisfactory performance levels on the next set of split samples.
If a provisionally accredited laboratory does not meet satisfactory performance levels on the
next set of split samples, accreditation to perform the specific test(s) wH shall be withdrawn.
A laboratory that has lost their accreditation sust shall participate in a training program
acceptable to the miklaberatory-eertifyringauthority Milk Laboratory Control Agency before
requesting reaeereditation re-accreditation. Re-accreditation after training shall be based on
the laboratory meeting the accreditation criteria described in SECTION 42: LABORATORY
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EVALUATION PROGRAMS.

Copies of the proficiency testing report, including tabulation of laboratory results, shall be sent
within four (4) months of the split sample examination date to the participating laboratory, the

appropriate Feed-andDragAdministration FDA Regional Office; and the FDA/LPET.

Page 16:

SECTION 34: CERTIFICATION OF MILK LABORATORY CONTROL AGENCY
MILK LABORATORY EVALUATION OFFICERS

Initial certification of a State LEO shall be based on meeting the following criteria:

1. The individual srust shall be a-State-geverament an employee of a Regulatory or a Milk
Laboratory Control Agency and demonstrate competence in evaluating milk testing
laboratories and analysts’ performance of milk laboratory test methods or Appendix N
procedures as stated on the FDA-2400 Series Forms when accompanied by a representative
of the EDAAFEPET FDA/LPET on an initial check laboratory survey. The Federal
FDA/LPET LEO shall accompany the State LEO to not more than two (2)
laboratories/facilities during an initial check survey for initial certification purposes. Initial
check surveys (for certification) should not be conducted at sites that have been evaluated
within the past ninety (90) days.

2. The individual sust shall submit an acceptable written report of the milk laboratory initial
check survey to the FDA/LPET within sixty (60) days of the evaluation. Reports to the
appropriate FDA Regional Office and FDA/LPET shall be sent by email and shall include
the narrative report and appropriate, completed FDA summary template only (see page

pages 37 —40).

3. The individual srust shall attend the Milk Laboratory Evaluation Officers Workshop (FDA

Course FD373) conducted by the FDA/LPET in—eonjunction—with—the Hood—and Drug

Administration;—StateTrainingTFeam. If the individual does not have experience in the
examination of dairy products, they must shall attend Course FD374 “Laboratory

Examination of Dairy Products” prior to or within the year of attending the Milk
Laboratory Evaluation Officers Workshop. ...

Laboratory evaluations conducted by conditionally approved State LEOs wil shall be
considered official.

Conditional certification of a new State LEO can occur following the initial check survey
described above. Full certification wiH shall be granted after the State LEO attends the next
scheduled Milk Laboratory Evaluation Officers Workshop. Failure of a conditionally certified
State LEO to attend the next scheduled Milk Laboratory Evaluation Officers Workshop, unless
excused with cause by FDA/LPET, will shall require that the State LEO must restart the
process. The State-LEO candidate would then be required to participate in anether a new
check survey with a representative of the FDA/LPET, and then attend the next scheduled Milk
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Laboratory Evaluation Officers Workshop.

Recertification of the State LEO wiH shall occur triennially, and w4l shall be based on
satisfactorily meeting the following criteria:

1. The individual must shall be aState-goverament an employee of a Regulatory Agency or a
Milk Laboratory Control Agency and demonstrate continued competence in evaluating
milk testing laboratories and analysts’ performance of milk laboratory test methods or
Appendix N procedures as stated on the FDA-2400 Series Forms when accompanied by a
representative of the FDA/LPET on a check laboratory survey. The Federal FDA/LPET
LEO shall accompany the State LEO to not more than two (2) laboratories/facilities during
a check survey for recertification purposes.

Page 17:

2. The individual smust shall submit an acceptable written report of the milk laboratory check
survey to the FDA/LPET within sixty (60) days of the evaluation. Reports to the
appropriate FDA Regional Office and FDA/LPET shall be sent by email and shall include
the narrative report and appropriate, completed FDA summary template only (see page 37
—40).

3. The individual must shall have all laboratory evaluations, proficiency test examinations,
and reports current (in particular, biennial surveys sust shall be performed within the
month of their anniversary date).

4. The individual must shall have prepared and transmitted, at least annually, a summary list
of certified and approved analysts and procedures by laboratory to the state-miksanitation
rating-ageney Regulatory Agency and/or Rating Agency and the FDA/LPET.

5. The individual has met the responsibilities for the training of ndustey-Supervisers ISs.

6. The individual must shall attend the Milk Laboratory Evaluation Officers Workshop once
every three (3) years.

7. The individual must shall not fail, without cause, to attend an FDA Regional Milk
Seminar. If a region holds a FDA Regional Milk Seminar, then State LEOs in that region
are obligated to attend. If another region holds their regional milk seminar in the same
year the State LEO may opt to attend that regional milk seminar in lieu of attending the
regional milk seminar held in their region and still meet the requirement.

Once an individual has become a State LEO and is therefore considered fully certified, if
he/she fails to submit acceptable written reports of milk laboratory evaluations within sixty
(60) days to the FDA/LPET or fails to comply with item 2 above for Recertification (or
continued certification), the State LEO w4l shall have their his/her certification status
downgraded from full to provisional. In addition, an action plan w4l shall be established that
is mutually agreeable to the FDA/LPET and the state Milk Laboratory Control Agency. The
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State LEO weuld shall have-te meet the action plan criteria in addition to continuing to meet
all the criteria specified in items 1-7 above, to maintain provisional certification status.

Laboratory evaluations conducted by provisionally approved State LEOs wiH shall be
considered official.

Should a provisionally certified State LEO meet the criteria specified by their action plan and
EML, SECTION 34, their certification sl shall be returned to full certification once they
have successfully undergone their next LEO check evaluation with the FDA/LPET.

Should a provisionally certified State LEO fail to meet the criteria specified in the EML,
SECTION 34 and/or follow the action plan, then their certification swewld shall be revoked.

Page 18:

The procedures for revocation must shall follow SECTION V. QUALIFICATIONS AND
CERTIFICATIONS, Part H. of the Procedures Document.

State LEOs who lose certification cannot be re-certified for a period of sixty (60) days from
the date of the loss of their certification. Recertification w#H shall require meeting the

requirements for initial certification.

Page 19:

SECTION 45: EQUIPMENT AND APPARATUS OF AID TO MILK LABORATORY
EVALUATION OFFICERS

While conducting laboratory evaluations, the Federal-or State FDA/LPET LEO or LEO may
find it extremely useful to have in his/her possession different types of equipment which wiH
shall enable them to examine the apparatus in use and judge the proficiency of laboratory
procedures in use for the examination of milk products. Some evaluation—officers LEOs

currently use a large percentage of the equipment and apparatus listed below. Equipment
should be maintained in proper working conditions to assure accuracy.

Page 20:
SECTION 56: GUIDELINES FOR CONDUCTING LABORATORY EVALUATIONS
The evaluations of laboratories by a Federal-erState FDA/LPET LEO or LEO should be

systematic. These guidelines are recommended to enable complete evaluation of the
laboratory facilities, equipment and records and of analyst technique.

Upon initial evaluation and/or renewal, the laboratory, must shall make application for an
evaluation upon a form provided by the Eederal-er State FDA/LPET LEO or LEO. The
application wil shall include the statement: ...
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In preparation for the laboratory evaluation, normally the laboratory director or supervisor
should be notified in advance to insure the presence of analysts and the availability of samples
for laboratory examination. In arranging for an initial evaluation, laboratory officials should
be told that all tests must shall be set up and that during the evaluation the work of all analysts,
who may perform any official methods sust shall be observed. If laboratory evaluations are
conducted on days when procedures, e.g. the SPC, are not normally performed, advance
arrangements should be made to have samples on hand in order to observe the SPC procedure
and the laboratory personnel should be requested to save countable plates from the previous
day. Where the latter is not feasible, previously prepared and incubated plates may be brought
to the laboratory by the Federal-or-State FDA/LPET LEO or LEO to permit observations of
counting procedures. ...

After entering the laboratory, the Federal-er-State FDA/LPET LEO or LEO should note the
names of all analysts in the laboratory as/or after they are introduced and record the procedures
performed by each.

Before beginning the survey, the Eederal-or-State FDA/LPET LEO or LEO should discuss the
“ground rules” for the survey. Rules should be established for procedural evaluations (e.g.
whether an analyst can restart a procedure if the analyst notices that he/she make an error, how
many times may an analyst restart...).

During an evaluation of a large laboratory, various analysts may be performing different
examinations which may make a comprehensive evaluation difficult, particularly since all
analysts are to be observed for each bacteriological and chemical procedure for which
certification is requested. It is recommended that the efficer FDA/LPET LEO or LEO
establish a schedule so as to be in a position to evaluate apparatus and procedures used in the
laboratory without disrupting, as far as possible, the routine examination of samples. Since it
is expected that various portions of the evaluation forms wilt shall be used at separate times, it
is advisable to note observed items of the various procedures on the left hand margins of the
evaluation forms. By frequent referral to the noted items, the Federal-erState FDA/LPET
LEO or LEO wil shall be reminded to observe all laboratory procedures in use and avoid
misuse of the phrase "undetermined" (U) when procedures were actually in use but were not
observed.

Page 21:

While observations of procedures are being made and the evaluation forms completed, certain
precautions should be taken by the Federal-orState FDA/LPET LEO or LEO: ...

During the laboratory evaluation it is probable that some items pertinent to receiving samples
will not be observed. However, the Eederal-er—State FDA/LPET LEO or LEO should
determine from consultation with the laboratory supervisor the procedures used in receiving
samples from the sample collectors: ...

Deviations are to be discussed with the analysts at some time after it has been observed and
properly recorded. This discussion should include the nature of the deviation, any effect on
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the validity of the results, remedial action suggested and reasons justifying the change. All
interested personnel should have an opportunity to look over the completed evaluation form
and each major deviation should be discussed by the efficer FDA/LPET LEO or LEO with
interested staff. At that time comments should be invited from the staff concerning the
evaluation. The Federal-er—State FDA/LPET LEO or LEO should make suggestions
concerning any needed improvement of laboratory techniques. Following the discussion of
procedures and competence of analysts, past split sample results of the laboratory should be
discussed, suggestions made for improvement, and/or commendations made for superior
performance.

Page 22:

In addition to a regularly scheduled visit, some Eederal-erState FDA/LPET LEOs or LEOs
find that an occasional unannounced visit to an accredited laboratory provides them with
supporting information concerning laboratory practices. Information generated on all surveys
(unannounced, scheduled, check surveys) must shall be evaluated by the Eederal-erState
FDA/LPET LEO or LEO and used to determine compliance with the NCIMS Milk Laboratory
Program.

If at any time during a survey there is interference with or willful refusal to permit the survey,
the Eederal-erState FDA/LPET LEO or LEO w4l shall serve notice that the laboratory wilt
shall not be certified or wil shall be decertified until such time as the laboratory agrees to
abide by the voluntary certification program. The laboratory may make reapplication by
completing the application form and stipulating that future interference or refusals wiH shall
result in non-certification or decertification for thirty days (30). Or, if at any time before or
during any survey the Federal-or—State FDA/LPET LEO or LEO feels their safety is in
jeopardy or determines extensive non-compliance, they may terminate the survey. The Federal
or-State FDA/LPET LEO or LEO saust shall indicate to the laboratory management the reason
why the survey was terminated and saust shall indicate what steps must shall be taken before a
resurvey will be scheduled. The laboratory may make reapplieation re-application by
addressing the concerns that led to the termination of the survey and by completing the
application form stipulating that the safety concerns and/or non compliance issues have been
addressed.

Page 23:
SECTION 67: LABORATORY EVALUATION REPORTS
EVALUATION FORMS ...

Copies of the survey forms may be prepared for the laboratory evaluated. The Federal-or-State
FDA/LPET LEO or LEO must shall maintain a complete copy of the survey report, including
forms. The laboratory/facility and Eederal-er—State FDA/LPET LEO or LEO must shall
maintain, at a minimum, copies of the last two (2) biennial/triennial strveys survey reports,
subject to verification by the State LEO and the FDA/LPET. In marking the official copies of
the completed survey forms, leave items in compliance blank. When typing copies for
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transmittal to others, do not include check marks in the margin which were made at the time of
the actual survey for the convenience of the evaluating official.

NARRATIVE REPORT

The set of completed survey forms for the laboratory may accompany the narrative report
which states the conclusions of the Eederal-or-State FDA/LPET LEO or LEO as to whether or
not the laboratory is doing acceptable work. If the completed evaluation forms do not
accompany the narrative report, the report sruast shall be sufficiently detailed to allow readers
to determine what is being cited without having to refer to the FDA-2400 Series Forms. Each
form used shall have the revision date noted. Additional narrative reports, without FDA-2400
Series Forms, are to be sent to others that need to be informed as to the outcome of the
laboratory survey. The copy of the narrative report submitted by email to FDA/LPET must
shall be accompanied by the appropriate, completed FDA summary template, both attached to
the same email. The State LEO must shall receive verification of receipt by return email and
sast shall maintain a copy of the verification in their records. The narrative report must shall
identify the laboratory, give the laboratory number, show the date of the survey, who made the
survey, list the prior status, list the date of the last on-site survey, indicate the present status,
what recommendations were made to correct any deviations, what test(s) were approved, and
who was certified to do them. ...

A paragraph headed "Remarks" or "Recommendations" may be included if the effieer
FDA/LPET LEO or LEO wishes to comment on an item, e.g., one which could be improved
by a change in procedure or by new equipment, or for any comment which is not appropriately
covered in other Sections of the report.

Page 24:

After "Personnel and Procedures Certified" list the full name of all laboratory personnel
qualified to make each individual test for which certification or approval is given. Include
information on the analysts’ last split sample performance. Also include a statement requiring
participation in the Proficiency Testing Program to maintain certification (e.g., "To maintain
certification, analysts must shall successfully participate in the Annual Proficiency Testing
Program for all procedures for which certification has been granted"). ...

Under "Conclusion" give a descriptive statement of the degree of acceptability or rejection of
the procedures used by the laboratory, including recommendations for approval or rejection of
the results of the laboratory. Some typical conclusions are given in the following text, and
except in special circumstances, one of the conclusions listed must shall be used to indicate
whether the results are (or are not) acceptable to State-autherities the Milk Laboratory Control
Agency for use in rating milk for interstate shipment, where this is the purpose of the
evaluation.

CONCLUSIONS ...

2. Although the procedures, records, facilities and/or equipment in use at the time of the
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evaluation were in substantial compliance with the requirements of the Grade A> “A”
PMO the analyst/facility/equipment/records deviations noted suast shall be corrected. This
laboratory is accredited/approved for thirty (30) — sixty (60) days pending correction of the
deviations and receipt of a letter by the evalwation—offieer FDA/LPET LEO or LEO
detailing the corrections made. Upon receipt of such letter, full accreditation/approval wil
shall be given.

Explanation: A qualified acceptance where the Federal-orState FDA/LPET LEO or LEO
believes that the deviations noted do not seriously affect the analytical results and that a
letter explaining the corrective actions taken w4l shall be sufficient to ensure compliance.

3. Although the procedures, records, facilities and/or equipment in use at the time of the
evaluation did not substantially comply with the requirements of the Grade “A* “A” PMO,
the analyst/facility/equipment/records deviations noted are readily correctable. This
laboratory is accredited/approved for () days pending correction of the deviations.
Corrections must shall be made and detailed in writing to the evaluation—efficer
FDA/LPET LEO or LEO during this period. A new survey wil shall be scheduled upon
receipt of the letter to assure full compliance.

Page 25:

Explanation: A qualified acceptance where procedural or technical errors or facilities
which could have an effect on analytical results are noted but which are readily correctable
by the analysts or management. Depending on the judgment of the State LEO, a period of
ae not more than sixty (60) days usually is given to make the required adjustments before
another survey is made or specified criteria are met, record, new equipment, etc. (some
things may not require a return visit) to fully accredit (or approve) the laboratory.

4. This laboratory is not accredited/approved as the procedures, records, facilities and/or
equipment in use at the time of the survey did not comply with the requirements of the
Grade ‘A~ “A” PMO”.

Explanation: Severe deficiencies in facilities, records, staff and/or procedural techniques
exist which would result in unacceptable results. A new on-site survey shall be made
when the Eederal-er—State FDA/LPET LEO or LEO has reason to believe that a rating
would result in an acceptable rating. A new on-site survey would not be required for
certified milk laboratories, CIS facility or screening facilities if the withdrawal was for
facility deficiencies only. The laboratory, CIS facility or screening facility would be
required to submit pictures, invoices, etc. to show compliance with the facility
requirements noted in the last on-site evaluation.

FDA SUMMARY TEMPLATES

The narrative report sent to FDA/LPET must shall be accompanied by the appropriate,
completed FDA summary template for the laboratory, specifically representing the information
required for verifying and updating the IMS List of accredited laboratories and CISs along
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with other useful information to be used by FDA/LPET. Only the current revision of the FDA
summary templates, authored by FDA/LPET, may shall be used. There are two (2) FDA
summary templates: one (1) for full service laboratories and one (1) for Appendix N Screening
Only facilities (E}S—andtS CISs and ISs). The information captured on the FDA summary
template sast shall match the information provided in the narrative report (i.e., IMS number,
facility identification, accreditation and certification status, dates, procedures, conclusion,
etc.). The information captured may also lend itself to analyst/laboratory tracking and filing
by the State LEO.

The appropriate FDA summary template form sust shall also be used for the notification of
changes in accreditation and certification status, and must shall be submitted by email to
FDA/LPET.
Directions for completing the FDA summary template, authored by LPET, wil shall be
updated with each revision of the FDA summary template, as necessary, and provided to the
LEOs by email. ...
Page 26:

REFERENCES

1. Copies of the FDA-2400 Series Forms can be obtained from Eederal-orState Federal-or
State FDA/LPET LEOs or LEO(s)-.

A list of Eederal-and-State FDA/LPET LEOs and LEOs can be found at the website:
http://www.fda.ecov/Food/FoodSafety/Product-
SpecificInformation/MilkSafety/FederalStatePrograms/InterstateMilkShippersList/default.
htm; and

http://www.fda.egov/Food/FoodSafety/Product-
SpecificInformation/MilkSafety/FederalStatePrograms/InterstateMilkShippersList/ucm1 14
736.htm#TPC

For Eederal FDA/LPET LEOs click on the link FDA CFSAN Personnel and scroll down to
the Laboratory Proficiency and Evaluation Team.

For State LEOs click on the link State Grade A Milk Regulatory, Rating and Laboratory
Personnel and then click on your state State. The table is organized by listing Regulatory
personnel first, then Rating personnel, and finally Laboratory personnel. Scroll down to
the laboratory section to find the contact information for your states State’s LEO(s).

For TPC LEOs click on the link International Certification Program Third Party Certifiers.
The table is organized by individual TPCs, listing Regulatory personnel first, then Rating
personnel, and finally Laboratory personnel. Scroll down to the laboratory section to find
the contact information for your TPC’s LEO(s).
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The following text is a part of the Proposal but will not be placed in an NCIMS document.

The ICPPC requests the NCIMS Chair to assign the following charge to the SSCC Committee
and report back to the 2015 NCIMS Conference:

Develop qualifications, authorization, certification/recertification procedures, etc. for
consultants that currently certify or wish to certify SSCC manufacturers located outside the
geographical boundaries of NCIMS Member States. Consultants that currently have SSCC
listings on the IMS List shall participate on this Committee.

This Proposal also authorizes FDA to make appropriate editorial changes to the NCIMS
documents as needed, in accordance with NCIMS Procedures, resulting from Proposals that
are passed at the 2013 NCIMS Conference, and concurred with by FDA, related to the
wording addressing references to State, Regulatory Agency, Milk Laboratory Control Agency,
etc. as cited throughout this Proposal.

NOTE: This Proposal shall take immediate effect upon the issuance of the IMS-a, Actions

from the 2013 National Conference on Interstate Milk Shipments, following FDA’s
concurrence with the NCIMS Executive Board.

Proposal: 304
Documents: 2011 PMO (Entire Document)
Pages: Entire Document
Make the following changes to the 2011 PMO:
Cover Page:
2041 2013 Revision
Page iv:
PREFACE ...
This edition of the Ordinance contains sanitary standards for ealy Grade "A" raw milk for

pasteurization, ultra-pasteurization, aseptic processing and packaging or retort processed after
packaging and Grade "A" milk and/or milk products defined in Section 1. ...

Page ix:
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GRADE “A” PASTEURIZED MILK ORDINANCE

(GRADE "A" PMO)--2041 2013 REVISION
An Ordinance defining "milk" and certain "milk products", "milk producer", "pasteurization",
etc.; prohibiting the sale of adulterated and misbranded milk and/or milk products; requiring
permits for the sale of milk and/or milk products; regulating the inspection of dairy farms and
milk plants; the examination, labeling, pasteurization, ultra-pasteurization, aseptic processing
and packaging, retort processed after packaging and distribution and sale of milk and/or milk
products; providing for the construction of future dairy farms and milk plants; the enforcement
of this Ordinance; and the fixing of penalties.

Be it ordained by the ... of ..." as follows:
SECTION 1. DEFINITIONS ...

B. ASEPTIC PROCESSING AND PACKAGING: The term “Aseptic Processing and
Packaging”, when used to describe a milk and/or milk product, means that the milk and/or milk
product has been subjected to sufficient heat processing and packaged in a hermetically sealed
container, to conform to the applicable requirements of 21 CFR Parts 108, 110 and 113 and to
maintain the commercial sterility of the milk and/or milk product under normal non-
refrigerated conditions.

C. ASEPTIC PROCESSING AND PACKAGING SYSTEM (APPS): For the purposes of
this Ordinance, the Aseptic Processing and Packaging System (APPS) in a milk plant is
comprised of the processes and equipment used to process and package aseptic Grade "A" low-
acid milk and/or milk products. The Aseptic Processing and Packaging System (APPS) shall
be regulated in accordance with the applicable requirements of 21 CFR Parts 108, 110 and 113.
The Aseptic Processing and Packaging System (APPS) shall begin at the constant level tank
and end at the discharge of the packaging machine, provided that the Process Authority may
provide written documentation which will clearly define additional processes and/or equipment
that are considered critical to the commercial sterility of the product. ...

Page 2:

F. BULK MILK PICKUP TANKER?: A bulk milk pickup tanker is a vehicle, including the
truck, tank and those appurtenances necessary for its use, used by a bulk milk hauler/sampler to
transport bulk raw milk for pasteurization, ultra-pasteurization, aseptic processing and
packaging or retort processed after packaging from a dairy farm to a milk plant, receiving
station, or transfer station. ...

Page 4:

S. HACCP DEFINITIONS: (For use in conjunction with Appendix K.)

S-1. AUDIT: An evaluation of the entire milk plant, receiving station, or transfer station
facility, and NCIMS HACCP System to ensure compliance with the NCIMS HACCP
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System and other NCIMS regulatory requirements, with the exception of the Aseptic
Processing and Packaging System (APPS) for aseptic processing and packaging milk plants
and Retort Processed after Packaging System (RPPS) for retort processed after packaging
milk plants, respectively. ...

Page 6:

V. LOW-ACID ASEPTIC AND RETORT MILK AND/OR MILK PRODUCTS: Milk
and/or milk products having a water activity (ay) greater than 0.85 and a finished equilibrium
pH greater than 4.6 and are regulated under 21 CFR Parts 108, 110 and 113. Aseptically
processed and packaged low-acid milk and/or milk products and retort processed after
packaging low-acid milk and/or milk products are stored under normal non-refrigerated
conditions. Excluded from this definition are low-acid milk and/or milk products that are
labeled for storage under refrigerated conditions. ...

X. MILK PLANT: A milk plant is any place, premises; or establishment where milk and/or
milk products are collected, handled, processed, stored, pasteurized, ultra-pasteurized,
aseptically processed and packaged, retort processed after packaged, condensed, dried,
packaged, or prepared for distribution. ...

Page 8:

GG. OFFICIALLY DESIGNATED LABORATORY:: An officially designated laboratory is
a commercial laboratory authorized to do official work by the Regulatory Agency, or a milk
industry laboratory officially designated by the Regulatory Agency for the examination of
producer samples of Grade “A” raw milk for pasteurization, ultra-pasteurization, aseptic
processing and packaging or retort processed after packaging and commingled milk tank truck
samples of raw milk for drug residues and bacterial limits. ...

Page 9:

MM. RETORT PROCESSED AFTER PACKAGING: The term “Retort Processed after
Packaging”, when used to describe a milk and/or milk product, means that the milk and/or milk
product has been subjected to sufficient retort heat processing after packaged in a hermetically
sealed container, to conform to the applicable requirements of 21 CFR Parts 108, 110 and 113
and to maintain the commercial sterility of the milk and/or milk product under normal non-
refrigerated conditions.

NN. RETORT PROCESSED AFTER PACKAGING SYSTEM (RPPS): For the purposes
of this Ordinance, the Retort Processed after Packaging System (RPPS) in a milk plant is
comprised of the processes and equipment used to retort process after packaging low-acid
Grade "A" milk and/or milk products. The Retort Processed after Packaging System (RPPS)
shall be regulated in accordance with the applicable requirements of 21 CFR Parts 108, 110
and 113. The Retort Processed after Packaging System (RPPS) shall begin at the container
filler and end at the palletizer, provided that the Process Authority may provide written
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documentation which will clearly define additional processes and/or equipment that are
considered critical to the commercial sterility of the milk and/or milk product.

MMOO. SANITIZATION: Is the application of any effective method or substance to properly
cleaned surfaces for the destruction of pathogens, and other microorganisms, as far as is
practicable. Such treatment shall not adversely affect the equipment, the milk and/or milk
product, or the health of consumers, and shall be acceptable to the Regulatory Agency. ...

Re-letter remaining DEFINITIONS accordingly.

0060Q0Q. TIME/TEMPERATURE CONTROL FOR SAFETY OF MILK AND/OR MILK
PRODUCTS: Milk and/or milk products that require time/temperature control for safety
(TCS) to limit pathogenic microorganism growth or toxin formation includes: ...

Page 11:

QQSS. ULTRA-PASTEURIZATION (UP): The term “Ultra-Pasteurization”, when used to
describe a dairy milk and/or milk product, means that such milk and/or milk product shall have
been thermally processed at or above 138°C (280°F) for at least two (2) seconds, either before

or after packaging, so as to produce a milk and/or milk product, which has an extended shelf-
life under refrigerated conditions. (Refer to 21 CFR 131.3.) ...

Re-letter remaining DEFINITIONS accordingly.
Page 11:

SECTION 2. ADULTERATION OR MISBRANDED MILK AND/OR MILK
PRODUCTS ...

Page 15:
SECTION 4. LABELING ...

All bottles, containers and packages containing milk or milk products, except milk tank trucks,
storage tanks and cans of raw milk from individual dairy farms, shall be conspicuously marked
with:

1. The identity of the milk plant where pasteurized, ultra-pasteurized, aseptically processed
and packaged, retort processed after packaging, condensed and/or dried.

2. The words "keep refrigerated after opening" in the case of aseptically processed and
packaged low-acid milk and/or milk products and retort processed after packaging low-acid
milk and/or milk products. ...
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Page 16:

IDENTITY LABELING: "Identity", as used in this Section, is defined as the name and
address or permit number of the milk plant at which the pasteurization, ultra-pasteurization,
aseptic processing and packaging, retort processed after packaging, condensing and/or drying
takes place. It is recommended that the voluntary national uniform coding system for the
identification of milk plants, at which milk and/or milk products are packaged, be adopted in
order to provide a uniform system of codes throughout the country.

In cases where several milk plants are operated by one (1) firm, the common firm name may be
utilized on milk bottles, containers and packages. Provided, that the location of the milk plant
at which the contents were pasteurized, ultra-pasteurized, aseptically processed and packaged,
retort processed after packaged, condensed and/or dried is also shown, either directly or by a
code. This requirement is necessary in order to enable the Regulatory Agency to identify the
source of the pasteurized, ultra-pasteurized, aseptically processed and packaged, retort
processed after packaged, condensed and/or dried milk and/or milk products. The street
address of the milk plant need does not need to be shown when only one (1) milk plant of a
given name is located within the municipality.

Page 17:

The identity labeling requirement may be interpreted as permitting milk plants and persons to
purchase and distribute, under their own label, milk and/or milk products processed and
packaged at another milk plant, provided, that the label reads, "Processed at ... (name and
address)", or that the processing and packaging milk plant is identified by a proper code.

MISLEADING LABELS: The Regulatory Agency shall not permit the use of any misleading
marks, words or endorsements upon the label. They may permit the use of registered trade
designs or similar terms on the bottle cap or label, when in their opinion, they are not
misleading and are not so used as to obscure the labeling required by this Ordinance. For dry
milk products, the outer bag sust shall be preprinted "Grade "A" before filling. The use of
super grade designations shall not be permitted. However, this should not be construed as
prohibiting the use of official grade designations awarded to dry milk products by the United
States Department of Agriculture (USDA). Grade designations such as “Grade "AA"
Pasteurized”, “Selected Grade "A" Pasteurized”, “Special Grade "A" Pasteurized”, etc., give
the consumer the impression that such a grade is significantly safer than Grade “A”. Such an
implication is false, because the Ordinance requirements for Grade “A” pasteurized, ultra-
pasteurized, or aseptically processed and packaged low-acid milk and/or milk products, or
retort processed after packaged low-acid milk and/or milk products when properly enforced,
will ensure that this grade of milk and/or milk products will be as safe as they can practically
be made. Descriptive labeling terms st shall not be used in conjunction with the Grade “A”
designation or name of the milk and/or milk product and must shall not be false or misleading.

SECTION 5. INSPECTION OF DAIRY FARMS AND MILK PLANTS

Each dairy farm, milk plant, receiving station, transfer station, milk tank truck cleaning facility
whose milk and/or milk products are intended for consumption within ...of..." or it's jurisdic-
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tion, and each bulk milk hauler/sampler who collects samples of raw milk for pasteurization,
ultra-pasteurization, aseptic processing and packaging or retort processed after packaging, for
bacterial, chemical or temperature standards and hauls milk from a dairy farm to a milk plant,
receiving station or transfer station and each milk tank truck and its appurtenances shall be
inspected/audited by the Regulatory Agency prior to the issuance of a permit. Following the
issuance of a permit, the Regulatory Agency shall: ...

1. Inspect each milk tank truck and its appurtenances used by a bulk milk hauler/sampler who
collects samples of raw milk for pasteurization, ultra-pasteurization, aseptic processing and
packaging or retort processed after packaging for bacterial, chemical or temperature standards
and hauls milk from a dairy farm to a milk plant, receiving station or transfer station, at least
once every twelve (12) months. ...

3. Inspect each milk plant and receiving station at least once every three (3) months, provided
that, for those milk plants and receiving stations that have HACCP Systems, which are
regulated under the NCIMS voluntary HACCP Program, regulatory audits shall replace the
regulatory inspections described in this Section. The requirements and minimum frequencies
for these regulatory audits are specified in Appendix K. Provided further, that regulatory
inspections of a milk plant or portion of a milk plant that is IMS listed to produce aseptically
processed and packaged low-acid milk and/or milk products and/or retort processed after
packaged low-acid milk and/or milk products shall be conducted by the State Regulatory
Agency in accordance with this Ordinance at least once every six (6) months. (Refer to
Appendix S.) The milk plant's APPS and RPPS, respectively, shall be inspected by FDA, or the
State Regulatory Agency when designated by FDA, in accordance with the applicable
requirements of 21 CFR Parts 108, 110 and 113 at a frequency determined by FDA. ...

Page 19:
ADMINISTRATIVE PROCEDURES

INSPECTION FREQUENCY: For the purposes of determining the inspection frequency for
dairy farms, transfer stations and milk plants or the portion of a milk plant that is IMS listed to
produce aseptically processed and packaged low-acid milk and/or milk products and/or retort
processed after packaged low-acid milk and/or milk products, the interval shall include the
designated six (6) month period plus the remaining days of the month in which the inspection
is due. ...

One (1) milk tank truck inspection every twelve (12) months; or bulk milk hauler/sampler's or
industry plant sampler's pickup and sampling procedures inspection each twenty-four (24)
months; or one (1) predueer dairy farm, transfer station, milk plants or the portion of a milk
plant that is IMS listed to produce aseptically processed and packaged low-acid milk and/or
milk products and/or retort processed after packaged low-acid milk and/or milk products, or
milk tank truck cleaning facility inspection every six (6) months; or one (1) milk plant
producing pasteurized, ultra-pasteurized, condensed or dried milk and/or milk products or
receiving station inspection every three (3) months is not a desirable frequency, it is instead a
legal minimum. Bulk milk hauler/samplers, industry plant samplers, milk tank trucks, milk
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tank truck cleaning facilities, dairy farms, milk plants, receiving stations and transfer stations
experiencing difficulty meeting requirements should be visited more frequently. Milk plants
that condense and/or dry milk and/or milk products and which operate for a short duration of
time or intermittent periods of time should also be inspected more frequently. Inspections of
dairy farms shall be made at milking time as often as possible and of milk plants at different
times of the day in order to ascertain if the processes of equipment assembly, sanitizing,
pasteurization, ultra-pasteurization, cleaning and other procedures comply with the
requirements of this Ordinance. ...

Page 20:

ENFORCEMENT PROCEDURES - ASEPTIC PROCESSING AND PACKAGING
MILK PLANTS AND/OR RETORT PROCESSED AFTER PACKAGING MILK
PLANTS: The State Regulatory Agency shall take appropriate regulatory action, in
coordination with FDA when applicable, to assure that the Grade “A” aseptic milk plant and/or
Grade “A” retort milk plant and the Grade—~A> aseptic Grade “A” low-acid milk and/or milk
products and/or the retort processed Grade “A” low-acid milk and/or milk products,
respectively, meet the applicable requirements of this Ordinance.

Page 23:
SECTION 6. THE EXAMINATION OF MILK AND/OR MILK PRODUCTS ...

1. During any consecutive six (6) months, at least four (4) samples of raw milk for
pasteurization, ultra-pasteurization, et aseptic processing and packaging, or retort processed
after packaging, shall be collected from each producer, in at least four (4) separate months,
except when three (3) months show a month containing two (2) sampling dates separated by at
least twenty (20) days. These samples shall be obtained under the direction of the Regulatory
Agency or shall be taken from each producer under the direction of the Regulatory Agency and
delivered in accordance with this Section.

2. During any consecutive six (6) months, at least four (4) samples of raw milk for
pasteurization, ultra-pasteurization, ef aseptic processing and packaging, or retort processed
after packaging, shall be collected in at least four (4) separate months, except when three (3)
months show a month containing two (2) sampling dates separated by at least twenty (20) days.
These samples shall be obtained by the Regulatory Agency, from each milk plant after receipt
of the milk by the milk plant and prior to pasteurization, ultra-pasteurization, ef aseptic
processing and packaging, or retort processed after packaging.

3. During any consecutive six (6) months, at least four (4) samples of pasteurized milk, ultra-
pasteurized milk, flavored milk, flavored reduced fat or low fat milk, flavored nonfat (skim)
milk, each fat level of reduced fat or low fat milk and each milk product defined in this Or-
dinance, shall be collected by the Regulatory Agency in at least four (4) separate months,
except when three (3) months show a month containing two (2) sampling dates separated by at
least twenty (20) days from every milk plant. All pasteurized and ultra-pasteurized milk and/or
milk products required sampling and testing is to be done only when there are test methods
available that are validated by FDA and accepted by the NCIMS. Products with-ne that do not
have validated and accepted methods are not required to be tested. Aseptically processed and
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packaged low-acid milk and/or milk products and retort processed after packaged low-acid
milk and/or milk products shall be exempt from the sampling and testing requirements of this
Item. ...

Page 24:

Required bacterial counts, somatic cell counts and cooling temperature checks shall be
performed on raw milk for pasteurization, ultra-pasteurized, er aseptic processing and
packaging, or retort processed after packaging. In addition, drug tests on each producer's milk
shall be conducted at least four (4) times during any consecutive six (6) months.

All pasteurized and ultra-pasteurized milk and/or milk products required sampling and testing
to be done only when there are test methods available that are validated by FDA and accepted
by the NCIMS, otherwise there would be-re not be a requirement for sampling. Required
bacterial counts, coliform counts, drug tests, phosphatase and cooling temperature
determinations shall be performed on Grade "A" pasteurized and ultra-pasteurized milk and/or
milk products defined in this Ordinance only when there are validated and accepted test
methodology.

NOTE: When multiple samples of the same milk and/or milk products, except for aseptically
processed and packaged low-acid milk and/or milk products and retort processed after
packaged low-acid milk and/or milk products, are collected from the same producer or
processor from multiple tanks or silos on the same day, the laboratory results are averaged
arithmetically by the Regulatory Agency and recorded as the official results for that day. This
is applicable for bacterial (standard plate count and coliform), somatic cell count and
temperature determinations only. ...

Page 25:

Assays of milk and/or milk products as defined in this Ordinance, including aseptically
processed and packaged low-acid milk and/or milk products and retort processed after
packaged low-acid milk and/or milk products, to which vitamin(s) A and/or D have been added
for fortification purposes, shall be made at least annually in a laboratory, which has been
accredited by FDA and which is acceptable to the Regulatory Agency, using test methods
acceptable to FDA or other official methodologies, which gives statistically equivalent results
to the FDA methods. Vitamin testing laboratories are accredited if they have one (1) or more
certified analysts and meet the quality control requirements of the program established by
FDA. Laboratory accreditation and analyst certification parameters are specified in the
Evaluation of Milk Laboratories (EML) manual. ...

Page 27:

SAMPLING PROCEDURES: SMEDP contains guidance for sampling of milk and milk
products. Optionally, sample collection time may be identified in military time (24 hour clock).
(Refer to Appendix G. for a reference to drug residues in milk and the conditions under which
a positive phosphatase reaction may be encountered in properly pasteurized milk or cream.
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Refer to Appendix B. for reference to farm bulk milk hauling programs regarding training,
licensing/permitting, routine inspection and the evaluation of sampling procedures.)

When samples of raw milk for pasteurization, ultra-pasteurization, aseptic processing and
packaging or retort processed after packaging are taken at a milk plant prior to pasteurization,
they shall be drawn following adequate agitation from randomly selected storage tanks. All
counts and temperatures showld shall be recorded on a milk-ledger form as soon as reported by
the laboratory. A computer or other information retrieval system may be used. ...

SECTION 7. STANDARDS FOR GRADE "A" MILK AND/OR MILK PRODUCTS

All Grade “A” raw milk and/or milk products for pasteurization, e+ ultra-pasteurization, e
aseptic processing and packaging, or retort processed after packaging and all Grade "A" pas-
teurized, ultra-pasteurized, ef aseptically processed and packaged low-acid milk and/or milk
products, or retort processed after packaged low-acid milk and/or milk products, shall be
produced, processed, manufactured and pasteurized, ultra-pasteurized, e aseptically processed
and packaged, or retort processed after packaged to conform to the following chemical,
physical, bacteriological and temperature standards and the sanitation requirements of this
Section.

No process or manipulation other than pasteurization, ultra-pasteurization, e aseptic proces-
sing and packaging, or retort processed after packaging; processing methods integral therewith;
and appropriate refrigeration shall be applied to milk and milk products for the purpose of
removing or deactivating microorganisms, provided that filtration and/or bactofugation
processes are performed in the milk plant in which the milk and/or milk product is pasteurized,
ultra-pasteurized, er aseptically processed and packaged, or retort processed after packaged.
Provided, that in the bulk shipment of cream, nonfat (skim) milk, ef reduced fat or lowfat milk,
the heating of the raw milk, one (1) time, to temperatures greater than 52°C (125°F) but less
than 72°C (161°F), for separation purposes, is permitted when the resulting bulk shipment(s) of
cream, nonfat (skim) milk, er reduced fat or lowfat milk are labeled heat-treated. In the case of
heat-treated cream, the cream may be further heated to less than 75°C (166°F) in a continuing
heating process and immediately cooled to 7°C (45°F) or less when necessary for enzyme
deactivation (such as lipase reduction) for a functional reason. ...

Page 28:

Whey shall be from cheese made from Grade "A" raw milk for pasteurization, ultra-
pasteurization, aseptic processing and packaging or retort processed after packaging as
provided in this Ordinance. ...

Page 29:
Table 1. Chemical, Physical, Bacteriological, and Temperature Standards
GRADE “A” RAW MILK AND MILK PRODUCTS FOR PASTEURIZATION, ULTRA-

PASTEURIZATION, OR ASEPTIC PROCESSING AND PACKGING PACKAGING, OR
RETORT PROCESSED AFTER PACKAGING
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Page 31:

STANDARDS FOR GRADE “A” RAW MILK FOR PASTEURIZATION, ULTRA-
PASTEURIZATION, ©R ASEPTIC PROCESSING AND PACKGING PACKAGING
OR RETORT PROCESSED AFTER PACKAGING ...

Page 52:
ITEM 18r. RAW MILK COOLING

Raw milk for pasteurization, ultra-pasteurization, aseptic processing and packaging or retort
processed after packaging shall be cooled to 10°C (50°F) or less within four (4) hours or less,
of the commencement of the first milking, and to 7°C (45°F) or less, within two (2) hours after
the completion of milking. Provided, that the blend temperature after the first milking and
subsequent milkings does not exceed 10°C (50°F). ...

Page 55:
ADMINISTRATIVE PROCEDURES
This Item is deemed to be satisfied when:

1. Raw milk for pasteurization, ultra-pasteurization, aseptic processing and packaging or
retort processed after packaging shall be cooled to 10°C (50°F) or less within four (4) hours or
less, of the commencement of the first milking, and to 7°C (45°F) or less, within two (2) hours
after the completion of milking. Provided, that the blend temperature after the first milking and
subsequent milkings does not exceed 10°C (50°F). ...

Page 55:

STANDARDS FOR GRADE “A” PASTEURIZED, ULTRA-PASTEURIZED, ANB
ASEPTICALLY PROCESSED AND PACKAGED LOW-ACID MILK AND/OR MILK
PRODUCTS_AND RETORT PROCESSED AFTER PACKAGED LOW-ACID MILK
AND/OR MILK PRODUCTS

Milk plants shall comply with all Items of this Section. Provided, in the case of milk plants or
portions of milk plants that are IMS Listed to produce aseptically processed and packaged low-
acid milk and/or milk products and/or retort processed after packaging low-acid milk and/or
milk products, the APPS or RPPS, respectively, as defined by this Ordinance, shall be exempt
from Items 7p, 10p, 11p, 12p, 13p, 15p, 16p, 17p, 18p, and 19p of this Ordinance and shall
comply with the applicable portions of 21 CFR Parts 108, 110 and 113. Those Items,
contained within the APPS and RPPS, shall be inspected by FDA or a State Regulatory
Agency, when designated by FDA. ...

Milk plants that have HACCP Systems, which are regulated under the NCIMS HACCP
Program, shall comply with all of the requirements of Item 16p. Pasteurization, and Aseptic
Processing and Packaging, and Retort Processed after Packaging of this Ordinance, and
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pasteurization shall be managed as a CCP as described in Appendix H., VIII-MILK AND
MILK PRODUCT CONTINUOUS-FLOW (HTST AND HHST) PASTEURIZATION---CCP
MODEL HACCP PLAN SUMMARY; and MILK AND MILK PRODUCT VAT (BATCH)
PASTEURIZATION---CCP MODEL HACCP PLAN SUMMARY. ...

Page 56:
ITEM 1p. FLOORS - CONSTRUCTION ...
ADMINISTRATIVE PROCEDURES

This Item is deemed to be satisfied when: ...

3. The floors are provided with trapped drains. Cold-storage rooms used for storing milk
and/or milk products need not be provided with floor drains when the floors are sloped to drain
to one (1) or more exits. Storage rooms for dry ingredients, dry packaged milk and/or milk
products, and aseptically processed and packaged low-acid milk and/or milk products and/or

packaging materials; and retort processed after packaged low-acid milk and/or milk products
and/or packaging materials need are not be required to be provided with drains. ...

ITEM 2p. WALLS AND CEILINGS - CONSTRUCTION ...
Page 57:
ADMINISTRATIVE PROCEDURES ...
This Item is deemed to be satisfied when: ...
NOTE: Refer to Item 11p for requirements for walls for drying chambers. Storage rooms
used for the storage of packaged dry milk and/or milk products, and aseptically processed and

packaged low-acid milk and/or milk products, and retort processed after packaged low-acid
milk and/or milk products are exempt from the ceiling requirements of this Item. ...

Page 58:
ITEM 5p. SEPARATE ROOMS
There shall be separate rooms for: ...
4. The fabrication of containers and closures for milk and/or milk products, except for
aseptically processed and packaged low-acid milk and/or milk products_and/or retort processed

after packaged low-acid milk and/or milk products in which the containers and closures are
fabricated within the APPS or RPPS, respectively. ...
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ITEM 11p. CONSTRUCTION AND REPAIR OF CONTAINERS AND EQUIPMENT
ADMINISTRATIVE PROCEDURES
This Item is deemed to be satisfied when: ...
Page 67:
12. Provided that all paper, plastics, foil, adhesives, and other components of containers and
closures used in the packaging of milk and/or milk products that have been aseptically

processed and packaged or retort processed after packaged are governed under the applicable
provisions of 21 CFR Parts 110 and 113 and shall not be subject to this Seetien Item. ...

Page 82:

ITEM 16p. PASTEURIZATION, ANB ASEPTIC PROCESSING AND PACKAGING,
AND RETORT PROCESSED AFTER PACKAGING

Pasteurization shall be performed as defined in Section 1, Definition HH and Item 16p of this
Ordinance. Aseptic processing and packaging and retort processed after packaging shall be
performed in accordance with the applicable requirements of 21 CFR Parts 108, 110 and 113.
(Refer to Appendix L.) ...

PUBLIC HEALTH REASON ...
Page 83:

A note of caution is in order. Although pasteurization destroys the organisms, it does not
destroy the toxins that may be formed in milk and/or milk products when certain staphylococci
are present, as from udder infections, and when the milk and/or milk product is not properly
refrigerated before pasteurization. Such toxins may cause severe illness. Aseptic processing
and packaging and retort processed after packaging has have also been conclusively
demonstrated to be effective in preventing outbreaks from milkborne pathogens. Numerous
studies and observations clearly prove that the food value of milk is not significantly impaired
by pasteurization. ..

ITEM 17p. COOLING OF MILK AND/OR MILK PRODUCTS ...

Page 106:

Aseptically processed and packaged low-acid milk and/or milk products and retort processed
after packaged low-acid milk and/or milk products to be packaged in hermetically sealed
containers shall be exempt from the cooling requirements of this Item. ...

Page 116:
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SECTION 8. ANIMAL HEALTH

1. All milk for pasteurization, ultra-pasteurization, ex aseptic processing and packaging or
retort processed after packaging shall be from herds under a tuberculosis eradication program,
which meets one (1) of the following conditions: ...

2. All milk for pasteurization, ultra-pasteurization, ef aseptic processing and packaging or
retort processed after packaging shall be from herds under a brucellosis eradication program,
which meets one (1) of the following conditions: ...

Page 117:

3. Goat, sheep, water buffalo, or any other hooved mammal milk for pasteurization, ultra-
pasteurization, ef aseptic processing and packaging or retort processed after packaging, defined
under this Ordinance, shall be from a herd or flock that: ...

Page 119:
SECTION 9. MILK AND/OR MILK PRODUCTS WHICH MAY BE SOLD

From and after twelve (12) months from the date on which this Ordinance is adopted, only
Grade “A” pasteurized, ultra-pasteurized, er aseptically processed and packaged low-acid milk
and/or milk products or retort processed after packaged low-acid milk and/or milk products
shall be sold to the final consumer, to restaurants, soda fountains, grocery stores or similar
establishments. Provided, only Grade "A" milk and/or milk products shall be sold to milk
plants for use in the commercial preparation of Grade "A' milk and/or milk products. Provided
further, that in an emergency, the sale of pasteurized, ultra-pasteurized, er aseptically
processed and packaged low-acid milk and/or milk products or retort processed after packaged
low-acid milk and/or milk products, which have not been graded, or the grade of which is
unknown, may be authorized by the Regulatory Agency, in which case, such milk and/or milk
products shall be labeled "ungraded". ...

SECTION 11. MILK AND/OR MILK PRODUCTS FROM POINTS BEYOND THE
LIMITS OF ROUTINE INSPECTION

ADMINISTRATIVE PROCEDURES
Page 122:

11. Aseptically processed and packaged low-acid milk and/or milk products in Definition Z of
this Ordinance shall be considered to be Grade "A" milk and/or milk products. The sources(s)
of the milk and/or milk products used to produce aseptically processed and packaged low-acid
milk and/or milk products shall be IMS listed. Aseptically processed and packaged low-acid
milk and/or milk products shall be labeled "Grade "A"" and meet Section 4 labeling
requirements of the PMO. The milk plant or portion of the milk plant that is producing
aseptically processed and packaged low-acid milk and/or milk products shall be awarded a
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Milk Sanitation Compliance Rating of at least ninety percent (90%) and an Enforcement
Rating equal to the local supply, or equal to ninety percent (90%) or higher, or if the
Enforcement Rating is below ninety percent (90%) on a rating, a re-rating saust shall occur
within (6) months of this rating. Both the Milk Sanitation Compliance and Enforcement
Ratings sust shall be equal to ninety percent (90%) or higher on the re-rating or the supply is
considered in violation of this Section. In the case of HACCP/Aseptic listings, an acceptable
HACCEP listing by a SRO is required. For milk plants that produce aseptically processed and
packaged Grade “A” milk and/or milk products, prior to the milk plant participating in the
NCIMS Aseptic Processing and Packaging Program; or the Aseptic Pilot Program, the State’s
regulatory and rating personnel shall have completed a training course that is acceptable to the
NCIMS and FDA addressing the procedures for conducting regulatory inspections and ratings
under the NCIMS Aseptic Processing and Packaging Program or Aseptic Pilot Program. The
NCIMS Aseptic Pilot Program addressing aseptically processed and packaged acidified and
fermented high-acid milk and/or milk products regulated under 21 CFR Parts 108, 110, and/or
114 sl shall expire on December 31, 2643 2015, unless extended by future conference action.
12. Retort processed after packaging low-acid milk and/or milk products as addressed in
Definition Z of this Ordinance shall be considered to be Grade "A" milk and/or milk products
if they are used as an ingredient to produce any milk and/or milk product defined in Definition
Z of this Ordinance; or if they are labeled as Grade “A” as described in Section 4 of this
Ordinance. Retort processed after packaging low-acid milk and/or milk products shall be
labeled "Grade "A"" and meet Section 4 labeling requirements of this Ordinance whenever
they meet the provisions cited within Definition Z of this Ordinance. The source(s) of the milk
and/or milk products used to produce retort processed after packaging Grade “A” low-acid
milk and/or milk products shall be IMS listed. The milk plant or portion of the milk plant that
is producing retort processed after packaging Grade “A” low-acid milk and/or milk products
shall be awarded a Milk Sanitation Compliance Rating of at least ninety percent (90%) and an
Enforcement Rating equal to the local supply, or equal to ninety percent (90%) or higher; or if
the Enforcement Rating is below ninety percent (90%) on a rating, a re-rating swast shall occur
within (6) months of this rating. Both the Milk Sanitation Compliance and Enforcement
Ratings must shall be equal to ninety percent (90%) or higher on the re-rating; or the supply is
considered in violation of this Section. In the case of HACCP/Retort listings, an acceptable
HACCP listing by a SRO is required. For milk plants that produce retort processed after
packaging Grade “A” low-acid milk and/or milk products and prior to the milk plant
participating in the NCIMS Retort PHet Processed after Packaging Program, the State’s

regulatory and rating personnel shall have completed a training course that is acceptable to the
NCIMS and FDA addressing the procedures for conducting regulatory inspections and ratings
under the NCIMS Retort PHet Processed after Packagmg Program "H&%NGLMS—R%%@H—PH@%

Page 123:

SECTION 13. PERSONNEL HEALTH
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Neo-persons Persons affected with any disease capable of being transmitted to others through
the contamination of food shall not work at a milk plant in any capacity which brings them into
direct contact with pasteurized, ultra-pasteurized, ef aseptically processed and packaged low-
acid milk and/or milk products or retort processed after packaged low-acid milk and/or milk
products or which brings them into direct contact with associated pastenrized;—ultra-

p&s%e%ed—e&&sepﬁe&ﬂ-y—preeessed—md—p&ek&ged milk and/or milk product-contact surfaces.

ADMINSTRATIVE PROCEDURES

Milk plant operators who have received reports, under this Section, from employees who have
handled pasteurized, ultra-pasteurized, aseptically processed and packaged low-acid milk
and/or milk products or retort processed after packaged low-acid milk and/or milk products or
associated milk and/or milk product-contact surfaces shall immediately report these facts to the
appropriate Mik Regulatory Agency. ...

Page 124:

SECTION 14. PROCEDURE WHEN INFECTION OR HIGH RISK OF INFECTION
IS DISCOVERED

When a person who may have handled pasteurized, ultra-pasteurized, er aseptically processed
and packaged low-acid milk and/or m11k products or retort processed after packaged low-acid
milk and/or milk products or pasteurized;+ basteurize s essed-andp ce
associated milk and/or milk product- contact surfaces meets one (l) or more of the condltlons
specified in the ADMINISTRATIVE PROCEDURES of Section 13, the Milk Regulatory
Agency is authorized to require any or all of the following measures: ...

Page 125:

NOTE: Persons at risk who decline to be examined may be reassigned to duties where they
will not be required to handle pasteurized, ultra-pasteurized, e+ aseptically processed and
packaged low-acid milk and/or milk products, or retort processed after packaged low-acid milk
and/or milk products and associated milk and/or milk product-contact surfaces. ...

APPENDIX K. HACCP PROGRAM ...
Il. IMPLEMENTATION OF A HACCP SYSTEM ...
Page 332:
VERIFICATION AND VALIDATION:
1. Verification: Every milk plant, receiving station or transfer station shall verify that the

HACCP System is being implemented according to design, except that the milk plant’s APPS
or RPPS, respectively, as defined by this Ordinance, shall be managed separately from the
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NCIMS HACCP System, even if identified as a CCP in the hazard analysis. The milk plant's
APPS or RPPS, respectively, shall be inspected by FDA, or the State Regulatory Agency when
designated by FDA, in accordance with the applicable requirements of 21 CFR Parts 108, 110
and 113 at a frequency determined by FDA. ...

Page 360:

APPENDIX Q. OPERATION OF AUTOMATIC MILKING INSTALLATIONS FOR
THE PRODUCTION OF GRADE “A” RAW MILK FOR PASTEURIZATION,
ULTRA-PASTEURIZATION, ©R ASEPTIC PROCESSING
AND PACKAGING OR RETORT PROCESSED AFTER PACKAGING

This Appendix is intended to clarify how AMIs are to perform to be considered in compliance
with the Grade "A" PMO. It is formatted to follow the Items as outlined in Section 7.
STANDARDS FOR GRADE “A” RAW MILK FOR PASTEURIZATION, ULTRA-
PASTEURIZATION, ©R ASEPTIC PROCESSING AND PACKAGING OR RETORT
PROCESSED AFTER PACKAGING. Both requirements and recommendations are discussed.

Page 361:

ITEM 18r. RAW MILK COOLING

For AMIs the raw milk for pasteurization, ultra-pasteurization, aseptic processing and
packaging or retort processed after packaging shall be cooled to 10°C (50°F) within four (4)
hours or less after starting the milking operation and the milk shall be cooled within two (2)
more hours to 7°C (45°F). The bulk milk storage tank temperature sheuld shall not exceed 7°C
(45°F) after that point. Bulk milk tank recording thermometers are recommended. ...

Page 362:

APPENDIX R. DETERMINATION OF TIME/TEMPERATURE CONTROL FOR
SAFETY MILK AND/OR MILK PRODUCTS ...

Page 363:

Before wusing Tables A and B, which are included in Definition ©06QQ.
TIME/TEMPERATURE CONTROL FOR SAFETY MILK AND/OR MILK PRODUCTS of
this Ordinance, in determining whether a milk or milk product requires TCS, answers to the
following questions should be considered: ...

5. Is the milk and/or milk product processed and packaged so that it ne—-tenger does not
requires TCS; such as, Grade—A” aseptically processed and packaged Grade “A” low-acid
milk and/or milk products and/or retort processed after packaged Grade “A” low-acid milk
and/or milk products? ...
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Page 366:

APPENDIX S. ASEPTIC PROCESSING AND PACKAGING PROGRAM AND
RETORT PROCESSED AFTER PACKAGING PROGRAM

The Aseptic Processing and Packaging Program is designed to include all Grade “A” low-acid
(21 CFR Part 113) Grade—A -aseptie aseptically processed and packaged milk and/or milk
products.

The Retort Processed after Packaging Program is designed to include all Grade “A” low-acid
(21 CFR Part 113) retort processed after packaged milk and/or milk products.

NOTE: Retort processed after packaging low-acid milk and/or milk products as addressed in
Definition Z of the Grade “A” PMO shall be considered to be Grade "A" milk and/or milk
products if they are used as an ingredient to produce any milk and/or milk product defined in
Definition Z of this Ordinance; or if they are labeled as Grade “A” as described in Section 4 of
this Ordinance.

Inspections of a milk plant or portion of a milk plant that is IMS listed to produce aseptically
processed and packaged low-acid milk and/or milk products and/or retort processed after
packaged low-acid milk and/or milk products shall be conducted by the Regulatory Agency in
accordance with this Ordinance and the information provided below at least once every six (6)
months. The milk plant’s APPS or RPPS, respectively, as defined by this Ordinance, shall be
exempt from Items 7p, 10p, 11p, 12p, 13p, 15p, 16p, 17p, 18p, and 19p of this Ordinance and
shall comply with the applicable portions of 21 CFR Parts 108, 110 and 113. The milk plant's
APPS and/or RPPS, respectively, shall be inspected by FDA, or the State Regulatory Agency
when designated by FDA, in accordance with the applicable requirements of 21 CFR Parts
108, 110 and 113 at a frequency determined by FDA.

When the APPS, as defined by this Ordinance, is utilized to produce aseptically processed and
packaged low-acid milk and/or milk products and pasteurized and/or ultra-pasteurized milk
and/or milk products, the APPS shall be inspected and tested by the Regulatory Agency in
accordance with the requirements cited in Section 7 of this Ordinance.

ASEPTIC PROCESSING AND PACKAGING PROGRAM AND RETORT
PROCESSED AFTER PACKAGING PROGRAM
CFR/PMO COMPARISON SUMMARY REFERENCE

PMO, Section 7 Items Aseptic Program/Retort Program Authority

1p. Floors — Construction Floor drains are not required in PMO
storage rooms for aseptic processed
and packaged low-acid milk and/or
milk products and retort processed
after packaged low-acid milk and/or
milk products.
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PMO, Section 7 Items

Aseptic Program/Retort Program

Authority

2p. Walls and Ceiling —
Construction

Ceiling requirements are exempt in
aseptically processed and packaged
low-acid milk and/or milk products
and retort processed after packaged
low-acid milk and/or milk products
dry storage rooms. (Same as for dry
milk and/or milk products.)

PMO

3p. Doors and Windows

None

PMO

4p. Lighting and Ventilation

None

PMO

5p. Separate Rooms

Fabrication of containers and closures
for aseptic processed and packaged
low-acid milk and/or milk products
and retort processed after packaged
low-acid milk and/or milk products
within the APPS and/or RPPS
respectively, is exempt.

PMO

6p. Toilet — Sewage Disposal
Facilities

None

PMO

Tp. Water Supply*

The APPS and/or RPPS, respectively,
is exempt, but shall comply with the
CFR.

PMO/CFR

8p. Handwashing Facilities

None

PMO

9p. Milk Plant Cleanliness

None

PMO

10p. Sanitary Piping*

The APPS and/or RPPS, respectively,
is exempt, but shall comply with the
CFR.

PMO/CFR

Containers and Equipment*

11p. Construction and Repair of

The APPS and/or RPPS, respectively,
is exempt, but shall comply with the
CFR. Paper, plastics, foil, adhesives
and other components of containers
and closures used in the packaging of
milk and/or milk products that have
been aseptically processed and
packaged or retort processed after
packaged are not required to comply
with Appendix J of the PMO; are not
required to originate from an IMS
Listed Source; and are subject to the
requirements of the CFR.

PMO/CFR

Containers and Equipment*

12p. Cleaning and Sanitizing of

The APPS and/or RPPS, respectively,
is exempt, but shall comply with the
CFR.

PMO/CFR

13p. Storage of Cleaned
Containers and Equipment*

The APPS and/or RPPS, respectively,
is exempt, but shall comply with the

PMO/CFR
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PMO, Section 7 Items Aseptic Program/Retort Program Authority
CFR.
14p. Storage of Single- Service None PMO
Containers, Utensils and Materials
15p.(A) Protection from The APPS and/or RPPS, respectively, | PMO/CFR
Contamination*® is exempt, but shall comply with the
CFR.
15p.(B) Protection from The APPS and/or RPPS, respectively, | PMO/CFR
Contamination - Cross is exempt, but shall comply with the
Connections* CFR. APPS and/or RPPS equipment
is exempt from the separation
requirements of the PMO in
relationship to instrumented steam
blocks between milk and milk
products and cleaning and/or chemical
sanitizing solutions.
16p. Pasteurization and Aseptic The APPS and/or RPPS, respectively, | CFR
Processing and Packaging (A) is exempt, but shall comply with the
through (D)* CFR. The State Regulatory Agency is
not required to conduct the quarterly
equipment testing and sealing of
aseptic and retort processing
equipment. Records and recording
charts are not required to be reviewed
during routine inspections, State
ratings or check ratings.
17p. Cooling of Milk and Milk The APPS and/or RPPS, respectively; | PMO/CFR
Products* and aseptic processed and packaged
low-acid milk and/or milk product
storage; and retort processed after
packed low-acid milk and/or milk
product storage is exempt, but shall
comply with the CFR.
18p. Bottling, Packaging and The APPS and/or RPPS, respectively, | CFR
Container Filling* is exempt, but shall comply with the
CFR.
19p. Capping, Container Closure The APPS and/or RPPS, respectively, | CFR
and Sealing and Dry Milk Product | is exempt, but shall comply with the
Storage* CFR.
20p. Personnel -Cleanliness None PMO
21p. Vehicles None PMO
22p. Surroundings None PMO
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* NOTE: In areas of the milk plant where these Items are dedicated only to the APPS and/or
RPPS, respectively, as defined by this Ordinance, these Items shall be inspected and regulated
in accordance with the applicable FDA regulations (21 CFR Parts 108, 110 and 113).

INDEX
Page 376:

Inspection
aseptic/retort milk plant ...........o i

Page 377
Low-acid aseptic and retort milk and/or milk products, definition ..............................

Milk

aseptic processing and paeaking packaging, definition ...............c..cooin
low-acid aseptic and retort, definition............oeiiiiiiii i

Page 381:

Requirements for Foods Named by Use of a Nutrient Content Claim...........................
Retort
processed after packaging, definition ..........o.oeeeueeiuueeiuieiiiiiiiieiii i,
processed after packaging system (RPPS), definition
Returned products, repasteurized. .........c.oveiiiiiii i

Page 384:
Storage

retort processed after packaging MK ... ...uuuut ettt eeeeeneenaes

Document: 2011 PROCEDURES (Entire Document)
Pages: Entire Document

Make the following changes to the 2011 PROCEDURES:
Cover Page:

204 2013 Revision

Page 1:

SECTION Il. SCOPE
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A. PRODUCTS COVERED
Agreements adopted by the NCIMS shall apply to Grade “A” raw milk and milk products
for pasteurization, heat-treated products, pasteurized, ultra-pasteurized, and aseptically
processed and packaged low-acid milk and/or milk products, and retort processed after
packaged low-acid milk and/or milk products, condensed and dry milk products, and whey
and whey products produced under the NCIMS program. ...

Page 2:

SECTION I1l. DEFINITIONS

B. AREA RATING: An area rating, if used, shall apply to raw milk for pasteurization, ultra-

pasteurization, aseptic processing and packaging and retort processed after packaging enly.
An area rating consists of more than one (1) producer group operating under the
supervision of a single Regulatory Agency and which is rated as a single entity. An
individual dairy farm shall only be included in one (1) IMS Listing.

ASEPTIC PROCESSING AND PACKAGING SYSTEM (APPS): For the purposes of
this document, the Aseptic Processing and Packaging System (APPS) in a milk plant is
comprised of the processes and equipment used to process and package aseptic Grade "A"
low-acid milk and/or milk products. The Aseptic Processing and Packaging System
(APPS) shall be regulated in accordance with the applicable requirements of 21 CFR Parts
108, 110 and 113. The Aseptic Processing and Packaging System (APPS) shall begin at
the constant level tank and end at the discharge of the packaging machine, provided that the
Process Authority may provide written documentation which will clearly define additional
processes and/or equipment that are considered critical to the commercial sterility of the
product. ...

BULK TANK UNIT (BTU): A dairy farm or group of dairy farms from which raw milk
for pasteurization, ultra-pasteurization, aseptic processing and packaging or retort
processed after packaging is collected under the routine supervision of one (1) Regulatory
Agency and rated as a single entity and given a Sanitation Compliance and Enforcement
Rating. An individual dairy farm shall only be included in one (1) IMS Listing.

Page 3:

J.

IMS LISTED SHIPPER: An interstate milk shipper (BTU, receiving station, transfer
station, or milk plant, which has been certified by the State Rating Agency as having
attained the Sanitation Compliance and Enforcement Ratings necessary for inclusion in the
IMS List. The ratings are based on compliance with the requirements of the Grade “A”
PMO and were made in accordance with the procedures set forth in the Methods of Making
Sanitation Ratings of Milk Shippers (MMSR). For milk plants that produce aseptically
processed and packaged Grade “A” low-acid milk and/or milk products and/or retort
processed after packaged Grade “A” low-acid milk and/or milk products, prior to the milk
plant participating in the NCIMS Aseptic Processing and Packaging Program and/or Retort
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Processed after Packaging Program, respectively, the State’s regulatory and rating
personnel shall have completed a training course that is acceptable to the NCIMS and
PHS/FDA addressing the procedures for conducting regulatory inspections and ratings
under the NCIMS Aseptic Processing and Packaging Program and/or the Retort Processed
after Packaging Program.

K. INDIVIDUAL RATING: An individual rating is the rating of a single producer group,
milk plant, receiving station, and/or transfer station under the supervision of a single
Regulatory Agency. Milk plants producing Grade “A” condensed and/or dried milk and milk
products and/or Grade “A” condensed or dry whey and whey products may be rated
separately from the same milk plant producing other Grade “A” milk and/or milk products,
provided each listing holds a separate permit. Milk plants that produce beth aseptically
processed and packaged Grade “A” low-acid milk and/or milk products, and/or retort
processed after packaged Grade “A” low-acid milk and/or milk products. and pasteurized
and/or ultra-pasteurized Grade “A” milk and/or milk products shall be rated separately.
Provided that an NCIMS HACCP milk plant listing that produces aseptically processed and
packaged Grade “A” low-acid milk and/or milk products and/or retort processed after
packaged Grade “A” low-acid milk and/or milk products shall have only an NCIMS
HACCEP listing. An individual dairy farm shall only be included in one (1) IMS Listing. ...

Page 4:

P. MILK PLANT: A milk plant is any place, premises, or establishment where milk and/or
milk products are collected, handled, processed, stored, pasteurized, ultra-pasteurized,
aseptically processed and packaged, retort processed after packaged, condensed, dried,
packaged, or prepared for distribution. ...

T. RETORT PROCESSED AFTER PACKAGING SYSTEM (RPPS): For the purposes of
this document, the Retort Processed after Packaging System (RPPS) in a milk plant is
comprised of the processes and equipment used to retort process after packaging low-acid
Grade "A" milk and/or milk products. The Retort Processed after Packaging System
(RPPS) shall be regulated in accordance with the applicable requirements of 21 CFR Parts
108, 110 and 113. The Retort Processed after Packaging System (RPPS) shall begin at the
container filler and end at the palletizer, provided that the Process Authority may provide
written documentation which will clearly define additional processes and/or equipment that
are considered critical to the commercial sterility of the milk and/or milk product.

FU.STATE PROGRAM EVALUATION: An evaluation of a State program by PHS/FDA.
This shall include check ratings of IMS Listed Shippers, an assessment of State
administrative procedures and records, adoption of the Grade “A” PMO (or equivalent
laws and regulations), and compliance with NCIMS Procedures.

UV.TRANSFER STATION: A transfer station is any place, premises, or establishment where
milk or milk products are transferred directly from one (1) milk tank truck to another. ...
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SECTION IV. OVERSIGHT AND RESPONSIBILITIES

A. PHS/FDA RESPONSIBILITIES ...

Page 10:

8. Check Ratings of the Sanitation Compliance Status of Listed Interstate Shippers

a. PHS/FDA shall conduct, each year, check ratings of the Sanitation Compliance status
of listed interstate milk shippers. To conduct check ratings of aseptic or retort milk
plants, the PHS/FDA Regional Milk Specialist shall have completed a training course
that is acceptable to the NCIMS and PHS/FDA addressing the procedures for conducting
check ratings under the NCIMS Aseptic Processing and Packaging Program or the
NCIMS Retort Processed after Packaging Program, respectively. Within a State, check

ratings wiH shall be made conducted of a representative number of IMS Listed shippers.
The selection of shippers for to be check rating rated in a given State will shall be made
randomly. ...

B. STATE RESPONSIBILITIES ...

7. Challenges and Remedies ...

2.) Milk Plants, Receiving Stations and/or Transfer Stations ...

Page 16:

Action to be Taken if the PHS/FDA Check Rating Indicates the Listed Rating is

Not Justified: ...

C.) Withdrawal of Certification

When check rating data indicates that the Sanitation Compliance Rating of a
milk plant, receiving station and/or transfer station requires a withdrawal of
certification, the State Rating Agency, upon written recommendation of
PHS/FDA, shall immediately withdraw the current certification of the shipper
and notify such shipper, PHS/FDA, and all known receiving States thereof, in
accordance with Section IV., B., 1.d. In case of withdrawal, a new rating shall
be made in not less than thirty (30) days and not to exceed sixty (60) days,
unless the State Rating Agency has reason to believe a new rating within a
lesser time period would result in an acceptable rating. The effective date for
action shall be determined from the date of the letter of notification by the State
Rating Agency. Such letter shall be dated within five (5) working days
following the date of the official notification. A withdrawal of certification is
also required if an aseptic or retort milk plant has any Aseptic Critical Listing
Element (ACLE) identified as not being in compliance on FORM FDA 2359p-
NCIMS ASEPTIC PROCESSING AND PACKAGING PROGRAM AND
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RETORT PROCESSED AFTER PACKAGING PROGRAM CRITICAL
LISTING ELEMENTS fer (Low-Acid (pH greater than 4.6) Aseptic and Retort
Milk and/or Milk Products) following the procedures cited above. ...

Page 18:
D. MILK SANITATION RATING PERSONNEL ...

2. Have been standardized certified by PHS/FDA as a SRO and hold a valid certificate of
qualification in one (1) or any combination of the following categories: milk pasteurization
plants, including HACCP, and/or aseptic processing and packaging, and/or retort processed
after packaging, if appropriate, dairy farms and transfer/receiving stations, including
HACCEP if appropriate. The PHS/FDA w4l shall issue a certificate, valid for three (3)
years, to each individual who meets the criteria listed below, as applicable. Certification of
a SRO shall qualify that SRO to perform ratings or HACCP listings, if applicable, in any
State, upon the request of that State’s Regulatory/Rating Agency as long as the Offieer’s
SRQO’s certification is valid.

3. A SRO applicant for initial standardizatien certification shall be evaluated by PHS/FDA
personnel in an independent side-by-side comparison of dairy facilities using the items
listed on the appropriate inspection or evaluation report form. The applicant and PHS/FDA
personnel shall be in agreement at least eighty percent (80%) of the time on each listed
item. Comparison evaluations shall be performed on at least the following number of dairy
facilities: ...

b. Five (5) pasteurization milk plants. Milk plants of varying sizes using, vat, HTST;
and HHST pasteurization; ultra-pasteurization; and/er aseptic processing and
packaging; and/or retort processed after packaging, if applicable, should be included in
these evaluations. One (1) transfer or receiving station may also be included as one (1)
of the required five (5) pasteurization milk plants. ...

Page 19:

6. To conduct ratings of aseptic processing and packaging milk plants and/or retort
processed after packaging milk plants, the applicant shall have completed a training course
that is acceptable to the NCIMS and PHS/FDA addressing the procedures for conducting
the rating and the implementation of the NCIMS Aseptic Processing and Packaging
Program or the NCIMS Retort Processed after Packaging Program, respectively. ...

8. A certified SRO shall be re-standardized re-certified once each three (3) years by
PHS/FDA personnel in an independent side-by-side comparison of dairy facilities using the
items listed on the appropriate inspection or evaluation report form. The applicant and
PHS/FDA personnel shall be in agreement at least eighty percent (80%) of the time on each
listed item. Comparison evaluations shall be performed on at least the following number of
dairy facilities: ...
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b. Three (3) pasteurization milk plants. Milk plants of varying sizes using, vat, HTST,
and HHST pasteurization; ultra-pasteurization; and/er aseptic processing and
packaging; and/or retort processed after packaging, if applicable, should be included in
these evaluations. ...

Page 21:

5. The SSO may delegate the inspection of bulk milk hauler/samplers, who collect
samples of raw milk for pasteurization, ultra-pasteurization, aseptic processing and
packaging or retort processed after packaging from individual producers, to other qualified
State, Regional or Local Regulatory Agency personnel or certified industry personnel as
outlined in Section 5 of the Grade “A” PMO. ...

Page 25:

J.

INDIVIDUAL RATINGS ...

3. If an aseptic or retort milk plant has any ACLE identified by a SRO or PHS/FDA
Regional Milk Specialist as not being in compliance on FORM FDA 2359p-NCIMS
ASEPTIC PROCESSING AND PACKAGING PROGRAM AND RETORT PROCESSED
AFTER PACKAGING PROGRAM CRITICAL LISTING ELEMENTS fer (Low-Acid
(pH greater than 4.6) Aseptic and Retort Milk and/or Milk Products), the listing shall be
immediately denied or withdrawn. ...

Page 28:

SECTION VIII. PROCEDURES GOVERNING THE CERTIFICATION OF MILK
PLANT, RECEIVING STATION AND TRANSFER STATION NCIMS HACCP
SYSTEMS FOR IMS LISTED SHIPPERS

A. PURPOSE AND SCOPE ...

2. Products Covered Under HACCP Listings

Agreements adopted by the NCIMS shall apply to Grade “A” raw milk and milk
products for pasteurization, heat-treated products, pasteurized, ultra-pasteurized, and
aseptically processed and packaged low-acid milk and/or milk products, and retort
processed after packaging low-acid milk and/or milk products, condensed and dry milk
products, and whey and whey products produced under the NCIMS program. Listings
made under the NCIMS voluntary HACCP listing system described in this Section,
may be made for milk plants, receiving stations and transfer stations. ...

B. HACCP DEFINITIONS: ...

Page 29:
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1. AUDIT: An evaluation of the entire milk plant, receiving station, or transfer station
facility, and NCIMS HACCP System to ensure compliance with the NCIMS HACCP
System and other NCIMS regulatory requirements, with the exception of the Aseptic
Processing and Packaging System (APPS) for aseptic processing and packaging milk
plants and Retort Processed after Packaging System (RPPS) for retort processed after
packaging milk plants, respectively. ...

4. PHS/FDA AUDIT: An evaluation conducted by PHS/FDA of the entire milk plant,
receiving station, or transfer station facility to ensure compliance with the NCIMS
HACCP System and other NCIMS regulatory requirements, with the exception of the
Aseptic Processing and Packaging System (APPS) for aseptic processing and
packaging milk plants and Retort Processed after Packaging System (RPPS) for retort
processed after packaging milk plants, respectively.. ...

7. LISTING AUDIT: An evaluation conducted by a_ Milk Sanitation Rating Officer (SRO)
of the entire milk plant, receiving station or transfer station facility to ensure
compliance with the NCIMS voluntary HACCP Program and other NCIMS regulatory
requirements, with the exception of the Aseptic Processing and Packaging System
(APPS) for aseptic processing and packaging milk plants and Retort Processed after
Packaging System (RPPS) for retort processed after packaging milk plants,

respectively. ...

C. PHS/FDA HACCP RESPONSIBILITIES
Page 32:
8. PHS/FDA Audits of HACCP Listings

a. PHS/FDA shall conduct, each year, PHS/FDA audits of HACCP listed shippers. To
conduct audits of HACCP# aseptic processing and packaging milk plants and/or retort
processed after packaging milk plants, the PHS/FDA Regional Milk Specialist shall
have completed a training course that is acceptable to the NCIMS and PHS/FDA
addressing the procedures for conducting the audit and the implementation of the
NCIMS Aseptic Processing and Packaging Program and/or the NCIMS Retort
Processed after Packaging Program, respectively. Within a State conducting the
NCIMS HACCP Program, PHS/FDA audits wil shall be made conducted of a
representative number of IMS HACCP listed shippers. The selection of shippers for
auditing to be audited in a given State will shall be made randomly. ...

Page 33:

h. PHS/FDA shall conduct on-site milk plant, receiving station and transfer station
audits of the HACCP compliance status of listed interstate milk shippers. These
PHS/FDA HACCP audits shall be conducted using the procedures for State HACCP
listing audits as described in the MMSR. These audits w+H shall be used in the overall
State Program Evaluation. Provided, that for NCIMS HACCP listed milk plants
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producing aseptically processed and packaged Grade “A” low-acid milk and/or milk
products and/or retort processed after packaged Grade “A” low-acid milk and/or milk
products, PHS/FDA HACCP audits shall be conducted using the procedures identified
in the NCIMS Aseptic Processing and Packaging Program or the NCIMS Retort
Processed after Packaging Program, respectively, related to the inspection/auditing and
regulation of the APPS and RPPS, respectively, as described in the Grade “A” PMO
and MMSR, along with the completion of FORM FDA 2359p-NCIMS ASEPTIC
PROCESSING AND PACKAGING PROGRAM AND RETORT PROCESSED
AFTER PACKAGING PROGRAM CRITICAL LISTING ELEMENTS fer (Low-Acid
(pH greater than 4.6) Aseptic and Retort Milk and/or Milk Products). ...

D. STATE HACCP RESPONSIBILITIES

7. State HACCP Listings for Milk Plants, Receiving Stations and Transfer Stations Section
IV., B. 1.) shall apply as written, except that for purposes of this Section: ...

Page 34:

c. When the Sanitation Compliance status of a listed shipper's supply changes as a
result of a new listing made within the twenty-four (24) month eligibility period, the
most recent listing and FORM FDA 2359m-MILK PLANT, RECEIVING STATION
OR TRANSFER STATION NCIMS HACCP SYSTEM AUDIT REPORT and FORM
FDA 2359n-NCIMS HACCP SYSTEM REGULATORY AGENCY REVIEW
REPORT, shall apply and shall be submitted to PHS/FDA. Provided that for NCIMS
HACCEP listed milk plants producing aseptically processed and packaged Grade “A”
low-acid milk and/or milk products and/or retort processed after packaged Grade “A”
low-acid milk and/or milk products, FORM FDA 2359p-NCIMS ASEPTIC
PROCESSING AND PACKAGING PROGRAM AND RETORT PROCESSED
AFTER PACKAGING PROGRAM CRITICAL LISTING ELEMENTS for (Low-Acid
(pH greater than 4.6) Aseptic and Retort Milk and/or Milk Products) shall also be
completed and submitted to PHS/FDA. ...

7. Challenges and Remedies ...

c. Action to be Taken if the PHS/FDA HACCP Audit Indicates the Listing is Not
Justified: ...

2.) Milk Plants, Receiving Stations and/or Transfer Stations ...
C.) Withdrawal of Certification ...
Page 39:
3.) A HACCP/ aseptic listing that includes an aseptically processed and

packaged Grade “A” low-acid milk and/or milk products plants plant and/or
a HACCP retort listing that includes a retort processed after packaged Grade
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“A” low-acid milk and/or milk products plant, shall be requested to be
withdrawn when any ACLE is identified as not being in compliance on
FORM FDA 2359p-NCIMS ASEPTIC PROCESSING AND PACKAGING
PROGRAM AND RETORT PROCESSED AFTER PACKAGING
PROGRAM CRITICAL LISTING ELEMENTS fer (Low-Acid (pH greater
than 4.6) Aseptic and Retort Milk and/or Milk Products). ...

E. QUALIFICATIONS AND CERTIFICATIONS
Page 41:
3. HACCEP Listing

a. An acceptable HACCP listing shall be substituted for an acceptable Sanitation
Compliance and Enforcement Rating for a milk plant, receiving station or transfer
station participating in the NCIMS HACCP Program. FORM FDA 2359m-MILK
PLANT, RECEIVING STATION OR TRANSFER STATION NCIMS HACCP
SYSTEM AUDIT REPORT and FORM FDA 2359n-NCIMS HACCP SYSTEM
REGULATORY AGENCY REVIEW REPORT shall be completed as a part of all milk
plant, receiving station or transfer station HACCP listing audits. Provided that for
NCIMS HACCP listed milk plants producing aseptically processed and packaged
Grade “A” low-acid milk and/or milk products and/or retort processed after packaged
Grade “A” low-acid milk and/or milk products, FORM FDA 2359p-NCIMS ASEPTIC
PROCESSING AND PACKAGING PROGRAM AND RETORT PROCESSED
AFTER PACKAGING PROGRAM CRITICAL LISTING ELEMENTS for (Low-Acid
(pH greater than 4.6) Aseptic and Retort Milk and/or Milk Products) shall be completed
as a part of all HACCP/ aseptic and/or HACCP retort listing audits. ...

6. Certification Procedure for SROs Who Will Conduct HACCP Listing Audits ...
Page 44:
d. Paperwork Review

FORM FDA 2359m-MILK PLANT, RECEIVING STATION OR TRANSFER
STATION NCIMS HACCP SYSTEM AUDIT REPORT, with attachments, FORM
FDA 2359n-NCIMS HACCP SYSTEM REGULATORY AGENCY REVIEW
REPORT, and FORM FDA 23590-PERMISSION FOR PUBLICATION (Interstate
Milk Shipper’s Listing) shall be submitted with FORM FDA 2359i for each NCIMS
HACCP Listing Audit to the PHS/FDA Regional Office for quality assurance review.
Provided that for NCIMS HACCEP listed milk plants producing aseptically processed
and packaged Grade “A” low-acid milk and/or milk products and/or retort processed
after packaged Grade “A” low-acid milk and/or milk products, FORM FDA 2359p-
NCIMS ASEPTIC PROCESSING AND PACKAGING PROGRAM AND RETORT
PROCESSED AFTER PACKAGING PROGRAM CRITICAL LISTING ELEMENTS
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for (Low-Acid (pH greater than 4.6) Aseptic and Retort Milk and/or Milk Products)
shall also be completed and submitted for quality assurance review.

Document: 2011 BYLAWS
Page: 59

Make the following changes to the 2011 BYLAWS OF THE NATIONAL CONFERENCE
ON INTERSTATE MILK SHIPMENTS on Page 59:

ARTICLE VI ------ DUTIES OF THE PROGRAM OF COUNCILS ...

SECTION 3. Council III shall deal with Proposals submitted to the Conference
regarding Sections 11, 17, and 18 and Appendix Appendices K and S of
the Grade “A” Pasteurized Milk Ordinance; the Constitution and
Bylaws; the Procedures Governing the Cooperative State-Public Health
Service/Food and Drug Administration Program of the National
Conference on Interstate Milk Shipments; issues of reciprocity; and
Proposals assigned from the Program Committee.

Document: 2011 MMSR (Entire Document)
Pages: Entire Document

Make the following changes to the 2011 MMSR:
Cover Page:
204 2013 Revision
Page i:
PREFACE ...

The rating method for evaluating the sanitary quality of milk measures the extent to which a
shipper complies with the standards contained in the Grade “A” PMO. These nationally
recognized standards, rather than local requirements, are used as a yardstick in order that
ratings of individual Bulk Tank Units (BTUs) or attached shippers and milk plants may be
comparable to each other, both interstate and intrastate. Ratings are expressed in terms of
percentage compliance. For example, if the milk plant and dairy farms comply with all of the
requirements of the Grade “A” PMO, the Sanitation Compliance Rating of the pasteurized
milk supply would be one hundred percent (100%); whereas, if the plant or some of the dairy
farms fail to satisfy one (1) or more of these requirements, the Sanitation Compliance Rating
would be reduced in proportion to the amount of milk and milk products involved in the
violation and to the relative public health significance of the violated Item(s). Procedures for
collection of data, computation of Sanitation Compliance Ratings for raw milk for
pasteurization, ultra-pasteurization, aseptic processing and packaging or retort processed after
packaging and pasteurized milk, and computation of the Enforcement Rating of the Regulatory
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Agency, responsible for administering milk sanitation regulations, are described in the
following Sections. ...

Page ii:
TABLE OF CONTENTS ...

B. RATING METHODS FOR RAW MILK FOR PASTEURIZATION_ULTRA-
PASTEURIZATION, ASEPTIC PROCESSING AND PACKAGING OR RETORT
PROCESSED AFTER PACKAGING. ...ttt

C. RATING METHODS FOR MILK PLANTS, RECEIVING STATIONS AND

TRANSFER STATIONS ..o

2. COLLECTION OF DATA ... .o

d. Recording of Data for Milk Plants and Receiving Stations Being Listed Under the
NCIMS Aseptic Processing and Packagmg Program and/or the NCIMS Retort
Processed after Packaging Program .. e

D. COMPUTATION OF ENFORCEMENT RATINGS

2. RAW MILK FOR PASTEURIZATION, ULTRA-PASTEURIZATION, ASEPTIC
PROCESSING AND PACKAGING OR RETORT PROCESSED AFTER PACKAGING

4. MILK PLANTS
Page iii:
a. Aseptic_and/or Retort Milk Plant ......... ...
F. PUBLICATION OF THE “INTERSTATE MILK SHIPPER'S REPORT”

2. PREPARATION OF THE “INTERSTATE MILK SHIPPER's REPORT”

a. Individual Shipper of Raw Milk for Pasteurization, Ultra-Pasteurization, Aseptic
Processing and Packaging or Retort Processed after Packaging..............

4. PREPARATION OF THE "INTERSTATE MILK SHIPPER's REPORT" FOR
ASEPTIC PROCESSING AND PACAKGING PACKAGING PROGRAM AND
RETORT PROCESSED AFTER PACKAGING PROGRAM LISTINGS .................

G. EXAMPLES OF RATING, NCIMS HACCP LISTING, AND ASEPTIC
PROCESSING AND PACKAGING PROGRAM, AND RETORT PROCESSED
AFTER PACKAGING PROGRAM LISTING FORMS ...
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6. FORM FDA 2359k-STATUS OF RAW MILK FOR PASTEURIZATION, ULTRA-
PASTEURIZATION, ASEPTIC PROCESSING AND PACKAGING OR RETORT
PROCESSED AFTER PACKAGING.......cccoiiiiiiiiiiiiiiiiiiiie

Page iv:

13. FORM FDA 2359p-NCIMS ASEPTIC PROCESSING AND PACKAGING
PROGRAM AND RETORT PROCESSED AFTER PACKAGING PROGRAM
CRITICAL LISTING EEEMETNS ELEMENTS for (Low-Acid (pH greater than 4.6)
Aseptic and Retort Milk and/or Milk Products)..........cccceevevieeriiencieecnieenee,

H. EXAMPLES OF HOW TO PROPERLY COMPLETE RATING, NCIMS HACCP
LISTING, AND ASEPTIC PROCESSING AND PACKAGING PROGRAM, AND
RETORT PROCESSED AFTER PACKAGING PROGRAM LISTING FORMS

13. FORM FDA 2359k-STATUS OF RAW MILK FOR PASTEURIZATION, ULTRA-
PASTEURIZATION, ASEPTIC PROCESSING AND PACKAGING OR RETORT
PROCESSED AFTER PACKAGING.......oiiiiiiiiiiiii i

Page v:

23. FORM FDA 2359p-NCIMS ASEPTIC PROCESSING AND PACKAGING
PROGRAM AND RETORT PROCESSED AFTER PACKAGING PROGRAM
CRITICAL LISTING ELEMENTS fer (Low-Acid (pH greater than 4.6) Aseptic and Retort
Milk and/or Milk Products) ..........coooiiiiiiiis i,

24. FORM FDA 2359j-MILK SANITATION RATING REPORT-SECTION B. REPORT
OF ENFORCEMENT METHODS (PAGE 2) (EXAMPLE: ASEPTIC AND/OR RETORT MILK
P L ANT ) L e

Page 1:
A. DEFINITIONS

1. AREA RATING: An area rating, if used, shall apply to raw milk for pasteurization, ultra-
pasteurization, aseptic processing and packaging and retort processed after packaging enly. An
area rating consists of more than one (1) producer group operating under the supervision of a
single Regulatory Agency and which is rated as a single entity. An individual dairy farm shall
only be included in one (1) IMS Listing.

2. ASEPTIC CRITICAL LISTING ELEMENT (ACLE): An item Item on FORM FDA
2359p-NCIMS ASEPTIC PROCESSING AND PACKAGING PROGRAM AND RETORT
PROCESSED AFTER PACKAGING PROGRAM CRITICAL LISTING ELEMENTS fer
(Low-Acid (pH greater than 4.6) Aseptic and Retort Milk and/or Milk Products). The
identification of any Aseptic Critical Listing Element (ACLE) element by a Milk Sanitation
Rating Officer (SRO) or FDA Regional Milk Specialist as not being in compliance, whereby a
listing shall be immediately denied or withdrawn.
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3. ASEPTIC OR RETORT MILK PLANT RATING: A rating of a milk plant or portion
of a milk plant that produces aseptically processed and packaged Grade “A” low-acid milk
and/or milk products and/or retort processed after packaged Grade “A” low-acid milk and/or
milk products that is rated separately from the rating of pasteurized and/or ultra-pasteurized
Grade “A” milk and/or milk products produced in the milk plant. This rating shall be made for
all milk plants producing aseptically processed and packaged Grade “A” low-acid milk and/or
milk products and/or retort processed after packaged Grade “A” low-acid milk and/or milk
products as defined in the Grade “A” PMO. An NCIMS HACCP milk plant listing that
produces aseptically processed and packaged Grade “A” low-acid milk and/or milk products
and/or retort processed after packaged Grade “A” low-acid milk and/or milk products shall
have only an NCIMS HACCEP listing.

NOTE: The raw milk receiving area may be rated with the aseptic or retort milk plant, or with
a separately-listed pasteurization and/or ultra-pasteurized milk plant, or separately as a
receiving station. ...

4. ASEPTIC PROCESSING AND PACKAGING SYSTEM (APPS): For the purposes of
this document, the Aseptic Processing and Packaging System (APPS) in a milk plant is
comprised of the processes and equipment used to process and package aseptic Grade "A" low-
acid milk and/or milk products. The Aseptic Processing and Packaging System (APPS) shall
be regulated in accordance with the applicable requirements of 21 CFR Parts 108, 110 and 113.
The Aseptic Processing and Packaging System (APPS) shall begin at the constant level tank
and end at the discharge of the packaging machine, provided that the Process Authority may
provide written documentation which will clearly define additional processes and/or equipment
that are considered critical to the commercial sterility of the product.

5. AUDIT: An evaluation of the entire milk plant, receiving station, or transfer station
facility, and NCIMS HACCP System to ensure compliance with the NCIMS HACCP System
and other NCIMS regulatory requirements, with the exception of the Aseptic Processing and
Packaging System (APPS) for aseptic processing and packaging milk plants and Retort
Processed after Packaging System (RPPS) for retort processed after packaging milk plants,

respectively.

Page 2:

6. BULK TANK UNIT (BTU): A dairy farm or group of dairy farms from which raw milk for
pasteurization, ultra-pasteurization, aseptic processing and packaging or retort processed after
packaging is collected under the routine supervision of one (1) Regulatory Agency and rated as a
single entity and given a Sanitation Compliance and Enforcement Rating. An individual dairy
farm shall only be included in one (1) IMS Listing. ...

11. FDA AUDIT: An evaluation conducted by FDA of the entire milk plant, receiving station, or
transfer station facility to ensure compliance with the NCIMS HACCP System and other NCIMS
regulatory requirements, with the exception of the Aseptic Processing and Packaging System
(APPS) for aseptic processing and packaging milk plants and Retort Processed after Packaging
System (RPPS) for retort processed after packaging milk plants, respectively. ...
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13. INDIVIDUAL RATING: An individual rating is the rating of a single producer group, milk
plant, receiving station, and/or transfer station under the supervision of a single Regulatory
Agency. Milk plants producing Grade “A” condensed and/or dried milk and milk products and/or
Grade “A” condensed or dry whey and whey products may be rated separately from the same
milk plant producing other Grade “A” milk and/or milk products, provided each listing holds a
separate permit. Milk plants that produce beth aseptically processed and packaged Grade “A”
low-acid milk and/or milk products, and/or retort processed after packaged Grade “A” low-acid
milk and/or milk products, and pasteurized and/or ultra-pasteurized Grade “A” milk and/or milk
products shall be rated separately. Provided that an NCIMS HACCP milk plant listing that
produces aseptically processed and packaged Grade “A” low-acid milk and/or milk products
and/or retort processed after packaged Grade “A” low-acid milk and/or milk products shall
have only an NCIMS HACCEP listing. An individual dairy farm shall only be included in one
(1) IMS Listing. ...

Page 3:

14. LISTING AUDIT: An evaluation conducted by a Milk Sanitation Rating Officer (SRO) of
the entire milk plant, receiving station or transfer station facility to ensure compliance with the
NCIMS voluntary HACCP Program and other NCIMS regulatory requirements, with the
exception of the Aseptic Processing and Packaging System (APPS) for aseptic processing and
packaging milk plants and the Retort Processed after Packaging System (RPPS) for retort
processed after packaging milk plants. respectively.

15. MILK PLANT: A milk plant is any place, premises, or establishment where milk and/or milk
products are collected, handled, processed, stored, pasteurized, ultra-pasteurized, aseptically
processed and packaged, retort processed after packaged, condensed, dried, packaged, or
prepared for distribution. ...

19. RETORT PROCESSED AFTER PACKAGING SYSTEM (RPPS): For the purposes of
this document, the Retort Processed after Packaging System (RPPS) in a milk plant is
comprised of the processes and equipment used to retort process after packaging low-acid
Grade "A" milk and/or milk products. The Retort Processed after Packaging System (RPPS)
shall be regulated in accordance with the applicable requirements of 21 CFR Parts 108, 110
and 113. The Retort Processed after Packaging System (RPPS) shall begin at the container
filler and end at the palletizer, provided that the Process Authority may provide written
documentation which will clearly define additional processes and/or equipment that are
considered critical to the commercial sterility of the milk and/or milk product.

19 20.TRANSFER STATION: A transfer station is any place, premises, or establishment
where milk or milk products are transferred directly from one (1) milk tank truck to another.

B. RATING METHODS FOR RAW MILK FOR PASTEURIZATION_ULTRA-
PASTEURIZATION, ASEPTIC PROCESSING AND PACKAGING OR RETORT
PROCESSED AFTER PACKAGING ...

Page 7:
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3. COMPUTATION OF SANITATION COMPLIANCE RATINGS

a. Rating results are transferred to FORM FDA 2359k-STATUS OF RAW MILK FOR
PASTEURIZATION, ULTRA-PASTEURIZATION, ASEPTIC PROCESSING AND
PACKAGING OR RETORT PROCESSED AFTER PACKAGING. This Form may be
obtained from the Regional Offices of the PHS/FDA or at the following FDA website:
http://www.fda.gov/aboutfda/reportsmanualsforms/forms/default.htm. The Form is
sufficiently flexible to permit various combinations of pages to be used for reporting
ratings of area or individual shippers.

Page 8:

b. The identity of each dairy farm, included in the rating, and the total pounds of milk sold
daily, expressed to the nearest 100 pound unit (cwt.), are entered in the first, “Name of
Dairy Farm”, and second, "Pounds Sold Daily (100# Units)", columns, respectively, of
FORM FDA 2359k-STATUS OF RAW MILK FOR PASTEURIZATION, ULTRA-
PASTEURIZATION, ASEPTIC PROCESSING AND PACKAGING OR RETORT
PROCESSED AFTER PACKAGING ...

NOTE: Item 8-Water Supply on FORM FDA 2359a-DAIRY FARM INSPECTION
REPORT has been divided into two (2) point and five (5) point violations/debits. The
maximum point value for the entire Item 8r cannot exceed five (5) points on FORM FDA
2359k-STATUS OF RAW MILK FOR PASTEURIZATION ULTRA-
PASTEURIZATION, ASEPTIC PROCESSING AND PACKAGING OR RETORT
PROCESSED AFTER PACKAGING. (Refer to Appendix B. TABLE OF FARM
WATER SUPPLY VIOLATIONS, which provides guidance, which may be used to
differentiate between two (2) point (minor) and five (5) point (major) violations of Section
7, Item 8r of the Grade “A”” PMO during State Ratings and FDA Check Ratings.)

Non-compliance with Item 15r-DRUG AND CHEMICAL CONTROL, Administrative
Procedures #s 5, 6 and 7 of the Grade “A” PMO (debited under Item 15r(d) and (¢) on
FORM FDA 2359a-DAIRY FARM INSPECTION REPORT), would constitute a five (5)
point debit, not to exceed a total of seven (7) points for the entire Item 15-Drugs on FORM
FDA 2359k-STATUS OF RAW MILK FOR PASTEURIZATION, ULTRA-
PASTEURIZATION, ASEPTIC PROCESSING AND PACKAGING OR RETORT
PROCESSED AFTER PACKAGING.

Non-compliance with Item 18r-RAW MILK COOLING, Administrative Procedure #3 of
the Grade “A” PMO, would constitute a one (1) point debit, not to exceed a total of five
(5) points for the entire Item 18-Cooling on FORM FDA 2359k-STATUS OF RAW MILK
FOR PASTEURIZATION, ULTRA-PASTEURIZATION, ASEPTIC PROCESSING AND
PACKAGING OR RETORT PROCESSED AFTER PACKAGING.

c. The Sanitation Compliance Rating is Derived from the Following Formula: ...
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This rating figure is entered in the appropriate space in the upper right hand corner of
FORM FDA 2359k-STATUS OF RAW MILK FOR PASTEURIZATION, ULTRA-
PASTEURIZATION, ASEPTIC PROCESSING AND PACKAGING OR RETORT
PROCESSED AFTER PACKAGING. It is also entered on FORM FDA 2359j-MILK
SANITATION RATING REPORT-SECTION A. REPORT OF THE MILK
SANITATION RATING (PAGE 1), in the appropriate location.

C. RATING METHODS FOR MILK PLANTS, RECEIVING STATIONS
AND TRANSFER STATIONS ...

2. COLLECTION OF DATA ...
Page 11:
b. Recording of Laboratory and Other Test Data ...

2.) Compliance with bacterial, coliform and cooling temperature requirements is
based on whether, at the time of the rating, a milk plant's Grade “A” milk and/or
milk products meet the standards of Section 7 of the Grade "A" PMO. Each milk
and/or milk product, including commingled raw milk prior to pasteurization, ultra-
pasteurization, aseptic processing and packaging and retort processed after
packaging for each of the above applicable requirements, shall be debited if two (2)
of the last four (4) sample results exceed the limit(s), and the last sample result is in
violation. A debit shall be given when less than the required number of samples has
been examined during the preceding six (6) months. For rating purposes, the
preceding six (6) months is considered to be the elapsed period for the month in
which the rating is made and the preceding six (6) months. Milk plants which have
had a permit for less than six (6) months at the time of the rating or which do not
operate on a year round basis and for which the Regulatory Agency has not yet
examined the required number of samples shall not be debited. Provided, that the
last sample result is within the limit(s).

3.) The SRO may utilize Regulatory Agency’s records in determining ...

NOTE: The sampling and testing of aseptically processed and packaged Grade “A”
milk and/or milk products and retort processed after packaged Grade “A” low-acid
milk and/or milk products is not required, with the exception of the annual vitamin
assay analysis to which vitamin(s) A and/or D have been added for fortification
purposes. The sampling and testing requirements of Section 6 of the Grade “A”
PMO for raw milk for aseptic processing and packaging and retort processed after

packaging is required.

c. Recording of Data for Milk Plants, Receiving Stations and Transfer Stations Being
Listed Under the NCIMS HACCP Listing Procedure ...

4.) Criteria and Procedures for Denial or Withdrawal of a Listing ...
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Page 13:

(viii) HACCP SYSTEM AUDIT FOLLOW-UP ACTION: A series of
observations that lead to a finding of a potential HACCP System failure that is
likely to result in a compromise to milk or milk product safety. ...

NOTE: In the case of a HACCP/ aseptic listed milk plant and/or HACCP retort listed milk
plant, the identification of any ACLE element on FORM FDA 2359p-NCIMS ASEPTIC
PROCESSING AND PACKAGING PROGRAM AND RETORT PROCESSED AFTER
PACKAGING PROGRAM CRITICAL LISTING ELEMENTS fer (Low-Acid (pH greater

than 4.6) Aseptic and Retort Milk and/or Milk Products) by a SRO or FDA Regional Milk
Specialist as not being in compliance shall also constitute an ACLE deficiency under the
NCIMS HACCP System, whereby a listing shall be immediately denied or withdrawn.

Page 14:

d. Recording of Data for Milk Plants and Receiving Stations Being Listed Under the
NCIMS Aseptic Processing and Packaging Program and/or the NCIMS Retort Processed
after Packaging Program

1.) Inspection Criteria

(A.) The NCIMS Aseptic Processing and Packaging Program includes all low-acid
aseptically processed and packaged Grade “A” milk and/or milk products as defined
in the Grade “A” PMO.

(B.) The NCIMS Retort Processed after Packaging Program includes all low-acid
retort processed after packaging Grade “A” milk and/or milk products as defined in
the Grade “A”” PMO.

NOTE: Retort processed after packaging low-acid milk and/or milk products as
addressed in Definition Z of the Grade “A”” PMO shall be considered to be Grade
"A" milk and/or milk products if they are used as an ingredient to produce any milk
and/or milk product defined in Definition Z of the Grade “A” PMO:; or if they are
labeled as Grade “A” as described in Section 4 of this Ordinance.

(BC.) State Regulatory inspections of a milk plant or portion of a milk plant that is
listed to produce aseptically processed and packaged Grade “A” milk and/or milk
products and/or retort processed after packaged Grade “A” low-acid milk and/or
milk products shall be conducted in accordance with the Grade “A” PMO at least
once every six (6) months. The milk plant's APPS and/or RPPS, respectively, as
defined by the Grade “A” PMO, shall be inspected by FDA, or the State
Regulatory Agency when designated by FDA, in accordance with the applicable
requirements of 21 CFR Parts 108, 110 and 113 at a frequency determined by FDA.
(€D.) For milk plants or portions of milk plants that are listed to produce aseptically
processed and packaged Grade “A” milk and/or milk products and/or retort
processed after packaged Grade “A” low-acid milk and/or milk products, the APPS
and/or RPPS, respectively, as defined by the Grade “A” PMO, shall be exempt
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from Items 7p, 10p, 11p, 12p, 13p, 15p, 16p, 17p, 18p, and 19p of the Grade “A”
PMO. These #ems Items, which are dedicated only to the APPS or RPPS
respectively, shall comply with the applicable portions of 21 CFR Parts 108, 110
and 113. The rest of the milk plant, including the receiving area, shall be inspected
in accordance with the Grade “A” PMO and rated and listed in accordance with the
current NCIMS requirements. (Refer to Appendix S. Aseptic Processing and
Packaging Program and Retort Processed after Packaging Program of the Grade
“A” PMO).

(PE.) When the APPS is utilized to produce aseptically processed and packaged
Grade “A” milk and/or milk products and pasteurized and/or ultra-pasteurized
Grade “A” milk and/or milk products, the APPS shall be inspected and tested by the
Regulatory Agency in accordance with the requirements cited in Section 7 of the
Grade “A” PMO.

(EF.) NCIMS HACCP listed aseptic and/or retort milk plants shall be
inspected/audited and regulated under the NCIMS voluntary HACCP Program with
the exception of the APPS or RPPS, respectively, which shall be inspected and
regulated under the NCIMS Aseptic Processing and Packaging Program and/or
Retort Processed after Packaging Program, respectively. Provided that FORM FDA
2359p-NCIMS ASEPTIC PROCESSING AND PACKAGING PROGRAM AND
RETORT PROCESSED AFTER PACKAGING PROGRAM CRITICAL LISTING
ELEMENTS for (Low-Acid (pH greater than 4.6) Aseptic and Retort Milk and/or
Milk Products) shall also be completed and submitted.

2.) Criteria and Procedures for Denial or Withdrawal of a Listing

In addition to the current NCIMS requirements for a listing, the identification of
any ACLE element on FORM FDA 2359p-NCIMS ASEPTIC PROCESSING AND
PACKAGING PROGRAM AND RETORT PROCESSED AFTER PACKAGING
PROGRAM CRITICAL LISTING ELEMENTS fer (Low-Acid (pH greater than
4.6) Aseptic and Retort Milk and/or Milk Products) by a SRO or FDA Regional
Milk Specialist as not being in compliance, requires that a listing shall be
immediately denied or withdrawn. ...

3. COMPUTATION OF SANITATION COMPLIANCE RATINGS
Page 16:

f. If, upon receipt, one (1) or more shipper(s) of unattached raw milk for pasteurization,
ultra-pasteurization, aseptic processing and packaging or retort processed after packaging
violates the bacterial and/or cooling temperature standards, the violations are debited
against the rating of the receiving station(s) and/or transfer station(s) shipping the milk,
prior to combining the ratings in accordance with the methods described above.

Page 17:

D. COMPUTATION OF ENFORCEMENT RATINGS
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For all NCIMS HACCEP listings, including aseptic and/or retort milk plants, complete FORM
FDA 2359n-NCIMS HACCP SYSTEM REGULATORY AGENCY REVIEW REPORT.
(Refer to Section H, #19 for an example.) Enforcement ratings shall be made for dairy farms
that are listed with milk plants, receiving stations, or transfer stations that are listed under the
NCIMS HACCP listing procedure. These enforcement ratings shall be made using the
procedures for raw milk for pasteurization, ultra-pasteurization, aseptic processed and

packaging and retort processed after packaging addressed in 2. of this Section. ...
Page 18:

2. RAW MILK FOR PASTEURIZATION, ULTRA-PASTEURIZATION, ASEPTIC
PROCESSING AND PACKAGING OR RETORT PROCESSED AFTER PACKAGING
ONLY

a. When an individual shipper offers for sale only raw milk for pasteurization, ultra-
pasteurization, aseptic processing and packaging or retort processed after packaging
directly from dairy farms, known as a BTU, and there are se not any milk plant(s),
receiving and/or transfer station(s) involved, all Items in Part [-DAIRY FARMS, FORM
FDA 2359j-MILK SANITATION RATING REPORT-SECTION B. REPORT OF
ENFORCEMENT METHODS (PAGE 2) shall be evaluated. The total of the credit
column of Part I will be the Enforcement Rating and shetld shall be recorded on Page 1 of
this Form, in the appropriate location. (Refer to Section H, #s 1, 9 and 11 for examples.) ...

3. RECEIVING STATION OR TRANSFER STATION

a. When an individual shipper offers for sale raw milk for pasteurization, ultra-
pasteurization, aseptic processing and packaging or retort processed after packaging, which
is shipped from a receiving station or transfer station, with one (1) or more dairy farms
rated with it, all Items in Part [I-MILK PLANTS, except Numbers 5 and 7, and all Items on
Part ITII-INDIVIDUAL SHIPPER RATING on FORM FDA 2359j-MILK SANITATION
RATING REPORT-SECTION B. REPORT OF ENFORCEMENT METHODS (PAGE 2),
shall be evaluated. When a receiving station and/or transfer station receives and trans-ships
raw milk for pasteurization, ultra-pasteurization, aseptic processing and packaging or retort
processed after packaging from one (1) or more rated and listed BTUs and wishes a
separate listing for its facilities, all Items in Part II, except Numbers 5 and 7, and all Items
in Part III, except Number 1 shall be evaluated. The procedures outlined in D., 3., b and D.,
4., a.3.) sheuld shall be followed in computing the Enforcement Rating of the receiving
station and/or transfer station.

Page 19:
4. MILK PLANTS

a. For NCIMS aseptic milk plants and retort milk plants, all Items in Part I[I-MILK
PLANTS, except Number 5, and all Items on Part III-INDIVIDUAL SHIPPER RATING
on FORM FDA 2359j-MILK SANITATION RATING REPORT-SECTION B. REPORT
OF ENFORCEMENT METHODS (PAGE 2), shall be evaluated. The total weight, which
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can be earned in Part II, is eighty-five (85). Therefore, the sum of the total credits earned
in Part 11 sheuld shall be divided by eighty-five (85) and multiplied by 100. ...

Page 20:

b. Milk Plant with an Unattached Supply of Raw Milk

1.) When an individual shipper of pasteurized milk and/or milk products imports all
raw milk for pasteurization, ultra-pasteurization, aseptic processing and packaging or
retort processed after packaging from outside the jurisdiction of the Regulatory Agency
in which the milk plant is located, only Parts II and III of FORM FDA 2359;-MILK
SANITATION RATING REPORT-SECTION B. REPORT OF ENFORCEMENT
METHODS (PAGE 2), shall be evaluated. If an Item requires more than one (1) test or
determination, i.e., Part I, Numbers 2, 4, 5, 6, 7, 8, 9, and 10, then compliance is also
based on the proportion of tests or determinations, which according to the Regulatory
Agency’s records, were made at the required frequency. ...

Page 21:

C.

Milk Plant with an Attached Supply of Raw Milk

1.) When an individual shipper of pasteurized milk and/or milk products receives raw
milk for pasteurization, ultra-pasteurization, aseptic processing and packaging or retort
processed after packaging from an attached supply(ies) within the jurisdiction of the
Regulatory Agency in which the plant is located, Parts I, II, and III, on FORM FDA
2359j-MILK SANITATION RATING REPORT-SECTION B. REPORT OF
ENFORCEMENT METHODS (PAGE 2) shall be evaluated. If raw milk for
pasteurization, ultra-pasteurization, aseptic processing and packaging or retort
processed after packaging is received from both attached and unattached supplies, only
those sources from attached supplies wiH shall be evaluated in Part I. If an Item
requires more than one (1) test or determination, i.e., Part II, Numbers 2, 4, 5, 6, 7, 8, 9,
and 10, then compliance is also based on the proportion of tests or determinations,
which according to the Regulatory Agency’s records, were made at the required
frequency. ...

E. PREPARATION OF THE SROs REPORT ...

2. SUMMARY OF RATING RESULTS

Sanitation Compliance Ratings computed in accordance with procedures previously described
and other data pertinent to the shipper are entered in the SUMMARY OF RATING RESULTS
on FORM FDA 2359j-MILK SANITATION RATING REPORT-SECTION A. REPORT OF
MILK SANITATION RATING (PAGE 1). When the Sanitation Compliance Rating of raw
milk for pasteurization, ultra-pasteurization, aseptic processing and packaging or retort
processed after packaging has been combined with the rating(s) of unattached supplies in

accordance with the conditions and procedures found under F. PUBLICATION OF THE
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“INTERSTATE MILK SHIPPER’S REPORTS", Sections 2., c., 2.) or 2., c., 3.)B.); the
combined rating, rather than the rating of the attached supply is entered in the summary. ...

4. RECOMMENDATIONS OF THE SRO ...

Page 23:

For all NCIMS HACCEP listings, including aseptic and/or retort milk plants, complete FORM
FDA 2359n-NCIMS HACCP SYSTEM REGULATORY AGENCY REVIEW REPORT,

which includes an evaluation of the following: (Refer to Section H, #19 for an example.) ...

b. Milk plant, receiving station or transfer station audited by the a HACCP trained State
Regulatory Ageney auditor at the minimum required frequency, and follow-up conducted

as required; ...

d. Pasteurization equipment tested at required frequency (ret Not applicable to receiving
stations, and transfer stations, aseptic and retort milk plants); ...

f. Samples of milk plant’s milk and/or milk products collected at the required frequency
and all necessary laboratory examinations made (ret Not applicable to receiving stations
and /transfer stations); ...
F. PUBLICATION OF THE “INTERSTATE MILK SHIPPER’s REPORT” ...
Page 24:

2. PREPARATION OF THE “INTERSTATE MILK SHIPPER’s REPORT”

a. Individual Shipper of Raw Milk for Pasteurization, Ultra-Pasteurization, Aseptic
Processing and Packaging or Retort Processed after Packaging ...

This shipper is commonly referred to as a BTU. Following the computation of the
Sanitation Compliance Rating on FORM FDA 2359k-STATUS OF RAW MILK FOR
PASTEURIZATION, ULTRA-PASTEURIZATION, ASEPTIC PROCESSING AND
PACKAGING OR RETORT PROCESSED AFTER PACKAGING and Part I of FORM
FDA 2359j-MILK SANITATION RATING REPORT-SECTION B. REPORT OF
ENFORCEMENT METHODS (PAGE 2), the resultant data s+l shall be transferred to
FORM FDA 2359i-INTERSTATE MILK SHIPPER’s REPORT. The earliest rating date
shall be the date of the first day of the rating. (Refer to Section H, #s 16 and 17 for
examples.) ...

b. Receiving Station or Transfer Station

Following the computation of the Sanitation Compliance Rating on FORM FDA 2359k-
STATUS OF RAW MILK FOR PASTEURIZATION, ULTRA-PASTEURIZATION,
ASEPTIC PROCESSING AND PACKAGING OR RETORT PROCESSED AFTER
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PACKAGING, FORM FDA 2359L-STATUS OF MILK PLANTS, and Parts I, II and III
of FORM FDA 2359j-MILK SANITATION RATING REPORT-SECTION B. REPORT
OF ENFORCEMENT METHODS (PAGE 2), the resultant data will shall be transferred to
FORM FDA 2359i-INTERSTATE MILK SHIPPER’s REPORT. The earliest rating date
shall be the date of the first day of the rating. When receiving and/or transfer stations wish
a separate listing and receive raw milk for pasteurization, ultra-pasteurization, aseptic
processing and packaging or retort processed after packaging from one (1) or more rated
and listed BTUs for trans-shipment, the procedures to be followed shall be that of Section
F. PUBLICATION OF THE “INTERSTATE MILK SHIPPER’s REPORT, 2., c.2) or 2.,
c.3). ...

Page 27:

4. PREPARATION OF THE “INTERSTATE MILK SHIPPER’s REPORT” FOR ASEPTIC
PROCESSING AND PACKAGING PROGRAM AND/OR RETORT PROCESSED AFTER
PACKAGING PROGRAM LISTINGS

The provisions of this Section apply to milk plants and receiving stations listed under the NCIMS
Aseptic Processing and Packaging Program and/or the NCIMS Retort Processed after Packaging
Program listing procedure, except that FORM FDA 2359p-NCIMS ASEPTIC PROCESSING
AND PACKAGING PROGRAM AND RETORT PROCESSED AFTER PACKAGING
PROGRAM CRITICAL LISTING ELEMENTS for (Low-Acid (pH greater than 4.6) Aseptic
and Retort Milk and/or Milk Products) shall be submitted with FORM FDA 23591 for each
NCIMS aseptic milk plant listing to the PHS/FDA Regional Office for quality assurance
review. ...

Page 29:

G. EXAMPLES OF RATING, NCIMS HACCP LISTING, ANB ASEPTIC
PROCESSING AND PACKAGING PROGRAM,_AND RETORT PROCESSED AFTER
PACKAGING PROGRAM LISTING FORMS ...

6. FORM FDA 2359k-STATUS OF RAW MILK FOR PASTEURIZATION, ULTRA-
PASTEURIZATION, ASEPTIC PROCESSING AND PACKAGING OR RETORT
PROCESSED AFTER PACKAGING. ..ottt

13. FORM FDA 2359p-NCIMS ASEPTIC PROCESSING AND PACKAGING PROGRAM
AND RETORT PROCESSED AFTER PACKAGING PROGRAM CRITICAL LISTING
ELEMENTS for (Low-Acid (pH greater than 4.6) Aseptic and Retort Milk and/or Milk
Products) ..ooeiii

Pages 31, 50, 53, 57 and 59:

FORM FDA 2359j- MILK SANITATION RATING REPORT-SECTION B. REPORT
OF ENFORCEMENT METHODS (Page 2)
MILK PLANT-PART II
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Item 2: Milk plant and receiving station(s) inspected once every three (3) months; aseptic and
retort milk plant and transfer station(s) once every six (6) months

Item 5: Pasteurization equipment tested at required frequency (Not required for aseptic and
retort milk plants)

INDIVIDUAL SHIPPER RATING-PART Il

Individual Shipper of Pasteurized Milk and Milk Products:
Aseptic and Retort Milk Plants

(10/4+13)

Pages 35, 36, 61 and 62:

FORM FDA 2359k-STATUS OF RAW MILK FOR PASTEURIZATION

FORM FDA 2359k-STATUS OF RAW MILK FOR PASTEURIZATION,_ULTRA-

PASTEURIZATION, ASEPTIC PROCESSING AND PACKAGING OR RETORT
PROCESSED AFTER PACKAGING

(10/0813) PAGE 1
(10/0813) PAGE 2

Pages 44 and 71:

FORM FDA 2359n-NCIMS HACCP SYSTEM REGULATORY AGENCY REVIEW
REPORT

A narrative description shall be provided as a part of all NCIMS HACCP Listings and
FDA Audits, including aseptic and/or_retort milk plants with NCIMS HACCP L.istings.
This report shall include an evaluation of the following requirements:

4. Pasteurization equipment tested at required frequency. (Not applicable to receiving and
transfer stations and aseptic and retort milk plants.)
6. Samples of milk plant’s milk and/or milk products collected at the required frequency and

all necessary laboratory examinations made. (Not applicable to receiving/transfer stations.) ...
(10/413)

Pages 46 and 76:
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NCIMS ASEPTIC PROCESSING AND PACKAGING PROGRAM AND RETORT
Department of Health and Human Services PROCESSED AFTER PACKAGING PROGRAM CRITICAL LISTING ELEMENTS
Food and Drug Administration (Low-Acid (pH greater than 4.6) Aseptic Milk and/or Milk Products)

(To be included with all NCIMS Aseptic Processing and Packaging Program and Retort Processed
after Packaging Program State Ratings/HACCP Listings and FDA Check Ratings/HACCP Audits.)
MILK PLANT DATE OF RATING

ADDRESS LICENSE/PERMIT NO.

RATING AGENCY

EXPLANATION OF CONCERNS NOTED REGARDING CRITICAL LISTING ELEMENTS
UNDER THE NCIMS ASEPTIC PROCESSING AND PACKAGING PROGRAM AND RETORT
PROCESSED AFTER PACKAGING PROGRAM.

(Use additional sheets as necessary.)
A narrative description shall be provided as a part of all NCIMS Aseptic Processing and Packaging Program and Retort
Processed after Packaging Program State Ratings/HACCP Listings and FDA Check Ratings/HACCP Audits. This report shall
include an evaluation of the following requirements:

1. Is the milk plant registered with FDA LACF and are all of the milk plant’s low-acid aseptic and/or retort processed after
packaging Grade “A” milk and/or milk products covered by a filing with the FDA LACF using Form FDA 2541c, or Form
FDA 2341a, respectively, or equivalent electronic filing?

2. Are the milk plant’s filed scheduled processes for all of its low-acid aseptic and/or retort processed after packaging
Grade “A” milk and/or milk products developed by a recognized Process Authority qualified as having expert knowledge
of thermal processing requirements?

3. Are the operators of the milk plant's aseptic processing and packaging systems and/or retort processed after packaging
systems under the supervision of a person who has attended a school approved by the FDA (such as Better Process
Control School or recognized equivalent)?

4. Is the milk plant currently under an “Order of Determination of Need” for an Emergency Permit?

FORM FDA 2359p (10/2113)
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Page 47:

H. EXAMPLES OF HOW TO PROPERLY COMPLETE RATING, NCIMS HACCP
LISTING, ANB ASEPTIC PROCESSING AND PACKAGING PROGRAM_AND
RETORT PROCESSED AFTER PACKAGING PROGRAM LISTING FORMS

Page 48:

13. FORM FDA 2359k-STATUS OF RAW MILK FOR PASTEURIZATION, ULTRA-
PASTEURIZATION, ASEPTIC PROCESSING AND PACKAGING OR RETORT
PROCESSED AFTER PACKAGING......couiiiiiiiiiiiiii e

23. FORM FDA 2359p-NCIMS ASEPTIC PROCESSING AND PACKAGING
PROGRAM AND RETORT PROCESSED AFTER PACKAGING PROGRAM
CRITICAL LISTING ELEMENTS fer (Low-Acid (pH greater than 4.6) Aseptic and
Retort Milk and/or Milk Products)..........ccovuiiiiiiiiiii e
24. FORM FDA 2359;-MILK SANITATION RATING REPORT-SECTION B.
REPORT OF ENFORCEMENT METHODS (PAGE 2) (EXAMPLE: ASEPTIC AND/OR
RETORT MILK PLANT ) e e e e e e

Page 77:

FORM FDA 2359j- MILK SANITATION RATING REPORT-SECTION B. REPORT
OF ENFORCEMENT METHODS (Page 2)

(Example: Aseptic or Retort Milk Plant)
SHIPPER ASEPTIC OR RETORT DAIRY
DATE OF RATING  10/8-9/2642 2014

MILK PLANT-PART 11

Item 2: Milk plant and receiving station(s) inspected once every three (3) months; aseptic and
retort milk plant and transfer station(s) once every six (6) months

Item 5: Pasteurization equipment tested at required frequency (Not required for aseptic and
retort milk plants)

INDIVIDUAL SHIPPER RATING-PART Il

Individual Shipper of Pasteurized Milk and Milk Products:
Aseptic and Retort Milk Plants

REMARKS
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#4-Violation of Item 7(b) (4 pts)-Submerged water inlet in the CIP make-up tank; Item
15b(c) (5 pts)-Cross connection between the raw milk storage silo #2 and the CIP system in
the receiving area; and Item 1(a) (1 pt)-The flooring in the APPS (or RPPS) room was in
very poor condition;. All existed but were not debited on the last inspection.

#7-Aseptic (or Retort) 2% chocolate milk, with vitamins A & D added, did not have a
vitamin assay conducted during 204+ 2013.

#3-Aseptic (or Retort) nonfat milk was not labeled as Grade “A” and “Keep Refrigerated
After Opening”.

(10/4H13) ...
APPENDIX A.
GUIDELINES FOR COMPUTING ENFORCEMENT RATINGS
(FORM FDA 2359j-MILK SANITATION RATING REPORT-SECTION B. REPORT OF
ENFORCEMENT METHODS (PAGE 2)) ...
Page 85:
PART Il. MILK PLANTS ...

2. Milk plants and receiving stations inspected at least once every three (3) months (transfer
stations, and aseptic milk plants and retort milk plants once every six (6) months) (Grade

“A” PMO, Section 5 - INSPECTION OF MILK PLANTS). Prorate by number of
inspections in compliance with the required frequency. ...

Page 86:

b. Transfer stations, and aseptic milk plants and retort milk plants inspected at least once
every six (6) months. ...

5. Pasteurization equipment tested at required frequency (Grade “A” PMO, Section 7 -
STANDARDS FOR MILK AND MILK PRODUCTS and APPENDIX I -
PASTEURIZATION EQUIPMENT AND CONTROLS-TESTS). Prorate by number of
units per quarter that were correctly tested within the required testing frequency vs. total
number of units.

NOTE: Not required for aseptic and retort milk plants, except when the APPS is utilized to
produce aseptically processed and packaged Grade “A” milk and/or milk products and
pasteurized and/or ultra-pasteurized Grade “A” milk and/or milk products. The APPS shall
then be tested by the Regulatory Agency in accordance with the requirements cited in Section
7 of the Grade “A” PMO.

a. Total required tests performed based on pasteurization system(s) equals the # number
of Vat Pasteurizers, plus the number of HTST Pasteurizers, plus the number of HHST
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Pasteurizers, plus the number of APPS APPSs, if applicable as cited above, at the milk
plant. ...

Page 88:

7. Samples of each milk plant’s milk and milk products collected at the required frequency
and all necessary laboratory examinations made (Grade “A” PMO, Section 6 - THE

EXAMINATION OF MILK AND MILK PRODUCTS). Prorate by number of products in
compliance.

a. During any consecutive six (6) months, at least four (4) samples of raw milk, after
receipt by the milk plant, including aseptic and retort milk plants, shall be collected, prior
to pasteurization, ultra-pasteurization, ef aseptic processing and packaging, or retort
processed after packaging, in four (4) separate months, except when three (3) months
show a month containing two (2) sampling dates separated by at least twenty (20) days.

d. Assays of Vitamin A, D, and/or A and D fortified milk and milk products, including
aseptically processed and packaged low-acid milk and/or milk products and retort
processed after packaging low-acid milk and/or milk products, made at least annually in
an IMS Listed Laboratory. Credit for vitamin-fortified products is not given unless
vitamin analysis is completed and records are available. Each fortified product is
evaluated separately.

Document: 2011 EML (Introduction; and Section 2)
Pages: 1 and 9

Make the following changes to the INTRODUCTION on Page 1:

State Central Milk Laboratory: A State owned and operated Official Laboratory with analysts
employed by the State working in conjunction with the State Regulatory Agency designated
as the primary State laboratory for the examination of producer samples of Grade ‘A’ raw
and commingled raw milk for pasteurization, ultra-pasteurization, aseptic processing and
packaging or retort processed after packaging. pasteurized milk and/or milk products, and
dairy waters, as necessary.

Officially Designated Laboratory: An officially designated laboratory is a commercial
laboratory authorized to do official work by the Regulatory Agency, or a milk industry
laboratory officially designated by the Regulatory Agency for the examination of producer
samples of Grade 'A' raw milk for pasteurization, ultra-pasteurization, aseptic processing and
packaging or retort processed after packaging and commingled milk tank truck samples of
raw milk for drug residues. ...

Make the following changes to SECTION 2: PROFICIENCY TESTING PROGRAM on
Page 9:
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An acceptable annual proficiency testing program shall meet the following applicable
criteria:

1. When an analyst examines both raw milk for pasteurization, ultra-pasteurization, aseptic
processing and packaging or retort processed after packaging and pasteurized milk and/or
milk products, a minimum of twenty-two (22) samples shall be examined by the analyst
using those procedures for which the analyst has been approved unless excused for due
cause. The laboratory tests, categories, types and recommended duplicates of milk
products are shown in Table 1, page 27.

2. When an analyst examines only raw milk for pasteurization, ultra-pasteurization, aseptic
processing and packaging or retort processed after packaging, a minimum of fourteen
(14) samples shall be examined by the analyst using those procedures for which the
analyst has been approved unless excused for due cause. The laboratory tests and
recommended duplicates of samples are shown in Table 1, page 27. ...

The following text is a mandatory part of this solution but will not be placed in an NCIMS
document.

NOTE: This Proposal shall take immediate effect upon the issuance of the IMS-a, Actions
from the 2013 National Conference on Interstate Milk Shipments, following FDA’s
concurrence with the NCIMS Executive Board.

As part of the NCIMS Aseptic Program addressing aseptically processed and packaged
Grade “A” low-acid milk and/or milk products and retort processed after packaged Grade
“A” low-acid milk and/or milk products; and the Aseptic Pilot Program addressing
aseptically processed and packaged Grade “A” acidified and fermented high-acid milk and/or
milk products, an NCIMS Aseptic Program Committee (APC) shall be formed in accordance
with NCIMS Procedures. The APC shall be responsible for the oversight of the NCIMS
Aseptic Program addressing aseptically processed and packaged Grade “A” low-acid milk
and/or milk products and retort processed after packaged Grade “A” low-acid milk and/or
milk products; and the Aseptic Pilot Program addressing aseptically processed and packaged
Grade “A” acidified and fermented high-acid milk and/or milk products in consultation with
FDA, including the development of forms, documents and guidance necessary to implement,
evaluate and provide training as well as study current and new aseptic technology and its
application. The APC shall provide a report to the 2015 NCIMS.

This Proposal also authorizes FDA to make appropriate editorial changes to the NCIMS
documents as needed, in accordance with NCIMS Procedures, resulting from Proposals that
are passed at the 2013 NCIMS Conference, and concurred with by FDA, related to the
wording addressing aseptically processed and packaged Grade “A” low-acid milk and/or
milk products and retort processed after packaged Grade “A” low-acid milk and/or milk
products.
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All milk plants producing aseptically processed and packaged Grade “A” acidified and
fermented high-acid milk and/or milk products, as defined by the PMO and regulated under
the NCIMS program shall participate in the Aseptic Pilot Program for those milk and/or milk
products.

Proposal: 228
Document: 2011 PMO (Table of Contents; Section 7-Table I; and Appendix B)
Pages: xi, 29, 30 and 135

Make the following changes to the TABLE OF CONTENTS on Page xi:

APPENDIX B. MILK SAMPLING, HAULING AND
TRANSPORTATION..................

V. MHEHKFANKTRUCKPERMIHHNG-ANDINSRECHONREQUIREMENTS FOR
THE SAMPLING OF RAW SHEEP MILK THAT HAS BEEN FROZEN PRIOR TO
BEING TESTED FOR APPENDIX N DRUG RESIDUE ..........cccoiiiiiiiiien,

VI. MILK TANK TRUCK PERMITTING AND INSPECTION ....coviiiiiiiiiinienn.

Make the following changes to the SECTION 7. STANDARDS FOR GRADE “A” MILK
AND MILK PRODUCTS-TABLE 1. Chemical, Physical, Bacteriological, and
Temperature Standards on Pages 29 and 30:

Pages 29 and 30:
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Table 1. Chemical, Physical, Bacteriological, and Temperature Standards

GRADE “A” RAW MILK AND
MILK PRODUCTS FOR
PASTEURIZATION, ULTRA-
PASTEURIZATION OR
IASEPTIC PROCESSING AND
PACKGING

Temperature®****

Cooled to 10°C (50°F) or less within four (4) hours|
or less, of the commencement of the first milking,
and to 7°C (45°F) or less within two (2) hours
after the completion of milking. Provided, that the
blend temperature after the first milking and|
subsequent milkings does not exceed 10°C (50°F).
NOTE: Milk sample submitted for testing cooled
and maintained at 0°C (32°F) to 4.4°C (40°F),
where sample temperature is >4.4°C (40°F), but
<7.0°C (45°F) and less than three (3) hours after
collection has not increased in temperature.

Bacterial Limits...........

Individual producer milk not to exceed 100,000
per mL prior to commingling with other producer
milk.

Not to exceed 300,000 per mL as commingled
milk prior to pasteurization.

NOTE: Tested in conjunction with the drug
residue/inhibitory substance test.

Drugs ***** .

No positive results on drug residue detection|
methods as referenced in Section 6 - Laboratory|
Techniques.

Somatic Cell Count*...

Individual producer milk not to exceed 750,000
er mL.

GRADE “A” PASTEURIZED
MILK AND MILK PRODUCTS

Temperature................

Cooled to 7°C (45°F) or less and maintained
thereat.

NOTE: Milk sample submitted for testing cooled
and maintained at 0°C (32°F) to 4.4°C (40°F),
where sample temperature is >4.4°C (40°F), buf]
<7.0°C (45°F) and less than three (3) hours after
collection has not increased in temperature.

Bacterial Limits**......

INot to exceed 20,000 per mL, or gm.*** NOTE:
Tested in  conjunction with the drug
residue/inhibitory substance test.

Coliform........ccccceeeeenn..

INot to exceed 10 per mL. Provided, that in the
case of bulk milk transport tank shipments, shall
not exceed 100 per mL. NOTE: Tested in|
conjunction with the drug residue/inhibitory
substance test.

Less than 350 milliunits/L for fluid products and
other milk products by approved -electronic
hosphatase procedures.

No positive results on drug residue detection|
methods as referenced in Section 6 - Laboratory
Techniques which have been found to be
acceptable for use with pasteurized milk and milk]
products.
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GRADE “A” ULTRA-
PASTEURIZED (UP) MILK
IAND MILK PRODUCTS

Temperature

Cooled to 7°C (45°F) or less and maintained
thereat.

Bacterial Limits**......

INot to exceed 20,000 per mL, or gm.***

Coliform.......cccccevennnns

INot to exceed 10 per mL. Provided, that in the
case of bulk milk transport tank shipments, shall
not exceed 100 per mL.

Phosphatase****_......... Phosphatase testing of UP milks is not required.
Drugs**.....ccccevveveeennn There are no validated and accepted drug residue
tests for Ultra-Pasteurized Milk and Milk Products
GRADE "A" PASTEURIZED [Temperature............ Cooled to 7°C (45°F) or less and maintained
CONCENTRATED thereat unless drying is commenced immediately]
(CONDENSED) MILK AND after condensing.
MILK PRODUCTS Coliform............... INot to exceed 10 per gram. Provided, that in the

case of bulk milk transport tank shipments shall
not exceed 100 per gram.

GRADE "A" NONFAT DRY

Not to Exceed:

MILK AND DRY MILK AND [Bacterial Estimate....... 10,000 per gram

MILK PRODUCTS Coliform.................. 10 per gram

GRADE "A" WHEY FOR Temperature............. Maintained at a temperature of 45°F (7°C) or less,

CONDENSING AND/OR or 57°C (135°F) or greater, except for acid-type]

DRYING whey with a titratable acidity of 0.40% or above,
or a pH of 4.6 or below.

GRADE "A" PASTEURIZED [Temperature.............. Cooled to 10°C (50°F) or less during

CONDENSED WHEY AND crystallization, within 72 hours of condensing.

INot to exceed 10 per gram.

GRADE "A" DRY WHEY,
GRADE "A" DRY WHEY
PRODUCTS, GRADE "A" DRY
BUTTERMILK, AND GRADE
"A" DRY BUTTERMILK
PRODUCTS

Coliform Limit

INot to exceed 10 per gram.

* Goat Milk 1,500,000/mL

** Not applicable to acidified or cultured products, eggnog and flavored (non-chocolate) milk and

milk products.

*** Results of the analysis of dairy products which are weighed in order to be analyzed will be
reported in # per gm. (Refer to the current edition of the SMEDP.)

#*%% Not applicable to UP products that have been thermally processed at or above 138°C (280°F) for
at least two (2) seconds to produce a product which has an extended shelf life (ESL) under
refrigerated conditions; and condensed products.
***%* Raw sheep milk samples that have previously been frozen may be tested for Appendix N drug

residue if the samples meet the sampling requirements cited in Appendix B.

NOTE: It is not allowed to test frozen raw milk samples for bacteria or somatic cells.

IMS-a-49

183

November 8, 2013



Make the following changes to APPENDIX B. MILK SAMPLING, HAULING AND
TRANSPORTATION on Page 135:

V. MHEKCTANK—TRUCKPERMITHNG-ANDINSPECTHON-REQUIREMENTS
FOR THE SAMPLING OF RAW SHEEP MILK THAT HAS BEEN FROZEN PRIOR
TO BEING TESTED FOR APPENDIX N DRUG RESIDUE

Raw sheep milk samples that have previously been frozen may be tested for Appendix N
drug residue provided that the sampling protocol shall be approved by the Regulatory
Agency in which the dairy farm is located. The sampling protocol shall address the following
items:

1. Samples shall be taken by a bulk milk hauler/sampler that is permitted by the Regulatory
Agency in which the dairy farm is located.

2. The sampling protocol shall assure that representative samples are taken.

3. A storage protocol that assures that the raw sheep milk and samples are frozen within 24
hours of sample collection in accordance with the handling of the negative control as
specified in the FDA/NCIMS 2400 Form for the test kit that is being used.

4. The collected raw sheep milk and samples are stored in a freezer(s) that is properly
maintained and temperature monitored in accordance with the FDA/NCIMS 2400 Form
General Requirements.

5. Samples delivered to the testing laboratory for testing within sixty (60) days of the
freezing of the raw sheep milk.

6. An appropriate sample chain—of-custody shall be utilized to assure sample identification
and handling.

7. Copies of the approved sampling protocol shall be on file with the Regulatory Agency and
shall be available at the dairy farm, receiving milk plant and the laboratory performing the
testing. If a copy of the sampling protocol is not available at the dairy farm, receiving milk
plant or laboratory performing the testing, a copy shall be made available within twenty-four
(24) hours of being requested by the Regulatory Agency.

If the sampling protocol has not been approved by the Regulatory Agency; is not being
followed; the sampling protocol has been modified without the Regulatory Agency’s
approval or the dairy farm, receiving milk plant or laboratory performing the testing does not
obtain a copy within twenty-four (24) hours of being requested by the Regulatory Agency it
shall be considered an Appendix N violation for the dairy farm and/or receiving milk plant.

Proposal: 201

Document: 2011 PMO (Section 1)

Page: 6

Make the following changes to SECTION 1. DEFINITIONS on Page 6:

Z. MILK PRODUCTS: Grade "A" Milk and Milk Products include:
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1. All milk and milk products with a standard of identity provided for in 21 CFR Part 131,
excluding 21 CFR 131.120 Sweetened Condensed Milk.

2. Cottage cheese (21 CFR 133.128) and dry curd cottage cheese (21 CFR 131.129)2.

3. Whey and whey products as defined in 21 CFR 184.1979, 184.1979a, 184.1979b,
184.1979c¢, and Section 1, Definition SS of this Ordinance.

4. Modified versions of these foods listed above in Items 1 and 2, pursuant to 21 CFR 130.10-
requirements for foods named by use of a nutrient content claim and a standardized term.

5. Milk and milk products as defined in Items 1, 2, 3 and 4 above, packaged in combination
with food(s) not included in this definition that are appropriately labeled with a statement of
identity to describe the food(s) in final packaged form, e.g., "cottage cheese with pineapple"
and "fat free milk with plant sterols".

6. Products not included in Items 1-5 are Grade "A" milk products which have a minimum of
2.0% milk protein (Total Kjeldahl Nitrogen (TKN) X 6.38) and a minimum of sixty-five
percent (65%) by weight milk, milk product or a combination of milk products.

Safe and suitable (as defined in 21 CFR 130.3(d)) non-grade “A” dairy ingredients, can be
utilized in the products defined in Items 1-6 when added to a level needed for a functional or
technical effect, and limited by Good Manufacturing Practices (GMPs) and are either:

a. Prior sanctioned or otherwise approved by FDA, or

b. GRAS (generally recognized as safe), or

c. An approved food additive listed in the CFR.
Except that with respect to those products which have a federal standard of identity, only
ingredients provided for in the standard may be utilized.

NOTE: Non-grade “A” dairy ingredients may be used after the Regulatory Agency, in
consultation with FDA, has reviewed and accepted information supporting that the use is to
achieve a functional or technical effect in the finished milk or milk product(s). Supporting
information shall be submitted by the milk plant and/or the ingredient manufacturer for review
and approval by the Regulatory Agency and FDA prior to manufacturing and selling the
finished milk or milk product(s). Once the Regulatory Agency, in consultation with FDA, has
accepted the use of a non-grade “A” ingredient to achieve a functional or technical effect in the
finished milk or milk product(s), any formulation or processing changes related to the non-
grade “A” dairy ingredient shall be immediately communicated to the Regulatory Agency, and
may result in the resubmission of supporting data, if it is determined by the Regulatory
Agency, in consultation with FDA, that the change could potentially affect the functional or
technical effect of the finished milk or milk product(s).
The supporting information shall include but is not limited to:

a. A statement of the proposed usage of a non-grade “A” dairy ingredient, including the

expected functional and/or technical effect(s) in the finished milk or milk product(s) and

justification of why this cannot be performed by a currently available Grade “A” dairy

ingredient;

b. Non-grade “A” dairy ingredient description, composition and required usage level;

c. The finished milk or milk product(s) description including the current, if applicable, and

proposed formula(s) including the current, if applicable, and proposed labeling information

(e.g. statement of identity, ingredient declaration) and:
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d. Applicable and recognized analytical measurements and/or organoleptic observations

and evaluations that objectively demonstrate that the non-grade “A” dairy ingredient

provides a specific functional and/or technical effect(s) that could not be achieved when

using a currently available Grade “A”

dairy ingredient(s) when wused at similar

concentrations and with similar proximates, i.e. protein, fat, ash. lactose, moisture, etc.

When a non-grade "A" dairy ingredient is used to increase weight or volume of the milk or
milk product, or displace grade Grade "A" dairy ingredients, this use is not a suitable
functional or technical effect.

Proposal: 203

Document: 2011 PMO (Sections 1-Definition HH and 7-ltem 16p)

Pages: 8, 9 and 83

Make the following changes to SECTION 1. DEFINITION HH on Pages 8 and 9:

Page 8:

Page 9:

Temperature | Time
Batch (Vat) Pasteurization

63°C (145°F)* | 30 minutes

Continuous Flow (HTST and HHST)

Pasteurization

72°C (161°F)* 15 seconds
89°C (191°F) 1.0 second
90°C (194°F) 0.5 seconds
94°C (201°F) 0.1 seconds
96°C (204°F) 0.05 seconds
100°C (212°F) 0.01 seconds
Temperature | Time

Batch (Vat) Pasteurization

69°C (155°F)

30 minutes

Continuous Flow (HTST) Pasteurization

80°C (175°F)

25 seconds

83°C (180°F)

15 seconds

Make the following changes to SECTION 7, ITEM 16p. PASTEURIZATION AND
ASEPTIC PROCESSING AND PACKAGING on Page 83:
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Temperature | Time
Batch (Vat) Pasteurization
63°C (145°F)* | 30 minutes
Continuous Flow (HTST and HHST)
Pasteurization
72°C (161°F)* 15 seconds
89°C (191°F) 1.0 second
90°C (194°F) 0.5 seconds
94°C (201°F) 0.1 seconds
96°C (204°F) 0.05 seconds
100°C (212°F) 0.01 seconds
Temperature | Time
Batch (Vat) Pasteurization
69°C (155°F) | 30 minutes
Continuous Flow (HTST) Pasteurization
80°C (175°F) 25 seconds
83°C (180°F) 15 seconds

Proposal: 205
Document: 2011 PMO (Section 4)
Page: 15

Make the following changes to SECTION 4. LABELING on Page 15:

6. In the case of condensed or dry milk products the following shall also apply:
a. The identity of the RegulateryAgeney-issuingsuch-permit milk plant where

condensed and/or dried; and if distributed by another party, the name and address of the
distributor shall also be shown by a statement, such as “Distributed by”.

Proposal: 206
Document: 2011 PMO (Section 5; and Appendix B)
Pages: 19 and 130

Make the following changes to SECTION 5. INSPECTION OF DAIRY FARMS AND MILK
PLANTS on Page 19:

ADMINISTRATIVE PROCEDURES
INSPECTION FREQUENCY: For the purposes of determining the inspection frequency for

dairy farms, transfer stations and milk plants or the portion of a milk plant that is IMS listed to
produce aseptically processed and packaged milk or milk products, the interval shall include

IMS-a-49 187 November 8, 2013



the designated six (6) month period plus the remaining days of the month in which the
inspection is due

For the purposes of determining the inspection frequency for all other milk plants and
receiving stations, the interval shall include the designated three (3) month period plus the
remaining days of the month in which the inspection is due.

For the purposes of determining the inspection frequency for bulk milk hauler/samplers,
industry plant samplers and dairy plant samplers, the interval shall include the designated
twenty-four (24) month period plus the remaining days of the month in which the inspection is
due. ...

Make the following changes to APPENDIX B. MILK SAMPLING, HAULING AND
TRANSPORTATION on Page 130:

I. MILK SAMPLING AND HAULING PROCEDURES

The industry plant sampler or bulk milk hauler/sampler is a person responsible for the
collection of official samples for regulatory purposes at a milk plant, receiving station, or
transfer station as outlined in Appendix N. These industry plant samplers are employees of the
dairy plant, receiving station or transfer station and are evaluated at least once each two (2)
year period by a SSO or a properly delegated Sampling Surveillance Regulatory Official.
These industry plant samplers are evaluated using FORM FDA 2399-MILK SAMPLE
COLLECTOR EVALUATION REPORT (Dairy Plant Sampling — Raw and Pasteurized Milk),
which is derived from the most current edition of SMEDP. (Refer to Appendix M.)

NOTE: For the purposes of determining the inspection frequency for bulk milk
hauler/samplers, industry plant samplers and dairy plant samplers, the interval shall include the
designated twenty-four (24) month period plus the remaining days of the month in which the
inspection is due. ....

Document: 2011 MMSR (Appendix A)
Page: 94

Make the following changes to GUIDANCE FOR COMPUTING ENFORCEMENT
CREDIT FOR PART I, ITEM 9 AND/OR PART II, ITEM 8 OF FORM FDA 2359j-MILK
SANITATION RATING REPORT-SECTION B. REPORT OF ENFORCEMENT
METHODS (PAGE 2) on Page 94:

Item 5. Sampler (Including Dairy Plant and Industry Plant Samplers at the Receiving Site)
Evaluated Every Two (2) Years and Reports Properly Filed

a. Samplers shall have their sampling collection procedures evaluated by a certified SSO
or a properly delegated Samphng Surve1llance Regulatory Ofﬁcral gdSSO[ every two (2)
years. SSOs or prep : - als dSSOs are
not required to be evaluated for samplmg collect10n procedures
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NOTE: Use Grade “A” PMO, Section 5. ADMINISTRATIVE PROCEDURES,
INSPECTION FREQUENCY as a guide: “For the purposes of determining the inspection
frequency for bulk milk hauler/samplers, industry plant samplers and dairy plant samplers,
the interval shall include the designated twenty-four (24) month period plus the remaining
days of the month in which the inspection is due.” ...

NOTE: This proposal shall take immediate effect upon the issuance of the IMS-a, Actions from
the 2013 National Conference on Interstate Milk Shipments, following FDA’s concurrence
with the NCIMS Executive Board.

Proposal: 207
Document: 2011 PMO (Sections 6 and 7-Table 1; and Appendixes G and O)
Pages: 23-27, 29, 30, 214-217 and 354

Make the following changes to SECTION 6. THE EXAMINATION OF MILK AND MILK
PRODUCTS on Pages 23-27:

Page 23:
SECTION 6. THE EXAMINATION OF MILK AND MILK PRODUCTS

3. During any consecutive six (6) months, at least four (4) samples of pasteurized milk, ultra-
pasteurized milk, flavored milk, flavored reduced fat or low fat milk, flavored nonfat (skim)
milk, each fat level of reduced fat or low fat milk and each milk product defined in this Or-
dinance, shall be collected by the Regulatory Agency in at least four (4) separate months,
except when three (3) months show a month containing two (2) sampling dates separated by at
least twenty (20) days from every milk plant. All pasteurized and ultra-pasteurized milk and
milk products required sampling and testing is to be dene conducted only when there are test
methods available that are validated by FDA and accepted by the NCIMS. Produets—with-ne
Milk and/or milk products that do not have validated and accepted methods are not required to
be tested. (Refer to M-a-98, latest revision, for the specific milk and/or milk products that have
FDA validated and NCIMS accepted test methods.) Aseptically processed and packaged milk
and milk products shall be exempt from the sampling and testing requirements of this Item. ...

Page 24:

All pasteurized and ultra-pasteurized milk and milk products required sampling and testing to
be done only when there are test methods available that are validated by FDA and accepted by
the NCIMS, otherwise there would be—ne not be a requirement for sampling. Required
bacterial counts, coliform counts, drug tests, phosphatase and cooling temperature
determinations shall be performed on Grade "A" pasteurized and ultra-pasteurized milk and
milk products defined in this Ordinance only when there are validated and accepted test
methodology. (Refer to M-a-98, latest revision, for the specific milk and/or milk products that
have FDA validated and NCIMS accepted test methods.) ...
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Page 25:

Assays of milk and/or milk products as defined in this Ordinance, including aseptically
processed and packaged milk and/or milk products, to which vitamin(s) A and/or D have been
added for fortification purposes, shall be made conducted at least annually in a laboratory,
which has been accredited by FDA and which is acceptable to the Regulatory Agency, using
test methods acceptable to FDA or other official methodologies, which gives statistically
equivalent results to the FDA methods. (Refer to M-a-98, latest revision, for the specific milk
and/or milk products that have FDA validated and NCIMS accepted test methods for vitamins.)
Vitamin testing laboratories are accredited if they have one (1) or more certified analysts and
meet the quality control requirements of the program established by FDA. Laboratory
accreditation and analyst certification parameters are specified in the Evaluation of Milk
Laboratories (EML) manual. ...

Page 26:

1. Standard-plate Bacterial count at 32°C (agar Standard Plate Count or Petrifilm Aerobic
Count methed methods). ...

3. Coliform test-with-selid-media-orPetriftlmmethod count at 32°C ferallmitkand-mitkpro-
duets;—and—the (Coliform Plate Count, Petrifilm Coliform Count and/or High Sensitivity
Coliform Count methed methods) for all milk and milk products; exeeptunflavered—whele;

5. Beta lactam methods which have been independently evaluated or evaluated by FDA and
have been found acceptable by FDA and the NCIMS for detecting Beta lactam drug residues in
raw milk, or pasteurized milk, or that a particular type of pasteurized milk product at current
safe or tolerance levels, shall be used for each Beta lactam drug of concerns;. exeept This does
not apply to those milk products for which there are not any approved Beta lactam drug test
kits available. (Refer to M-a-85, latest revision, for the approved drug tests and M-a-98, latest
revision, for the specific milk and/or milk product for which there are approved drug tests
available.) Regulatory action shall be taken on all confirmed positive Beta lactam results.
(Refer to Appendix N.) A result shall be considered positive for Beta lactam if it has been
obtained by using a method, which has been evaluated and deemed acceptable by FDA and
accepted by the NCIMS at levels established in memoranda transmitted periodically by FDA as
required by Section IV of Appendix N.

Page 27:

NOTE: Milk from animals not currently in the Grade "A" PMO may be labeled as Grade “A”
and IMS listed upon FDA’s acceptance of validated Grade "A" PMO, Section 6 and Appendix
N. test methods for the animal to be added. (Refer to M-a-98, latest revision, for the specific
milk and/or milk products that have FDA validated and NCIMS accepted test methods) ...

Make the following changes to SECTION 7. STANDARDS FOR GRADE “A” MILK AND
MILK PRODUCTS-TABLE 1 on Pages 29 and 30:
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Pages 29 and 30:

Table 1. Chemical, Physical, Bacteriological, and Temperature Standards
(Refer to M-a-98, Latest Revision, for FDA Validated and NCIMS Accepted Tests

Methods.) ...

GRADE “A” PASTEURIZED
MILK AND MILK
PRODUCTS

Temperature ........

Cooled to .....

Bacterial Limits**..

Not to exceed....

Coliform ............

Not to exceed....

Phosphatase ****_
(Delete last two *s)

Less than ....

Drugs**** .. ......

No positive results on drug residue
detection methods as referenced in
Section 6-Laboratory Techniques
which have been found to be
acceptable for use with pasteurized
Pasteurized mitk Milk and/or mitk
preduets Milk Products.

(Refer to M-a-98, latest revision.)

GRADE “A” ULTRA-
PASTEURIZED (UP) MILK
AND MILK PRODUCTS

Temperature ........

Cooled to 7°C (45°F) or less and
maintained thereat

Bacterial
Limits**...

Not to exceed 20,000 per mL, or
gm***

NOTE: Tested in conjunction with
the drug residue/inhibitory substance
test,

Coliform ............

Not to exceed 10 per mL. Provided,
that in the case of bulk milk transport
tank shipments, shall not exceed 100
per mL.

Phosnl - P milke
notrequired

There are no validated and aceepted
drag—restdue—tests—tor—Ultra-
p od Mill | Milk Prod

No positive results on drug residue
detection methods as referenced in
Section 6-Laboratory Techniques

which have been found to be
acceptable for use with Ultra-
Pasteurized Milk  and/or Milk
Products.

(Refer to M-a-98, latest revision.)
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* Goat Milk 1,500,000/mL

** Not applicable to acidified or cultured milk and/or milk products, eggnog, and flavered
(non-choeolate) milkand-millkproduets cottage cheese, and other milk and/or milk products as
identified in the latest revision of M-a-98.

*#% Results of the analysis of dairy products which are weighed in order to be analyzed will be
reported in # per gm. (Refer to the current edition of the SMEDP.)

*xEx Not apphcable to © : v hermally

(280°F ' :
éESH—&nder—ref&g%%ed—eeaéﬁ*e&s—aﬁd—em&densed—pfedﬂets a01d1ﬁed or cultured mllk and/or

milk products, eggnog. cottage cheese, pasteurized and ultra-pasteurized flavored (non-
chocolate) milk and/or milk products and other milk and/or milk products as identified in the
latest revision of M-a-98.

Make the following changes to APPENDIX G. CHEMICAL AND BACTERIOLOGICAL
TESTS on Pages 214-217:

APPENDIX G. CHECMICAL AND BACTERIOLOGICAL TESTS

I. PRIVATE WATER SUPPLIES AND RECIRCULATED WATER -
BACTERIOLOGICAL ..

Page 214
Apparatus, Methods and Procedure: Tests performed shall conform with the current edition

of SMEWW or with FDA approved, EPA promulgated methods for the examination of water
and waste water or the applicable FDA 2400 Series Forms. (Refer to M-a-98, latest revision.)

Il. PASTEURIZATION EFFICIENCY - FHELD PHOSPHATASE TEST
Page 215:

Procedure: Refer to the applicable FDA 2400 Series Forms and M-a-98, latest revision, for
the specific milk and/or milk products for which there are approved phosphatase tests

available. for-details-onphesphatasetests. ...

Page 216:

V. DETECTION OF DRUG RESIDUES IN MILK ...

The allergenic properties of certain drugs in common use make their presence in milk
potentially hazardous to consumers. Also, substantial losses of byproducts may be sustained by
the milk industry each year because of the inhibitory effects of drug residues on the culturing
process. Drug residues shall be tested for, using tests provided for in Section 6 of this
Ordinance. These tests are specified in memoranda from the FDA. (Refer to the latest edition
revision of M-a-85 for the approved drug tests, and the FDA 2400 Series Forms for each
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specific test method and M-a-98, latest revision, for the specific milk and/or milk products for
which there are approved drug tests available.)

Page 217

V1. ANALYSIS OF MILK AND MILK PRODUCTS FOR
VITAMIN A AND D CONTENT ...

Methods: Vitamin testing shall be performed using test methods acceptable to FDA and other
official methodologies that give statistically equivalent results to the FDA methods. (Refer to
M-a-98, latest revision, for the specific milk and/or milk products that have FDA validated and
NCIMS accepted test methods for vitamins.) ...

Make the following changes to APPENDIX O. VITAMIN FORTIFICATION OF FLUID
MILK PRODUCTS on Page 354:

TESTING METHODS

Test methods used for the detection of vitamins A and/or D shall be acceptable to FDA or other
official methodologies that give statistically equivalent results to the FDA methods. Vitamin
analysis shall be conducted in a laboratory accredited by FDA and acceptable to the Regulatory
Agency. (Refer to M-a-98, latest revision, for the specific milk and/or milk products that have
FDA validated and NCIMS accepted test methods for vitamins.) ...

Document: 2011 MMSR (Section C; and Appendix A)
Pages: 11 and 88

Make the following changes to C. RATING METHODS FOR MILK PLANTS, RECEIVING
STATIONS AND TRANSFER STATIONS on Page 11:

b. Recording of Laboratory and Other Test Data ...

1.) Regulatory Agency records are used in determining compliance with bacterial,
coliform, phosphatase, drug residue, and cooling temperature requirements. The
acceptance of data from official or officially designated laboratories is contingent upon
the utilization of standard procedures by the laboratories concerned. Accordingly, it is
necessary for the SRO to determine from the official State Laboratory Certifying
Agency that both sampling and laboratory procedures have been approved in
accordance with the methods of the current edition of the EML. Ratings and HACCP
listing audits shall not be conducted when an approved laboratory has not been utilized
by the Regulatory Agency for the necessary tests. ...

3.) The SRO may utilize Regulatory Agency’s records in determining compliance with
those Items of sanitation, which require laboratory tests to complete the evaluation.
Official records of Equipment Tests may also be used in lieu of performing such
Equipment Tests during the rating. Provided, that the SRO is satisfied as to the
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competency of the Regulatory Agency’s personnel to perform these Equipment Tests as
described in Appendix I. of the Grade "A" PMO.

NOTE: All pasteurized and ultra-pasteurized milk and/or milk products required
sampling and testing is to be conducted only when there are test methods available that
are validated by FDA and accepted by the NCIMS. Milk and/or milk products that do
not have validated and accepted methods are not required to be tested. (Refer to M-a-
98, latest revision, for the specific milk and/or milk products that have FDA validated
and NCIMS accepted test methods.)

The sampling and testing of aseptically processed and packaged Grade “A” milk and/or
milk products is not required, with the exception of the annual vitamin assay analysis to
which vitamin(s) A and/or D have been added for fortification purposes. The sampling
and testing requirements of Section 6 of the Grade “A” PMO for raw milk for aseptic
processing and packaging is required.

Make the following changes to APPENDIX A. GUIDELIINES FOR COMPUTING
ENFORCEMENT RATINGS on Page 88:

7. Samples of each milk plant’s milk and/or milk products collected at the required frequency
and all necessary laboratory examinations made (Grade “A” PMO, Section 6 - THE
EXAMINATION OF MILK AND MILK PRODUCTS). Prorate by the number of milk and/or
milk products in compliance. (Refer to M-a-98, latest revision, for the FDA validated and
NCIMS accepted test methods for the specific milk and/or milk products.) ...

c. All required examinations performed on each sample (bacterial, coliform, drug residue,
phosphatase, and cooling temperature) in an official or officially designated laboratory.

NOTE: All pasteurized and ultra-pasteurized milk and/or milk products required
sampling and testing is to be conducted only when there are test methods available that
are validated by FDA and accepted by the NCIMS. Milk and/or milk products that do
not have validated and accepted methods are not required to be tested. (Refer to M-a-
98, latest revision, for the specific milk and/or milk products that have FDA validated
and NCIMS accepted test methods.)

d. Assays of Vitamin A, D, and/or A and D fortified milk and/or milk products, including
aseptically processed and packaged milk and/or milk products, made conducted at least
annually in an IMS Listed Laboratory. Credit for vitamin-fortified milk and/or milk
products is not given unless vitamin analysis is completed and records are available. Each
vitamin fortified product is evaluated separately. (Refer to M-a-98, latest revision, for the
specific milk and/or milk products that have FDA validated and NCIMS accepted test
methods for vitamins.) ...

NOTE: This Proposal shall take immediate effect upon the issuance of the IMS-a, Actions
from the 2013 National Conference on Interstate Milk Shipments, following FDA’s
concurrence with the NCIMS Executive Board.
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Proposal: 208
Document: 2011 PMO (Section 6; and Appendix N)
Pages: 23-27 and 342-351

Make the following changes to SECTION 6. THE EXAMINATION OF MILK AND MILK
PRODUCTS on Pages 23-27:

Page 23:

SECTION 6. THE EXAMINATION OF MILK AND MILK PRODUCTS ...

It shall be the responsibility of the industry plant sampler to collect a representative sample of
milk frem—e i pk—t : erby—in e epti

h— v—Agency—andFEDAto—colle epresentative
samples;—priorto—transferring milkfroma-miktanktruele for Appendix N testing from the
following:

1. Each milk tank truck or from a properly installed and operated aseptic sampler, which is
approved for use by the Regulatory Agency and FDA to collect representative samples, prior to
transferring milk from a milk tank truck; and/or

2. Each raw milk supply that has not been transported in bulk milk pickup tankers or from a
properly installed and operated in-line sampler or aseptic sampler, which is approved for use by
the Regulatory Agency and FDA to collect representative samples, prior to transferring the
milk from a farm bulk milk tank(s)/silo(s), milk plant raw milk tank(s) and/or silo(s), other raw

milk storage container(s), etc. for processing at that location.

+ During any consecutive six (6) months, at least four (4) samples of raw milk ...
2. During any consecutive six (6) months, at least four (4) samples of raw milk ...
3. During any consecutive six (6) months, at least four (4) samples of pasteurized milk, ...

Page 24:

Whenever a pesticide residue test is positive, an investigation shall be made to determine the
cause and the cause shall be corrected. An additional sample shall be taken and tested for
pesticide residues and se milk and/or milk products as defined in this Ordinance shall not be
offered for sale until it is shown by a subsequent sample to be free of pesticide residues or
below the actionable levels established for such residues. ...

Page 25:

Each milk plant regulated under the NCIMS voluntary HACCP Program shall adequately
document its response to each regulatory sample test result that exceeds any maximum level
specified in Section 7 of this Ordinance. The Regulatory Agency wiH shall monitor and verify
that appropriate action(s) was taken by the milk plant.

Examinations and tests to detect adulterants, including pesticides, shall be conducted, as the
Regulatory Agency requires. When the Commissioner of the FDA determines that a potential
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problem exists with animal drug residues or other contaminants in the milk supply, samples
shall be analyzed for the contaminant by a method(s) determined by FDA to be effective in
determining compliance with actionable levels or established tolerances. This testing wil_shall
continue until such time that the Commissioner of the FDA is reasonably assured that the
problem has been corrected. The determination of a problem is to be based upon: ...

Assays of milk and/or milk products as defined in this Ordinance, including aseptically
processed and packaged milk and/or milk products, to which vitamin(s) A and/or D have been
added for fortification purposes, shall be made conducted at least annually in a laboratory,
which has been accredited by FDA and which is acceptable to the Regulatory Agency, using
test methods acceptable to FDA or other official methodologies, which gives statistically
equivalent results to the FDA methods. Vitamin testing laboratories are accredited if they have
one (1) or more certified analysts and meet the quality control requirements of the program
established by FDA. Laboratory accreditation and analyst certification parameters are
specified in the Evaluation of Milk Laboratories (EML) manual.

In addition, all faetities milk plants fortifying milk and/or milk products with vitamins must
shall keep volume control records. These volume control records suast shall cross reference
the form and amount of vitamin D, vitamin A and/or vitamins A and D used with the amount
of milk and/or milk products produced and indicate a percent of expected use, plus or minus.

ADMINISTRATIVE PROCEDURES ...
Page 26:

5. Beta lactam methods which have been independently evaluated or evaluated by FDA and
have been found acceptable by FDA and the NCIMS for detecting Beta lactam drug residues in
raw milk, or pasteurized milk, or that a particular type of pasteurized milk product at current
safe or tolerance levels, shall be used for each Beta lactam drug of concerns;. exeept This does
not apply to those milk products for which there are not any approved Beta lactam drug test
kits available. (Refer to M-a-85, latest revision, for the approved Beta lactam drug tests.)
Regulatory action shall be taken on all confirmed Beta lactam positive results. (Refer to
Appendix N.) A result shall be considered positive for Beta lactam if it has been obtained by
using a method, which has been evaluated and deemed acceptable by FDA and accepted by the
NCIMS at levels established in memoranda transmitted periodically by FDA as required by
Section IV of Appendix N.

6. Screening and Confirmatory Methods for the Detection of Abnormal Milk: The results of
the screening test or confirmatory test shall be recorded on the official records of the dairy
farm and a copy of the results sent to the milk producer.

When a warning letter has been sent, because of excessively high somatic cell counts, an of-
ficial inspection of the dairy farm should be made by regulatory personnel or certified industry
personnel. This inspection should be made during milking time. ...

b. Goat Milk: Direct Microscopic Somatic Cell Count or Electronic Somatic Cell Count
may be used for screening raw goat milk samples, to indicate a range of somatic cell levels,
as long as the somatic cell standard for goat milk remains 1,500,000/mL. Screening for
official purposes must shall be conducted by an analyst (s) certified for that procedure.
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Only the Pyronine Y-Methyl Green stain or "New York modification" Single Strip Direct
Microscopic Somatic Cell Count test procedures shall be used to confirm the level of
somatic cells in goat milk by certified analysts.

c. Sheep Milk: Any of the following confirmatory or screening test procedures shall be
used: Single Strip Direct Microscopic Somatic Cell Count or Electronic Somatic Cell
Count. When results from the Single Strip Direct Microscopic Somatic Cell Count
procedure exceed the 750,000/mL standard set forth in this Ordinance, the count sust shall
have been derived from, or be confirmed by, the Pyronine Y Methyl-Green Stain or the
"New York modification". ...

Page 27:

10. All standards used in the development and use of drug residue detection methods designed
for Grade "A" PMO monitoring programs wil shall be referenced to a United States
Pharmacopeia (USP) standard when available. When a USP standard is not available, then the
original method must shall define the standard to be used.

11. Procedural or reagent changes for official tests must shall be submitted to FDA for
acceptance prior to being used by certified NCIMS milk laboratories.

SAMPLING PROCEDURES: SMEDP contains guidance for the sampling of milk and milk
products. Optionally, sample collection time may be identified in military time (24 hour clock).
(Refer to Appendix G. for a reference to drug residues in milk and/or milk products and the
conditions under which a positive phosphatase reaction may be encountered in properly
pasteurized milk or cream. Refer to Appendix B. for reference to farm bulk milk hauling
programs regarding training, licensing/permitting, routine inspection and the evaluation of
sampling procedures.)

When samples of raw milk for pasteurization are taken at a milk plant prior to pasteurization,
they shall be drawn following adequate agitation from randomly selected storage tanks/silos.
All counts and temperatures shetld shall be recorded on a milk-ledger form as soon as reported
by the laboratory. A computer or other information retrieval system may be used. ...

Make the following changes to the APPENDIX N. DRUG RESIDUE TESTING AND FARM
SURVEILLANCE on Pages 342-351:

Page 342:
I. INDUSTRY RESPONSIBILITIES

MONITORING AND SURVEILLANCE:

Industry shall screen all bulk milk pickup tankers and/or all raw milk supplies that have not
been transported in bulk milk pickup tankers, regardless of final use, for Beta lactam drug resi-
dues. Additionally, other drug residues shall be screened for by employing a random sampling
program on bulk milk pickup tankers and/or all raw milk supplies that have not been
transported in bulk milk pickup tankers when the Commissioner of the FDA determines that a
potential problem exists as cited in Section 6 of this Ordinance. The random bulk milk pickup
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tanker and/or all raw milk supplies that have not been transported in bulk milk pickup tankers
sampling program shall represent and include, during any consecutive six (6) months, at least
four (4) samples collected in at least four (4) separate months, except when three (3) months
show a month containing two (2) sampling dates separated by at least twenty (20) days. Sam-
ples collected under this random sampling program shall be analyzed as specified by FDA.
(Refer to Section 6 of this Ordinance.)

The bulk milk pickup tanker shall be sampled after the last producer has been picked up and
before any additional commingling. These bulk milk pickup tanker samples may be collected
from using an approved aseptic sampler. The sample sust shall be representative. Bulk milk

plckup tanker testmg shall be completed prlor to processmg the mllk }nel&stﬁhpl-ant—samplers

h - Bulk m11k
plckup tanker samples feﬂnd—to—be conﬁrmed positive for drug residues shall be retained as

determmed necessary by the Regulatory Agency %H—presu*nﬁﬁy%pesmy%test—resal-ts—fer—drag

All raw mrlk supplles that have not been transported in bulk m1lk plckup tankers shall be

sampled prior to processing the milk. The sample(s) shall be representative of each farm bulk
milk tank(s)/silo(s), milk plant raw milk tank(s) and/or silo(s), other raw milk storage
container(s), etc. Testing of all raw milk supplies that have not been transported in bulk milk
pickup tankers shall be completed prior to processing the milk.

NOTE: On-farm producer/processors that plan to store or ship their raw sheep milk frozen,
shall sample their raw sheep milk prior to freezing. The sample shall be obtained by a bulk
milk hauler/sampler permitted in the State where the dairy farm is located. The raw sheep milk
sample shall then be tested in a certified laboratory or screening facility. If this is the on-farm
producer/processor’s only raw sheep milk supply, this testing would suffice for the required
Appendix N testing for all raw milk supplies that have not been transported in bulk milk
pickup tankers, which are required to be completed prior to processing the milk. In the case of
sheep milk dairy farms, the raw milk sample may be frozen in accordance with a sample
protocol approved by the Regulatory Agency of the State in which the dairy farm is located as
specified in Appendix B and transported to a certified laboratory for testing. The test results, or
raw milk samples, shall clearly distinguish the lot number of the frozen raw sheep milk and
accompany the frozen raw sheep milk to the plant.

All presumptive positive test results for drug residues from analysis conducted on commingled
raw_milk tanks, bulk milk pickup tankers and/or all raw milk supplies that have not been
transported in bulk milk pickup tankers, farm raw milk tanks/silos (only milk offered for sale)
or finished milk or milk product samples shall be reported to the Regulatory Agency of the
State in which the testing was conducted. Bulk milk pickup tanker and/or all raw milk supplies
that have not been transported in bulk milk pickup tankers samples confirmed positive for drug
residues shall be retained or disposed of as determined by the Regulatory Agency.
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Industry plant samplers shall be evaluated according to the requirements specified in Section 6.
THE EXAMINATION OF MILK AND MILK PRODUCTS and at the frequency addressed in
Section 5. INSPECTION OF DAIRY FARMS AND MILK PLANTS of this Ordinance.

REPORTING AND FARM TRACE BACK:

When a bulk milk pickup tanker and/or a raw milk supply that has not been transported in bulk
milk pickup tankers is found to be presumptive positive for drug residues, the Regulatory
Agency of the State in which the testing was conducted, shall be immediately notified of the
results and the ultimate disposition of the raw milk.

The producer samples from the bulk milk pickup tanker, found to be positive for drug residues,
shall be individually tested to determine the farm of origin. The samples shall be tested as
directed by the Regulatory Agency.

When a farm bulk milk tank(s)/silo(s), milk plant raw milk tank(s) and/or silo(s), other raw
milk storage container(s), etc, is (are) used for a milk plant’s raw milk supply(ies) that has
(have) not been transported in bulk milk pickup tankers, is (are) found to be positive
(confirmed) for drug residues, the farm of origin of the drug residue has consequently already
been determined and further testing is not required to determine the farm of origin.

Further pickups or use of the violative individual producer’s milk shall be immediately discon-
tinued, until such time, that subsequent tests are no longer positive for drug residues.

RECORD REQUIREMENTS:

Results of all testing may be recorded in any format acceptable to the Regulatory Agency that
includes at least the following information:

Page 343:

1. Identity of the person doing the test;

2. Identity of the bulk milk pickup tanker or farm bulk milk tank(s)/silo(s), milk plant raw
milk tank(s) and/or silo(s), other raw milk storage container(s), etc. used for the storage
of all raw milk supplies that have not been transported in bulk milk pickup tankers
being tested ;

Date/time the test was performed (Time, Day, Month, and Year);

Identity of the test performed/lot #/any and all controls (+/-);

Results of the test;

Follow-up testing if the initial test was positive/any and all controls (+/-);

Site where test was performed, and

Prior test documentation shall be provided for a presumptive positive load.

e A

*Include the BTU number(s) of the dairy farms present on the bulk milk pickup tanker and/or
all raw milk supplies that have not been transported in bulk milk pickup tankers with the above
information.
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Records of all sample results shall be maintained for a minimum of six (6) months by the
industry at the location where the tests were run, and/or another location as directed by the
Regulatory Agency.

I1. REGULATORY AGENCY RESPONSIBLITIES

Upon receipt of notification from industry of a bulk milk pickup tanker and/or a raw milk
supply that has not been transported in bulk milk pickup tankers, which contains milk from
another State(s), is found to be presumptive positive for drug residues it is the responsibility of
the Regulatory Agency of the receiving State to notify the Regulatory Agency(ies) of all States
of origin.

MONITORING AND SURVEILLANCE:

Regulatory Agencies shall monitor industry surveillance activities during either routine or
unannounced, on-site quarterly inspections to collect samples from bulk milk pickup tankers
and/or all raw milk supplies that have not been transported in bulk milk pickup tankers and to
review industry records of the their sampling program. Samples should be collected and
analyzed from at least ten percent (10%) of the bulk milk pickup tankers and/or all raw milk
supplies that have not been transported in bulk milk pickup tankers scheduled to arrive on the
day of the inspection. The method used shall be appropriate for the drug being analyzed and
shall be capable of detecting the same drugs at the same concentrations as the method being
used by industry. Alternately, the Regulatory Agency or Laboratory Evaluation Officer (LEO)
may take known samples with them on the audit visit and observe the industry analyst test the
samples. Receiving locations that choose to certify all receiving analysts, certified under the
provisions of the NCIMS Laboratory Certification Program, are exempt from the sample
collection requirements of this Section. Receiving locations where all approved receiving
Industry Analysts and Industry Supervisors successfully participate in a biennial on-site
evaluation and annual split sample comparisons by LEOs are also exempt from the sample
collection requirements of this Section.

A review shall include, but not be limited to, the following:

1. Is the program an appropriate routine monitoring program for the detection of drug
residues?

2. Is the program utilizing appropriate test methods?

3. Is each producer’s milk represented in a testing program for drug residues and tested at
the frequency prescribed in Section [.-INDUSTRY RESPONSIBILITIES A-: of this
Appendix for drug residues?

Page 344

4. Is the program assuring timely notification to the appropriate Regulatory Agency of
positive results, the ultimate disposition of the bulk milk pickup tanker and/or a raw milk
supply that has not been transported in bulk milk pickup tankers; and of the trace back to
the farm of origin?
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To

5. Is the dairy farm pickup and/or use of the violative individual producer’s milk
suspended until subsequent testing establishes the milk is no longer positive for drug
residues?

satisfy these requirements:
a. There should be an agreement between the Regulatory Agency and industry that weuld
speetfy specifies how this notification is to take place. This notification sust shall be
“timely” for example by telephone or fax, and supported in writing.
b. Fhis The ultimate disposition should either be prearranged in an agreement between the
Regulatory Agency and the industry, or physically supervised by the Regulatory Agency.
The milk should be disposed of in accordance with provisions of M-1-06-5 or an FDA and
Regulatory Agency reviewed and accepted Beta lactam milk diversion protocol for use as
animal feed.
c. All screening test positive (confirmed) loads must shall be broken down (producer trace
back) using the same or an equivalent test method (M-I-96-10, latest revision).
Confirmation tests (load and producer trace back/permit action) shall be performed by an
Official or Officially Designated Laboratory or Certified Industry Supervisor. Positive
producers shall be handled in accordance with this Appendix.
d. When a farm bulk milk tank(s)/silo(s), milk plant raw milk tank(s) and/or silo(s), other
raw milk storage container(s), etc. is (are) used for a milk plant’s raw milk supply(ies) that
has (have) not been transported in bulk milk pickup tankers, is (are) found to be positive
(confirmed) for drug residues, the farm of origin of the drug residue has consequently
already been determined and further testing is not required to determine the farm of origin.
Confirmation tests shall be performed by an Official or Officially Designated Laboratory or
Certified Industry Supervisor. Positive producers shall be handled in accordance with this
Appendix.
de.The suspension and discontinuance of farm bulk milk tank pick up and/or the use of raw
milk supplies that have not been transported in bulk milk pickup tankers is the
responsibility of the industry; under the direction and supervision of the Regulatory
Agency. At the discretion of the Regulatory Agency, records should be maintained by
industry and/or the Regulatory Agency that:
(1) Establish the identity of the producer for raw milk supplies that have not been
transported in bulk milk pickup tankers that tested positive or the producer and the
identity of the load that tested positive; and
(2) Establish that ae milk is not picked up or used from the drug residue positive testing
producer until the Regulatory Agency has fulfilled their obligations under Section II-
ENFORCEMENT of this Appendix and has cleared the milk for pick up and/or use.

Sufficient records should be reviewed to assure that all farm bulk milk pickup tankers and/or
all raw milk supplies that have not been transported in bulk milk pickup tankers are sampled

before additional commingling at the milk receiving facility and the results were made
available to the appropriate BTU(s).

The Regulatory Agency shall also perform routine sampling and testing for drug residues
determined to be necessary as outlined in Section 6 of this Ordinance.

ENFORCEMENT:
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If testing reveals milk positive for drug residues, the milk shall be disposed of in a manner that
removes it from the human or animal food chain, except where acceptably reconditioned under
FDA Compliance Policy Guide (CPG 7126.20). The Regulatory Agency shall determine the
producer(s) responsible for the violation.

Suspension: Any time milk is found to test as a confirmed positive for a drug residue, the
Regulatory Agency shall immediately suspend the producer’s Grade "A” permit or equally
effective measures shall be taken to prevent the sale of milk containing drug residues.
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Penalties: Future piek—aps pickups and/or use of the violative individual producer’s milk are
prohibited until subsequent testing reveals the milk is free of drug residue. The penalty shall
be for the value of all milk on the contaminated load and/or raw milk supply that has not been
transported in bulk milk pickup tankers plus any costs associated with the disposition of the
contaminated load or raw milk supply that has not been transported in bulk milk pickup
tankers. The Regulatory Agency may accept certification from the violative producer’s milk
marketing cooperative or purchaser of milk as satisfying the penalty requirements.
Reinstatement: The Grade “A” producer’s permit may be reinstated, or other action taken, to
allow the sale of milk for human food, when a representative sample taken from the producer’s
milk, prior to commingling with any other milk, is no longer positive for drug residue.
Follow-Up: Whenever a drug residue test is positive, an investigation shall be made to
determine the cause. The farm inspection is completed by the Regulatory Agency or its agent
to determine the cause of the residue and actions taken to prevent future violations including:

1. On-farm changes in procedures necessary to prevent future occurrences as recommended by
the Regulatory Agency.

2. Discussion and education on the Drug Residue Avoidance Control measures outlined in
Appendix C. of this Ordinance.

Permit Revocation: After a third violation in a twelve (12) month period, the Regulatory
Agency shall initiate administrative procedures pursuant to the revocation of the producer’s
Grade “A” permit under the authority of Section 3. Permits of this Ordinance, due to repeated
violations.

REGULATORY AGENCY RECORDS:

In regards to the industry reporting a positive tanker and/or a raw milk supply that has not been
transported in bulk milk pickup tankers result, the Regulatory Agency’s records shewld shall
indicate the following:

1. What were the Regulatory Agency's directions?

2. When was the Regulatory Agency notified? By whom?

3. What was the identity of the load or farm bulk milk tank(s)/silo(s), milk plant raw milk
tank(s) and/or silo(s), other raw milk storage container(s), etc. when used for a milk plant’s raw
milk supply(ies) that has (have) not been transported in bulk milk pickup tankers?

4. What screening and/or confirmatory test(s) were used and who were the analyst(s)?

5. What was the disposition of the adulterated milk?
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6. Which producer(s) was responsible?
7. Record of negative test results prior to subsequent milk pickup and/or use from the
violative producer(s).

I1l. TESTING PROGRAM FOR DRUG RESIDUES ESTABLISHED
DEFINITIONS:
For purposes of this Appendix the following definitions are to be used:

1. Presumptive Positive: A presumptive positive test is a positive result from an initial
testing of a bulk milk pickup tanker and/or a raw milk supply that has not been transported
in bulk milk pickup tankers using an M-a-85 (latest revision) approved test, which has been
promptly repeated in duplicate with positive and negative controls that give the proper
results using the same test, on the same sample, with one (1) or both of these duplicate
retests giving a positive result.

Page 346:

2. Screening Test Positive (Load or Raw Milk Supply that has Not been Transported
in Bulk Milk Pickup Tankers Confirmation): A screening test positive result is obtained
when the presumptive positive sample is tested in duplicate, using the same or equivalent
(M-1-96-10, latest revision) test as that used for the presumptive positive, with a positive
and negative control that give the proper results, and either or both of the duplicates are
positive and-the-centrols—give-theproperresults. A screening test positive (load or farm
bulk milk tank(s)/silo(s), milk plant raw milk tank(s) and/or silo(s), other raw milk storage
container(s), etc. when used for a milk plant’s raw milk supply(ies) that has (have) not been
transported in bulk milk pickup tankers confirmation) is to be preformed performed by an
Official State Laboratory, Officially Designated Laboratory or Certified Industry
Supervisor using the same or an equivalent test (M-1-96-10, latest revision).

3. Producer Trace Back/Permit Action: A producer trace back/permit action test is
performed after a screening test positive load is identified by an Official State Laboratory,
Officially Designated Laboratory or Certified Industry Supervisor using the same or an
equivalent (M-1-96-10, latest revision) test as was used to obtain the screening test positive
(load confirmation). A confirmed producer test positive result is obtained in the same
manner as a confirmation (screening test positive) for a load. After an initial positive result
(producer presumptive positive) is obtained on a producer sample, that sample is then
tested in duplicate using the same test as was used to obtain the producer presumptive
positive result. This testing is performed with a positive and negative control and if either
or both of the duplicates are positive and the controls give the proper results, the producer
sample is confirmed as positive.

NOTE: When a farm bulk milk tank(s)/silo(s), milk plant raw milk tank(s) and/or silo(s),
other raw milk storage container(s), etc. is used for a milk plant’s raw milk supply(ies) that
has not been transported in bulk milk pickup tankers. is found to be positive (confirmed)
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for drug residues, the farm of origin for the drug residue has consequently already been
determined and further testing is not required to determine the farm of origin.

4. Individual Producer Load: An individual producer bulk milk pickup tanker is a bulk
milk pickup tanker, or a compartment(s) of a bulk milk pickup tanker, that contains milk
from only one (1) dairy farm.

5. Individual On-Farm Producer/Processor’s Raw Milk Supply: An individual on-
farm producer/processor’s raw milk supply may be transported in bulk milk pickup tankers;
and/or their raw milk supply may be stored in a farm bulk milk tank(s)/silo(s) on the dairy
farm that directly feeds the batch (vat) pasteurizer(s) or constant-level tank of a HTST
pasteurization system or piped from the a farm bulk milk tank(s)/silo(s) to a raw milk
tank(s) and/or silo(s) in the milk plant that feeds the batch (vat) pasteurizer(s) or constant-
level tank of a HTST pasteurization system; and/or other raw milk storage containers.

56. Industry Analyst: A person under the supervision of the a Certified Industry
Supervisor or Industry Supervisor who is assigned to conduct screening of bulk milk
pickup tankers and/or all raw milk supplies that have not been transported in bulk milk
pickup tankers for Appendix N. drug residue requirements.

67. Industry Supervisor/Certified Industry Supervisor: An individual trained by the a
State LEO who is responsible for the supervision and training of Industry Analysts who test
milk tank trucks and/or all raw milk supplies that have not been not transported in bulk
milk pickup tankers for Appendix N. drug residue requirements.

78. Certified Industry Supervisor: An Industry Supervisor who is evaluated and listed by
a State LEO as certified to conduct drug residue screening tests at industry drug residue
screening sites for Grade “A” PMO, Appendix N. regulatory actions (confirmation of bulk
milk pickup tankers, farm bulk milk tank(s)/silo(s), milk plant raw milk tank(s) and/or
silo(s), or other raw milk storage container(s), etc. when used for a milk plant’s raw milk
supply(ies) that has (have) not been transported in bulk milk pickup tankers, producer trace
back and/or permit action).

CERTIFIED INDUSTRY SUPERVISORS: EVALUATION AND RECORDS:
Reference: EML

1. Certified Industry Supervisors/Industry Supervisors/Industry Analysts: Regulatory
Agencies may choose to allow Industry Supervisors to be certified. Under this program, these
Certified Industry Supervisors may officially confirm presumptive positive bulk milk pickup
tanker loads and/or all raw milk supplies that have not been transported in bulk milk pickup
tankers, and confirm producer milk for regulatory purposes (producer trace back/permit
action). In the implementation of Appendix N. of this Ordinance, the LEO wiH shall use the
appropriate Appendix N. FDA 2400 Series Form when evaluating Official State Laboratories,
Officially Designated Laboratories or Certified Industry Supervisors, Industry Supervisors and
Industry Analysts.

The Certified Industry Supervisor/Industry Supervisor shall report to the LEO the result results
of all competency evaluations performed on Industry Analysts. The names of all Certified
Industry Supervisors, Industry Supervisors and Industry Analysts, as well as their training and
evaluation status, shall be maintained by the State LEO and updated as replacement, additions
and/or removals occur. The State LEO shall verify (document) that each Certified Industry
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Supervisor and/or Industry Supervisor has established a program that ensures the proficiency
of the Industry Analysts they supervise. The State LEO shall also verify that each Industry
Supervisor and Industry Analyst has demonstrated proficiency in performing drug residue
analysis at least biennially. Verification may include an analysis of split samples and/or an on-
site performance evaluation or another proficiency determination that the State LEO and the
FDA Laboratory Proficiency Evaluation Team (LPET) agree is appropriate.

Page 347

Failure by the Industry Supervisor or Industry Analyst to demonstrate adequate proficiency to
the LEO shall lead to their removal from the LEO list of Industry Supervisors and/or Industry
Analysts. Reinstatement of their testing status shall only be possible by completing retraining
and/or successfully analyzing split samples and/or passing an on-site evaluation or otherwise
demonstrating proficiency to the LEO. (Refer to the EML, which describes the certification
requirements for Certified Industry Supervisors and the training requirements for Industry
Supervisors and Industry Analysts.)

2. Sampling and Testing of Bulk Milk Pickup Tankers: The bulk milk pickup tanker shall
be sampled after the last producer has been picked up and before any additional commingling.
The sample sust shall be representative. The sample analysis shall be completed before the
milk is processed.

3. Sampling and Testing of Raw Milk Supplies that have Not been Transported in Bulk
Milk Pickup Tankers: All raw milk supplies that have not been transported in bulk milk
pickup tankers shall be sampled prior to processing the milk. The sample(s) shall be
representative of each farm bulk milk tank(s)/silo(s), milk plant raw milk tank(s) and/or silo(s),
or other raw milk storage container(s) supply. Testing of all raw milk supplies that have not
been transported in bulk milk pickup tankers shall be completed prior to processing the milk.
34. Bulk Milk Pickup Tanker Unloaded Prior to Negative Test Result: If the bulk milk
pickup tanker is unloaded and commingled prior to obtaining a negative test result and the
screening test is presumptive positive, the Regulatory Agency shall be immediately notified.
Fhe If the bulk milk tanker sample is confirmed positive, then the commingled milk is
adulterated and unacceptable for human consumption regardless of any subsequent test results
from the commingled milk. The milk shall be disposed of under the supervision of the
Regulatory Agency.

5. Raw Milk Supplies that have Not been Transported in Bulk Milk Pickup Tankers
Processed Prior to Negative Results: If the raw milk supply that has not been transported in
bulk milk pickup tankers is processed prior to obtaining a negative test result and the screening
test is presumptive positive, the Regulatory Agency shall be immediately notified. If the
sample of the raw milk supply that has not been transported in bulk milk pickup tankers is
confirmed positive, then the processed milk is adulterated and unacceptable for human
consumption regardless of any subsequent test results from the raw milk supply and/or
pasteurized milk or milk products. The processed milk shall be disposed of under the
supervision of the Regulatory Agency.
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BULK MILK PICKUP TANKER AND/OR ALL RAW MILK SUPPLIES THAT HAVE
NOT BEEN TRANSPORTED IN BULK MILK PICKUP TANKERS SCREENING
TEST:

1. Performance Tests/Controls: Each lot of test kits purchased shall be tested by positive (+)
and negative (-) controls, as defined in the SCREENING TESTS NECESSARY TO
IMPLEMENT THE PROVISIONS OF APPENDIX N. FOR BULK MILK PICKUP
TANKERS AND/OR ALL RAW MILK SUPPLIES THAT HAVE NOT BEEN
TRANSPORTED IN RAW BULK MILK PICKUP TANKERS of this Section, in each
screening facility prior to its initial use and each testing day thereafter. Records of all positive
(+) and negative (-) control performance tests shall be maintained.
2. Initial Drug Testing Procedures: The following procedures apply to testing bulk milk
pickup tankers and/or all raw milk supplies that have not been transported in bulk milk pickup
tankers for drug residues following the provisions of Appendix N. Industry analysts may
screen bulk milk pickup tankers and/or all raw milk supplies that have not been transported in
bulk milk pickup tankers and receive or reject milk. Milk plants, receiving stations, transfer
stations and other screening locations may choose to participate in the Industry Supervisor
Certification Program.
a. Industry Presumptive Positive Options: There are two (2) industry options for the milk
represented by a presumptive positive sample:
(1) The Regulatory Agency involved (origin and receipt) shall be notified. The
appropriate Regulatory Agency shall take control of the presumptive positive load
and/or raw milk supply that has not been transported in bulk milk pickup tankers. A
written copy of the presumptive positive test results shall follow the initial Regulatory
Agency notification. Testing for confirmation of that presumptive positive load and/or
raw milk supply that has not been transported in bulk milk pickup tankers shall be in an
Official State Laboratory, Officially Designated Laboratory or by a Certified Industry
Supervisor at a location acceptable to the Regulatory Agency. Documentation of prior
testing shall be provided to the analyst performing the load and/or raw milk supply that
has not been transported in bulk milk pickup tankers confirmation. The presumptive
positive load and/or raw milk supply that has not been transported in bulk milk pickup
tankers may be re-sampled, at the direction of the Regulatory Agency, prior to analysis
with the same or equivalent test (M-1-96-10, latest revision), as was used to obtain the
presumptive positive result. This analysis shall be done in duplicate with positive (+)
and negative (-) controls. If either or both of the duplicate samples are positive and the
positive (+) and negative (-) controls give the correct reactions, the sample is deemed a
Screening Test Positive (Confirmed Load_and/or Raw Milk Supply that has Not been
Transported in Bulk Milk Pickup Tankers). A written copy of the test results shall be
provided to the Regulatory Agency. The milk, which that sample represents, is no
longer available for sale or processing into human food.
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(2) The owner of the presumptive positive milk may reject the load and/or raw milk
supply that has not been transported in bulk milk pickup tankers without further testing.
At that time the milk represented by the presumptive positive test is not available for
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sale or processing into human food. The milk cannot be re-screened. The Regulatory
Agency involved (origin and receipt) shall be notified. Under this option, producer
trace backs shall be conducted for the reject load.

NOTE: When a farm bulk milk tank(s)/silo(s), milk plant raw milk tank(s) and/or
silo(s), other raw milk storage container(s), etc. is used for a milk plant’s raw milk
supply(ies) that has not been transported in bulk milk pickup tankers, is found to be
positive (confirmed) for drug residues, the farm of origin for the drug residue has
consequently already been determined and further testing is not required to determine
the farm of origin.

3. Re-Sampling:
a. Presumptive Results: Occasionally, an error in sampling or a suspicious test result is
discovered after a presumptive result is initially obtained. When this happens, the
Regulatory Agency may allow the industry to re-sample the bulk milk pickup tanker and/or
raw milk supply that has not been transported in bulk milk pickup tankers. The reasons that
made the re-sampling necessary shall be clearly documented in testing records and reported
to the Regulatory Agency. This written record shall be provided to the Regulatory Agency
and shall be maintained with the record of the testing for that load and/or raw milk supply
that has not been transported in bulk milk pickup tankers.
b. Screening Test Results: Re-sampling or additional analysis of screening test results
should be discouraged. However, the Regulatory Agency may direct re-sampling and/or
analysis, when it has determined that procedures for sampling and/or analysis did not
adhere to accepted NCIMS practices (SMEDP, FDA 2400 Series Forms, Appendix N. and
the applicable FDA interpretative or informational memoranda). This decision by the
Regulatory Agency must shall be based on objective evidence. A Regulatory Agency
allowing re-sampling must shall plan a timely follow-up to identify the problem and initiate
corrective action to ensure the problem that led to the need for re-sampling is not repeated.
If re-sampling and/or analysis is necessary, it shall include a review of the samplers,
analysts, and/or laboratories to identify the problem(s) and initiate corrective action to
ensure the problem(s) is not repeated. The reasons that made the re-sampling or analysis
necessary shall be clearly documented in testing records maintained by the Regulatory
Agency, and shall be maintained with the record of the testing for that load and/or raw milk
supply that has not been transported in bulk milk pickup tankers.

4. Producer Trace Back: All screening test positive (confirmed) loads must shall be broken

down (producer trace back) using the same or an equivalent test method (M-I-96-10, latest

revision). Confirmation tests (load and producer trace back/permit action) shall be performed

in an Official State Laboratory, or Officially Designated Laboratory or by a Certified Industry

Supervisor. Positive producers shall be handled in accordance with this Appendix.

NOTE: When a farm bulk milk tank(s)/silos, milk plant raw milk tank(s) and/or silo(s), other
raw milk storage container(s), etc. is used for a milk plant’s raw milk supply(ies) that has not
been transported in bulk milk pickup tankers, is found to be positive (confirmed) for drug
residues, the farm of origin for the drug residue has consequently already been determined and
further testing is not required to determine the farm of origin.
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Assuring Representative Samples From Individual-Producer Loads And Multiple-Farm Tank
Loads From An Individual Producer: Representative samples shall be secured from each farm
storage tank(s)/silo(s) of milk prior to loading onto a bulk milk pickup tanker and/or other raw
milk supply transportation method at the dairy farm. The representative sample(s) shall travel
with the bulk milk pickup tanker and/or other raw milk supply transportation method to a
designated location acceptable to the Regulatory Agency.

Record Requirements: Results of all testing may be recorded in any format acceptable to the
Regulatory Agency that includes at least the following information:
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1. Identity of the person doing the test;
2. Identity of the bulk milk pickup tanker or farm bulk milk tank(s)/silo(s), milk plant raw
milk tank(s) and/or silo, or other raw milk storage container(s), etc. used for the storage of raw
milk supplies that have not been transported in bulk milk pickup tankers being tested ;
3. Date/time the test was performed (Time, Day, Month and Year);
4. Identity of the test performed/lot #/any and all controls (+/-);
5. Results of the test, if the analysis results are positive the record shewld shall show:
a. The identity of each producer contributing to the positive load;
b. Who at the Regulatory Agency was notified;
c. When did this notification take place; and
d. How was this notification accomplished.
6. Follow-up testing if initial test was positive/any and all controls (+/-);
7. Site where test was performed; and
8. Prior test documentation shall be provided for a presumptive positive load.

“Include the BTU number(s) of the dairy farms present on the bulk milk pickup tanker and/or
all raw milk supplies that have not been transported in bulk milk pickup tankers with the above
information.

SCREENING TESTS NECESSARY TO IMPLEMENT THE PROVISIONS OF
APPENDIX N. FOR BULK MILK PICKUP TANKERS AND/OR ALL RAW MILK
SUPPLIES THAT HAVE NOT BEEN TRANSPORTED IN BULK MILK PICKUP
TANKERS:

1. Performance Tests/Controls (+/-):

a. Each lot of kits purchased is tested by positive (+) and negative (-) controls.

b. Each screening facility runs a positive (+) and negative (-) control performance test
each testing day.

c. All NCIMS Approved Bulk Milk Pickup Tanker and/or All Raw Milk Supplies that
have Not been Transported in Bulk Milk Pickup Tankers Screening Tests Include Fhe the
Following Format: All presumptive positive test results are to be repeated in duplicate as
soon as possible at the direction of the Regulatory Agency on the same sample with single
positive (+) and negative (-) controls by a certified analyst (Official State Laboratory,
Officially Designated Laboratory or Certified Industry Supervisor) using the same or
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equivalent test (M-I-96-10, latest revision). If the duplicate tests are negative, with
appropriate (+/-) control (<~ results, are-regative{; the bulk milk pickup tanker and/or
all raw milk supplies that have not been transported in raw milk bulk milk pickup tankers
is reported as negative. If one (1) or both duplicate test(s) is positive (+), the test result is
reported to the Regulatory Agency of the State in which the testing was conducted, as a
screening test positive (confirmed).
d. All positive (+) controls used for drug residue testing kits are labeled to indicate a
specific drug and concentration level for that drug.
(1) For tests that have been validated and only detect Penicillin, Ampicillin,
Amoxicillin and Cephapirin, the positive (+) control is Pen G @ 5 £+ 0.5 ppb.
(2) For test kits validated for the detection of Cloxacillin, the positive (+) control may
be Cloxacillin @ 10 = 1 ppb.
(3) For test kits validated for one (1) drug residue only, the positive (+) control is +
10% of the safe level/tolerance of the drug residue detected.
2. Work Area:
a. Temperature within specifications of the test kit manufacturer's labeling.
b. Adequate lighting for conducting the test kit procedure.
3. Test Kit Thermometers:
a. Thermometer traceable to a NIST Certified Thermometer.
b. Graduation interval not greater than 1°C.
c. Dial thermometers are not used to determine the temperatures of samples, reagents,
refrigerators, or incubators in milk laboratories.
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4. Refrigeration:
a. Test kit reagent storage temperature specified by manufacturer.

5. Balance (Electronic):
a. 0.01 g for preparation of positive (+) controls.
b. Balance with appropriate sensitivity for calibration of pipetting devices within a
tolerance of + 5%. These devices may be calibrated at another location acceptable to the
State LEO.

6. Screening Test Sampling Requirements:
a. Temperature of milk in the bulk milk pickup tanker and/or all raw milk supplies that
have not been transported in bulk milk pickup tankers determined and recorded.
b. Representative bulk milk pickup tanker and/or all raw milk supplies that have not been
transported in bulk milk pickup tankers sample for drug residue testing collected.
c. Samples tested within seventy-two (72) hours of collection.

7. Screening Test Volumetric Measuring Devices:
a. Single use devices provided by kit manufacturers are acceptable for Appendix N.
screening analysts.
b. NCIMS Certified Laboratories require calibrated pipetting/dispensing devices. These
devices may be calibrated at another location acceptable to the State LEO.
c. Measuring devices with tips bearing calibration lines provided by test kit manufacturers
are acceptable for Appendix N. screening.
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IV. ESTABLISHED TOLERANCES AND/OR SAFE LEVELS OF DRUG RESIDUES

"Safe levels" are used by FDA as guides for prosecutorial discretion. They do not legalize
residues found in milk that are below the safe level. In short, FDA uses the "safe levels" as
prosecutional guidelines and in full consistency with CNI v. Young stating, in direct and
unequivocal language, that the "safe levels" are not binding. They do not dictate any result;
they do not limit the Agency's discretion in any way; and they do not protect milk producers, or
milk from court enforcement action.

"Safe levels" are not and cannot be transformed into tolerances that are established for animal
drugs under Section 512 (b) of the FFD&CA as amended. "Safe levels" do not:

1. Bind the courts, the public, including milk producers, or the Agency, including individual
FDA employees; and
2. Do not have the "force of law" of tolerances, or of binding rules.

Notification, changes or additions of "safe levels" s+l shall be transmitted via Memoranda of
Information (M-I's).

V. APPROVED METHODS

Regulatory Agencies and industry shall use tests from the most recent revision of M-a-85 for
analysis of bulk milk pickup tankers and/or all raw milk supplies that have not been transported
in raw milk bulk milk pickup tankers for Beta lactam residues, following the testing procedures
specified in Section III of this Appendix. Association of Official Analytical Chemists (AOAC)
First Action and AOAC Final Action methods are accepted in accordance with Section 6 of
this Ordinance. Drug residue detection methods shall be evaluated at the safe level or
tolerance. Regulatory action based on each test kit method may be delayed until the evaluation
is completed and the method is found to be acceptable to FDA and complies with the provisi-
ons of Section 6 of this Ordinance.

The following text is a mandatory part of this solution but will not be placed in an NCIMS
document.

This Proposal also authorizes FDA to make appropriate editorial changes to the NCIMS
documents as needed, in accordance with NCIMS Procedures, resulting from Proposals that
are passed at the 2013 NCIMS Conference, and concurred with by FDA, related to appropriate
wording cited in this Proposal addressing drug residue testing and other citations, i.e. will and
must changed to shall, as cited throughout this Proposal.

Proposal: 210
Document: 2011 PMO (Section 6)
Page: 25

Make the following changes to SECTION 6. THE EXAMINATION OF MILK AND MILK
PRODUCTS on Page 25:
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Examinations and tests to detect adulterants, including pesticides, shall be conducted, as the
Regulatory Agency requires. When the Commissioner of the FDA determines that a potential
problem exists with animal drug residues or other contaminants in the milk supply, samples
shall be analyzed for the contaminant by a method(s) determined by FDA to be effective in
determining compliance with actionable levels or established tolerances. This testing will
continue until such time that the Commissioner of the FDA is reasonably assured that the
problem has been corrected. The determination of a potential problem is to be based on

relevant scientific information. Fhe-determination-ofaproblemisto-be-basedupon:

Proposal: 303
Document: 2011 PMO (Section 6; and Appendixes G and N
Pages: 25, 214-216, 346 and 348

Make the following changes to SECTION 6. THE EXAMIONATION OF MILK AND MILK
PRODUCTS on Page 25:

LABORATORY TECHNIQUES: Procedures for the collection, including the use of
approved in-line samplers and approved aseptic samplers for milk tank trucks or for farm bulk
milk tanks and/or silos, and the holding of samples; the selection and preparation of apparatus,
media and reagents; and the analytical procedures, incubation, reading and reporting of results,
shall be in substantial compliance with the FDA/NCIMS 2400 Series Forms, SMEDP and
OMA. The procedures shall be those specified therein for: ...

Make the following changes to the APPENDIX G. CHEMICAL AND BACTERIOLOGICAL
TESTS on Pages 214-216:

Page 214

I. PRIVATE WATER SUPPLIES AND RECIRCULATED WATER -
BACTERIOLOGICAL ...

Apparatus, Methods and Procedure: Tests performed shall conform with the current edition

of SMEWW or with FDA approved, EPA promulgated methods for the examination of water
and waste water or the applicable FDA/NCIMS 2400 Series Forms....

Il. PASTEURIZATION EFFICIENCY - FIELD PHOSPHATASE TEST ...

Page 215:
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Procedure: Refer to the applicable FDA/NCIMS 2400 Series Forms for details on
phosphatase tests.

Page 216:
V. DETECTION OF DRUG RESIDUES IN MILK ...

The allergenic properties of certain drugs in common use make their presence in milk
potentially hazardous to consumers. Also, substantial losses of byproducts may be sustained by
the milk industry each year because of the inhibitory effects of drug residues on the culturing
process. Drug residues shall be tested for, using tests provided for in Section 6 of this
Ordinance. These tests are specified in memoranda from the FDA. (Refer to the latest edition
of M-a-85 and the FDA/NCIMS 2400 Series Forms for each specific test method.)

Make the following changes to the APPENDIX N. DRUG RESIDUE TESTING AND FARM
SURVEILANCE on Pages 346 and 348:

Page 346:
CERTIFIED INDUSTRY SUPERVISORS; EVALUATION AND RECORDS: ...

1. Certified Industry Supervisors/Industry Supervisors/Industry Analysts: Regulatory
Agencies may choose to allow Industry Supervisors to be certified. Under this program, these
Certified Industry Supervisors may officially confirm presumptive positive tanker loads and
confirm producer milk for regulatory purposes (producer trace back/permit action). In the
implementation of Appendix N. of this Ordinance, the LEO will use the appropriate Appendix
N. FDA/NCIMS 2400 Sertes Form when evaluating Official State Laboratories, Officially
Designated Laboratories or Certified Industry Supervisors, Industry Supervisors and Industry
Analysts. ...

BULK MILK PICKUP TANKER SCREENING TEST: ...
Page 348:

b. Screening Test Results: Re-sampling or additional analysis of screening test results should
be discouraged. However, the Regulatory Agency may direct re-sampling and/or analysis,
when it has determined that procedures for sampling and/or analysis did not adhere to accepted
NCIMS practices (SMEDP, FDA/NCIMS 2400 Sertes Forms, Appendix N. and the applicable
FDA interpretative or informational memoranda).

Document: 2011 PROCEDURES (Sections IV and VI; and Related Documents)
Pages: 8, 27 and 68

Make the following changes to SECTION IV. OVERSIGHT AND RESPONSIBILITIES on
Page 8:
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4. Laboratory Evaluations

a. PHS/FDA shall evaluate and approve the laboratory facilities and procedures of State
Laboratory Approval Agencies to assure compliance with FDA/NCIMS 2400 Series
Evaluatien Forms and, where appropriate, the current edition of Official Methods of Analysis of
AOAC INTERNATIONAL (OMA).

b. PHS/FDA shall periodically evaluate milk laboratories of participating States to assure
compliance with FDA/NCIMS 2400 Series—Ewaluation Forms, and where appropriate, the
current edition of OMA. ...

Make the following changes to SECTION VI. STANDARDS on Page 27:
I. LABORATORY PROCEDURES

Laboratory procedures used to examine milk and milk products of interstate milk shippers shall
conform to the procedures in the current revisions of the NEIMS/AEDA FDA/NCIMS 2400
Series Forms and the OMA, using only methods approved by the NCIMS. ...

Make the following changes to RELATED DOCUMENTS on Page 68:

FDA/NCIMS 2400 Sertes—Ewvaluation Forms, USPHS/FDA, U.S. Department of Health and
Human Services, Summit-Arge Bedford Park, Illinois 60501, Current Edition.

Document: 2011 EML (Introduction; Sections 1, 3 and 5; References; and Example
Report #1 and Example Report #2)
Pages: 1, 3,4, 5, 6, 8, 16, 21, 23, 26, 30, and 33

Make the following changes to the INTRODUCTION on Page 1:

The State Laboratory Evaluation Officer (State LEO) will use the appropriate EDA-
FDA/NCIMS 2400 Series Forms when evaluating official laboratories, officially designated
laboratories, CIS, IS and IA. The Federal Laboratory Evaluation Officer (Federal LEO) will
use the appropriate EPA- FDA/NCIMS 2400 Series Forms when evaluating State Central Milk
Laboratories and State LEOs. Appropriate EPA- FDA/NCIMS 2400 Series Forms are those
forms that have been approved by the NCIMS Laboratory Committee working cooperatively
with the Food and Drug Administration (FDA) and the NCIMS Executive Board, and are
effective 99 ninety (90) days after executive board approval. Approved forms shall be issued
within 99 ninety (90) days of NCIMS Executive Board approval. If the FDA is unable to
release the approved forms within the 98 ninety (90) day time frame, FDA/LPET shall issue a
draft version of the FDA/NCIMS 2400 Sertes forms 90 ninety (90) days after NCIMS
Executive Board approval.

Make the following changes to SECTION 1: LABORATORY EVALUATION PROGRAM on
Pages 3, 4,5, 6 and 8:
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Page 3:

... The evaluation shall be made using the most recent approved Official Milk Laboratory
Evaluation Forms (EFBA- FDA/NCIMS 2400 Sertes Forms). The Federal or State LEO shall
determine if the laboratory facilities, equipment, records and techniques of analysts are in
compliance with the EBA- FDA/NCIMS 2400 Sertes Forms. ...

... The narrative report must be sufficiently detailed to allow readers to determine what is
being cited without having to refer to the FBA- FDA/NCIMS 2400 Settes Forms. ...

... Reports to the Official Milk Laboratories/CIS must include the narrative report and may
include copies of the completed EDA- FDA/NCIMS 2400 Sertes Forms. ...

Page 4:

3. The laboratory facilities, equipment and records shall meet the requirements stated on the
EPA- FDA/NCIMS 2400 Sertes Forms, as determined by an on-site evaluation. ...

4. Analyst performance is in compliance during an on-site evaluation, with procedures required
by the FBA- FDA/NCIMS 2400 Series Forms and the PMO.

Page 5:

1. The laboratory facilities, equipment, procedures and records must meet the requirements
stated on the appropriate EBA- FDA/NCIMS 2400 Series Forms and for CIS, appropriate
Appendix N FDA/NCIMS 2400 Sertes Forms, as determined by an on-site evaluation.

Page 6:

1. The laboratory facilities, equipment, procedures and records must meet the requirements
stated on the appropriate FDA/NCIMS 2400 Sertes Forms associated with the Appendix N

program.

3. Analyst performance is in compliance with procedures required by the approved EBA-
FDA/NCIMS 2400 Series Forms associated with the Appendix N program.

Page 8:

2. The laboratory must maintain one certified BactoScan analyst (see current FDA/NCIMS
2400 sertesform Form) for training and ongoing oversight of the BIO.

3. Refer to the BIO approved training procedures at the end of the BactoScan FDA/NCIMS
2400 seriesform Form.

Make the following changes to SECTION 3: CERTIFICATION OF LABORATORY
EVALUATION OFFICERS on Page 16:
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Initial certification of a State LEO shall be based on meeting the following critiera:

1. The individual must be a State government employee and demonstrate competence in
evaluating milk testing laboratories and analysts’ performance of milk laboratory test methods
or Appendix N procedures as stated on the EBA- FDA/NCIMS 2400 Series Forms when
accompanied by a representative of the FDA/ LPET on an initial check laboratory survey. ...

Recertification of the State LEO will occur triennially, and will be based in satisfacorily
meeting the following criteria:

1. The individual must be a State government employee and demonstrate continued
competence in evaluating milk testing laboratories and analysts’ performance of milk
laboratory test methods or Appendix N procedures as stated on the EFBDA- FDA/NCIMS 2400
Series Forms when accompanied by a representative of the FDA/LPET on a check laboratory
survey.

Make the following changes to SECTION 5: GUIDE FOR CONDUCTING LABORATORY
EVALUATIONS on Page 21:

1. Do the samples arrive at the laboratory as specified in the appropriate FBA- FDA/NCIMS
2400 Sertes Forms?

Make the following changes to SECTION 6: LABORATORY EVALUATION REPORTS on
Page 23:

EPA- FDA/NCIMS 2400 Sertes Forms shall be completely identified with the name of the
laboratory, the laboratory number, its location, date and the name of the individual making the
evaluation when the option to send them with the narrative report is used. ...

... If the completed evaluation forms do not accompany the narrative report, the report must be
sufficiently detailed to allow readers to determine what is being cited without having to refer to
the EPA- FDA/NCIMS 2400 Sertes Forms. Each form used shall have the revision date noted.

Additional narrative reports, without EBA- FDA/NCIMS 2400 Sertes Forms, are to be sent to
others that need to be informed as to the outcome of the laboratory survey.

Make the following change to REFERENCE on Pages 26:

1. Copies of the EPA- FDA/NCIMS 2400 Sertes Forms can be obtained from Federal or State
LEOC(s).

Make the following change to the EXAMPLE REPORT #1 on Page 30:

... These are usually considered to be good laboratory practices but are not listed in the EFDA-
FDA/NCIMS 2400 Sertes Forms and are not debitable items.

Make the following change to the EXAMPLE REPORT #2 on Page 33:
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... These are usually considered to be good laboratory practices but are not listed in the EBDA-
FDA/NCIMS 2400 Series Forms and are not debitable items.

Proposal: 211
Document: 2011 PMO (Section 7-Table 1; and Appendixes B, C, H and O)
Pages: 29, 132, 133, 136, 151, 219 and 356

Make the following changes to SECTION 7. STANDARDS FOR GRADE “A” MILK AND
MILK PRODUCTS on Page 29:

TABLE 1. CHEMICAL, PHYSICAL, BACTERIOLOGICALAND TEMPERATURE
STANDARDS

GRADE “A” RAW MILK AND MILK PRODUCTS FOR PASTEURIZATION,
ULTRA- PASTEURIZATION OR ASEPTIC PROCESSING AND PACKAGING

Temperature....

NOTE: Milk sample submitted for testing cooled and maintained at 0°C (32°F) to 44 4.5°C
(40°F), where sample temperature is >4-4 4.5°C (40°F), but <7.0°C (45°F) and less than three
(3) hours after collection has not increased in temperature.

GRADE “A” PASTEURIZED MILK AND MILK PRODUCTS

Temperature...

NOTE: Milk sample submitted for testing cooled and maintained at 0°C (32°F) to 44 4.5°C
(40°F), where sample temperature is >4-4 4.5°C (40°F), but <7.0°C (45°F) and less than three

(3) hours after collection has not increased in temperature.

Make the following changes to APPENDIX B. MILK SAMPLING, HAULING AND
TRANSPORTATION on Pages 132, 133 and 136:

EVALUATION OF BULK MILK HAULER/SAMPLER PROCEDURES: ...

Page 132:

2. Equipment Requirements:

a. Sample rack and compartment to hold all samples collected.

b. Refrigerant to hold temperature of milk samples between 0°C- 44 4.5°C (32°F- 40°F). ...
Page 133:

7. Sampling Responsibilities:
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a. All sample containers and single-service sampling tubes used for sampling shall comply
with all the requirements that are in the current edition of SMEDP. Samples shall be cooled to
and held between 0°C (32°F) and 4-4 4.5°C (40°F) during transit to the laboratory. ...

V. TANK TRUCK PERMITTING AND INSPECTION
Page 136:
MILK TANK AND TRUCK STANDARDS: ...
1. Samples and Sampling Equipment: (When provided) ...

g. Samples are maintained at an acceptable temperature 0°C-4-4 4.5°C (32°F-40°F) and a
temperature control sample is provided.

Make the following change to APPENDIX C. DAIRY FARM CONSTRUCTION
STANDARDS AND MILK PRODUCTION on Page 151:

IV. GUIDELINES FOR CONVENTIONAL STALL BARN WITH GUTTER GRATES
OVER LIQUID MANURE STORAGE ...

For Example: ...
Use two (2) fans of 3,264 each and two (2) fans of 4,896 cfm each to make up the total. Build two (2)
fan houses. Mount one 3,264 cfm and one 4,896 cfm fan in each. Operate one 3,264 cfm fan

continuously. Thermostatically control the second 3,264 cfm fan at 44 4.5°C (40°F). ...

Make the following change to APPENDIX H. PASTEURIZATION EQUIPMENT AND
PROCEDURES AND OTHER EQUIPMENT on Page 219:

I. HTST PASTEURIZATION
OPERATION OF HTST PASTEURIZATION SYSTEMS
9. The warm milk or milk product passes through the cooling section, where coolant, on the
sides of thin stainless steel surfaces opposite the pasteurized milk or milk product, reduces its

temperature to 44 4.5°C (40°F) and below.

Make the following change to APPENDIX O. VITAMIN FORTIFICATION OF FLUID
MILK PRODUCTS on Page 356:

PROBLEMS INVOLVED WITH FORTIFICATION...
Vitamin A and D fortified skim milk products are subject to decreases in vitamin A, because

the vitamin is no longer protected by fat as it is in whole milk. In fluid skim or low fat milk,
added vitamin A deteriorates gradually during normal storage of the milk at 44 4.5°C (40°F)
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in the dark but is destroyed rapidly when the milk is exposed to sunlight in transparent glass
bottles or translucent plastic containers.

Document: Various FDA 2400 Forms

And several 2400 series forms that refer to sample storage temperature or refrigerator
temperature as 0.0 - 4.4°C.

Proposal: 105
Document: 2011 PMO (Section 7-1tems 9r and 11p)
Pages: 45 and 67

Make the following changes to the SECTION 7, ITEM 9r-UTENSILS AND EQUIPMENT -
CONSTRUCTION on Page 45:

NOTE: 3-A Sanitary Standards and Accepted Practices for dairy equipment are promulgated

3

d
S
ervice DNe

rtmen a aps ary

ministration, Py h-Serviee; 3 0 alth-an man-Serviees: developed
by 3-A Sanitary Standards, Inc. (3-A SSI). 3-A SSI is comprised of equipment fabricators,
processors, and regulatory sanitarians, which include State milk regulatory officials, USDA,
Agricultural Marketing Service, Dairy Programs, the PHS/FDA, Center for Food Safety and
Applied Nutrition, Milk Safety Team, academic representatives and others.

Equipment manufactured in conformity with 3-A Sanitary Standards and Accepted Practices
complies with the sanitary design and construction standards of this Ordinance. For equipment
not displaying the 3-A Symbol, the 3-A Sanitary Standards and Accepted Practices may be
used by Regulatory Agencies as guidance in determining compliance with this Section.

Make the following changes to the SECTION 7, ITEM 11p-CONSTRUCTION AND
REPAIR OF CONTAINERS AND EQUIPMENT on Page 67:

d Practices for dairy equipment are promulgated
Mittee o he Dairv Industey ommitteethe

b

dministration; Pub alth-Service, Depa s alth-and Human-Serviees: developed
by 3-A Sanitary Standards, Inc. (3-A SSI). 3-A SSI is comprised of equipment fabricators,
processors, and regulatory sanitarians, which include State milk regulatory officials, USDA,
Agricultural Marketing Service, Dairy Programs, the PHS/FDA, Center for Food Safety and

Applied Nutrition, Milk Safety Team, academic representatives and others.

Equipment manufactured in conformity with 3-A Sanitary Standards and Accepted Practices
complies with the sanitary design and construction standards of this Ordinance. For equipment
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not displaying the 3-A Symbol, the 3-A Sanitary Standards and Accepted Practices may be
used by Regulatory Agencies as guidance in determining compliance with this Section.

Proposal: 106
Document: 2011 PMO (Section 7-1tems 14r and 15p(B); and Appendix Q)
Pages: 49, 77, 78, 360 and 361

Make the following changes to the SECTION 7, ITEM 14r-PROTECTION FROM
CONTAMINATION on Page 49:

Milking and milkhouse operations, equipment and facilities shall be located and conducted to
prevent any contamination of milk, containers, utensils and equipment. Ne-milk Milk shall not
be strained, poured, transferred or stored unless it is properly protected from contamination.
After sanitization, all containers, utensils and equipment shall be handled in such a manner as
to prevent the contamination of any milk product-contact surface.

Vehicles used to transport milk from the dairy farm to the milk plant, receiving station or
transfer station shall be constructed and operated to protect their contents from sun, freezing
and contamination. Such vehicles shall be kept clean, inside and out, and re any substance
capable of contaminating the milk shall not be transported with the milk.

PUBLIC HEALTH REASON

Because of the nature of milk and its susceptibility to contamination by disease producing
bacteria and other contaminants, every effort shewld shall be made to provide adequate
protection for the milk at all times. This shewld shall include the proper placement of
equipment so that work areas in the milking barn and milkhouse are not overcrowded. The
quality of any air that is used for the agitation or movement of milk or is directed at a milk
product-contact surface shewld shall be such that it will not contaminate the milk.

The effect of sanitization of equipment can be nullified if the equipment is not protected after
sanitizing.

To protect milk during transportation, delivery vehicles must shall be properly constructed and
operated.

ADMINISTRATIVE PROCEDURES
This Item is deemed to be satisfied when: ...

2. During preeessing—milking and milkhouse operations, pipelines and equipment, used to

contain or conduct milk and-milk—preduets, shall be effectively separated from tanks/silos
and/or circuits containing cleaning and/or sanitizing solutions. This can be accomplished by:
a. Physically disconnecting all connection points between tanks/silos and/or circuits
containing cleaning and/or sanitizing solutions from pipelines and equipment used to
contain or conduct milk; or
b. Separation of all connection points between such circuits by at least two (2)
automatically controlled valves with a drainable opening to the atmosphere between the
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valves; or by a single-bodied double seat mixproof valve, with a drainable opening to the
atmosphere between the seats, if:
(1) The drainable opening to the atmosphere (vent) is equal to the largest pipeline
connected to the mixproof valve or the following exception:
If the cross sectional area of the vent opening is less than that of the largest pipe
diameter for the double seat valve, the maximum pressure in the space between the
two (2) valve seats for the double seat valve shall be equivalent to or less than the
maximum pressure in the space between two (2) blocking seats of two (2)
automatically controlled compression type valves (three (3)-way valve to the drain
and a two (2)-way valve separating product lines from cleaning and sanitizing
solution lines.)
(2) Both valves, and valve seats in the case of single-bodied double seat valves, are
position detectable and capable of providing an electronic signal when not properly
seated in the blocked position. (Refer to Appendix H., 1., Position Detection Devices.)
(3) The valve vent, including piping between blocking valves, is not cleaned until milk
has been removed or isolated, except in the case of a properly designed and operated
system. This drainable opening to the atmosphere may be cleaned while milk is
isolated by one (1) of the blocking valves. A properly designed and operated system
shall incorporate the following:
1) During CIP, a valve actuation of the cleaning/sanitizing solution blocking valve
may be used for cleaning the valve vent, including piping between blocking valves,
provided there shall not be pressurization of cleaning solutions on the exterior of
the valve isolating milk that can equal or exceed the pressure of the milk being
isolated, and
11) During CIP with a valve actuation for cleaning the valve vent, including piping
between blocking valves, the position detection of the valve isolating milk from the
valve vent, including piping between blocking valves, and the position detection of
the vent open to the atmosphere, shall be monitored and interlocked with the pump
or source of liquid pressure, such that if it is determined they are not properly
positioned, the pump or source of liquid pressure will be immediately de-energized.
(4) These valves, or valve seats in the case of single-bodied double seat valves, are part
of an automatic fail-safe system that shall prevent the contamination of milk with
cleaning and/or sanitizing solutions. Automatic fail-safe systems shall be unique to
each particular installation but are normally based on the premise that both blocking
valve seats are properly seated in the blocked position before the CIP cleaning system
can be activated for the cleaning circuit containing this valve arrangement, except as
provided in (7) below.
(5) The system shall not have manual override capability, except for testing and
inspection.
(6) Controls for the fail-safe system are tested and secured as directed by the
Regulatory Agency in order to prevent unauthorized changes.
(7) The vent, including piping between blocking valves, is not cleaned until milk has
been removed or isolated, except in the case of a properly designed and operated
single-bodied double seat valve, in which case, the vent, including piping between
blocking valves, may be cleaned while milk is present in one (1) of the valve housings.
A properly designed and operated single-bodied double-seat valve shall incorporate the
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following:
1) There shall not be any impingement of cleaning liquid on the opposite valve seat

gasket during seat lifting, even in the case of damaged or missing gaskets; and
ii) The pressure in the critical seat area of the valve vent cavity, even in the case of
damaged or missing gaskets, shall be demonstrated to be atmospheric or less at all
times; and
1i1) During a seat-lift operation, the position of the seat opposite to the seat being
lifted shall be monitored by a position detection device that is interlocked with the
cleaning pump or source of the CIP cleaning solution pressure such that if this
opposite seat is determined to be other than fully closed, the cleaning pump or
source of the CIP cleaning solution pressure shall be immediately de-energized;
and
iv) The single-bodied double seat valve vent cavity cleaning option shall have an
Automated Fail-Safe Control System and the Control System shall comply with
applicable provisions of Appendix H. Pasteurization Equipment and Procedures,
Section VI. Criteria for the Evaluation of Computerized Systems for Grade “A”
Public Health Controls.
(8) Variations from the above specifications may be individually evaluated and found
to also be acceptable if the level of protection is not compromised. ...

Make the following changes to SECTION 7, ITEM 15p-PROTECTION FROM
CONTAMINATION on Pages 77 and 78:

Page 77:
15p.(B)

1. During processing, pipelines and equipment used to contain or conduct milk and/or milk

products shall be effectively separated from tanks/silos and/or circuits containing cleaning
and/or sanitizing solutions. This can be accomplished by:
a. Physically disconnecting all connection points between tanks/silos and/or circuits
containing cleaning and/or sanitizing solutions from pipelines and equipment used to
contain or conduct milk and/or milk products; or
b. Separation of all connection points ... between the seats, if:
(1) The drainable opening to the atmosphere (vent) is equal to the largest pipeline
connected to the mixproof valve or one (1) of the following exceptions:
1) If the cross sectional area of the vent opening is less than that of the largest pipe
diameter for the double seat valve, the maximum pressure in the space between the
two (2) valve seats for the double seat valve shall be equivalent to or less than the
maximum pressure in the space between the two (2) blocking seats of two (2)
automatically controlled compression type valves (three (3)-way valve to the drain
and a two (2)-way valve separating product lines from cleaning and/or sanitizing
solution lines); or
i) In low pressure, gravity drain applications, i.e., cheese curd transfer lines from
cheese process vats where the product line is the same size or larger than the
cleaning and/or sanitizing solution line, the vent may be the size of the solution line
and the valves or valve seats need are not required to be position detectable. In
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order to accept this variation, the valve(s) must shall fail to the blocked position
upon loss of air or power, and there shall not be any pumps capable of pushing milk
and/or milk product, cleaning solutions, and/or sanitizing solutions into this valve
arrangement. ...

Page 78:

(3) These valves, or valve seats in the case of single-bodied double seat valves, are part
of an automatic fail-safe system that il shall prevent the contamination of milk
and/or milk product with cleaning and/or sanitizing solutions. Automatic fail-safe
systems wi shall be unique to each particular installation but are normally based on
the premise that both blocking valve seats are properly seated in the blocked position
before the CIP cleaning system can be activated for the cleaning circuit containing this
valve arrangement, except as provided in (6) below. ...

(6) The vent is not cleaned until milk and/or milk products have been removed or
isolated, except in the case of a properly designed and operated single-bodied double
seat valve, in which case, the vent may be cleaned while milk and/or milk products are
present in one (1) of the valve housings. A properly designed and operated single-
bodied double-seat valve s+ shall incorporate the following:
1) There shall not be any impingement of cleaning liquid on the opposite valve seat
gasket during seat lifting, even in the case of damaged or missing gaskets; and
i1) The pressure in the critical seat area of the valve vent cavity, even in the case of
damaged or missing gaskets, shall be demonstrated to be atmospheric or less at all
times; anée
ii1) During a seat-lift operation, the position of the seat opposite to the seat being
lifted shall be monitored by a preximity—switeh position detection device that is
interlocked with the cleaning pump or source of the CIP cleaning solution pressure
such that if this opposite seat is determined to be other than fully closed, the
cleaning pump or source of the CIP cleaning solution pressure wiH shall be
immediately de-energized; and ...

Make the following changes to APPENDIX Q. OPERATION OF AUTOMATIC MILKING
INSTALLATIONS FOR THE PRODUCTION OF GRADE “A” RAW MILK FOR
PASTEURIZATION, ULTRA-PASTEURIZATION OR ASEPTIC PROCESSING AND
PACKAGING on Pages 360 and 361:

Page 360:

This Appendix is intended to clarify how AMIs are to be constructed, installed, perform,
monitored, maintained, etc. to be considered in compliance with the Grade "A" PMO. 1t is
formatted to follow the Items as outlined in Section 7. STANDARDS FOR GRADE “A”
RAW MILK FOR PASTEURIZATION, ULTRA-PASTEURIZATION OR ASEPTIC
PROCESSING AND PACKAGING. Both requirements and recommendations are diseussed

provided.
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ITEM 1Ir. ABNORMAL MILK

AMIs shall have the capability to identify and discard milk from animals that are producing
milk with abnormalities. Odor is currently evaluated on a farm bulk milk tank/silos basis and
sheuld-bene shall not be any different for a herd using AMI technology.
Animals producing milk with abnormalities shall be diverted to a holding pen to be milked
immediately prior to the milking system being cleaned and sanitized, ...

ITEM 2r. MILKING BARN, STABLE OR PARLOR - CONSTRUCTION

The AMI milker box shall be treated the same as any other milking parlor. The goal is a clean
environment in which to milk animals. All ventilation air must shall come from outside the
cattle housing area. H-isrecommended-thatthe The AMI should be located to provide a clean
access for all personnel.

ITEM 9r. UTENSILS AND EQUIPMENT - CONSTRUCTION

AMIs are the same as any other milking system from a sanitary construction and installation
standpoint and shall meet the same standards as a conventional milking system in respect to
construction, installation, inspectability, the fit and finish of the milk product-contact surfaces,
ete. ...

Page 361:
ITEM 12r. UTENSILS AND EQUIPMENT - STORAGE

AMIs shall have positive air ventilation systems in operation whenever the milking system is
eleaning being cleaned and/or sanitized. The air for this ventilation system sust shall come
from outside the cattle housing area and shewld shall be as clean and dry as practical. This
positive air ventilation system say shall also aeed-te run during milking if needed to minimize
eder odors, moisture and/or for pest control.

ITEM 13r. MILKING - FLANKS, UDDERS AND TEATS

AMI manufacturers shall submit data to FDA to show that the teat prepping system employed
in their milking system is equivalent to Item 13r., ADMINISTRATIVE PROCEDURES #4:
“Teats shall be treated with a sanitizing solution just prior to the time of milking and shall be
dry before milking.” Each AMI installer shall provide the dairy producer and the Regulatory
Agency with a copy of this appreval FDA acceptance, including a detailed description of the
appreved accepted equivalent procedure. Each dairy producer shall keep a copy en+ie of the
accepted teat prep protocol along with the appropriate AMI manufacturer’s teat prep protocol
verification procedures on file at the dairy farm.

ITEM 14r. PROTECTION FROM CONTAMINATION
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The teat cups (inflations) of the milking cluster need—te shall be adequately shielded, or
variations may be individually evaluated and found to also be acceptable by FDA and the
Regulatory Agency, during the udder teat prepping process to assure that contaminants may
shall not enter through the teat esp cups and get into the milk.

AMIs are designed to automatically shift from milk—te—wash milking to cleaning/sanitizing
positions; therefore, adequate separation of milk and CIP solution shall be provided to
minimize the risk of cross contamination of milk with cleaning and/or sanitizing solutions. A
fail-safe valve system providing protection equivalent to an inter-wired block-and-bleed valve
arrangement, as referenced in Item +5p;B)_14r, shall be located as needed to prevent cross
contamination. Separation shall be provided between; milk with abnormalities and milk
intended for sale, and between cleaning/sanitizing solutions and milk intended for sale.

Each dairy producer shall keep a copy of the AMI manufacturer’s testing verification
procedures for the fail-safe valve systems on file at the dairy farm.

AMIs, which have a pipe wash line extending into the wash vat that is continuously connected
to the milking system, shall have a valving system arrangement that provides for an air break
equal to the diameter of the wash line.

ITEM 18r. RAW MILK COOLING

For AMIs, the raw milk for pasteurization shall be cooled to 10°C (50°F) within four (4) hours
or less after starting the milking operation and the milk shall be cooled within two (2) more
hours to 7°C (45°F). The milk in the farm bulk milk sterage tank/silos temperatareshould
shall not exceed 7°C (45°F) after that peint time. Bulk Farm bulk milk tank/silos recording
thermometers are recommended if not already required by this Ordinance.

Proposal: 107
Document: 2011 PMO (Section 7-1tem 15r)
Pages: 50 and 51

Make the following changes to SECTION 7, ITEM 15r-DRUG AND CHEMICAL
CONTROL on Pages 50 and 51:

Page 50:

Cleaners and sanitizers shall be stored in properly identified, dedicated end-use containers.
Animal drugs and drug administration equipment shall be stored in such a way that milk,
milking equipment, wash vats and hand sinks are not subject to contamination.

Animal drugs shall be properly labeled and segregated, lactating from non-lactating.
Unapproved drugs shall not be used.

For the purpose of this Item, drugs intended for use in dry dairy animals shall be stored with
the “Non-lactating Drugs”. Therefore, drugs intended for use in dairy calves, dairy heifers,
dairy bulls and dry dairy cows shall be segregated from drugs for cows that are currently being
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milked. This required storage system shall also be followed for drugs intended for use in goats,
sheep and other dairy animals.

The only drugs that shall be stored with the “Lactating Drugs” are drugs that are specifically
indicated on the drug label or on a veterinarian’s label for extra-label drug use to be used in a
specific class/species of lactating dairy animals. For the purpose of complying with this Item
“lactating dairy animals” shall mean those dairy animals that are currently producing milk. ...

ADMININSTRATIVE PROCEDURES-
This Item is deemed to be satisfied when: ...
Page 51:

3. Drugs intended for the treatment of non-lactating dairy animals are segregated from those
drugs used for lactating dairy animals. Separate shelves in cabinets, refrigerators or other
storage facilities satisfy this Item. ...

Proposal: 108
Document: 2011 PMO (Section 7-1tems 16r and 17r; and Appendixes B and J)
Pages: 51, 52, 132 and 321

Make the following changes to SECTION 7, ITEM 16r-PERSONNEL - HANDWASHING
FACILITIES on Pages 51 and 52:

Page 51:

Adequate handwashing facilities shall be provided, including a lavatory fixture with hot and
cold, or warm running water, soap or detergent and individual sanitary towels or other
approved hand-drying devices, convenient to the milkhouse, milking barn, stable, parlor and
flush toilet....

ADMINISTRATIVE PROCEDURES
This Item is deemed to be satisfied when: ...
Page 52:
2. Handwashing facilities include soap or detergent, hot and cold, or warm running water,

individual sanitary towels or other approved hand-drying devices and a lavatory fixture.
Utensil wash and rinse vats shall not be considered as handwashing facilities. ...

Make the following changes to SECTION 7, ITEM 17r-PERSONNEL - CLEANLINESS on
Page 52:
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Hands shall be washed clean and dried with an individual sanitary towel or other approved
hand-drying device immediately before milking, before performing any milkhouse function
and immediately after the interruption of any of these activities. Milkers and bulk milk
hauler/samplers shall wear clean outer garments while milking or handling milk, milk con-
tainers, utensils, or equipment....

ADMINISTRATIVE PROCEDURES
This Item is deemed to be satisfied when:
1. Hands are washed, clean and dried with an individual sanitary towel or other approved

hand-drying device immediately before milking; before performing any milkhouse function;
and immediately after the interruption of any of these activities. ...

Make the following changes to APPENDIX B. MILK SAMPLING, HAULING AND
TRANSPORTATION on Page 132:

2. Equipment Requirements: ...

1. Single service sanitary towels shall be provided for bulk tanks with a measuring rod.
3. Milk Quality Checks: ...

b. Wash hands thoroughly and dry with a clean single-serviee individual sanitary towel or
aceeptable—air—dryer other approved hand-drying device immediately prior to measuring
and/or sampling the milk. ...

4. Milk Measurements: ...

b. Carefully insert the measuring rod, after it has been wiped dry with a single-serviee
clean individual sanitary towel, into the tank. Repeat this procedure until two (2) identical
measurements are taken. Record measurements on the farm weight ticket. ...

Make the following changes to APPENDIX J. STANDARDS FOR THE FABRICATION OF
SINGLE-SERVICE CONTAINERS AND CLOSURES FOR MILK AND MILK
PRODUCTS on Page 321:

8. HANDWASHING FACILITIES
a. Hot and cold and/or warm running water, soap, at-dryers-or individual sanitary towels or
other approved hand-drying devices shall be convenient to all fabricating areas. Provided,
that solvent or soft soap dispensers, containing sanitizers, may be used if water is not
available. When individual sanitary towels are used, covered trash containers shall be
provided.
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Proposal: 109
Document: 2011 PMO (Section 7-1tems 18r and 17p)
Pages: 53 and 109

Make the following changes to SECTION 7, ITEM 18r-RAW MILK COOLING on Page 53:
ADMINISTRATIVE PROCEDURES
This Item is deemed to be satisfied when: ...

2. Recirculated cooling water, which is used in plate or tubular coolers and/or heat
exchangers, including those systems in which a freezing point depressant is used, is from a safe
source and protected from contamination. Such water shall be tested semiannually and shall
comply with the Bacteriological Standards of Appendix G. Samples shall be taken under the
direction of the Regulatory Agency and examination shall be conducted in a laboratory
acceptable to the Regulatory Agency. Recirculated cooling water systems, which become
contaminated through repair work or otherwise, shall be properly treated and tested before
being returned to use. Freezing point depressants and other chemical additives, when used in
recirculating systems, shall be non-toxic under conditions of use. Propylene glycol and all
additives shall be either U.S. Pharmacopeia (USP) Grade, Food Grade or GRAS. To determine
if recirculated cooling water samples have been taken at the frequency established in this Item,
the interval shall include the designated six (6) month period plus the remaining days of the
month in which the sample is due.

Make the following changes to SECTION 7, ITEM 17p-COOLING OF MILK AND MILK
PRODUCTS on Page 109:

ADMINISTRATIVE PROCEDURES

This Item is deemed to be satisfied when: ...

11. Recirculated cooling water, which is used in plate or tubular coolers and/or heat ex-
changers, including those systems in which a freezing point depressant is used, is from a safe
source and protected from contamination. Such water shall be tested semiannually and shall
comply with the Bacteriological Standards of Appendix G. Samples shall be taken by the
Regulatory Agency and examination shall be conducted in an Official Laboratory.
Recirculated cooling water systems, which become contaminated through repair work or
otherwise, shall be properly treated and tested before being returned to use. Freezing point
depressants and other chemical additives, when used in recirculating systems, shall be non-
toxic under conditions of use. Propylene glycol and all additives shall be either U.S.
Pharmacopeia (USP) Grade, Food Grade or GRAS. To determine if recirculated cooling water
samples have been taken at the frequency established in this Item, the interval shall include the
designated six (6) month period plus the remaining days of the month in which the sample is
due.
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Proposal: 104
Document: 2011 PMO (Section 7-1tem 7p)
Pages: 61 and 62

Make the following changes to SECTION 7, ITEM 7p-WATER SUPPLY on Pages 61 and 62:
ADMINISTRATIVE PROCEDURES?

This Item is deemed to be satisfied when:

Page 61:

4. All containers and tanks used in the transportation of water are sealed and protected from
possible contamination. These containers and tanks shall be subjected to a thorough cleaning
and a bacteriological treatment prior to filling with potable water to be used at the milk plant.
To minimize the possibility of contamination of the water during its transfer from the potable
tanks to the elevated or groundwater storage at the milk plant, a suitable pump, hose and
fittings shall be provided. When the pump, hose and fittings are not being used, the outlets
shall be capped and stored in a suitable dust-proof enclosure so as to prevent their
contamination. The storage tank at the milk plant shall be constructed of impervious material;
provided with a dust and rainproof cover; and also provided with an approved vent and roof
hatch. All new reservoirs or reservoirs which have been cleaned shall be disinfected prior to
placing them into service. (Refer to Appendix D.) ...

Renumber remaining ADMINISTRATIVE PROCEDURES accordingly.
Page 62:

78. Samples for bacteriological testing of individual water supplies are taken upon the initial
approval of the physical structure; each six (6) months thereafter; and when any repair or
alteration of the water supply system has been made. Provided, that when water is hauled to
the milk plant, such water shall be sampled for bacteriological examination at the point of use
and submitted to an official laboratory at least four (4) times in separate months during any
consecutive six (6) months. Samples shall be taken by the Regulatory Agency and
examinations shall be conducted in an official laboratory. To determine if water samples have
been taken at the frequency established in this Seetien Item, the interval shall include the
designated six (6) month period plus the remaining days of the month in which the sample is
due.

Renumber remaining ADMINISTRATIVE PROCEDURES accordingly

Proposal: 113
Document: 2011 PMO (Section 7-1tem 15p(A))
Page: 76
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Make the following changes to SECTION 7, ITEM 15p-PROTECTION FROM
CONTAMINATION on Page 76:

ADMINISTRATIVE PROCEDURES

This Item is deemed to be satisfied when: ...

19. Water piping and raw milk and milk product lines and vessels may be separated by one (1)
fail-safe valve that upon loss of air or power shall move to a position that will close or block
the water lines from milk or milk product lines or vessels. Water piping conducting water,
which has undergone an equivalent process to pasteurization as described in Item 15p.(B)2.
and pasteurized milk and milk product lines or vessels may also be separated by one (1) fail-
safe valve. In addition, a sanitary check-valve or a sanitary valve arrangement(s) that is equally
effective shall be located between the fail-safe valve and the milk product line(s) and/or
vessel(s). Sanitary piping shall be used downstream from the sanitary check-valve. Provisions
shall be made for cleaning this sanitary piping.

Proposal: 116
Document: 2011 PMO (Section 7-1tem 16p(D); and Appendix I)
Pages: 101, 102 and 277-315

Make the following changes to SECTION 7, ITEM 16p(D)-PASTEURIZATION RECORDS,
EQUIPMENT TESTS AND EXAMINATIONS on Pages 101 and 102:

Page 101:

2. EQUIPMENT TESTS AND EXAMINATIONS:

The Regulatory Agency shall perform the indicated tests Tests on the following instruments
and devices identified in Table 4 initially es upon installation; ane at least once each three (3)
months thereafter, including the remaining days of the month in which the equipment tests
Tests are due; and whenever any alteration or replacement is made which may affect the proper
operation of the instrument or device; or whenever a regulatory seal has been broken.
Provided, that the pasteurization holding time tests Tests shall be conducted at least every once
each six (6) months thereafter, including the remaining days of the month in which the
equipment eheek Test is due.

On an emergency basis, pasteurization equipment may be tested and temporarily sealed by a
milk plant employee provided the following conditions are met:
a. The individual applying the seal(s) s shall be employed by the milk plant in which the
seal seal(s) was removed; ...

d. The individual #s shall be in possession of authorization from the Regulatory Agency to
perform these pasteurization equipment tests;

e. The individual wiH shall immediately notify the Regulatory Agency of the time of the
shutdown that would necessitate the breaking and removal of the regulatory seal(s).
Permission to test and seal reseal the equipment sust shall be obtained for each specific
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incident. The individual sl shall also notify the Regulatory Agency of the identity of the
pasteurization equipment controls affected, the cause, if known, of the pasteurization
equipment failure, the repairs made and the results of the pasteurization equipment testing.
Test results for the Pasteurization Equipment Testing shall be recorded on a similar
document for all milk plants. (Refer to the reference in Appendix M. for an example.) The
individual s+#H shall provide to the Regulatory Agency the identity and volume of milk
and/or milk products processed during the period that the temporary seals were seal(s) was
applied to-the Regulatory-Ageney;

f. If regulatory testsreveal pasteurization equipment testing reveals that the pasteurization
equipment or controls are not in compliance with the provisions of this Ordinance, all milk
and/or milk products that were processed during that this period may be recalled by the
Regulatory Agency;

g. The Regulatory Agency or a properly trained regulatory official, commissioned by the
responsible State Regulatory Agency, of each participating non-U.S. country or political
subdivision thereof, wil shall remove the temporary seal(s), retest the pasteurization
equipment and apply the regulatory seal(s) within ten (10) working days of the notification
by dustry the milk plant; and

h. Ne Grade “A” milk and/or milk products wiH shall not be processed after ten (10)
working days of the notification by the milk plant without the affected pasteurization
equipment being tested and sealed by the Regulatory Agency or a properly trained
regulatory official, commissioned by the responsible State Regulatory Agency, of each
participating non-U.S. country or political subdivision thereof.

Page 102:

In the case of milk plants with HACCP Plans regulated under the NCIMS voluntary HACCP
Program, pasteurization equipment may be tested and sealed by industry personnel acceptable
to the Regulatory Agency, if the following conditions are met:
a. Test results for the Pasteurization Equipment Testing shall be recorded on a similar
document for all milk plants. (Refer to the reference in Appendix M. for an example.)
b. Industry personnel conducting the Pasteurization Equipment Testing sust shall be
adequately trained and mwast shall be able to demonstrate an acceptable understanding and
ability to conduct these pasteurization equipment tests to the Regulatory Agency.
(1) Industry st shall physically demonstrate to the Regulatory Agency that they
understand and can perform the required pasteurization equipment tests according to
the requirements of this Ordinance.
(2) The Regulatory Agency shall accept a field practical exercise, a written exam,
formal classroom training, on-the-job training or any combination of these except that,
if industry personnel do not physically demonstrate the appropriate capability to
perform the pasteurization equipment tests to the satisfaction of the Regulatory Agency,
they are not acceptable for conducting such pasteurization equipment tests.
(3) Continued training such as, but not limited to, on-the-job training with supervision
or an acceptable pasteurizer training course sheuld shall be completed before they
reapply for pasteurizer equipment testing approval.
c. Pasteurization Equipment Tests shall be conducted at a frequency not less than the
requirements of this Ordinance. Industry shall have responsibility for the performance of
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all required pasteurization equipment tests. At least each six (6) months the Regulatory
Agency shall physically supervise these pasteurization equipment tests. Regulatory
supervised pasteurization equipment tests shall include the semi-annual HTST and HHST
pasteurization equipment tests, if applicable. These six (6) month pasteurization equipment
tests shoeuld shall be performed at a time that is mutually convenient to all parties. Because
these pasteurization equipment tests are required to support a CCP, the industry is
responsible for conducting these pasteurization equipment tests even in the absence of the
regulatory official.
d. Upon initial installation or extensive modification of any pasteurization equipment,
pasteurization equipment tests shall be physically supervised or conducted by the
Regulatory Agency.
e. Sealing guidance for pasteurization equipment by industry is as follows:
(1) All pasteurization equipment that is required to be sealed within this Ordinance
shall also be sealed under the HACCP System. The sealing shall be done by a trained,
qualified individual who is acceptable to the milk plant and the Regulatory Agency; and
(2) The Regulatory Agency may verify any pasteurization equipment sealing and
evaluate (accept or reject) the skills and knowledge of the individual performing the
sealing.
f. During an audit, the auditor may conduct any or all of the Pasteurization Equipment
Tests. The auditor shewld shall, through a combination of the physical examination of the
pasteurization equipment and a records review, satisfy themselves that the pasteurization
equipment is properly installed and operated.

Make the following changes to APPENDIX I. PASTEURIZATION EQUIPMENT AND
CONTROLS — TESTS on Pages 277-315:

Page 277

TIME MEASURING DEVICE

An Accurate Time Measuring Device may include but is not limited to a stopwatch, digital
watch, conductivity device timer and any other device which keeps time accurately.

STOPWATCH ...
Il. TEST PROCEDURES

Equipmentandfield Pasteurization equipment Tests te listed and referenced below shall be
performed by the Regulatory Agencys; or in the case of HACCP listed milk plants, qualified
industry personnel, acceptable to the Regulatory Agency, as cited in Item 16p.(D); or on an
emergency basis, an industry temporary testing and sealing program, authorized by the
Regulatory Agency, as cited in Item 16p.(D) are-listed-and-suitablyreferenced-below. The
results of the Tests shall be recorded on suitable appropriate forms and filed, as the Regulatory
Agency shall direct. (Refer to Appendix M.) Regulatory seals shall be installed where required
at the commissioning of a new pasteurization system. If the public health control(s) is within a
computer system used to manage the functions of the public health control device(s) that
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operate the pasteurization system, the computer shall be in compliance with Appendix H. VI
before the access to the computer program is sealed. Whenever a regulatory seal has been
broken, the pasteurization equipment shall be re-sealed after the appropriate testing has been
conducted by the Regulatory Agency or qualified industry personnel in compliance with Item
16p.D and are found to be in compliance with the applicable Test procedure(s).

NOTE: If the pasteurization system fails one (1) or more of the required Tests, the
pasteurization system shall not be allowed to operate until the cause of this failure has been
corrected and compliance has been verified by the Regulatory Agency; or in the case of
HACCP listed milk plants, qualified industry personnel, acceptable to the Regulatory Agency,
in compliance with Item 16p.D; or on an emergency basis, an industry temporary testing and
sealing program, authorized by the Regulatory Agency, in compliance with Item 16p.D.

If it is required to break a regulatory seal to conduct any of the following Tests, it shall be
replaced by the Regulatory Agency or HACCP qualified personnel acceptable to the
Regulatory Agency, after testing has been completed and compliance has been verified.

NOTE: For various pieces of equipment approved for pasteurization systems, Testing
Procedures which have been reviewed specifically for that equipment are included within the
FDA accepted operations manual for the equipment and/or within the Memorandum of Milk
Ordinance Equipment Compliance (M-b) issued upon FDA’s review and acceptance of the
equipment. These Testing Procedures shall be used.

TEST 1.
INDICATING THERMOMETERS - TEMPERATURE ACCURACY

Reference: Item 16p.(A), (B) and (D)

Application: To all indicating thermometers, including airspace thermometers, if applicable,
used for the measurement of milk and/or milk product temperature during pasteurization and/or
ultra-pasteurization;inelading-airspace-thermoemeters. Do not run this Test if the liquid column
has been split or the capillary tube is broken.

Frequency: Upon installation; at least once each three (3) months thereafter; whenever the
thermometer has been repaired and/or replaced; or whenever the regulatory seal on a digital
senser sensing element or a digital control box has been broken.

Criteria: Within = 0.25°C (£ 0.5°F) for pasteurization and ultra-pasteurization indicating
thermometers and + 0.5°C (+ 1°F) for airspace thermometers, in a specified scale range.
Provided, that on a batch pasteurizers pasteurizer used solely for thirty (30) minute
pasteurization of milk and/or milk products at temperatures above 71°C (160°F), the indicating
thermometers thermometer shall be accurate to within + 0.5°C (£ 1°F).

Apparatus:

1. Test thermometer meeting the specifications cited in Section I of this Appendix;

2. Water, oil or other suitable media bath and agitator; and

3. Suitable means of heating the media bath.

Method:  Both the indicating and/or airspace thermometer, if applicable, and test
thermometers thermometer shall be exposed to water, oil or other suitable media of a uniform
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temperature.  The Indieating indicating thermometer and/or airspace thermometer, if
applicable, reading is compared to the reading of the test thermometer.

Procedure:

1. Prepare a guantity-of water-oil-or-othersuitable media #-a bath, by raising the temperature
of the media to within 2°C (3°F) of the apprepriate lowest sealed cut-out pasteurization or ultra-
pasteurization temperature, or minimum legal indicating or airspace temperature for batch
pasteurization.

2. Stabilize the media bath temperature and agitate rapidly.

3. Continue agitation and insert the indicating and/or airspace thermometer, if applicable, and
test thermemeters thermometer to the indicated immersion point.

4. Compare beth the thermometer readings at the a temperature within the test range.

5. Repeat the comparison of the thermometer readings.

6. If the results of this Test are outside the Criteria noted above, the indicating thermometer
or airspace thermometer, if applicable, shall be adjusted by milk plant personnel to agree with
the test thermometer, retest and record the action taken on the appropriate Form.

67. When compliance is achieved and/or verified, Reeerd record the thermometer readings;
from both comparisons and record the thermometer identification or location on the
appropriate Form.

78. Install Re-seal seals as appropriate en the seasers sensing elements and control boxes of the
digital thermometers.

w%h—th%test—thelﬁmemeter— Rete&t—th%theltmemeter—aﬁer—&dj-usmm If the pasteurlzatlon or

ultra-pasteurization system fails this Test, the pasteurization or ultra-pasteurization system
shall not be allowed to operate until the cause of this failure has been corrected and compliance
has been verified by the Regulatory Agency; or in the case of HACCP listed milk plants,
qualified industry personnel, acceptable to the Regulatory Agency, in compliance with Item
16p.D; or on an emergency basis, an industry temporary testing and sealing program,
authorized by the Regulatory Agency, in compliance with Item 16p.D.

TEST 2.

TEMPERATURE RECORDING AND RECORDER-CONTROLLER
THERMOMETERS - TEMPERATURE ACCURACY

Reference: Item 16p.(A), (B) and (D)

Application: To all mercury-actuated temperature recording and recorder-controller
thermometers eentreHers used to record milk and/or milk product temperatures during pas-
teurization and/or ultra-pasteurization, except those which are electronic or computer
controlled.

Frequency: Upon installation; at least once each three (3) months thereafter; whenever-the
recording-pen-arm—settingrequires—frequent-adjustment; when the sensing element has been

repaired and/or replaced; or when whenever a the regulatory seal has been broken.
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Criteria: Within £ 0.5°C (£ 1°F), in a specified scale range as described in Procedure 1
below. Provided, that on a batch pasteurizers pasteurizer used solely for thirty (30) minute
pasteurization of milk and/or milk products at temperatures above 71°C (160°F), the
temperature recording thermeometers thermometer shall be accurate to within = 1°C (x 2°F),
between 71°C (160°F) and 77°C (170°F).

Apparatus:

1. The indicating thermometer, which was previously tested against a known accurate test
thermometer;

2. Water, oil or other suitable media bath and agitator;

3. Suitable means of heating the media bath; and

4. Ice.

NOTE: When this Test is performed on mereury-actaated temperature recorder-controllers
used with HHST pasteurization systems that operate at or above the boiling point of water, an
oil or other suitable media bath shall be substituted for the processing (operating) temperature
water mentioned in Procedures 1, 4, 5, 6, and 7 as well as the boiling water mentioned in
Procedures 2, 3 and 5. The temperature of the oil bath that is used in place of the boiling water
shall be above the normal operating range but below the highest temperature division on the
chart.

Method: The testing of a mereury-aetuated temperature recording or recorder-controller
thermometer for temperature accuracy involves the determination of whether or not the
temperature pen-arm will return to within £ 0.5°C (£ 1°F); or £ 1°C (= 2°F) as provided for in
the Criteria above, of its previous setting, after exposure to high heat and melting ice.
Procedure:
1. Heat a media bath to a constant temperature, utilizing one (1) of the following
temperatures:

a. Lowest sealed cut-out pasteurization temperature; or

b. Minimum legal indicating or airspace pasteurization temperature for batch

pasteurization.
Provided, that on a batch pasteurizer used solely for thirty (30) minute pasteurization of milk
and/or milk products at temperatures above 71°C (160°F), this test shall be conducted with a
media bath temperature above 71°C (160°F) and below 77°C (170°F).
Immerse the temperature recording or recorder-controller thermometer sensing element into the
media bath. After a stabilization period of five (5) minutes, Adjust if necessary, adjust the
temperature recording or recorder-controller thermometer pen to read exactly as the previously

tested indicating thermometer;-in-the-temperaturerangeforthe process-beingused;-aftera

stabilization-period-of five(5)-minutes;-at-a-constant-temperature. The media bath shall be
rapidly agitated throughout the this stabilization period.

2. Prepare a second media bath by heating the media bath to the boiling point of water, or in
the case of HHST pasteurization systems, to a temperature above the normal operating range
but below the highest temperature division on the chart, and maintain temperature. Prepare a
third eentainer media bath with melting ice and water. Place all media baths within working
distance of the temperature recording or recorder-controller thermometer temperature-sensing
element(s).
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3. Immerse the temperature recording or recorder-controller thermometer sensing element
into the-betlingwater,-or-nthe-case-of HHST pasteurization-systems—inte the hot media bath
deseribed as prepared in Procedure 2, above, for not less than five (5) minutes.

4. Remove the temperature recording or recorder-controller thermometer sensing element
from the be&m«g—water—er—ether hot medla bath and immerse it in the medla bath as prepared in
Procedure 1 above. at-a hin ;

Allow a five (5) minute stablhzatlon perlod for both the 1nd1cat1ng and temperatur recordmg
or recorder-controller thermometers. Compare the readings of the indicating and temperature
recording or recorder-controller thermometers. The temperature recording or recorder-
controller thermometer reading shewld shall be within £ 0.5°C (£ 1°F) or + 1°C (£ 2°F) as
provided for in the Criteria above, of the indicating thermometer reading.

5. Remove the temperature recording or recorder-controller thermometer sensing element
from the media bath in the temperature range for the process being used; and immerse it in the
melting ice and water bath for not less than five (5) minutes.

6. Remove the temperature recording or recorder-controller thermometer sensing element
from the ice and water bath and immerse it in the & media bath as prepared in Procedure 1.
above. at-a-temperatare;range-for-the proecess-beingused: Allow a five (5) minute stabilization
period for both the indicating and temperature recording or recorder-controller thermometers.
Compare the readings of the indicating and temperature recording or recorder-controller
thermometers. The temperature recording or recorder-controller thermometer reading sheuld
shall be within + 0.5°C (+ 1°F), or = 1°C (£ 2°F) as provided for in the Criteria above, of the
indicating thermometer reading.

7. When compliance is achieved and/or verified, Re-seal re-seal the regulatery—eentrols
thermometer sensing elements and recorder-controller as necessary and record the indicating
and temperature recording thermometer or recorder-controller thermometer readings obtained
from Procedures 1, 4, and 6 above on the appropriate Form.

Corrective Action: If the temperature recording or recorder-controller thermometer pen does
not return to £ 0.5°C (£ 1°F); or £ 1°C (x 2°F) as provided-abeve,of-indicating-thermometer
reading—at in Procedures 4 and 6 above, the temperature recording or recorder-controller
thermometer shall be repaired or replaced by milk plant personnel as—neeessary. If the
pasteurization or ultra-pasteurization system fails this Test, the pasteurization or ultra-
pasteurization system shall not be allowed to operate until the cause of this failure has been
corrected and compliance has been verified by the Regulatory Agency; or in the case of
HACCEP listed milk plants, qualified industry personnel, acceptable to the Regulatory Agency,
in compliance with Item 16p.D: or on an emergency basis, an industry temporary testing and
sealing program, authorized by the Regulatory Agency, in compliance with Item 16p.D.

TEST 3.

TEMPERATURE RECORDING AND RECORDER-CONTROLLER
THERMOMETERS - TIME ACCURACY

Reference: Item 16p.(A), (B) and (D)
Application: To all temperature recording and recorder-controller thermometers used to
record the time of pasteurization and/or ultra-pasteurization.

IMS-a-49 235 November 8, 2013



Frequency: Upon installation; at least once each three (3) months thereafter; whenever the
temperature recorder-controller thermometer or programmable recording thermometer has
been repaired and/or replaced; or whenever the regulatory seal ef on a pregrammable
temperature recorder-controller thermometer or programmable recording thermometer or
sensing element has been broken.

Criteria: The recorded time of pasteurization or ultra-pasteurization shall not exceed the true
elapsed time.

Apparatus:_An accurate time measuring device.

Axx h __orad ed ntary No o-eveceed_one

comparison of the recorded time over a period of not less than thirty
(30) minutes with a—wateh—of known—aeceuraey an accurate time measuring device. Fer

O ) v, O O

Procedure:
1. Determine if the recording chart is appropriate for the temperature recording or recorder-
controller thermometer. Insure that the recording chart pen is aligned with the time arc of the
recording chart at both the center and the outside edge.

2. Inscribe a reference mark at the pen point on the recording chart and record the time.

3. At the end of thirty (30) minutes by utilizing the-wateh an accurate time measuring device,
inscribe a second reference mark at the pen point position on the recording chart.

4. Determine the distance between the two (2) reference marks and compare the distance with
the time-scale divisions on the recording chart at the same temperature.

65. Re-seal the regulatory-eontrols sensing elements and recorder-controller as necessary; enter
the findings results on the recording chart and initial the recording chart; and record the results
beginning and ending times on the appropriate Form.

Corrective Action: If the recorded time is incorrect, the eloeek temperature recording or
recorder-controller thermometer device sheuld shall be adjusted or repaired by milk plant
personnel. If the pasteurization or ultra-pasteurization system fails this Test, the pasteurization
or ultra-pasteurization system shall not be allowed to operate until the cause of this failure has
been corrected and compliance has been verified by the Regulatory Agency; or in the case of
HACCP listed milk plants, qualified industry personnel, acceptable to the Regulatory Agency,
in compliance with Item 16p.D; or on an emergency basis, an industry temporary testing and
sealing program, authorized by the Regulatory Agency, in compliance with Item 16p.D.

TEST 4.

TEMPERATURE RECORDING AND RECORDER-CONTROLLER
THERMOMETERS - GHECK CHECKED AGAINST
INDICATING FHERMOMETERS THERMOMETER

Reference: Item 16p.(A), (B) and (D)
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Application: To all temperature recording and recorder-controller thermometers used to record
milk and/or milk product temperatures during pasteurization or ultra-pasteurization, and for
batch pasteurizer digital combination airspace/recording thermometers with a continuous
recording of the airspace temperature and where the airspace temperature is read and recorded
on the recording chart only at the start of the pasteurization or ultra-pasteurization holding
period.

Frequency Upon mstallatlon aﬁd at least once each three (3) months thereafter by—the

Ageney—qual—r—ﬁed—u—néer—&em—l—ép@)% Whenever the temperature recordmg or recorder-

controller thermometer has been repaired and/or replaced; whenever the regulatory seal #s has

been broken; and daily; and immediately after a recording chart has been changed by the milk

plant personnel for-the HFST-and HHSTpasteurizationsystems.

Criteria: The temperature recording thermometer and recorder-controller thermometer shall

not read higher than the indicating or airspace thermometer, which were previously tested

against a known accurate test thermometer.

Apparatus: No supplementary materials required.

Method: This Test requires only that the reading of the temperature recording thermometer,

recorder-controller thermometer or airspace recording thermometer be compared with the

indicating thermometer at a time when both are exposed to a stabilized temperature at or above

the minimum legal pasteurization temperature.

Procedure:

1. While When the indicating and temperature recording or recorder-controller thermometer

temperatares temperature readings are stabilized at or above the minimum legal pasteurization

temperature, read the indicating thermometer.

2. For batch pasteurizers, while when the airspace indicating and recording temperatares

temperature readings are stabilized at or above the minimum legal pasteurization temperature,

read the airspace thermometer.

3. Immediately reecerd enter the results; the time at which this comparison was made; and

rdeﬂtrfy—eﬂ initial the recordmg thefmemeter chart; th%ebsewed—mé}eatmg—aﬂe#er—aﬁp&ee
2t PSR made. This may

be accomphshed by mscrrbmg a lme mtersectmg the recorded temperature arc at the pen

location or any other metheds method acceptable to the Regulatory Agency.

4. Record the observed indicating and temperature recording thermometer or recorder-

controller thermometer readings on the appropriate Form.

Corrective Action: If the mereury-actuated temperature recording thermometer or recorder-
controller thermometer reads higher than the indicating thermometer, the pen or temperature
adjusting mechanism shall be adjusted by the milk plant eperater personnel to agree with the
indicating thermometer.

temperature recording thermometer or recorder-controller thermometer fails this Test, the
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pasteurization or ultra-pasteurization system shall not be allowed to operate until the cause of
this failure has been corrected and compliance has been verified by the Regulatory Agency; or
in the case of HACCP listed milk plants, qualified industry personnel, acceptable to the
Regulatory Agency, in compliance with Item 16p.D; or on an emergency basis, an industry
temporary testing and sealing program, authorized by the Regulatory Agency, in compliance
with Item 16p.D.

TEST 5.
FDD - PROPER ASSEMBLY AND FUNCTION

Reference: Item 16p.(B) and (D)

Application: Parts + 5.1 to 4 5.4 and 6 5.6 to & 5.8 below apply to all FDDs used with
continuous-flow pasteurizers pasteurization systems. Parts 5 5.5 and 9 5.9 below apply only to
FDDs used with HTST pasteurizers pasteurization systems.

Frequency: Upon installation; at least once each three (3) months thereafter; whenever the
FDD has been repaired and/or replaced; or wher whenever a the regulatory seal(s) has been
broken.

Criteria: The FDD shall function eerreetly as required in all operating situations and shall de-
energize the timing pump and all other flow-promoting devices capable of causing flow
through the FDD, in the event of a FDD malfunction or neerreet-assembly when the FDD is
incorrectly assembled.

5.1 LEAKAGE PAST THE VALVE SEAT(S)

Apparatus: Suitable tools for the disassembly of the FDD and the any connected sanitary
piping.
Method: Observe the valve seat(s) efthe EDD for leakage.
Procedure:
1. With the pasteurization system operating on water, place the FDD in the diverted-flow
position.
2a. For single stem FDDs, disconnect the forward-flow sanitary piping and observe the
valve seat for leakage. Check the leak escape ports to see if they are open-; or
3b. For dual stem FDDs, observe the leak-detect line discharge or sight glass for leakage.
2. Record the results of the Test on the appropriate Form.
Corrective Action: If leakage is noted observed, the FDD-must-be-dismantled-and-defective
gasketsreplaced-er-other suitable repairs shall be made to the FDD by milk plant personnel. If
after adjustment and/or repair the FDD fails this Test, the pasteurization system shall not be
allowed to operate until the cause of this failure has been corrected and compliance has been
verified by the Regulatory Agency; or in the case of HACCP listed milk plants, qualified
industry personnel, acceptable to the Regulatory Agency, in compliance with Item 16p.D; or
on an emergency basis, an industry temporary testing and sealing program, authorized by the
Regulatory Agency, in compliance with Item 16p.D.
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5.2 OPERATION OF THE VALVE STEM(S)

Apparatus: Suitable tools for tightening the packing nut on the valve stem¢s) of a single stem
EDD.

Method: Observe the EBD valve stem(s) for ease of movement.

Procedure:

1. For single stem FDDs, When-a-stem-packing nut-isused; tighten the valve stem packing nut
# as much as possible. Operate the pasteurization system at maximum nermal operating
pressure and place the FDD in both forward and diverted-flow several times. The valve stem
shall move freely in both forward and diverted-flow positions when the stem-packing nut is
fully tightened. Note the freedom of action of the valve stem.

2. For dual stem FDDs, operate the pasteurization system at maximum operating pressure and
place the FDD in both forward and diverted-flow several times. The valve stems shall move
freely in both forward and diverted-flow positions. Note the freedom of action of the valve
stems.

3. Record the results of the Test on the appropriate Form.

Corrective Action: If the valve stem(s) action is sluggish, suitable adjustment or repair shall

be made by milk plant personnel. Fhe-stem-shall-movefreelyin-all-positions;—when-the stem-
packing—nutis—fullytightened: If after adjustment and/or repair the FDD fails this Test, the

pasteurization system shall not be allowed to operate until the cause of this failure has been
corrected and compliance has been verified by the Regulatory Agency; or in the case of
HACCP listed milk plants, qualified industry personnel, acceptable to the Regulatory Agency,
in compliance with Item 16p.D; or on an emergency basis, an industry temporary testing and
sealing program, authorized by the Regulatory Agency, in compliance with Item 16p.D.

5.3 DEVICE ASSEMBLY - SINGLE STEM BEMICE EDD

Apparatus: Sanitaryfitting-wreneh Suitable tools for the disassembly of the FDD and the any
connected sanitary piping.

Method: When the FDD is improperly assembled and in diverted-flow, ¢below the cut-out
temperature), observe the function of the timing pump and all other flow-promoting devices
capable of causing flow through the FDD.

Procedure:

1. With the pasteurization system in operation, in “Process” mode, and below the cut-in
temperature, unscrew by one-half (1/2) turn, the 13H hex nut that holds the top of the valve to
the valve body. This shewld shall de-energize the timing pump and all other flow-promoting
devices, which are capable of causing flow through the FDD. In addition, separators and/or
downstream vacuum sources shall be effectively valved-out of the pasteurization system. This
Test shall be conducted without any sanitary piping connected to the forward-flow port of the
FDD. ¢This allows for the movement of the top of the valve when the hex nut is loosened.)
Re-tighten the 13H hex nut.

2. With the pasteurization system in operation, in “Process” mode, and below the cut-in
temperature, remove the connecting key, which is located at the base of the valve stem. The
timing pump and all other flow-promoting devices, which are capable of causing flow through
the FDD, should shall be de-energized. In addition, separators and/or downstream vacuum
sources shall be effectively valved-out of the pasteurization system.
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3. Attempt to restart the—timingpump—and each flow-promoting device capable of causing
flow through the FDD. None of these flow-promoting devices showld shall start or operate.
Separators and/or downstream vacuum sources shall remain effectively valved-out of the
pasteurization system

4. Record the results of the Test on the appropriate Form.

Corrective Action: If any flow-promoting device fails to respond as indicated above, an
immediate eheeks check of the deviee FDD assembly and wiring are is required by milk plant
personnel to locate and correct the cause of the failure. If after adjustment and/or repair the
FDD fails this Test, the pasteurization system shall not be allowed to operate until the cause of
this failure has been corrected and compliance has been verified by the Regulatory Agency; or
in the case of HACCP listed milk plants, qualified industry personnel, acceptable to the
Regulatory Agency, in compliance with Item 16p.D; or on an emergency basis, an industry
temporary testing and sealing program, authorized by the Regulatory Agency, in compliance
with Item 16p.D.

5.4 DEVICE ASSEMBLY - DUAL STEM BEMCE FDD

NOTE: The Test procedure presented in this Section is typical of Tests accepted by FDA for
various specific types of FDDs. Testing details, which may vary, are provided in individual
FDD operator’s manuals that have been reviewed by FDA and are specified by part number in
FDA’s Coded Memoranda (M-b’s). In each of these EBA M-b accepted Test methods, if the
words "metering pump" or "timing pump" are used they shall be understood to mean "timing
pump and all other flow-promoting devices, which are capable of causing flow through the
FDD".

Apparatus: Nere No supplementary materials required.

Method: Observe the function of the timing pump and all other flow-promoting devices,
which are capable of causing flow through the FDD when the FDD is improperly assembled.
Procedure:

1. With the FDD in diverted-flow, caused by temperature, and the FDD is properly
assembled, move the FDD to the forward-flow position by moving the switch to the “Inspect”
mode and disconnect the valve stem from the actuator of the valve being tested.

2. Move the FDD to the diverted-flow position by moving the switch to the “Product” mode
and turn on the timing pump and all other flow-promoting devices, which are capable of
causing flow through the FDD. The timing pump and all other flow-promoting devices must
shall be de-energized and must shall not run. If any pump flow-promoting device, which is
capable of causing flow through the FDD, starts momentarily and then stops running, it may
indicate the improper wiring of the one (1) second time delay as allowed for in 16p(B)2.b.(10).
In addition, Separaters separators and/or downstream vacuum sources must-be shall remain
effectively valved-out of the pasteurization system. Move the switch to the “Inspect” mode and

properly Reassemble reassemble the FDD by—meving—itto—theforward-flow—pesition—and
reconnecting—the—stemto—the—aetuator. Start the timing pump and all other flow-promoting

devices, which are capable of causing flow through the FDD, to determine if the FDD has been
properly reassembled.

3. Repeat the this precedure Procedure for the other actuator.

5. Record the results of the Test on the appropriate Form.
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Corrective Action: If any of the flow-promoting devices, which are capable of causing flow
through the FDD, fail to respond as indicated, an immediate check of the FDD assembly and
wiring isreguired shall be conducted by milk plant personnel to locate and correct the eause
problem. If after adjustment and/or repair the FDD fails this Test, the pasteurization system
shall not be allowed to operate until the cause of this failure has been corrected and compliance
has been verified by the Regulatory Agency; or in the case of HACCP listed milk plants,
qualified industry personnel, acceptable to the Regulatory Agency, in compliance with Item
16p.D; or on an emergency basis, an industry temporary testing and sealing program,
authorized by the Regulatory Agency, in compliance with Item 16p.D.

5.5 MANUAL DIVERSION
B - ostalled in the ITST f

Apparatus: Nene No supplementary materials required.

Method: Observe that the appropriate responses in Procedures 1 and 2, as required below,
have occurred the-response-ofthesystem—+te during the activation and deactivation of manual
diversion.

Procedure:

1. With the HTST pasteurization system in operation and the FDD in the forward-flow
position, press activate the manual dversion divert control butten. Fhis-sheuld:

a. Cause the The FDD te shall assume the divert diverted-flow position;

b. De-energize-the-boosterpump: Any flow-promoting device downstream from the FDD,
which is capable of causing flow through the FDD, shall be de-energized; and

c. Any separator and/or dewnstream vacuum seurees source downstream from the FDD
must shall be effectively valved out;-and.

If a booster pump is installed in the HTST pasteurization system and the pasteurization system
1s in operation with the FDD in the forward-flow position:
a. Activate the manual divert control. The booster pump shall be de-energized. The
required minimum pressure differential of at least 6.9 kPa (1 psi) between raw milk and/or
milk product and pasteurized milk and/or milk product in the regenerator shall be
maintained.
b. After the raw pressure reaches zero (0) psi, deactivate the manual divert control and
observe that the required minimum pressure differential of at least 6.9 kPa (1 psi) between
raw milk and/or milk product and pasteurized milk and/or milk product in the regenerator
has been maintained.
3. Re-sealtheregulatory—controls—as—neeessary: Record the results of the Test on the
appropriate Form.
Corrective Action: If the above described required actions do not occur, or the neeessary
required pressure differential between raw and pasteurized milk and/or milk product is not

maintained, the—assembly—and—wiring—of the HTST pasteurization system swast shall be
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immediately reviewed and evaluated by milk plant personnel and the indicated deficiencies
corrected or proper adjustments made. If after adjustment and/or repair the FDD fails this Test,
the pasteurization system shall not be allowed to operate until the cause of this failure has been
corrected and compliance has been verified by the Regulatory Agency; or in the case of
HACCP listed milk plants, qualified industry personnel, acceptable to the Regulatory Agency,
in compliance with Item 16p.D; or on an emergency basis, an industry temporary testing and
sealing program, authorized by the Regulatory Agency, in compliance with Item 16p.D.

5.6 RESPONSE TIME

Apparatus:

1. Water, oil or other suitable media bath and agitator;

2. Suitable means of heating the media bath; and

3. Stepwateh An accurate time measuring device.

Method: Determine that the elapsed time does not exceed one (1) second between the instant
of the activation of the FDD control mechanism at cut-out temperature, on declining
temperature, and the instant the FDD takes the fully diverted-flow position.

Procedure:

1. With the water, oil or suitable media bath at a temperature above cut-out temperature,
allow the water, oil or other suitable media to cool gradually. The moment the cut-out
mechanism is activated, start the wateh accurate time measuring device. The moment the FDD
takes the fully-diverted position, stop the wateh accurate time measuring device.
2.—Re-seal-the-regulatory-controls-asneecessary-andreeord Record the results of the Test on the
appropriate Form.

Corrective Action: If the response time exceeds one (1) second, immediate eerreetive action
must shall be taken by milk plant personnel to correct this FDD deficiency. If after adjustment
and/or repair the FDD fails this Test, the pasteurization system shall not be allowed to operate
until the cause of this failure has been corrected and compliance has been verified by the
Regulatory Agency: or in the case of HACCP listed milk plants, qualified industry personnel,
acceptable to the Regulatory Agency, in compliance with Item 16p.D; or on an emergency
basis, an industry temporary testing and sealing program, authorized by the Regulatory
Agency, in compliance with Item 16p.D.

5.7 TIME DELAY INTERLOCK WITH TIMING PUMP_AND OTHER FLOW
PROMOTING DEVICES

Application: To all dual stem FDDs with a manual forward-flow control switch.

Apparatus: Nesre No supplementary materials required.

Method: Determine that the deviee FDD does not assume a manually induced forward-flow
position; while the timing pump or any other flow-promoting device, which is capable of
causing flow through the FDD, is operating.

Procedure: With the pasteurization system operating in forward-flow, move the control
switch to the "Inspect" position and observe that the following events automatically occur in
sequence:

1. The FDD immediately moves to the diverted-flow position and the timing pump and all
other flow-promoting devices, which are capable of causing flow through the FDD, are de-
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energized, or in the case of separators and/or downstream vacuum sources, are effectively
valved-out of the pasteurization system.

2. The FDD remains in the diverted-flow position while until the timing pump and all other
flow-promoting devices, which are capable of causing flow through the FDD, are—running
dewn have completely stopped running or in the case of a separator and/or downstream
vacuum sources, are effectively valving valved out of the pasteurization system.

3. Then: T—he the FDD may shall assume the forward ﬂow p0s1t10n e&l—y—aﬁer—&x&tm&mg—p&mp

5 4. Record the Fest results of the Test on the appropriate Form and seal the control enclosure.
Corrective Action: If the above sequence of events do not occur, either a timer adjustment or
wiring change is required to be made by milk plant personnel. If after adjustment and/or repair
the FDD fails this Test, the pasteurization system shall not be allowed to operate until the cause
of this failure has been corrected and compliance has been verified by the Regulatory Agency;
or in the case of HACCP listed milk plants, qualified industry personnel, acceptable to the
Regulatory Agency, in compliance with Item 16p.D; or on an emergency basis, an industry
temporary testing and sealing program, authorized by the Regulatory Agency, in compliance
with Item 16p.D.

5.8 CIP TIME DELAY RELAY

Application: To all continuous-flow pasteurizer pasteurization systems in which it is desired

to run the-timing pump-andfor-ether any flow-promoting devices during the CIP cycle without
the controls required during product processing.

Criteria: When the mode switch on the FDD is moved from “Process” to “CIP”, the FDD
shall move immediately to the diverted diverted-flow position. It shall remain in the diverted
diverted-flow position for at least ten (10) minutes, with all public health controls required in
the “Process” mode functioning, before starting its normal cycling in the “CIP” mode. In
HTST pasteurization systems, the booster pump shall be de-energized, separators between raw
regenerator sections and separators and/or vacuum sources downstream of the FDD, shall be
effectively valved-out of the pasteurization system during the required ten (10) minute time
delay.

Apparatus: Stepwateh An accurate time measuring device.

Method: Determine that the set point on the “CIP” time delay relay is equal to or greater than
the required ten (10) minutes by observing the time when the FDD moves to the forward-flow
position or is again capable of moving to the forward-flow position.

Procedure:

1. Operate the pasteurizer pasteurization system in forward-flow, with the mode switch on the
FDD controls in the “Process” position, using water above the minimum legal pasteurization
temperature. For magnetic flow meter based timing systems, operate the system; at a flow-rate
below the Floew-Alarm flow alarm set point and above the low-flow or Less-ef-Signal-Alarm
loss-of-signal alarm set point.
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NOTE: The appropriate temperature sensing elements may be placed in a water, ot oil or
other suitable media bath to simulate the normal pasteurization temperature ef within the
holding tube as an alternative to heating the water in the pasteurization system above the
minimum legal pasteurization temperature.

2. Move the mode switch on the FDD control to the “CIP” position. The FDD sheuld shall
move immediately to the diverted diverted-flow position. Start the stepwateh accurate time
measuring device when the FDD moves to the diverted diverted-flow position. Ekeek Confirm
that all public health controls required in diverted flow in the “Process” mode are functioning

«“p 29

ontrols—that-are required-to-be-noperation-whenthe-system n-the oce mode and #

controls normally required during the “Process” mode during product processing. Fer

example;-the beoster pump-may-start-at this-time-

4. Record the results of the Test on the appropriate Form.

5. Install-and-seal Re-seal the regulatory enclosure over the time delay relay
Cerrective Action: If the FDD does not remain in the diverted diverted-flow position for at
least the required ten (10) minutes after the FDD mode switch is moved from “Process” to
“CIP”, increase the set point on the time delay relay and repeat this Test proeedure Procedure.
All public health controls required when the pasteurization system is in “Process” mode and in
diverted-flow saust shall be functional during these this required ten (10) minutes. H-any-eofthe

=S 5 at

. N med mn he ton A 1N =
; If the above does not occur, either a timer
adjustment or wiring change is required to be made by milk plant personnel. If after adjustment
and/or repair the FDD fails this Test, the pasteurization system shall not be allowed to operate
until the cause of this failure has been corrected and compliance has been verified by the
Regulatory Agency:; or in the case of HACCP listed milk plants, qualified industry personnel,
acceptable to the Regulatory Agency, in compliance with Item 16p.D; or on an emergency
basis, an industry temporary testing and sealing program, authorized by the Regulatory
Agency, in compliance with Item 16p.D.

are-needed. In HFSTsystems;+

5.9 LEAK-DETECT VALVE FLUSH - TIME DELAY

Application: Fhe minimum—one—{(H——second—delay—applies to To HTST continuous-flow
pasteurizers pasteurization systems in which the space between the divert and leak-detect valve

valves is not self-draining when the FDD is in the diverted-flow position.

Fhenredu-of e Sisecondstor this-dehv—isnotappheabless
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> Thetimi ) o | .
Criteria: The space between the divert and leak-detect walve valves w4l shall be flushed for at

least one (1) second and not more than five (5) seconds after the divert valve moves to the
forward-flow position and before the leak-detect valve moves to the ferward forward-flow
position.
The maximum of five (5) seconds delay is not applicable if:
1. The minimum acceptable pasteurization holding time in diverted-flow can be achieved
without the use of any restriction in the divert line; or
2. The timing system is magnetic flow meter based.
Apparatus: Step-wateh An accurate time measuring device.
Method: Observe the movement of the divert and leak-detect valves to the forward-flow
position and measure the time interval between the movement of the two (2) valves.
Procedure:
1. Move the FDD from the diverted-flow position to the forward-flow position either by:

a. Raising the temperature above the cut-in set point; or

NOTE: The appropriate temperature sensing elements may be placed in a water, oil or
other suitable media bath to simulate the normal pasteurization temperature within the
holding tube as an alternative to heating the water in the pasteurization system above the
minimum legal pasteurization temperature.

b. Operating the HTST pasteurizer pasteurization system above the cut-in temperature in
manual divert mode and then releasing deactivate the manual divert control.
2. When the divert valve begins to move to the forward-flow position, start the wateh accurate
time measuring device.
3. When the deteet leak-detect valve begins to move to the forward-flow position, stop the
wateh accurate time measuring device.
4. Record the elapsed time on the appropriate Form.
5. If the elapsed time is at or above one (1) second and at or below five (5) seconds, except as
noted in the exceptions in the Criteria above, seal the time delay as required.
Corrective Action: If the elapsed time is less than one (1) second or greater than five (5)
seconds, except as noted in the exceptions in the Criteria above, appropriate changes to the
pasteurization system or pasteurization system system’s FDD controls must shall be made by
milk plant personnel. If after adjustment and/or repair the FDD fails this Test, the
pasteurization system shall not be allowed to operate until the cause of this failure has been
corrected and compliance has been verified by the Regulatory Agency; or in the case of
HACCP listed milk plants, qualified industry personnel, acceptable to the Regulatory Agency,
in compliance with Item 16p.D; or on an emergency basis, an industry temporary testing and
sealing program, authorized by the Regulatory Agency, in compliance with Item 16p.D.

TEST6.

BATCH (VAT) PASTEURIZER LEAK-PROTECTOR OUTLET VALVE

Reference: Item 16p.(A) and (D)
Application: To all batch (vat) pasteurizer pasteurizers that have an outlet valves valve.
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Frequency: Upon installation; and at least once each three (3) months thereafter.

Criteria: No leakage ef-milk—or-milk—produet past the outlet valve seat in any the closed
position.

Apparatus: No supplementary materials required.

Method: By observing whether or not leakage past the outlet valve seat occurs when pressure
is exerted against the upstream face of the outlet valve.

Procedure:

1. Utilizing milk, er milk products or water, fill the batch (vat) pasteurizer to the normal

operation level se-that-pressure-is-exerted-against-the-elosed-outlet-valve.

2. Observe the outlet valve in the closed position and determine whether or not any milk, e
milk product or water is leaking past the outlet Valve seat into the valve outlet.

G(}FFeetNe ACtlon If leakage past the outlet Valve seat sheuld-eeeur occurs in any the closed

position, the outlet valve plug sheuld shall be re-greund;—gaskets—replaced; repaired or any
otherneeessary-steps-shall- be-takento-preventdeakage replaced by milk plant personnel. If the

outlet valve fails this Test, the batch (vat) pasteurizer shall not be allowed to operate until the
cause of this failure has been corrected and compliance has been verified by the Regulatory
Agency:; or in the case of HACCP listed milk plants, qualified industry personnel, acceptable to
the Regulatory Agency, in compliance with Item 16p.D; or on an emergency basis, an industry
temporary testing and sealing program, authorized by the Regulatory Agency, in compliance
with Item 16p.D.

TEST 7.

INDICATING THERMOMETERS LOCATED ON WITHIN HTST
PASTEURIZATION SYSTEMS PHRPELINES -
THERMOMETRIC RESPONSE

Reference: Item 16p.(B) and (D)

Application: To all eentinueous-flow—pasteurizers HTST pasteurization systems, except for
those in which the FDD is located downstream of the pasteurized regenerator section(s) and/or
the final cooler section.

Frequency: Upon installation; once each three (3) months thereafter; whenever the indicating
thermometer has been repaired and/or replaced; ard or whenever the regulatory seal on a
digital thermemeter sensing element or digital control box has been broken.

Criteria: Four (4) seconds or less under-speeified-conditions.

Apparatus:

1. Stepwateh Accurate time measuring device;

2. The indicating thermometer, which was previously tested against a known accurate test
thermometer;

3. Water, oil or other suitable media bath and agitator; and

4. Suitable means of heating the water media bath-; and
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5. Ice and water media bath

Method: By The measuring of the time required for the reading of the indicating thermometer
being tested to increase 7°C (12°F) through a specified temperature range. This temperature
range sast shall 1nc1ude the mlmmum legal pasteurlzatlon tempef&tufe emperature(s! Fhe

tested: If there are multlple cut-in temperatures and one (1) or more are separated by more than
7°C (12°F), this Test shall also be conducted for any cut-in temperature(s) not included within
the initial 7°C (12°F) range as addressed in Procedure 1 below.

Procedure:

1. Immerse the indicating thermometer in the water media bath, which has been heated to a
temperature at least 11°C (19°F) higher than the minimum scale reading on the indicating
thermometer. The media bath temperature shewld shall be 4°C (7°F) higher than the maximum
required highest pasteurization temperature set point (cut-in temperature) for which the
indicating thermometer is being used.

2. Immerse the indicating thermometer in a-bueket-of an ice eeld and water media bath for
several seconds to cool it.

NOTE: Continuous agitation of the water baths heated media bath during the performance of
Procedures 3, 4 and 5 is required. The elapsed time between the end of Procedure 1 and the
beginning of Procedure 3 sheuld shall not exceed fifteen (15) seconds, unless a constant
temperature media bath is used to prevent the het—water heated media bath from cooling
significantly.

3. Insert the indicating thermometer into a the het-water heated media bath to the proper in-
dicating thermometer bulb immersion depth.

4. Start the stopwateh accurate time measuring device when the indicating thermometer reads
11°C (19°F) below the heated media bath temperature.

5. Stop the stepwateh accurate time measuring device when the indicating thermometer reads
4°C (7°F) below the heated media bath temperature.

6. Record the-thermemetric—response—time—forthe—officereeord results of the Test on the

am)roprlate Form.

For Example: For a an indicating thermometer used at pasteurization temperature set points of
71.7°C (161°F) and 74.4°C (166°F), a water media bath at a temperature of 78.3°C (173°F)
could be used. +0-6-°C 11°C (19°F) lower than a 78.3°C (173°F) water media bath would be
67.8°C (154°F); 3:9°C 4°C (7°F) lower than a 78.3°C (173°F) water media bath would be
74.4°C (166°F). Hence, after immersing the indicating thermometer that has been previously
cooled in the ice and water media bath, is into the 78.3°C (173°F) bath, the stopwateh accurate
time measuring device is started when the thermometer reads 67.8°C (154°F) and the accurate
time measuring device is stopped when it reads 74.3°C (166°F).

NOTE: The Fest Example included the pasteurization temperature set points of 71.7°C
(161°F) and 74.4°C (166°F). If the pasteurization temperature set points had been 71.7°C
(161°F) and 79.4°C (175°F), it would not have been possible to include both set points within a
6-7°c 7°C (12°F) span. With these set points of 71.7°C (161°F) and 79.4°C (175°F) the Test
would have to be dene conducted separately for each set point.
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Corrective Action: If the response time exceeds four (4) seconds, the indicating thermometer
should shall be repaired or replaced er—returned—for—repair by milk plant personnel. If the
thermometer fails this Test, the pasteurization system shall not be allowed to operate until the
cause of this failure has been corrected and compliance has been verified by the Regulatory
Agency; or in the case of HACCP listed milk plants, qualified industry personnel, acceptable to
the Regulatory Agency, in compliance with Item 16p.D; or on an emergency basis, an industry
temporary testing and sealing program, authorized by the Regulatory Agency, in compliance
with Item 16p.D.

TEST 8.

TEMPERATURE RECORDPER/CONTROLLER RECORDER-CONTROLLER
THERMOMETERS - THERMOMETRIC RESPONSE

Reference: Item 16p.(B) and (D)

Application: To all HTST continuous-flow pasteurizers pasteurization systems, except for
those in which the FDD is located at-the-end-eftheeooler downstream of the pasteurized
regenerator section(s) and/or the final cooler section.

Frequency: Upon installation; and at least once each three (3) months thereafter; whenever
the temperature recorder-controller thermometer has been repaired and/or replaced; or
whenever the regulatory seal has been broken.

Criteria: Five (5) seconds;-underspeeified-conditions or less.

Apparatus:

1. Stepwateh Accurate time measuring device;

2. The indicating thermometer, which was previously tested against a known accurate test
thermometer;

3. Water, oil or other suitable media bath and agitator; and

4. Suitable means of heating the water media bath.

Method: Measure the time interval between the instant when the temperature recerding
recorder-controller thermometer reads 7°C (12°F) below the cut-in temperature and the moment
of cut-in by the temperature reeorderfeontreler recorder-controller. This time interval
measurement is made when the temperature recorder-controller sensing element is immersed in
a rapidly agitated water media bath maintained at 4°C (7°F) above the cut-in temperature.
Procedure:

1. Check and, if necessary, adjust the pen-arm setting of the reeerding temperature recorder-

controller thermometer in-the-proper—reference to agree-with read the same as the indicating
thermometer re&d—mg at the pasteurlzatlon temperature

32. Remove-the-Allow the temperature recorder-controller sensing element-and-aHew-it to cool

to room temperature.

43. Heat the water media bath to 4°C (7°F) above the cut-in temperature, while continuously
vigereushy agitating the media bath to insure a uniform temperature.

54. Immerse the temperature reeorder/econtroller recorder-controller sensing element balb in the
media bath. Continue agitation during Procedures 6 5 and 7 6 below.
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65. Start the stepwateh accurate time measuring device when the temperature recerding
recorder-controller thermometer reaches a temperature of 7°C (12°F) below the cut-in temp-
erature.

76. Stop the stopwateh accurate time measuring device when the temperature
reeorder#eeﬁtroller recorder controller cuts in.

o£ﬁe%reeord— Record the results of the Test on the approprrate Form.
8. Repeat Procedures 1 through 7 for each temperature cut-in set point.

Corrective Action: If the response time exceeds five (5) seconds, the temperature
recorderfeontroler recorder-controller sheuld shall be repaired or replaced by milk plant
personnel. If the temperature recorder-controller fails this Test, the pasteurization system shall
not be allowed to operate until the cause of this failure has been corrected and compliance has
been verified by the Regulatory Agency; or in the case of HACCP listed milk plants, qualified
industry personnel, acceptable to the Regulatory Agency, in compliance with Item 16p.D; or
on an emergency basis, an industry temporary testing and sealing program, authorized by the
Regulatory Agency, in compliance with Item 16p.D.

TEST 9.
REGENERATOR PRESSURE CONTROLS
Reference: Item 16p.(C) and (D)

9.1 PRESSURE SWITCHES
Used-to-control- the-operation-of the beester pump-
Application: To all pressure switches controlling the operation of a booster pump on HTST
pasteurizer pasteurization systems employing regenerators with a regenerator section(s).
Frequency: Upon installation; at least once each three (3) months thereafter; after whenever
there is any change #a to the booster pump or the pressure switch circuit; andfer or whenever
the pressure-switeh regulatory seal is has been broken.
Criteria: The booster pump shall not operate unless there is at least a 6.9 kPa (1 peund psi)
pressure differential on the pasteurized milk and/or milk product side of the regenerator
section.
Apparatus:
1. A Sanitary sanitary pressure gauge; and
2. prewmatie Pneumatic testing device, for checking and adjusting the pressure switch settings-
. and

NOTE: A simple pneumatic testing device may be made from a disearded-50-millimeters(2
inehes)-7BX sanitary tee; with a cap on one outlet of the tee that is twe-(2)-additional 1 3H-nuts;
oﬂeéléﬂllwh*eh—rs—prowded—w&th—a—léA—eaﬁ drilled and tapped and fitted in sequence from the

cap with an air bleeder valve, an air pressure reducing valve (suggested range 0-60 psi) and a

quick disconnect fitting for attaching a pneumatic device to a milk plant air line. fora13
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3. A test light of proper voltage sheuld-be placed in-series with the pressure switch contact and
in parallel with the eleetrical-load; booster pump starter;—se-the-actuationpoint-may-bereadiy
determined.
Method: Check and make the adjustment of the pressure switch to prevent the operation of
the booster pump, unless the pressure of the pasteurized milk and/or milk product side of the
regenerator section is greater by at least 6.9 kPa (1 psi) than any pressure that may be genera-
ted by the booster pump en-theraw-side.
Procedure:
1. Determine the maximum pressure of the booster pump.
a. Install the sanitary pressure gauge in a tee at the discharge of the booster pumps.
b. Operate the pasteurizer pasteurization system with on water; with the FDD in forward-
flow; the timing pump operating at the minimum speed possible; and the booster pump
operating at its rated maximum speed. If a separator and/or vacuum equipment is located
between the raw outlet frem of the regenerator section and the timing pump, # the separator
and/or vacuum equipment shewld shall be bypassed effectively valved out of the
pasteurization system whie-this-determinationis-made-.
c. Nete Determine the maximum pressure indicated by the pressure gauge under these
conditions.
2. Check and set the pressure switch.

pressure switch to be tested from the pasteurlzatlon system and connect 1t to one (1) of the

outlets of the pneumatic testing device sanitary tee.

b. Connect the sanitary pressure gauge to the third outlet of the sanitary tee.

c. Close the air pressure regulating valve and fully open the air bleeder valve. Slowly
manipulate these valves to bring the air pressure in the pneumatic testing device within the

desired range.

NOTE: By careful manipulation of the air pressure reducing valve and the air bleeder
valve, the air pressure in the pneumatic testing device may be regulated slowly and
precisely. When operating the pneumatic testing device, care shall be taken to avoid
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exposing the pressure switch and the sanitary pressure gauge to excessive pressure that
might cause damage to the pressure switch.

bd. Remove the regulatory seal and cover to expose the adjustment mechanism on the
pressure switch.
ee. Operate the pneumatic testing device and determine the pressure gauge reading at the
eut-ir booster pump start point ef on the pressure switch, which will light the test lamp
light. If the pressure switch is short circuited, the tamp test light will be lighted lit before
the air pressure is applied.
df. The eut-in booster pump start point shewld shall be adjusted, if necessary, so as to occur
at a pressure gauge reading at least 6.9 kPa (1 psi) greater than the maximum booster pump
operating pressure, as determined under Seetien Step 1 of this precedure Procedure.
Where If an adjustment is necessary, refer to the manufacturer's instructions for the
adjusting procedures. After adjustment, recheck the aetaatien booster pump start point and
eg. Replace the cover, seal the pressure switch and restere put the pressure switch sensing
element back te at its original location.
3. Identify the motor, casing and impeller of the booster pump.
f4. Record the maximum booster pump pressure developed and, the pressure switch setting and
the identity of the motor, casing and impeller of the booster pump for-the-officerecord on the
appropriate Form.
Action: If the pressure switch fails this Test, the pasteurization system shall not be allowed to
operate until the cause of this failure has been corrected and compliance has been verified by
the Regulatory Agency; or in the case of HACCP listed milk plants, qualified industry
personnel, acceptable to the Regulatory Agency, in compliance with Item 16p.D; or on an
emergency basis, an industry temporary testing and sealing program, authorized by the
Regulatory Agency, in compliance with Item 16p.D.

9.2 DIFFERENTIAL PRESSURE CONTROLLER

Application: Test 9.2.1 applies to all differential pressure controllers used to control the
operation of booster pumps en within HTST pasteurization systems or used to control the
operation of FDDs on HHST and HTST pasteurization systems with the FDD located
downstream of the pasteurized regenerator section(s) and/or the final cooler section.

Test 9.2.2 applies only to HTST pasteurization systems with the FDD located immediately
following the holding tube.

Test 9.2.3 applies to the testing of eentinnousflow continuous-flow pasteurization systems in
which the differential pressure controller is used to control the operation of the FDD.
Frequency: Upon installation; at least once each three (3) months thereafter; and whenever
the differential pressure controller is adjusted or repaired; or whenever the regulatory seal has
been broken.

Criteria: The booster pump shall not operate, or the pasteurizer pasteurization system shall
not operate in forward-flow, unless the milk and/or milk product pressure in the pasteurized
side of the regenerator section(s) is at least 6.9 kPa (1 psi) greater than the milk and/or milk
product pressure in the raw side of the regenerator section(s). When the differential pressure
controller is used to control the FDD on HHST pasteurization systems, and improper pressure
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occurs in the regenerator section(s), the FDD shall move to the diverted-flow position and
remain in diverted-flow until the proper pressures are re-established in the regenerator
section(s) and all milk and/or milk product-contact surfaces between the holding tube and the
FDD have been held at or above the reguired minimum legal pasteurization temperature,
continuously and simultaneously for at least the required time.

Apparatus:

1. A sanitary pressure gauge; and a

2. preumatie Pneumatic testing device, described in Test 9.1 PRESSURE SWITCHES can
be used for checking and adjusting the differential pressure switch setting. (Referto-Fest91-);
3. Water, oil or other suitable media bath and agitator;

4. Suitable means of heating the media bath. (Refer to Test 9.2.2); and

5. Test light. (Refer to Test 9.2.3)

Method: The differential pressure switch is checked and adjusted to prevent the operation of
the booster pump, or prevent forward-flow, unless the milk and/or milk product pressure in the
pasteurized side of the regenerator section(s) is at least 6.9 kPa (1 psi) greater than the pressure
in the raw side of the regenerator section(s).

9.2.1 CALIBRATION OF THE DIFFERENTIAL PRESSURE CONTROLLER
PROBES SENSING ELEMENTS

Procedure:

1. Loosen the preeess sanitary pipeline eenneetion connections at to both differential pressure
controller pressure sensers sensing elements and wait for any liquid to drain through the loose
sanitary pipeline connections. Both pointers, or digital displays, shetld shall be within 3.5 kPa
(0.5 psi) of 0 kPa (0 psi). If not, adjust the pointer(s), or the digital display(s), to read 0 kPa (0
psi).

2. Remove both differential pressure controller sensers sensing elements from the preeesser
pasteurization system and mount them # on a testing tee; which is connected either at the
discharge of the booster pump; or eenneeted to at the pneumatic testing device. Note the
separation between the two (2) pointers or digital displays. Fhe A change in elevations
elevation of the differential pressure controller sensers sensing elements wi may cause have
eaused some change in the zere 0 kPa (0 psi) readings. Turn on the booster pump switch and
depress activate the test push-butten switch/button to operate the booster pump-, or ¥ if the
pneumatic testing device is used in lieu of the booster pump, adjust the air pressure to the
normal operating pressure of the booster pump. Note that the peinter pointers, or digital
display reading separation is within 6.9 kPa (1 psi) of that observed before the pressure was
applicd. If not, the instrument requires adjustment or returned for repair.

3. Record the results of the Test resultsfor-the-officerecord on the appropriate Form.

Action: If the differential pressure controller fails to respond as indicated above, an immediate
check of the differential pressure controller is required by milk plant personnel to correct the
cause of the failure. If after adjustment and/or repair the differential pressure controller fails
this Test, the pasteurization system shall not be allowed to operate until the cause of this failure
has been corrected and compliance has been verified by the Regulatory Agency; or in the case
of HACCP listed milk plants, qualified industry personnel, acceptable to the Regulatory
Agency, in compliance with Item 16p.D; or on an emergency basis, an industry temporary
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testing and sealing program, authorized by the Regulatory Agency, in compliance with Item
16p.D.

9.22 HTST - INTERWIRING OF THE PRESSURE DIFFERENTIAL
PRESSURE CONTROLLER WITH THE BOOSTER PUMP

Method: Determine if the booster pump stops running when the pressure differential is not
properly maintained in the regenerator section(s).

Procedure:

1. Connect the pasteurized regenerator section differential pressure controller senser sensing
element to a testing tee with the other end of the testing tee capped.

NOTE: If there is water in the HTST pasteurization system, ensure that the recorder/controller
recorder-controller prebe sensing element and the pasteurized regenerator section differential
pressure controller senser sensing element ports are capped before the timing pump is turned
on.

2. Turn on the timing pump and the booster pump.

3. Place the reecerder/econtreler recorder-controller prebe sensing element in a hot water
media bath, which is above the cut-in temperature.

4. Tura—up Increase the air supply on the testing tee to provide an adequate pressure
differential to start the booster pump. The booster pump shall start running.

5. Decrease the air supply to the testing tee until the pasteurized milk and/or milk product
differential pressure controller senser sensing element pressure is less than 14 kPa (2 psi)
greater than ef the pressure on the raw milk and/or milk product side differential pressure
controller senser sensing element. The booster pump sheuld shall havestopped stop running.
Ensure that the FDD remains in the forward-flow position and the timing pump continues to
operate.

6. Resealtheregulatorycontrols-asneeessary-andreeord Record the results of the Test results
for-the-officereeord on the appropriate Form.

Corrective Action: If the booster pump fails to stop running when the pressure differential is
not maintained, have—the milk plant maintenanee personnel shall determine and correct the
eause-problem. If after adjustment and/or repair the differential pressure controller fails this
Test, the pasteurization system shall not be allowed to operate until the cause of this failure has
been corrected and compliance has been verified by the Regulatory Agency: or in the case of
HACKCEP listed milk plants, qualified industry personnel, acceptable to the Regulatory Agency,
in compliance with Item 16p.D: or on an emergency basis, an industry temporary testing and
sealing program, authorized by the Regulatory Agency, in compliance with Item 16p.D.

9.2.3 INTERWIRING OF THE PRESSURE DIFFERENTIAL PRESSURE
CONTROLLER WITH THE FDD IN AN HHST CONTHNUOUSFLOW
CONTINUOUS-FLOW PASTEURIZATION SYSTEM

Application:
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+ To all differential pressure controllers used to control the operation of FDDs on HHST
eontintous—flow continuous-flow pasteurization systems with the FDD located downstream of

the pasteurlzed regenerator ectlong s) and/ or final cooler section.. —aﬁd

Method: The differential pressure switeh controller is checked and adjusted to prevent
forward-flow, unless the milk and/or milk product pressure in the pasteurized side of the
regenerator section(s) is at least 6.9 kPa (1 psi) greater than the pressure in the raw milk and/or
milk product side of the regenerator section(s). In the case of milk and/or milk product-to-
water-to-milk or milk product regenerators, protected on the pasteurized side of the regenerator
section(s), the “water side” of the regenerator section(s) shall be considered to be the "raw
product side" for purposes of this Test.
Procedure:
1. Wire the test lamp light in series with the signal from the pressure differential pressure
switeh controller to the FDD.
2. Calibrate the pressure differential pressure switek controller and prebes sensing elements.
(Use Test 9.2.1.)
3. Adjust the pressure on the differential pressure switeh controller seasers sensing elements
to their normal operating pressures, with the pasteurized milk and/or milk product pressure at
least 14 kPa (2 psi) higher than the raw milk and/or milk product pressure.
a. The test lamp light sheuld shall be lit. If not, increase the pasteurized milk and/or milk
product pressure, or lower the raw milk and/or milk product pressure, until the test light is
lit.
b. Gradually lower the pasteurized side milk and/or milk product pressure, or raise the raw
milk and/or milk product pressure until the test light turns off.
c. The test light shewld shall turn off when the pasteurized milk and/or milk product
pressure is at least 14 kPa (2 psi) higher than the raw milk and/or milk product pressure.
d. Note the differential pressure differential at the point the test light turns off.
e. Gradually raise the pasteurized milk and/or milk product pressure, or lower the raw
milk and/or milk product pressure, until the test light turns on.
f. The test light shewld shall not turn on until the pasteurized milk and/or milk product
pressure is at least 14 kPa (2 psi) higher than the raw milk and/or milk product pressure.
Note the differential pressure differential at the point the test light turns off.

NOTE: This Test may be completed using a pneumatic testing device capable of producing
differential pfess&res pressure differentials on the pfebes sensing elements—Fhis-device-should

duplicate duplicating the

condltlons descrlbed above.

4. Sealtheinstrument-and-reecord Record the results of the Test-resultsfor-the-officerecord on
the appropriate Forms.

Action: If the differential pressure controller fails to respond as indicated above, an immediate
check of the differential pressure controller is required by milk plant personnel to locate and
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correct the problem. If after adjustment and/or repair the differential pressure controller fails
this Test, the pasteurization system shall not be allowed to operate until the cause of this failure
has been corrected and compliance has been verified by the Regulatory Agency; or in the case
of HACCP listed milk plants, qualified industry personnel, acceptable to the Regulatory
Agency, in compliance with Item 16p.D; or on an emergency basis, an industry temporary
testing and sealing program, authorized by the Regulatory Agency, in compliance with Item

16p.D.

9.3 ADDITIONAL HTST PASTEURIZATION SYSTEM TESTS FOR BOOSTER
PUMPS - INTERWIRING

Application: To all booster pumps used for HTST pasteurization systems where the FDD is

located immediately after downstream of the holding tube, except forthese-systems-which-are
magnetic flow—meter-based-timing systems; that Test 9.3.2 is not required to be performed on

magnetic flow meter based timing systems.

Frequency: Upon installation; at least once each three (3) months thereafter; whenever there
is any change to the booster pump or the booster pump interwiring; or when the regulatory seal
has been broken.

Criteria: The booster pump shall be wired so it cannot operate if the FDD is in the diverted
diverted-flow position or if the timing pump is not in operation.

Apparatus:

1. A sanitary pressure gauge; and

2. pneumatic Pneumatic testing device, as described in Test 9.1 Pressure—Switches
PRESSURE SWITCHES, can be used for checking and adjusting the differential pressure
controller setting. (Refer to Test 9.1);

3. Water, oil or other suitable media bath and agitator; and

4. Suitable means of heating the water media bath.

9.3.1 BOOSTER PUMPS -INTERWIRED WITH FEDD

Method: Determine if the booster pump stops running by dropping the temperature and
causing the FDD to divert.

Procedure:

1. Connect the pasteurized regenerator section(s) differential pressure controller senser
sensing element to a testing tee with the other end of the testing tee capped.

NOTE: If there is water in the HTST pasteurization system, ensure that the recorder/controller
recorder-controller prebe sensing element and the pasteurized regenerator section (s)
differential pressure controller senser sensing element ports are capped before the timing pump
is turned on.

2. Turn on the timing pump and the booster pump.

3. Place the recerder/eontroler recorder-controller probe sensing element in a hot water
media bath, which is above the cut-in temperature.

4. Turaup Increase the air supply on the testing tee to provide an adequate pressure
differential to start the booster pump. The booster pump shall start running.
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5. Remove the reeorder/eontreller recorder-controller prebe sensing element from the hot
water media bath.

6. When the FDD moves to the diverted-flow position, the booster pump sust shall stop
running. Ensure that the pressure differential remains adeguate greater than or equal to 6.9 kPa
(1 psi) and the other flow-promoting devices, which are capable of causing flow through the
FDD, in the timing pummp system eentintes continue to operate.

7. Reseal-theregulatory-controls-asneeessary-and-reeord Record the results of the Test-results
for-the-officerecord on the appropriate Form.

Corrective Action: If the booster pump fails to stop running when the FDD is in the diverted-
flow position, have-the milk plant maintenanee personnel eheekthe-wiring shall determine and
correct the cause. If after adjustment and/or repair the booster pump fails this Test, the
pasteurization system shall not be allowed to operate until the cause of this failure has been
corrected and compliance has been verified by the Regulatory Agency; or in the case of
HACCP listed milk plants, qualified industry personnel, acceptable to the Regulatory Agency,
in compliance with Item 16p.D; or on an emergency basis, an industry temporary testing and
sealing program, authorized by the Regulatory Agency, in compliance with Item 16p.D.

9.3.2 BOOSTER PUMPS - INTERWIRED WITH THE TIMING PUMP

Method: Determine if the booster pump stops running when the timing pump is eff not
running.

Procedure:

1. Connect the pasteurized regenerator section(s) differential pressure controller senser
sensing element to a testing tee with the other end of the testing tee capped.

NOTE: If there is water in the HTST pasteurization system, ensure that the recorder/controHer
recorder-controller prebe sensing element and the pasteurized regenerator section(s)
differential pressure controller senser sensing element ports are capped before the timing pump
is turned on.

2. Turn on the timing pump and the booster pump.

3. Place the recerder/eontroHer recorder-controller prebe sensing element in a hot water
media bath, which is above the cut-in temperature.

4. Turn—up Increase the air supply on the testing tee to provide an adequate pressure
differential to start the booster pump. The booster pump sheuld shall start running.

5. Turn off the timing pump. The booster pump must shall stop running. Ensure that the
pressure differential remains adequate and the FDD remains in the forward-flow position.

6. Resealtheregulatorycontrols-asneeessaryandreeord Record the results of the Test results
for-the-officereeord on the appropriate Form.

Corrective Action: If the booster pump fails to stop running when the timing pump has-been
torned—off 1s not running, have—the milk plant-maintenanee personnel shall determine and
correct the cause. If after adjustment and/or repair the booster pump fails this Test, the
pasteurization system shall not be allowed to operate until the cause of this failure has been
corrected and compliance has been verified by the Regulatory Agency; or in the case of
HACKCEP listed milk plants, qualified industry personnel, acceptable to the Regulatory Agency,
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in compliance with Item 16p.D: or on an emergency basis, an industry temporary testing and
sealing program, authorized by the Regulatory Agency, in compliance with Item 16p.D.

TEST 10.

MILK OR MILK PRODUCT FLOW CONTROLS AND THE MILK OR MILK
PRODUCT TEMPERATURE AT CUT-IN AND CUT-OUT

References: Item 16p.(B) and (D)

Frequency: Milk and/or milk product flow controls shall be tested for the milk and/or milk
product temperature at cut-in and cut-out by one (1) of the following applicable Tests at the
frequency prescribed:

Apparatus:

1. Water, oil or other suitable media bath and agitator;

2. Suitable means of heating the media bath; and

3. Test light for Tests 10.2 and 10.3.

10.1 HTST PASTEURIZERS PASTEURIZATION SYSTEMS

Application: To AH all recorder/controllers recorder-controllers used in connection with
HTST pasteurizers pasteurization systems, except those in which the FDD is located
downstream from at—the—end—of the pasteurized regenerator section(s) and/or final cooler

section.
Freq uency Upon 1nstallat10n at least once each three (3) months thereafter by—the—Rege&&teﬂl

andeeltem—l—épép)% é&ﬂy—by—t—he—ma—l—lepl—aﬂt—operator whenever the recorder controller and/or

recorder-controller thermometer has been repaired and/or replaced; or when whenever a the

regulatory seal has been broken; and daily by a milk plant’s pasteurization system operator.

Criteria: Ne-forward-flow Forward-flow cannot be achieved until at least the minimum legal

pasteurization temperature has been reached. Flow shall be diverted before the temperature

drops below the minimum legal pasteurization temperature.

Method: By observing the actual temperature of the indicating thermometer at the instant

forward-flow starts (cut-in) and forward-flow stops (cut-out).

Procedure:

1. Cut-in temperature:
a. While milk, milk product or water is completely flooding the sensing element elements
of the recerder/eontroler recorder-controller and the indicating thermometer, which was
previously tested against a known accurate test thermometer, increase the heat gradually so
as to raise the temperature of the milk, milk product or water at a rate not exeeeding to
exceed 0.5°C (1°F) every per thirty (30) seconds. If a water, oil or other suitable media bath
is used in place of milk, milk product or water flowing through the pasteurization system,
the water, oil or other suitable media bath shall be adequately and continuously agitated
during this Test.
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b. Observe the indicating thermometer reading at the moment forward-flow starts begins,
i.e., the FDD moves. Observe that the recorder-controller frequeney event pen reading is
synchronized with the recording pen on the same reference arc as on the recording chart.

c. Immediately Reeerd record and identify on the recording chart, the observed indicating
thermometer temperature reading at cut-in en-the-recordingthermemeter—<hart and initial
the recording chart. This may be accomplished by inscribing a line intersecting the
recorded temperature arc at the pen location or any other method acceptable to the
Regulatory Agency. FheRegulatoryAgeneyshallrecord Festfindings-

2. Cut-out temperature:

a. After the cut-in temperature has been determined, and while the milk, milk product or
water is above the cut-in temperature, allow the milk, milk product or water to cool slowly
at a rate not exeeeding to exceed 0.5°C (1°F) per thirty (30) seconds. If a water, oil or other
suitable media bath is used in place of milk, milk product or water flowing through the
pasteurization system, the water, oil or other suitable media bath shall be adequately and

continuously agitated during this Test. Observe-the-indicatingthermeometerreadingat-the
instantforward-flow-stops:

b. Observe the indicating thermometer reading at the moment flow is diverted. Observe that
the recorder-controller event pen reading is synchronized with the recording pen on the
same reference arc as on the recording chart.
bc. Re-seal-theregulatorycontrols-asneeessaryand Immediately record and identify on the
recording chart, the observed indicating thermometer temperature reading at cut-out en-the
recording-thermometer—chart and initial the recording chart. This may be accomplished by
inscribing a line intersecting the recorded temperature arc at the pen location or any other
method acceptable to the Regulatory Agency.

3. Record the results of both the cut-in and cut-out Tests on the appropriate Form.

Corrective Action: Sheuld If the cut-in and/or cut-out reading indicating thermometer

reading be is below the minimum legal pasteurization temperature, the cut-in and and/or cut-

out setting(s) mechanismand/or—the—differential-temperature—mechanism should shall be ad-
justed by milk plant personnel to-ebtainproper—eut-inand-cut-out-temperatures—byrepeated
Fests, When—eomphiee —ts—nehieved—seul—the—recordercontroler—mechamse [ aller

adjustment the cut-in and/or cut-out temperature(s) fail this Test, the pasteurization system
shall not be allowed to operate until the cause of this failure has been corrected and compliance
has been verified by the Regulatory Agency; or in the case of HACCP listed milk plants,
qualified industry personnel, acceptable to the Regulatory Agency, in compliance with Item
16p.D; or on an emergency basis, an industry temporary testing and sealing program,
authorized by the Regulatory Agency, in compliance with Item 16p.D.

10.2 PASTHFEURIZERS PASTEURIZATION SYSTEMS USING INDIRECT HEATING

Application: To AH all HHST and HTST continuous-flow pasteurization systems with the
FDD located downstream of the pasteurized regenerator section(s) and/or the final cooler
section using indirect heating.

Frequency: Upon installation; at least once every three (3) months thereafter; whenever the
recorder-controller and/or recorder-controller thermometer has been repaired and/or replaced;
and or whenever the thermal eentreller recorder-controller thermometer regulatory seal is has
been broken.
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Criteria: The pasteurizer pasteurization system shall not operate in forward-flow unless the
minimum legal pasteurization temperature has been achieved in the holding tube and at the
FDD. The milk and/or milk product flow shall be diverted at-atemperaturelower-than before
the temperature falls below the ehesen minimum legal pasteurization standard temperature in
the holding tube.

Apparatus:—Neo-supplemental-materialsneeded:

Method: The cut-in and cut-out temperatures as read from the indicating thermometer located

within the pasteurization system are determined by-ebserving using a the-actual-temperatore-in
the constant—temperatare media bath at—whieh and the twe—2) sensing elements from the

holding tube and the FDD. signal-forward-flow-(eut-in)-and-diverted-How(eut-out):

Procedure:

1. Cut-in temperature:
a. Wire the test tamp light in series with the control contacts of the holding tube recorder-
controller sensing element. Immerse this the recorder-controller and holding tube indicating
sensing element elements in the censtanttemperatare media bath. Raise the media bath
temperature at a rate not exeeeding to exceed 0.5°C (1°F) every per thirty (30) seconds.
Observe the temperature reading on the indicating thermometer when the test light comes
on, which is at the cut-in temperature. Record-the-temperatarefor-the-officerecord:
b. Record the observed indicating thermometer cut-in reading on the appropriate Form.

2. Cut-out temperature:
a. After the cut-in temperature has been determined and while the media bath is above the
cut-in temperature, allow the media bath to cool slowly at a rate not exeeeding to exceed
0.5°C (1°F) per thirty (30) seconds. Observe the temperature reading on the thermal-limit-
eontreller recorder-controller when the test lamp light goes out, which is the cut-out
temperature. Determine that the cut-out temperature, on the thermal-timit-controller
recorder-controller is equivalent to or greater than the ehesen minimum legal pasteurization

s%aﬁdafd temperatur Where adjustment is nccessary. refer to  the manufacturer's

b. Record the observed indicating thermometer cut-out reading on the appropriate Form.
3. Repeat the procedure for the FDD sensing element. Rewire the test light in series with the

control contacts for the FDD sensing element. Whenproper—eut-outtemperaturehasbeen

ACtlon Whenever adlustment is necessary, refer to the manufacturer s 1nstruct10ns Retest the
cut-in_and cut-out temperatures after any adjustment, repair, replacement or whenever the
regulatory seal has been broken. If after adjustment the cut-in and/or cut-out temperature(s) fail
this Test, the pasteurization system shall not be allowed to operate until the cause of this failure
has been corrected and compliance has been verified by the Regulatory Agency; or in the case
of HACCP listed milk plants, qualified industry personnel, acceptable to the Regulatory
Agency, in compliance with Item 16p.D; or on an emergency basis, an industry temporary
testing and sealing program, authorized by the Regulatory Agency, in compliance with Item

16p.D.
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10.3 PASTHFEURIZERS PASTEURIZATION SYSTEMS USING DIRECT HEATING

Application: To AH all HHST and HTST continuous-flow pasteurization systems with the
FDD located downstream of the pasteurized regenerator section(s) and/or the final cooler
section using direct heating.

Frequency: Upon installation; at least once every three (3) months thereafter; whenever the
recorder-controller and/or recorder-controller thermometer has been repaired and/or replaced;
and or whenever the thermal-Jimit-controHer recorder-controller thermometer regulatory seal is
has been broken.

Criteria: The pasteurizer pasteurization system shall not operate in forward-flow unless the
minimum legal pasteurization temperature has been achieved in the holding tube, at the
vacuum chamber and at the FDD. The milk and/or milk product flow shall be diverted at-a
temperataretower—than before the temperature falls below the ehosen minimum legal pas-
teurization standard temperature in the holding tube.
Apparatus: No supplemiental materials needed.

Method: The cut-in and cut-out temperatures as read from the indicating thermometer located
within the pasteurization system are determined by-ebserving using a the-actual-temperature-in
the constanttemperatare media bath at-whieh each-of and the three(3) sensing elements from
the holding tube, vacuum chamber and the FDD signals—forward-flow—(eut-in)and-diverted-
flow-(ett-out).

Procedure:

1. Cut-in temperature:
a. Wire the test tamp light in series with the control contacts of the holding tube recorder-
controller sensing element. Immerse this the recorder-controller and holding tube indicating
sensing element elements in the censtant-temperatare media bath. Raise the media bath
temperature at a rate not exeeeding to exceed 0.5°C (1°F) every per thirty (30) seconds.
Observe the temperature reading on the thermal-dimit-contreler indicating thermometer
when the test lamp lghts light comes on, which is the cut-in temperature. Recerd-—the
temperature for the office record.
b. Record the observed indicating thermometer cut-in reading on the appropriate Form.

2. Cut-out temperature:
a. After the cut-in temperature has been determined and while the media bath is above the
cut-in temperature, allow the media bath to cool slowly at a rate not exeeeding to exceed

0.5°C (1°F) per thirty (30) seconds. Observe the temperature reading on the thermal-limit-

controler recorder-controller when the test lamp light goes out, which is the cut-out
temperature. Determine that the cut-out temperature, on the thermal-timit-controller
recorder-controller is equivalent to or greater than the ehesen minimum legal pasteurization

s%aﬁd-&rd temperatur %%PdeﬁS%H}%FH—kS—H%G%SS&%F%f%I‘—EG—EhLLm&H&f&GM%FS

b. Record the observed indicating thermometer cut-out reading on the appropriate Form.

3. Repeat the procedure for the other two (2) sensing elements, i-e from the vacuum chamber
and the FDD. Rewire the test lamp light in series with the control contacts frem for each

sensing element, respectively. Whenproper—eut-out—temperatures—have been—verifiedfor-al
] : e ol seal the 4  Limni 1 ‘
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Action: Whenever adjustment is necessary, refer to the manufacturer’s instructions. Retest the
cut-in_and cut-out temperatures after any adjustment, repair, replacement or whenever the
regulatory seal has been broken. If after adjustment the cut-in and/or cut-out temperature(s) fail
this Test, the pasteurization system shall not be allowed to operate until the cause of this failure
has been corrected and compliance has been verified by the Regulatory Agency; or in the case
of HACCP listed milk plants, qualified industry personnel, acceptable to the Regulatory
Agency, in compliance with Item 16p.D; or on an emergency basis, an industry temporary
testing and sealing program, authorized by the Regulatory Agency, in compliance with Item

16p.D.

TEST 11.

CONTINUOUS-FLOW PASTEURIZATION SYSTEM HOLDING TUBES -
PASTEURIZATION HOLDING TIME
(Continuous-flow pasteurization system holding tubes shall be tested for pasteurization holding
times by one (1) of the following applicable Tests.)

Reference: Item 16p.(B) and (D)
‘-‘- "vv ""9 tHo Hd

11.1 HTST PASTFEURIZERS PASTEURIZATION SYSTEMS
(Except for magnetic flow meter based timing systems)

Application: To all HTST pasteurizers continuous-flow pasteurization systems employing a
pasteurization holding time of fifteen (15) seconds or longer, except for magnetic flow meter
based timing systems.

Frequency: Upon installation; semi-annually at least once every six (6) months thereafter;
whenever-the-seal-on-the-speed-settingis-broken; whenever any alteration is made affecting the
pasteurization holding time, the velocity of the flow, such as the replacement of the timing
pump, motor, belt, drive or driven pulleys, or a decrease in the number of HTST pasteurization
system heat-exchange plates or the capacity of the holding tube; er whenever a check of the
capacity of the holding tube indicates a speedup; or whenever the regulatory seal on the timing
pump speed setting has been broken.

Criteria: Every particle of milk and/or milk product shall be held for at least fifteen(15)
seeends a minimum legal pasteurization holding time of fifteen (15) seconds or twenty-five
(25) seconds, respectively in both the ferward forward-flow and diverted-flow pesitiens.
Apparatus:

1. An Eleetrieal electrical conductivity measuring device, which is capable of detecting a
change in conductivity, and is equipped with standard electrodes;

2. Table salt (sodium chloride) or other appropriate conductive solution;

3. A suitable apparatus for injecting the salt solution_or other appropriate conductive solution
50-ml syrinse) into the holding tube; and

4. An accurate timing time measuring device.

Method: The pasteurization holding time is determined by timing the interval for an added
injected trace substance, such as sodium chloride, to pass through the entire length of the legal
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holding tube. Although the time interval of the fastest particle of milk and/or milk product is
desired, the this conductivity Test is made performed with using water. The results found with
obtained when using water are converted to the milk and/or milk product flow pasteurization
holding time, by using either the volume or weight formulation, as shown below, since a
timing pump may not deliver the same amount of milk and/or milk product as it does water.
Procedure:
1. Examine-the-entire Operate the pasteurization system on water, te-tsure-that with all flow-
promoting eguipment—is devices, which are capable of causing flow through the FDD,
operating at their maximum capacity and all flow-impeding equipmentis devices se adjusted
or bypassed as to provide the minimum amount of resistance to the flow through the
pasteurization system. There shall not be sne any leakage on the suction side of the timing
pump.

a. For a variable speed timing pump adjust the timing pump to its maximum capacity,

preferably with a new belt and full size impellers.

b. For a homogenizer used as the timing pump, check the homogenizer for its regulatory

seal(s), and gears or pulley identification.

c. For AC variable speed timing pump, check the timing pump’s control box for its

regulatory seal(s).

NOTE: For pasteurization systems that employ a liquid ingredient injection (slurry) system
as described in Appendix H., the slurry injection pump shall be energized and running at its
maximum speed and the slurry supply tank shall be completely filled with water.

32. Install one (1) electrode at the #lette beginning of the legal holding tube and the other

electrode in at the end of the legal holding tube eutlet.

43. Operate the pasteurizer pasteurization systems; using water at or above the minimum legal
pasteurization temperature, with the FDD in the forward-flow position.

54. Quickly inject a saturated sodium chloride or other appropriate conductive solution into the
inlet at the beginning of the legal holding tube #rlet.

65. The timer accurate time measuring device shewld shall start when it detects a change in
conductivity and at the beginning of the legal holding tube.

76. The timer accurate time measuring device shewld shall stop when it detects a change in
conductivity and at the end of the legal holding tube.

8. Record the results,

97. Repeat the this Test six (6) or more times, until six (6) sueeesstve consecutive results are
within 0.5 seconds of each other. The average of these six (6) Tests is the pasteurization
holdmg time for Water in forward-flow. %en—eeﬂsrsfeent—readﬂ}gs—ea{met—b%ebmmed—pﬂfge
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NOTE: When consistent Test readings cannot be obtained, purge the pasteurization system,
check the Testing instruments and connections and check for any air leakage on the suction
side of the timing pump. Repeat Procedure 7. When consistent readings cannot be obtained
after repeating Procedure 7, use the fastest time obtained from any of these Tests as the
pasteurization holding time for water in forward-flow.

8. Record all of the pasteurization holding time results for water in forward-flow as conducted
in Procedure 7 above and the average of these six (6) Tests on the appropriate Form.

109. Repeat Procedures 4 3 through 9 7 above for the pasteurization holding time en for water
in diverted-flow.

10. Record all of the pasteurization holding time results for water in diverted-flow as
conducted in Procedure 9 above on the appropriate Form.
11. Complete a., b. or c. below as appropriate:
a. For all gear driven timing pumps complete Procedures 12 through 16 below.
b. For those homogenizers used as timing pumps, when the measured pasteurization
holding time for water is less than 120% of the minimum legal pasteurization holding time,
complete Procedures 12 through 16 below.
c. For those homogenizers used as timing pumps, when the measured pasteurization
holding time for water is 120% or more of the minimum legal pasteurization holding time,
Procedure 12 is optional and Procedure 13 through 16 below are not required.
H12. With the timing pump at the same speed and all other egquipment flow-promoting
devices, which are capable of causing flow through the FDD, and flow-impeding devices
adjusted as cited in Procedure 1, determine the time it takes to fill the-filing-of a 38 liter (10
gallon) can with a measured weight or volume of water, using the pasteurization system
discharge outlet with the same head pressure as i—nermal is normally used during the
operation of the pasteurization system. Average the time filling times of for several trials

(mlmmum of three (3)) Sme%ﬂe%m%e&e#th%k&g&eaﬁaeﬁ%m&s—mak%%dkﬁﬁ%e

si—z%b&&sedv

NOTE: Since flow rates of a large capacity unit makes it very difficult to determine the time it
takes to fill a 38 liter (10 gallon) can with a measured weight or volume of water, it is
recommended that a calibrated tank of considerable size be used. It is also acceptable to use
any other means to determine a measured weight or volume of water.

13. Record all of the can fill time results and the average time it takes to fill a 38 liter (10
gallon) can or other means as described in the NOTE above with a measured weight or volume
of water for Procedure 12 above on the appropriate Form.

1214. Repeat Procedure H 12 above using milk.

15. Record the average time it takes to fill a 38 liter (10 gallon) can or other means used with a
measured weight or volume of milk for Procedure 14 above on the appropriate Form.
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1316. Compute the pasteurization holding time for milk from one (1) of the following
formulas, either by volume or by weight. Compute separately for forward-flow and diverted-

{low. Re-scal the regulatory controls as necessary.

BY VOLUME:

The adjusted pasteurization holding time for milk is equal to: the

The pasteurization holding time for waters;, times the quotient of the time it takes to deliver a
volume of milk: divided by the time it takes to deliver the same volume of water.

Tm =Tw(Vm/Vw)

Where: Tm = Adjusted product pasteurization holding time for milk.
Tw = Pasteurization Helding holding time for water, the salt (sodium chloride or
other appropriate conductive solution) Fest test results.
Vm = Time, usually in seconds, that it takes to pump a known volume of milk.

Vw = Time, usually in seconds, that it takes to pump a the same volume of water.

BY WEIGHT (Using specific gravity):

The adjusted pasteurization holding time for milk is equal to:
the The specific gravity of milks, times the pasteurization holding time for water;, times the

quotient of the time it takes to deliver a measured weight of milk: divided by the time it takes
to deliver the same weight of water.

Tm = 1.032xTw(Wm/Ww)

Where: Tm = Adjusted product pasteurization holding time for milk.
1.032 = The specific gravity of milk

NOTE: If another milk product is used, use the appropriate specific gravity.

e Ad: ] luet holdine time formilk.
Tw = Pasteurization-Helding holding time for water, the salt (sodium chloride

or other appropriate conductive solution) Fest test results.
Wm = Time, usually in seconds, that it takes to pump a measured weight of milk.
Ww = Time, usually in seconds, that it takes to pump the same measured weight of
water.

1417. Record the computed adjusted pasteurization holding time for forward-flow and divert-
flow for milk, using either the formula for volume or weight as identified in Procedure 16
above, resultsfor-the-efficerecord on the appropriate Form.
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Cerrective Action: When the computed adjusted pasteurization holding time for milk is less
than thatrequired the minimum legal pasteurization holding time, either in forward-flow or
diverted-flow, the speed of the timing pump shall be reduced or an adjustment shall be made #
to the length or diameter of the holding tube and the-timing Test 11.1 shall be repeated until a
satisfactory pasteurization holding time is achieved. Shewld If an orifice (restrictor) be used is
required to be installed in the FDD divert line to eerreet comply with the minimum legal
pasteurization the holding time in diverted-flow, there shoeuld shall not be ne any excessive
pressure exerted on the underside of the valve seat of the FDD. Geverners Variable speed
drives shall be sealed en for motors on timing pumps that do not provide a constant speed as
provided for in Item +6pB)5b 16p(B)2.f.(2). If after adjustment the pasteurization holding
time fails this Test, the pasteurization system shall not be allowed to operate until the cause of
this failure has been corrected and compliance has been verified by the Regulatory Agency; or
in the case of HACCP listed milk plants, qualified industry personnel, acceptable to the
Regulatory Agency, in compliance with Item 16p.D; or on an emergency basis, an industry
temporary testing and sealing program, authorized by the Regulatory Agency, in compliance
with Item 16p.D.

11.2A CONTINUOUS-FLOW PASTEURIZATION SYSTEMS UTILIZING A
MAGNETIC FLOW METER BASED TIMING SYSHEMS SYSTEM GONHNUJOUS-
FLOW - PASTEURIZATION HOLDING TIME

Application: To all HTST pasteurizers continuous-flow pasteurization systems with a
magnetic flow meter based timing system, used in lieu of a timing pump.

Frequency: Upon installation; semtannually at least once every six (6) months thereafter;
whenever-a—seal-onthe flow—alarmis-breken; whenever any alteration is made affecting the
pasteurization holding time, the velocity of the flow or the capacity of holding tube; or
whenever a check of the capacity indicates a speed up; or whenever the regulatory seal on the
flow alarm has been broken.

Criteria: Every particle of milk and/or milk product shall be held for at least a minimum legal
pasteurization holding time of fifteen (15) seconds or twenty-five (25) seconds, respectively in
both the ferward forward-flow and diverted-flow pesitiens.

Apparatus:

1. An Eleetrieal electrical conductivity measuring device, which is capable of detecting a
change in conductivity, and is equipped with standard electrodes;

2. Table salt (sodium chloride) or other appropriate conductive solution;

3. A suitable apparatus for injecting the salt solution_or other appropriate conductive solution
50-mlsyringe) into the holding tube; and

4. An accurate timing time measuring devices;

5. Water, oil or other suitable media bath and agitator; and

6. Suitable means of heating the media bath.

Method: The pasteurization holding time is determined by timing the interval for an added
injected trace substance, such as sodium chloride, to pass through the entire length of the legal
holding tube.

Procedure:

Utilize either TEST OPTION | or TEST OPTION II.
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TEST OPTION I:

1. Adjust the set point on the high flow alarm above the estimated acceptable flow rate or
bypass the high flow alarm.

2. Adjust the set point on the flow recerderfeontroHer recorder-controller to a flow rate
estimated to yield an acceptable pasteurization holding time.

3. Install one (1) electrode at the inlette beginning of the legal holding tube and the other
electrode at the end of the legal holding tube eutlet.

4. Operate the pasteurizer pasteurization systems; using water; at or above the minimum legal
pasteurization temperature, with the FDD in the forward-flow position.

NOTE: The appropriate temperature sensing elements may be placed in a water, o oil or other
suitable media bath to simulate the rermal minimum legal pasteurization temperature ef in the
holding tube as an alternative method to the heating of the water in the pasteurization system
above the minimum legal pasteurization temperature.

5. Quickly inject the a saturated sodium chloride or other appropriate conductive solution into
the inlet at the beginning of the legal holding tube #alet.

6. The timer accurate time measuring device showld shall start when it detects a change in
conductivity at the beginning of the legal holding tube.

7. The timer accurate time measuring device shewld shall stop when it detects a change in
conductivity at the end of the legal holding tube.

S—Reeord-theresults:

98. Repeat the this Test six (6) or more times, until six (6) steeessive consecutive results are
within 0.5 seconds of each other. The average of these six (6) Tests is the pasteurization

holdmg time for water 1n forward-flow. %eﬂ—eem%eﬂt—feadmgs—e&ﬂﬁet—be—ebﬁamed—pwge

ﬁd%#th%p&&lp%ee&ted—a%&r&eeﬁst&nklevel—wﬂ%epe&%ﬂﬁs#e% If six (6) consecutive
readings Tests cannot be achieved within 0.5 seconds of each other, the-pasteurizing-system+is
inrneed-ofrepair refer to the Action below.

9. Record all of the pasteurization holding time results for water in forward-flow as conducted
in Procedure 8 above and the average of these six (6) Tests on the appropriate Form.

10. This procedure is not a required Test; it is at the option of the Regulatory Agency. With the
flow reecorder/controler rate recorder-controller at the same set point as in Procedure 2,
determine the time the it takes to filling-ef fill a 38 liter (10 gallon) can with a measured weight
or volume of water using the pasteurization system discharge outlet, with the same head
pressure as #—nermal is normally used during the operation of the pasteurization system.
Average the time of several trials (minimum of three (3)). Since the flow rates of the a large
capacity units unit make makes it very difficult to eheekbyfilling determine the time it takes
to fill a 38 liter (10 gallon) can with a measured weight or volume of water, it is suggested that

a calibrated tank of considerable size be used. Fhis-procedure-isnot-arequiredTFest—itisat-the
option—of-the Regulatory Ageney- It is also acceptable to use any other means to determine a

measured weight or volume of water.

the Regulatorv Agencv chooses to conduct Procedu re 10 above, record all of the can fill tlme
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results and the average time it takes to fill a 38 liter (10 gallon) can or other means used with a
measured weight or volume of milk for Procedure 10 above on the appropriate Form.

TEST OPTION II:

1. Install one (1) electrode at the #lette beginning of the legal holding tube and the other
electrode at the end of the legal holding tube eutlet.

2. Operate the pastenrizer pasteurization systems; using water; with the FDD in the diverted
flew divert-flow position at a flow rate just above the high flow alarm set point.

3. Quickly inject the a saturated sodium chloride or other appropriate conductive solution into
the inlet at the beginning of the legal holding tube #et.

4. The timer accurate time measuring device sheuld shall start when it detects a change in
conductivity at the beginning of the legal holding tube.

5. The timer accurate time measuring device shewld shall stop when it detects a change in
conductivity at the end of the legal holding tube.

6—Record-theresults:

76. Repeat the this test Test six (6) or more times, until six (6) saeeesstve consecutive results
are within 0.5 seconds of each other. The average of these six (6) Tests is the pasteurization

holdmg time for water 1n dlverted flow. %en—eeﬂﬁs%elﬁeadmgs—eafmet—b%eb{amed—pufge

readings Tests cannot be achieved within 0.5 seconds of each other, the-pasteurizing systemis
irneed-of repair refer to the Action below.

7. Record all of the pasteurization holding time results for water in diverted-flow as conducted
in Procedure 6 above and the average of these six (6) Tests on the appropriate Form.

8. If the required minimum legal pasteurization holding time is achieved in diverted-flow with
this when conducting TEST OPTION 11, all flows through the pasteurization system below
the high flow alarm set point will meet the required minimum legal pasteurization holding time
in forward-flow. Proceed to Precedure Procedure 10 below.

9. If the Test results, when conducting TEST OPTION II, are not all above the required
minimum legal pasteurization holding time in diverted-flow, TEST OPTION | must shall be
conducted.

10. This procedure is not a required Test; it is at the option of the Regulatory Agency. With
the flow recerder/eontroler rate recorder-controller at the same set point as in Procedure 2,
determine the time the it takes to filling-ef fill a 38 liter (10 gallon) can with a measured weight
or volume of water using the pasteurization system discharge outlet, with the same head
pressure as #—nermal is normally used during the operation of the pasteurization system.
Average the time of several trials (minimum of three (3). Since the flow rates of the a large
capacity units unit maake makes it very difficult to eheekbyfilling determine the time it takes
to fill a 38 liter (10 gallon) can with a measured weight or volume of water, it is suggested that

a calibrated tank of considerable size be used. Fhis-procedure-isnot-arequiredTFest—itisat-the
option—of-the Regulatory Ageney- It is also acceptable to use any other means to determine a

measured weight or volume of water.
11. Record-thisresult for the office record:
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If the Regulatory Agency chooses to conduct Procedure 10 above, record all of the can fill
time results and the average time it takes to fill a 38 liter (10 gallon) can or other means used
with a measured weight or volume of milk for Procedure 10 above on the appropriate Form.
Corrective Action: When the computed pasteurization holding time for milk is less than that
required the minimum legal pasteurization holding time in diverted-flow, the set point on the
flow rate reeorderfeontreHer recorder-controller shall be decreased, or an adjustment shall be
made in the length or diameter of the legal holding tube by milk plant personnel to correct the
pasteurization holding time, and the—timing Fest TEST OPTION | shall be repeated until a
satisfactory pasteurization holding time is achieved. If after adjustment the pasteurization
system fails this Test, the pasteurization system shall not be allowed to operate until the cause
of this failure has been corrected and compliance has been verified by the Regulatory Agency:;
or in the case of HACCP listed milk plants, qualified industry personnel, acceptable to the
Regulatory Agency, in compliance with Item 16p.D; or on an emergency basis, an industry
temporary testing and sealing program, authorized by the Regulatory Agency, in compliance
with Item 16p.D.

11.2B CONTINUOUS-FLOW PASTEURIZATION SYSTEMS UTILIZING A
MAGNETIC FLOW METER BASED TIMING SYSTEM -
HOLDING TUBES AND HIGH FLOW ALARM

Application: To all continuous-flow pasteurization systems using a magnetic flow meter
based timing system te-replaee, in lieu of a timing pump.

Frequency: Upon installation; semiannaally at least once every six (6) months thereafter;
whenever—a-seal-onthe flow—alarmts-broken: whenever any alteration is made affecting the
pasteurization holding time, the velocity of the flow or the capacity of the holding tube; ef
whenever a check of the capacity of the holding tube indicates a speedup; or whenever the
regulatory seal on the high flow alarm has been broken.

Criteria: When Whenever the high flow rate equals or exceeds the value at which the
pasteurization holding time was measured, the high flow alarm shall cause the FDD to assume
the diverted diverted-flow position, even though the temperature of the milk and/or milk
product in the holding tube is above the minimum legal pasteurization temperature.
Apparatus: Nene:- No supplementary materials required.

Method: The high flow alarm set point sust shall be set so that flow is diverted when the
flow rate equals or exceeds the value at which the pasteurization holding time was measured or
calculated. (Referto-Procedure3-or4-of this Test)

Procedure:

1. Operate the pasteurizer pasteurization system, using water above the minimum legal
pasteurization temperature, in forward-flow, at a flow rate below the high flow alarm set point;

, | | o .

NOTE: The appropriate temperature sensing elements may be placed in a water, of oil or other
suitable media bath to simulate the nermal processing pasteurization temperature within ef the
holding tube as an alternative to heating the water in the pasteurization system above the

minimum legal pasteurization temperature. Observation—andrecording—of-this—temperature
should-be done-as-deseribed-in-Procedures 3-and-4-below:
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2. Slowly raise the flow rate of the pasteurization system until the frequeneypen-on-theflow
recorder/eontrollerindicatesthat flow has-been-diverted following occur:

a. The frequency pen(s) on the STLR and the flow rate recorder-controller(s) indicate that
the FDD is in the diverted-flow position.

b. Observe that the FDD moved to the diverted-flow position.

43 Re—seal—the—fega-l-ateiﬂyheeﬂtre}s—&s—ﬂeeess&& Record the rate of flow: the set point of the
high flow alarm at—the—ececurrence—offlow-diversion; and the temperature on the STLR

recording device during-the flow—alarm-divert; at the occurrence of flow-diversion for this Test
the-offictalrecord on the appropriate Form.

Corrective Action: If the FDD does not move to the diverted diverted-flow position, when
the frequency pen of the recerder/eontroHer flow rate recorder-controller indicates a diversion
flow-diversion, milk plant personnel shall make a modification errepairof-the-control-wiring
to the FDD or the STLR recorder-controller is as required. If after adjustment the
pasteurization system fails this Test, the pasteurization system shall not be allowed to operate
until the cause of this failure has been corrected and compliance has been verified by the
Regulatory Agency; or in the case of HACCP listed milk plants, qualified industry personnel,
acceptable to the Regulatory Agency, in compliance with Item 16p.D; or on an emergency
basis, an industry temporary testing and sealing program, authorized by the Regulatory
Agency, in compliance with Item 16p.D.

11.2C CONTINUOUS-FLOW PASTEURIZATION SYSTEMS UTILIZING A
MAGNETIC FLOW METER BASED TIMING SYSTEM -
HOLDING TUBES AND LOW FLOW/LOSS-OF-SIGNAL ALARM

Application: To all continuous-flow pasteurization systems using a magnetic flow meter
based timing system te-replaee, in lieu of a timing pump.

Frequency: Upon installation; semtannually at least once every six (6) months thereafter;
whenever-a-seal-on-the flow—alarm-is-brekenror whenever any alteration is made affecting the
holding—time flow rate in the holding tube; or whenever the regulatory seal on the low
flow/loss-of-signal flow alarm has been broken.

Criteria: Forward-flow occurs only when flow rates are above the less-ef-signal low
flow/loss-of-signal alarm set point.

Apparatus: Nene: No supplementary materials required.

Method: By observing the actions of the frequency pens pen on the recordertcontroller flow
rate recorder-controller and the position of the FDD.

Procedure:

1. Operate the pasteurizer pasteurization system, using water, in forward-flow; at a flow rate
below the high flow alarm set point and above the low flow/loss-of-signal alarm set point;

using water.
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NOTE: The appropriate temperature sensing elements may be placed in a water, oil or other
suitable media bath to simulate the processing pasteurization temperature within the holding
tube as an alternative to heating water in the pasteurization system above the minimum legal
pasteurization temperature.

2. Disrupt the power to the magnetic flow meter to activate the loss-of-signal alarm or
decrease the flow through the flow meter to a flow rate below the low flowAess-ef-signal
alarm set point. Observe that the FDD assumes the diverted-flow position and beth that the
safety-thermal-Hmit recorderfeontroler frequency pen pen(s) on the STLR and the flow rate
recorder controller( s) ﬁeq&eﬁey—peﬂ—&swme assumed the diverted-flow posmon

Record the results of thlS Test and the low ﬂow/loss of-smnal alarm set point, if applicable on

the appropriate Form.

Corrective Action: If the valve FDD does not divert or the frequency pens do not meve
assume the diverted-flow position, milk plant personnel shall make an adjustment ef to the low
flow/loss-of-signal alarm or a modification er—repair—efthe—econtrelwiring to the FDD, the
STLR or flow rate recorder-controller #s as required. If after adjustment the pasteurization
system fails this Test, the pasteurization system shall not be allowed to operate until the cause
of this failure has been corrected and compliance has been verified by the Regulatory Agency:;
or in the case of HACCP listed milk plants, qualified industry personnel, acceptable to the
Regulatory Agency, in compliance with Item 16p.D; or on an emergency basis, an industry
temporary testing and sealing program, authorized by the Regulatory Agency, in compliance
with Item 16p.D.

11.2D CONTINUOUS-FLOW PASTEURIZATION SYSTEMS UTILIZING A
MAGNETIC FLOW METER BASED TIMING SYSTEM -
HOLDING TUBES AND FLOW RATE CUT-IN AND CUT-OUT

Application: To all HTST pasteurizers continuous-flow pasteurization systems using a mag-
netic flow meter based timing system te-replaee, in lieu of a timing pump.

Frequency: Upon installation; semtannually at least once every six (6) months thereafter;
whenever-a—seal-ontheflow—alarm—is-broken; whenever any alteration is made affecting the
pasteurization holding time, the velocity of the flow or the capacity of the holding tube; er
whenever a check of the capacity of the holding tube indicates a speedup; or whenever the
regulatory seal on the high flow and/or low flow/loss-of-signal alarm(s) has been broken.
Criteria: Forward-flow occurs only when flow rates are below the high flow alarm set point
and above the low flow/loss-of-signal alarm set point.

Apparatus: Nene:- No supplementary materials required.

Method: By observing the recordericontroller flow rate recorder-controller’s readings along
with the action of the frequency pen on the reeorder/eontreler flow rate recorder-controller and
the position of the FDD.

Procedure:

1. Operate the pasteurizer pasteurization system, using water above the minimum legal
pasteurization temperature, in forward-flow; at a flow rate below the high flow alarm set point

and above the low flow/loss-of-signal alarm set point;—using—water—abeve-thepasteurization
temperature.
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NOTE: The appropriate temperature sensing elements may be placed in a water, oil or other
suitable media bath to simulate the processing pasteurization temperature within the holding
tube as an alternative to heating water in the pasteurization system above the minimum legal
pasteurization temperature.

2. Using the flow rate reeerder/eentroler recorder-controller, slowly increase the flow rate
stewly until the frequency pen on the flow rate recerder/contretter recorder-controller indicates
a flow diverston_flow-diversion, because the high flow eut-eut alarm set point had been
exceeded. The FDD w#H shall alse assume the diverted diverted-flow position. Observe the
flow rate reading efflew—rate from the flow rate recoerderfeontroller recorder-controller at the
instant flew forward-flow cut-out occurs, as indicated by the flow rate recorder-controller’s
frequency pen.

3. With the pasteurizer pasteurization system operating on water, above the minimum legal
pasteurization temperature; and with the FDD in the diverted diverted-flow position beeause-of
exeesstve due to exceeding the high flow rate alarm set point, slowly decrease the flow rate
until the frequency pen on the flow rate recerderfeontroler recorder-controller indicates the
start of a the FDD’s forward-flow movement, which indicates the flow rate cut-in point.
Because of the time delay relay described in Test H-2 11.2E, the FDD will not move
immediately to the forward-flow position. Observe the flow rate reading from the flow rate re-
corderfeontroller recorder-controller at the instant flow rate cut-in occurs, as indicated by the
flow rate recorder-controller’s frequency pen.

4. F ab-th oylatory 3 eSSary—a §
Record the flow rate cut-in and cut-out results of this Test on the appropriate Form.
Corrective Action: If the flow rate cut-in or cut-out peint point(s) occurs at a flow rate equal
to or greater than the value at which the pasteurization holding time was measured, milk plant
personnel shall adjust the high flow alarm to a lower set point, and repeat the this Test shall be
repeated. If after adjustment the pasteurization system fails this Test, the pasteurization system
shall not be allowed to operate until the cause of this failure has been corrected and compliance
has been verified by the Regulatory Agency; or in the case of HACCP listed milk plants,
qualified industry personnel, acceptable to the Regulatory Agency, in compliance with Item
16p.D; or on an emergency basis, an industry temporary testing and sealing program,
authorized by the Regulatory Agency, in compliance with Item 16p.D.

11.2E CONTINUOUS-FLOW PASTEURIZATION SYSTEMS UTILIZING A
MAGNETIC FLOW METER BASED TIMING SYSTEM -
HOLDING TUBES AND TIME DELAY RELAY

Application: To all HTST pasteurizers continuous-flow pasteurization systems with a FDD
located at the end of the holding tube that use a magnetic flow meter based timing system te
replaee, in lieu of a timing pump.

Frequency: Upon installation; semtannually at least once every six (6) months thereafter;
whenever-the-seal-on-the flow—alarm-is-broken; whenever any alteration is made affecting the
pasteurization holding time, the velocity of the flow or the capacity of the holding tube; er
whenever a check of the capacity of the holding tube indicates a speedup; or whenever the
regulatory seal on the flow alarm has been broken.
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Criteria: Following the determination of the flow rate cut-in, as described in Test 11.2D,
forward-flow shall not occur until all milk and/or milk product in the holding tube has been
held at or above the minimum legal pasteurization temperature for at least the minimum legal
pasteurization holding time.

Apparatus: Stepwateh An accurate time measuring device.

Method: Set the time delay equal to or greater than the minimum legal pasteurization holding
time.

Procedure:

1. Operate the pasteurizer pasteurization system, using water above the minimum legal pas-
teurization temperature, in forward-flow; at a flow rate below the high flow alarm set point and

above the low flow/loss-of-signal alarm set point;—using—water—abeve—the—pasteurization
temperature.

NOTE: The appropriate temperature sensing elements may be placed in a water, oil or other
suitable media bath to simulate the processing pasteurization temperature within the holding
tube as an alternative to heating water in the pasteurization system above the minimum legal
pasteurization temperature.

2. Using the flow rate recerder/controler recorder-controller, slowly increase the flow rate
slewdy until the frequency pen on the flow rate reeorder/eontreHer recorder-controller indicates
a diverston flow-diversion mevement and the FDD moves to the diverted diverted-flow
position. There shall not be re any time delay between the movements of the flow rate
recorder-controller’s frequency pen and the FDD.

3. With the pasteurizer pasteurization system operating on water, above the minimum legal
pasteurization temperature; and with the FDD in the diverted diverted-flow position, beeause
of exeesstve due to exceeding the high flow rate alarm set point, slowly decrease the flow rate.
4. Start the stopwateh accurate device the instant the flow rate recorder-controller’s frequency
pen en-theflowrecorderfeontroller indicates thestart-ofaforward-flow—meovement flow rate
cut-in.

5. Stop the stepwateh accurate time measuring device the instant the FDD starts to move to
the forward-flow position.

6. Record the results of this Test on the appropriate ferthe-officerecord Form.

Corrective Action: If the time delay is less than the minimum pasteurization holding time,
milk plant personnel shall increase the time setting on the time delay and repeat Test 11.2E
shall be repeated. If after adjustment the pasteurization system fails this Test, the pasteurization
system shall not be allowed to operate until the cause of this failure has been corrected and
compliance has been verified by the Regulatory Agency: or in the case of HACCP listed milk
plants, qualified industry personnel, acceptable to the Regulatory Agency, in compliance with
Item 16p.D; or on an emergency basis, an industry temporary testing and sealing program,
authorized by the Regulatory Agency, in compliance with Item 16p.D.

11.2F CONTINUOUS-FLOW PASTEURIZATION SYSTEMS UTILIZING A
MAGNETIC FLOW METER BASED TIMING SYSTEM -
HIGH FLOW ALARM RESPONSE TIME
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Application: To all continuous-flow pasteurization systems using a magnetic flow meter
based timing system te-replaee, in lieu of a timing pump.

Frequency: Upon installation; semtannaally at least once every six (6) months thereafter;
whenever-the-seal-onthe flow—alarm-is breken: whenever any alteration is made affecting the
pasteurization holding time, the velocity of the flow or the capacity of the holding tube; e
whenever a check of the capacity of the holding tube indicates a speedup; or whenever the
regulatory seal on the flow alarm has been broken.

Criteria: When the flow rate equals or exceeds the value at which the pasteurization holding
time was measured, the high flow alarm shall cause the FDD to assume the diverted diverted-
flow position within one (1) second.

Apparatus: Stepwateh An accurate time measuring device.

Method: Rapidly increase the flow rate to exceed the high flow alarm and verify that the FDD
shifts moves to the diverted diverted-flow position within one (1) second.

Procedure:

1. Operate the pasteurizer pasteurization system, using water above the minimum legal
pasteurization temperature, in forward-flow; at a flow rate 25% below the high flow alarm set
point as determined in Test 11.2B (Procedure 2).

NOTE: The appropriate temperature sensing elements may be placed in a water, er-oil or other
suitable media bath to simulate the nrermal processing pasteurization temperature within ef the
holding tube as an alternative to heating the water in the pasteurization system above the
minimum legal pasteurization temperature. The Observation observation and recording of this
the temperature high flow alarm response time showld shall be dene conducted as described in
Procedures 3 and4 through 6 below.

2. Mark Identify the high flow alarm set point on the flow rate reecerder recorder-controller
chart with—the—high—flow—alarmsetpeint. This may be accomplished by inscribing a line
intersecting the recorded flow arc at the pen location or any other method acceptable to the
Regulatory Agency.
3. Increase the pasteurization system flow rate as rapidly as practical to a point above the high
flow alarm set point.

4. Start the stopwateh accurate time measuring device when the flow rate reeerder recorder-

controller’s recording pen exceeds the high flow alarm set point.

5. Stop the stepwateh accurate time measuring device when the FDD has moved to the
diverted diverted-flow position.

6. Record the elapsed high flow alarm response time on the appropriate Form fer-the-office
record.

Corrective Action: If the response time exceeds one (1) second, immediate eerreetive action
must shall be taken by milk plant personnel to correct this FDD deficiency. If after adjustment
the pasteurization system fails this Test, the pasteurization system shall not be allowed to
operate until the cause of this failure has been corrected and compliance has been verified by
the Regulatory Agency: or in the case of HACCP listed milk plants, qualified industry
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personnel, acceptable to the Regulatory Agency, in compliance with Item 16p.D: or on an
emergency basis, an industry temporary testing and sealing program, authorized by the
Regulatory Agency, in compliance with Item 16p.D.

11.3 CALCULATED HOLED PASTEURIZATION HOLDING TIME FOR HHST
PASTEURIZATION SYSTEMS USING INDIRECT HEATING

Application: To all HHST pasteurizers pasteurization systems using indirect heating.
Frequency: When-instaled Upon installation; semtannually at least once every six (6) months
thereafter; whenever-the-seal-on-the-speed-settingis-broken: whenever any alteration is made
affecting the pasteurization holding time, the velocity of the flow, e such as the replacement
of the timing pump, motor, belt, driver drive or driven pulley, decrease in the number of HHST
pasteurization system heat-exchange plates, or the capacity of the holding tube; and whenever
a check of the capacity of the holding tube indicates a speedup; or whenever the regulatory seal
on the timing pump speed setting has been broken.

Criteria: Every particle of milk and/or milk product shall be held for the applicable minimum
pasteurization holding time in both the ferward forward-flow and diverted-flow positions.
Apparatus: No supplemental materials reeded required.

Method: For this Test, Faly fully developed laminar flow is assumed and the required
holding tube length is shall be calculated from an experimental determination of the pumping
rate. An experimental determination of the pumping rate is requiredi—this—is can be
accomplished by determining the time required for the pastesrizer pasteurization system to fill
a vessel of a known volume; converting these data by division to obtain the flow rate in gallons
per second; and then multiplying this value, by the proper value referenced in Table 14 to

determine the required holding tube length. Helding-tubelengthsfor HHSTpasteurizers-with
indireet-heating forapumping rate-of I-gallon/secondare:

Table 14. Holding Tube Length - HHST Pasteurizers Pasteurization System-
Indirect Heating - at a Pumping Rate of 1 gallon/second
Tubing Size (inches)

Pasteurization Holding Time 2 2-172 3
(sec.)
Holding Tube Length (inches) |

1.0 168.0 105.0 71.4

0.5 84.0 52.4 35.7

0.1 16.8 10.5 7.14

0.05 8.4 5.24 3.57

0.01 1.68 1.05 714

Procedure:

1. Examine-the-entire Operate the pasteurization system on water, in forward-flow, with te
ensure—that all flow-promoting equipment—is devices, which are capable of causing flow
through the FDD, operating at their maximum capacity and all flow-impeding equipment isse
devices adjusted or bypassed to provide the minimum amount of resistance to the flow through
the pasteurlzatlon svstem Remeve—l-ﬂ—lme—ﬁ-l%efs—make sure %he—beesfeer—p&mp—rs—epef&tmg—
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There shall not be any leakage on the suction side of the timing pump.

a. For a variable speed timing pump adjust the timing pump to its maximum capacity,
preferably with a new belt and full size impellers.

b. For a homogenizer used as the timing pump, check the homogenizer for its regulatory
seal(s), and gears or pulley identification.

c. For AC variable speed timing pump, check the timing pump’s control box for its
regulatory seal(s).

NOTE: For pasteurization systems that employ a liquid ingredient injection (slurry) system
as described in Appendix H., the slurry injection pump shall be energized and running at its
maximum speed and the slurry supply tank shall be completely filled with water.

2. Determine-thatno-flow-existsin-the-divertedlineand-measure Measure the time required to
deliver a known volume of water at the discharge outlet of the pasteurizer pasteurization

system i forward-flow. Repeat the Test determine-that until the measurements are consistent.
3. Repeat Procedures 1 and 2 in diverted-flow by collecting the effluent water at the
pasteurization system’s diverted-flow discharge efthe divert line.

NOTE: Procedure 3 is not required for HHST pasteurization systems with magnetic flow
meter based timing systems.

4. Select the greatest highest flow rate, the shortest delivery time for the known volume; and
calculate the flow rate in gallons per second by dividing the known volume by the time
required to collect the known volume. Multiply this value with the appropriate value
referenced in Table 14 to determine the required holding tube length for the pasteurization

system.

5. The holding tube may include fittings. The centerline length of the fitting is treated as an
equivalent length of straight pipe. The centerline distance may be measured by forming a
flexible steel tape along the centerline of the fitting. Determine the total length of the holding
tube by addlng the equlvalent lengths of the ﬁttmgs to the measured lengths of stralght plpe

NOTE: The holding tube shall be arranged to have a continuously upward slope in the
direction of flow of not less than 2.1 centimeters (0.25 of an inch) per foot. If the indicating
temperature sensing element is located at the beginning of the holding tube, the entire length of
the holding tube shall be protected against heat loss by a material that is impervious to water.
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6. Re-seal-theregulatory—econtrols—as—neeessar: When the actual holding tube length is

equivalent to or greater than the calculated minimum holding tube length, record the number
and type of fittings, the number and length of straight pipe, the holding tube configuration and
the results on the appropriate Form. If the actual holding tube length is not equivalent or
greater than the calculated minimum holding tube length, refer to the Action noted below.

Alternate Procedure for Measurlng the Flow Rate Fer—pas%e&%ees—ef—bfg%eapaeﬁy—ehe
Reme%eh*eﬂ—hn&ﬁem—th&eeﬂs%aﬁt—

pred nmp-feeding the-eonstant-leveHank: Suspend
a samtary dlpSthk in the constant- level tank and operate the pasteuﬂ-zer pasteurlzatlon system
at its maximum flow capacity. Record the time that is required for the water level in the
constant-level tank to mewve drop between two (2) identified graduations on the dipstick. The
volume of water is calculated from the dimensions of the constant-level tank and the drop in
water level. The Elew flow rate is determined as follows:

1. Divide the volume of water, in gallons, removed from the constant-level tank by the time,
in seconds, required to remove # the volume of water.
2. Then use this flow rate to calculate the required holding tube length as provided in

Procedures 3 and 4 above. Fable14-to-caleulate-therequired-holdingtubelength:

Alternate Procedures for the Determination of the Holding Tube Length for Non-
Standard Pipe Size: The holding tube length may be accurately calculated from the following
equation:

L =588 Qt/D?

Where: L = Holding tube length (inches)
Q = Pumping rate (gallons per second)
t = Pasteurization Helding holding time standard (seconds)
D = Internal diameter of the holding tube (inches)

NOTE: Table 15 provides the internal pipe diameters for piping in a HHST pasteurization
system’s holding tube with nominal external diameters of 2.0, 2.5, 3.0 and 4.0 inches. Internal
diameters, for pasteurization system’s holding tubes designed for high pressure and for holding
tubes with external piping sizes not listed in Table 15, must shall be individually determined
and the minimum holding tube length calculated using the above formula.
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Table 15. Dimension for Standard Stainless Steel Sanitary Tubing®
Nominal External Diameter? Internal Diameter®
2.0 1.870
2.5 2.370
3.0 2.870
4.0 3.834

' Abstracted from Table 6.1 “Pipe and Heat Exchanger Tube Dimensions”, Fundamentals of
Food Process Engineering, 1979, R. T. Toledo, AVI Press
? Measurements are in inches.

After the minimum required holding tube length is obtained from the calculation above, the
length of the holdlng tube is measured to determine that it is at least as long as the calculated
length he-holding tube-may-in e e or holdine times—m o

ﬁ-mng— Record the number and tvne of ﬁttanS the number and length of stralght pipe and the

holding tube configuration results on the appropriate Form.

Corrective Action: If the length of the holding tube is shorter than the calculated required
minimum length, reseal the timing pump system at a slower maximum speed, based on new
calculations with this slower maximum speed, or have milk plant personnel lengthen the
holding tube, or both, and repeat this the Test Procedure Procedure previously used. If after
adjustment the pasteurization system fails this Test, the pasteurization system shall not be
allowed to operate until the cause of this failure has been corrected and compliance has been
verified by the Regulatory Agency; or in the case of HACCP listed milk plants, qualified
industry personnel, acceptable to the Regulatory Agency, in compliance with Item 16p.D; or
on an emergency basis, an industry temporary testing and sealing program, authorized by the
Regulatory Agency, in compliance with Item 16p.D.

11.4 CALCULATED HOLD PASTEURIZATION HOLDING TIME FOR HHST
PASTEURIZATION SYSTEMS USING DIRECT HEATING

Application: To all HHST pasteurizers pasteurization systems using direct eentaet heating.
Frequency: When-instaled Upon installation; semtannually at least once every six (6) months
thereafter; whenever-theseal-onthespeed-settingis-breken; whenever any alteration is made
affecting the pasteurization holding time, the velocity of the flow, +e5 such as replacement of
the timing pump, motor, belt, detver drive or driven pulley, era decrease in number of heat-
exchange plates:, or the capacity of the holding tube; and whenever a check of the capacity of
the holding tube indicates a speedup; or whenever the regulatory seal on the timing pump
speed setting has been broken.

Criteria: Every particle of milk and/or milk product shall be held for the appropriate
minimum pasteurization holding time in both the ferward forward-flow and diverted-flow
positions.

Apparatus: No supplemental materials reeded required.
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Method: For this Test, Fally fully developed laminar flow and a temperature increase by the
steam injection of 67°C (120°F) are assumed; and the processor chooses the temperature-time
standard and the required holding tube length is calculated from an experimental determination
of the pumping rate.

Procedure:

1. Examine-the-entire Operate the pasteurization system on water, in forward-flow, with te
ensure—that all flow-promoting equipment—is devices, which are capable of causing flow
through the FDD, operating at their maximum capacity and all flow-impeding equiprent is-se

devices adjusted or bypassed to provide the minimum amount of resistance to the flow through
the pasteurlzatlon svstem Remeve—l-ﬂ—lme—ﬁ-l%efs—make sure %he—beesfeer—p&mp—rs—epemtmg—

There shall not be any leakage on the suction side of the timing pump.
a. For a variable speed timing pump adjust the timing pump to its maximum capacity,
preferably with a new belt and full size impellers.
b. For a homogenizer used as the timing pump, check the homogenizer for its regulatory
seal(s), and gears or pulley identification.
c. For AC variable speed timing pump, check the timing pump’s control box for its
regulatory seal(s).
d.  When vacuum equipment is present, operate the vacuum equipment at maximum
vacuum rate.

NOTE: For pasteurization systems that employ a liquid ingredient injection (slurry) system
as described in Appendix H., the slurry injection pump shall be energized and running at its
maximum speed and the slurry supply tank shall be completely filled with water.

2. Determine-thatneflow-exists-in-the-divertedline;-and-measure Measure the time required to
deliver a known volume of water at the discharge outlet of the pasteurizer pasteurization
system in forwardflow. Repeat the Test to—determine—that until the measurements are
consistent.

3. Repeat Procedures 1 and 2 in diverted-flow by collecting the effluent water at the
pasteurization system’s diverted-flow discharge efthe divert line.

NOTE: Procedure 3 is not required for HHST pasteurization systems with magnetic flow
meter based timing systems.

4. Select the greatest highest flow rate, the shortest delivery time for the known volumes; and
calculate the flow rate in gallons per second by dividing the known volume by the time
required to collect the known volume. Multiply this value with the appropriate value
referenced in Table 16 to determlne the requlred holdlng tube length for the pasteurlzatlon
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Table 16. Holding Tube Length, HHST Pasteurizers Pasteurizer
Pasteurization System,
Direct Heating - at a Pumping Rate of 1 gallon/second
Tubing Size (inches)

Pasteurization 2 2-1/2 3
Holding
time Time
(sec.)

Holding tube length (inches)

1 188.0 118.0 80.0

0.5 94.0 59.0 40.0

0.1 18.8 11.8 8.0

0.05 9.40 5.90 4.0

0.01 1.88 1.18 0.8

5. The holding tube may include fittings. The centerline length of the fitting is treated as an
equivalent length of straight pipe. The centerline distance may be measured by forming a
flexible steel tape along the centerline of the fitting. Determine the total length of the holding
tube by adding the equivalent lengths of the fittings to the measured lengths of straight pipe. ¥

a 1 -’
' D

NOTE: The holding tube shall be arranged to have a continuously upward slope in the

direction of flow of not less than 2.1 centimeters (0.25 of an inch) per foot. If the indicating
temperature sensing element is located at the beginning of the holding tube, the entire length of
the holding tube shall be protected against heat loss by a material that is impervious to water.

6. Re-sealtheregulatory—econtrols—as—neeessary: When the actual holding tube length is

equivalent to or greater than the calculated minimum holding tube length, record the number
and type of fittings, the number and length of straight pipe, the holding tube configuration and
the results on the appropriate Form. If the actual holding tube length is not equivalent or
greater than the calculated minimum holding tube length, refer to the Action noted below.

Flow Rate: Eerpasteurizers-oflarge-capaeity—the

etk h ; prmp-tecdiro-the-comstantdoveltank: Suspend
a sanitary dipstick in the constant-level tank and operate the pasteurizer pasteurization system
at its maximum flow capacity. Record the time that is required for the water level in the
constant-level tank to meve drop between two (2) identified graduations on the dipstick. The
volume of water is calculated from the dimensions of the constant-level tank and the drop in
water level. The Elow flow rate is determined as follows:
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1. Divide the volume of water, in gallons, removed from the constant-level tank by the time,
in seconds, required to remove # the volume of water.
2. Then use this flow rate to calculate the required holding tube length as provided in

Procedures 3 and 4 above. Fablet6-to-calculate-therequired-holdingtubelength:

Alternate Procedures for the Determination of the Holding Tube Length for Non-
Standard Pipe Size: The holding tube length may also be accurately calculated from the
following equation:

L = (588 Qt x 1.12)/D?

Where: L = Holding tube length (inches)
Q = Pumping rate (gallons per second)
t = Pasteurization Helding holding time standard (seconds)
1.12 = 12% expansion for steam

D = Internal diameter of the holding tube (inches)-

NOTE: Table 15 provides the internal pipe diameters for piping in a HHST pasteurization
system’s holding tube with nominal external diameters of 2.0, 2.5, 3.0 and 4.0 inches. Internal
diameters, for pasteurization system’s holding tubes designed for high pressure and for holding
tubes with external piping sizes not listed in Table 15, smust shall be individually determined
and the minimum holding tube length calculated using the above formula.

After the minimum required holding tube length is obtained from the calculation above, the
length of the holdmg tube is measured to determine that it is at least as long as the Calculated
length he-h e Re

fitting: Record the number and type of fittings, the number and length of straight pipe and the

holding tube configuration results on the appropriate Form.

Corrective Action: If the length of the holding tube is shorter than the calculated required
minimum length, reseal the timing pump system at a slower maximum speed, based on new
calculations with this slower maximum speed, or have milk plant personnel lengthen the
holding tube, or both, and repeat the Preecedure Test Procedure previously used. If after
adjustment the pasteurization system fails this Test, the pasteurization system shall not be
allowed to operate until the cause of this failure has been corrected and compliance has been
verified by the Regulatory Agency; or in the case of HACCP listed milk plants, qualified
industry personnel, acceptable to the Regulatory Agency, in compliance with Item 16p.D; or
on an emergency basis, an industry temporary testing and sealing program, authorized by the
Regulatory Agency, in compliance with Item 16p.D.
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11.5 HHST PASTEURIZATION SYSTEMS HOLDING TIME—USING DIRECT
STEAM INFUSERS INFUSION HEATING WITH A STEAM PRESSURE RELIEF
POP-OFF VALVE AND A VACUUM CHAMBER ORIFICE USEB IN PLACE OF A
TIMING PUMP

Application: To all HHST pasteurizers pasteurization systems using direct steam infusion
heating and using a steam pressure relief pop-off valve and a vacuum chamber orifice in place
of a timing pump.

Frequency: Upon installation; at least once every each three (3) months thereafter; whenever
the steam infusion shell or feed line, pressure relief pop-off valve or vacuum chamber orifice
has been repaired or replaced; or when-a whenever the regulatory seal has been broken.
Criteria: Every particle of milk and/or milk product shall be held for the applicable minimum
pasteurization holding time in both the ferward forward-flow and diverted-flow positions.
Apparatus: No supplemental materials reeded required.

Method:

1. The steam infuser infusion shell or feed line shall be equipped with a pressure relief pop-
off valve. This pressure relief pop-off valve shall be located and sized so that the total pressure
inside the steam infuser infusion shell or feed line can never exceed the set point on this
pressure relief pop-off valve.

2. An orifice or restriction, which is permanently installed in a noticeable fitting, shall be
placed in the holding tube just prior to the vacuum chamber. The opening in the orifice or
restriction, shall be sized to ensure a minimum milk and/or milk product residence
pasteurization holding time at least as long as that specified in the chosen HHST pasteurization
standard.

3. The size of the opening in the orifice or restriction and the setting of the pressure relief
valve shall be determined by trial and error. Once an appropriate maximum flow rate has been
determined and a legal minimum legal pasteurization holding time has been calculated, both
the restriettonor orifice or restriction and the steam pressure setting on the pressure relief pop-
off valve shall be sealed by the Regulatory Agency so that neither can be changed or altered.

Procedure:
1. Operate the pasteurization system on water, in forward-flow, with te-ensure-that all flow-

promoting eguipment—is devices, which are capable of causing flow through the FDD,
operating at their maximum capacity and all flow-impeding equipment is-se devices adjusted
or bypassed to provide the minimum amount of resistance to the flow through the
pasteurization system.
There shall not be any leakage on the suction side of the timing pump.
a. For a variable speed timing pump adjust the timing pump to its maximum capacity,
preferably with a new belt and full size impellers.
b. For a homogenizer used as the timing pump, check the homogenizer for its regulatory
seal(s), and gears or pulley identification.
c. For AC variable speed timing pump, check the timing pump’s control box for its
regulatory seal(s).
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NOTE: For pasteurization systems that employ a liquid ingredient injection (slurry) system
as described in Appendix H., the slurry injection pump shall be energized and running at its
maximum speed and the slurry supply tank shall be completely filled with water.

2. The steam pressure in the steam #faser infusion shell or feed line shall be raised to a level
just below the pressure relief pop-off point es of the pressure relief pop-off valve.

3. Any back-pressure valves or other variable restrictions in the holding tube shall be
rermally placed into the fully open position.

4. All air bleeds to the vacuum chamber shall be closed so that the vacuum chamber will be
operating under maximum vacuum.

5. Before-the Tests—are—begun,—operate Operate the pasteurizer pasteurization system at its

maximum flow for asuffietent-time approximately fifteen (15) minutes to purge the air from
the pasteurization system;—abeut—fifteen—(15)—minutes,—andtighten—thepipe—connections—to
exclude the-entrance-ofair.

6. Determine-thatneflow-existsinthe-diverted-line;-and-measure Measure the time required
to deliver a known volume of water at the discharge outlet of the pasteurizer pasteurization
system inforward-flow. Repeat the Test until the measurements are consistent.

T7—Repeat-the Test-to-determine-that the- measurements-are-consistent:

87. Repeat Procedures 1 through 5 in diverted-flow by collecting the efflaent water at the
pasteurization system’s diverted-flow discharge efthe divertline.

NOTE: Procedure 7 is not required for HHST pasteurization systems with magnetic flow
meter based timing systems.

98. Select the greatest highest flow rate, the shortest delivery time for the known volume; and
calculate the flow rate in gallons per second by dividing the known volume by the time
required to collect the known volume. Multiply this value with the appropriate value

referenced in Table 16 to determine the required holding tube length for the pasteurization

129. The holding tube may include fittings. The centerline length of the fitting is treated as an
equivalent length of straight pipe. The centerline distance may be measured by forming a
flexible steel tape along the centerline of the fitting. Determine the total length of the holding
tube by addlng the equlvalent lengths of the fittings to the measured lengths of stralght plpe

NOTE: The holding tube shall be arranged to have a continuously upward slope in the
direction of flow of not less than 2.1 centimeters (0.25 of an inch) per foot. +4- If the
indicating temperature senser sensing element is located at the beginning of the holding tube,
the entire length of the holding tube shall alse be protected against heat loss by a material that
is impervious to water.
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1510. If the actual holding tube length is equivalent to or greater than the required calculated
minimum holding tube length, record the number and type of fittings, the number and length of
straight pipes and the holding tube configuration and results fer—the—effice—record on the
appropriate Form.

16. Re-seal the regulatory controls as necessary.

Corrective Action: If the length of the holding tube is shorter than the calculated required
minimum length, reseal the timing pump system at a slower maximum speed, based on new
calculations with this slower maximum speed, or have milk plant personnel lengthen the
holding tube, or both, and repeat the Test Procedure previously used. If after adjustment the
pasteurization system fails this Test, the pasteurization system shall not be allowed to operate
until the cause of this failure has been corrected and compliance has been verified by the
Regulatory Agency; or in the case of HACCP listed milk plants, qualified industry personnel,
acceptable to the Regulatory Agency, in compliance with Item 16p.D; or on an emergency
basis, an industry temporary testing and sealing program. authorized by the Regulatory
Agency, in compliance with Item 16p.D.

TEST 12.
THERMAL-LIMIT-CONTROLLER FOR CONTROL - SEQUENCE LOGIC

References: Items 16p.(B) and (D)

Thermal-limit-controllers used with HHSF HTST and HFSF HHST pasteurization systems
that have the FDD located downstream frem of the pasteurized regenerator section(s) and/or
cooler section shall be tested by one (1) of the following applicable Tests at the frequency
prescribed:

12.1 PASTEURIZATION - INDIRECT HEATING

Application: To all HHST HTST and HFSF HHST pasteurization systems that have the FDD
located downstream frem of the pasteurized regenerator section(s) and/or cooler section and
using indirect heating.

Frequency: Upon installation; at least once every each three (3) months thereafter; whenever
the thermal-limit-controller has been repaired or replaced; or when whenever the a regulatory
seal has been broken.

Criteria: The pasteurizer pasteurization system shall not operate in forward-flow until the
milk and/or milk preduet product-contact surfaces downstream from the holding tube have
been sanitized. Upon start-up, milk and/or milk product-contact surfaces shall be exposed to
fluid at the applicable required pasteurization temperature for at least the applicable required
pasteurization or sterilization time. If any public health control causes the FDD to assume the
diverted-flow position due to incorrect temperature, pressure or flow, forward-flow shall not be
re-achieved until the milk and/or milk product-contact surfaces downstream from the holding
tube have been re-sanitized or re-sterilized as appropriate.

Apparatus: A constant temperature bath of water, ef oil; or other suitable media and the test
lamp light from the pneumatic testing device described in Test 9.1 may be used to check the
control-sequence logic of the thermal-limit-controller.
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Method: The control-sequence logic of the thermal-limit-controller is determined by
monitoring the electric signal from the thermal-limit-controller during a series of immersions
and removals of the two (2) sensing elements, located at the FDD and in the holding tube, from
a media bath heated above the cut-in temperature.

Procedure:

1. Heat the water-er-o#l media bath to a constant temperature, a few degrees above the cut-in
temperature es of the thermal-limit-controller. Wire the test lamp light in series with the signal
from the thermal-limit-controller to the FDD.

NOTE: Some processors may have time delays built into their control logic in excess of that
required for public health reasons. If so equipped, by-pass these timrers time delays or account
for their effect in delaying forward-flow.

2. Immerse the sensing element ef from the FDD i into the media bath, which is above the
cut-in temperature. The test lamp light sheuld shall remain unlighted unlit, i-e indicating
diverted-flow. Leave the this sensing element in the media bath.

3. Immerse the sensing element from the holding tube # into the media bath. The test lamp
light shewld shall light up, +e5 indicating forward-flow after a minimum time delay of one (1)
second for continuous-flow pasteurization systems.

4. Remove the sensing element of from the FDD from the media bath. The test lamp light
sheuld shall remain highted lit, +-e; indicating forward-flow.

5. Remove the heldingtube sensing element from the holding tube from the media bath. The
test lamp light shewuld shall turn off immediately, +e- indicating diverted-flow.

6. Re-immerse the sensing element of from the holding tube # into the media bath. The test
lamp light sheuld shall remain unlighted unlit, +e indicating diverted-flow.

7. Re-sealthe—regulatory—econtrols—as—neeessar—Record the results of the Test on the
appropriate Form.

Corrective Action: If the control-sequence logic of the thermal-limit-controller does not
follow these Procedures, the instrument shall be reconfigured to conform to this logic. If after
reconfiguration, the pasteurization system fails this Test, the pasteurization system shall not be
allowed to operate until the cause of this failure has been corrected and compliance has been
verified by the Regulatory Agency; or in the case of HACCP listed milk plants, qualified
industry personnel, acceptable to the Regulatory Agency, in compliance with Item 16p.D; or
on an emergency basis, an industry temporary testing and sealing program, authorized by the
Regulatory Agency, in compliance with Item 16p.D.

12.2 PASTEURIZATION - DIRECT HEATING

Application: To all HHSF HTST and HFSF HHST pasteurization systems that have the FDD
located downstream frem of the pasteurized regenerator section(s) and/or cooler section and
using direct eentaet heating.

Frequency: Upon installation; at least once every each three (3) months thereafter; whenever
the thermal-limit-controller has been repaired or replaced; or when whenever the a regulatory
seal has been broken.

Criteria: The pasteurizer pasteurization system shall not operate in forward-flow until the
milk and/or milk preduet—product-contact surfaces downstream from the holding tube have
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been sanitized. Upon start-up, milk and/or milk product-contact surfaces shall be exposed to
fluid at the applicable required pasteurization temperature for at least the applicable required
pasteurization or sterilization time. If the milk and/or milk product temperature falls below the
applicable pasteurization standard in the holding tube, forward-flow shall not be re-achieved
until the milk and/or milk product-contact surfaces downstream from the holding tube have
been re-sanitized or re-sterilized as appropriate.

Apparatus: A constant temperature bath of water, ef oil; or other suitable media and the test
lamp light from the pneumatic testing device described in Test 9.1 can be used to check the
control-sequence logic of the thermal-limit-controller.

Method: The control-sequence logic of the thermal-limit-controller is determined by
monitoring the electric signal from the thermal-limit-controller during a series of immersions
and removals of the three (3) sensing elements, located at the FDD, vacuum chamber and in
the holding tube, from a media bath heated above the cut-in temperature.

Procedure:

1. Heat a water-or-o# media bath to a constant temperature, a few degrees above the cut-in
temperature on the thermal-limit-controller. Wire the test lamp light in series with the signal
from the thermal- limit-controller to the FDD.

NOTE: Some processors have time delays built into their control logic, in excess of that
required for public health reasons. If so equipped, bypass these timers time delays or account
for their effect in delaying forward-flow. Before performing this Test, make sure the pressure
switches, which must shall be closed to achieve forward-flow, have also been bypassed.

2. Immerse the sensing element from the FDD ## into the media bath that, which is above the
cut-in temperature. The test lamp light shewld shall remain unlighted unlit, i-e indicating
diverted-flow. Remove this sensing element from the media bath.

3. Immerse the sensing element; from the vacuum chamber; i# into the media bath. The test
lamp light sheuld shall remain unlighted unlit, +e indicating diverted-flow. Remove the this
sensing element from the media bath.

4. Immerse the two (2) sensing elements loeated-at from the vacuum chamber and the FDD,
into the media bath. The test lamp light sheuld shall remain snlighted unlit, +e5 indicating
diverted-flow. Leave the these two (2) sensing elements in the media bath.

5. Immerse the third sensing element leeated-at from the holding tube, into the media bath.
The test lamp light shewld shall light up, +e-; indicating forward-flow, after a minimum time
delay of one (1) second for continuous-flow pasteurization systems.

6. Remove the EBD sensing element from the FDD from the media bath. The test lamp light
sheuld shall remain Lighted lit, +-e= indicating forward-flow.

7. Remove the vaecuumechamber sensing element from the vacuum chamber from the media
bath. The test lamp light sheuld shall remain Lighted lit, +-e indicating forward-flow.

8. Remove the remaining;—helding—tube; sensing element from the holding tube from the
media bath. The test lamp light shewld shall immediately turn off, +es indicating diverted-
flows-immediately.

9. Re-immerse the hoeldingtube sensing element from the holding tube into the media bath.
The test tamp light sheuld shall remain unlighted unlit, +-e; indicating diverted-flow.
10.Re-seal—the—regulatory—econtrols—as—neeessary- Record the results of the Test on the

appropriate Form.
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Corrective Action: If the control-sequence logic of the thermal-limit-controller does not
follow these Procedures, the instrument shall be reconfigured to conform to this logic. If after
reconfiguration the pasteurization system fails this Test, the pasteurization system shall not be
allowed to operate until the cause of this failure has been corrected and compliance has been
verified by the Regulatory Agency; or in the case of HACCP listed milk plants, qualified
industry personnel, acceptable to the Regulatory Agency, in compliance with Item 16p.D; or
on an emergency basis, an industry temporary testing and sealing program, authorized by the
Regulatory Agency, in compliance with Item 16p.D.

TEST 13.

SETTING OF CONTROL SWITCHES FOR MILK AND/OR MILK PRODUCT
PRESSURE IN THE HOLDING TUBE

Reference: Item 16p.(B) and (D)

Application: To all HHST pasteurization systems, which are capable of operating with milk
and/or milk product in forward-flow mode, with less than 518 kPa (75 psig) pressure in the
holding tube.

Frequency: Upon installation; at least once every each three (3) months thereafter; whenever
the pressure switch has been repaired or replaced; whenever the pressure switch regulatory seal
is broken; and or whenever the operating temperature is changed.

Criteria: The pasteurizer pasteurization system shall not operate in forward-flow unless the
product pressure in the holding tube is at least 69 kPa (10 psi) above the boiling pressure of the
milk and/or milk product.

Apparatus: A The sanitary pressure gauge and a the pneumatic testing device described in
Test 9.1 can be used for checking and adjusting the pressure switch setting.

Method: The pressure switch is checked and adjusted so as to prevent forward-flow unless the
milk and/or milk product pressure in the holding tube is at least 69 kPa (10 psi) above the
boiling pressure of the milk and/or milk product.

Procedure:

1. Frem Using Figure 57 determine the pressure switch setting necessary for the operating
temperature being used in the pasteurization system, do not use the diversion temperature;
beingused—in—theproeess. Install the sanitary pressure gauge;—efknown—aeceuraey; and the
pressure switch sensing element on the pneumatic testing device.

2. Remove the regulatory seal and cover to expose the adjustment mechanism on the pressure
switch. Place the test tamp light in series with the pressure switch contacts or use some other
method to monitor the cut-in signal.

3. Apply air pressure to the pressure switch sensing element and determine the pressure gauge
reading at the cut-in point of the pressure switch, which shesld shall turn on the test lamp light
If the pressure switch is short circuited, the lamp light will be-Jit light up before the air pressure
is applied.

4. Determine that the cut-in pressure on the pressure switch is equivalent to or greater than the
required pressure from Figure 57. If adjustment is necessary, refer to the manufacturer's
instructions.

5. After the necessary adjustment is made, repeat the Test.
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the-officerecord: Record the results of the Test on the appropriate Form.
Action: If forward-flow is achieved with less than 69 kPa (10 psi) above the boiling point of
the milk and/or milk product in the holding tube, adjust the pressure setting and retest. If after
adjustment the pasteurization system fails this Test, the pasteurization system shall not be
allowed to operate until the cause of this failure has been corrected and compliance has been
verified by the Regulatory Agency; or in the case of HACCP listed milk plants, qualified
industry personnel, acceptable to the Regulatory Agency, in compliance with Item 16p.D; or
on an emergency basis, an industry temporary testing and sealing program, authorized by the
Regulatory Agency, in compliance with Item 16p.D.

For each HHST pasteurizer pasteurization system temperature, the milk and/or milk product
pressure switch setting is as follows:

60 A

/

Level (PSGI)

_/

Pressure Switch Settings at Sea

=3 o o =3
<] I B 2
& & & g

Operating Temperature (degrees F)

190
200
210
220
270
280
290
300

Figure 57. Pressure Switch Setting

This pressure switch setting shall be adjusted upward by the difference between the routine
local nermal atmospheric pressure and the atmospheric pressure at sea level.

TEST 14.
SETTING ©F THE CONTROL FOR THE DIFFERENTIAL PRESSURE

SWHHCHES CONTROLLER FORBH-FERENTHAL
PRESSURE ACROSS THE STEAM INJECTOR

Reference: Item 16p.(B) and (D)

Application: To all HTST and HHST continuous-flow pasteurization systems using direct
steam injection heating.

Frequency: : Upon installation; at least once ewvery each three (3) months thereafter;
whenever the differential pressure controller has been repaired or replaced; and or whenever
the differential pressure eentreller controller’s regulatory seal is broken.
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Criteria: The pasteurizer pasteurization system shall not operate in forward-flow unless the
milk and/or milk product pressure drop across the steam injector is at least 69 kPa (10 psi).
Apparatus: A The sanitary pressure gauge and a the pneumatic testing device described in
Test 9.1 can be used for checking and adjusting the differential pressure controller.
Method: Adjust the differential pressure switeh controller to prevent forward-flow, unless the
pressure differential pressure across the steam injector is at least 69 kPa (10 psi).
Procedure:
1. Calibration of the Steam Injector Differential Pressure Controller Prebes Sensing
Elements:
a. Loosen the connection at both pressure sensers sensing elements and allow for any
liquid to drain through the loose connections. While the sensing elements are still in their
original positions, Beth both pointers; or the digital displays display(s), shall be within 3.5
kPa (0.5 psi) of 0 kPa (0 psi). If not, adjust the pointer(s); or the digital display(s), to read 0
kPa (0 psi).
b. Remove both sensers sensing elements and meunt install them #s onto a tee; or connect
them to a the pneumatic testing device. Record any difference # from the zero (0 kPa (0
psi)) readings in Procedure 1.a. that may have occurred beeause-of this-change-in-elevation
when installing the sensers sensing elements onto the tee. Attach the tee and both sensers
sensing elements to a the pneumatic testing device described in Test 9.1 and adjust the air
pressure to the nermal operating pressure used at the steam injector. Make sure that the
peinter pointer(s) or digital display display(s) reading separation is within 6.9 kPa (1 psi) of
that observed before the pressure was applied. If not, the instrament differential pressure
controller requires adjustment or repair.
e—When—theresults—are—satisfactory—record—theTest results forthe—officerecord—and
proceed as directed below,
2. Setting of the Steam Injector Differential Pressure Controller Switeh:
a. Disconnect the sanitary pressure sensing element that is nrermally located after the steam
injector from the pneumatic testing device and cap the reswlting opening. Leave the
pressure sensing element, which is installed prior to the steam injeetion injector, on the
pneumatic testing device.
b. Leave the other pressure sensing element open to the atmosphere, but at the same
height as the pressure sensing element connected to the pneumatic testing device.
c. Wire the test lamp light in series with the differential pressure controller microswitch or
use the method provided by the instrument manufacturer to monitor the cut-in signal.
d. Apply air pressure to the pressure sensing element and determine, from the test lamp
light, the pressure gauge reading at the cut-in point of the differential pressure switeh
controller.
e. The differential pressure cut-in on the differential pressure controller shall be at least 69

kPa (10 psi). If adjustment is necessary, refer to the manufacturer's instructions.
f. After adjustment repeat the this Test.

eﬁﬁeﬁeeefdr
3. Record the results of the Test on the appropriate Form.
Action: If after adjustment the pasteurization system fails this Test, the pasteurization system
shall not be allowed to operate until the cause of this failure has been corrected and compliance
has been verified by the Regulatory Agency; or in the case of HACCP listed milk plants,
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qualified industry personnel, acceptable to the Regulatory Agency, in compliance with Item
16p.D:; or on an emergency basis, an industry temporary testing and sealing program,
authorized by the Regulatory Agency. in compliance with Item 16p.D.

TEST 15.

ELECTRO-MAGNETIC INTERFERENCE FROM HAND-HELD
COMMUNICATION DEVICES

Application: To all electronic control devices used to assure compliance with public health
safeguards on HTST and HHST continuous-flow pasteurization equipment that are installed in
milk plants.

Frequency: Upon installation; any-alteration—ofthe—eleetronic—control-deviees; at least once
every each three (3) months thereafter; whenever any alteration of the electronic control
devices occur; and or whenever the type or wattage of the hand-held communication device(s)
used in that milk plant is changed. Once a hand-held communication device has been shown to
cause a given electronic control device to react adversely, the electronic control device must
shall be repaired and re-tested using the same type hand-held communication device. (Refer to
the NOTE: below.) If any electronic control device is altered or there is a change in the hand-
held communication device(s) used, the electronic control device(s) wetld-berequired-to shall
be tested.

Criteria: The use of hand-held communication devices shall not have any adverse effect on
the electronic control device’s public health safeguards.

Apparatus: One (1) hand-held communication device representing each make and model used
in the milk plant. The hand-held communication deviee device(s) must shall be operating at
maximum output and be fully charged.

Method: By observing the actual effect of the hand-held communication device on an
electronic control device, it can be determined if that hand-held communication device can be
used near that equipment without compromising any of the electronic control device’s public
health safeguard safeguards.

Procedure:

1. Position the hand-held communication device 30.5 centimeters (12 inches) in front of the
electronic control device where the public health safeguard(s) resides.

2. Place the hand-held communication device in the “send” mode for five (5) seconds and
observe the effect on the electronic control device’s public health safeguard(s). There sheuld
shall not be any adverse effect with the electronic control device. An adverse effect is any
change that may adversely affect an electronic control device’s public health safeguard(s).

3. Ifapplicable, repeat the Test with the operator access door open

4. Repeat the above Test for each hand-held communication device identified #the under
Apparatus Seetton.

5. Repeat the above Test for each electronic control device used to regulate a pasteurization
system’s public health safeguard(s).

6. Record the make and model of each hand-held communication device tested and the Test
results on the appropriate Form.
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For Example: For the temperature set point, operate the pasteurization equipment on water
in diverted-flow in the “Product” mode, at a steady temperature within 3°C (5°F) of the
lowest cut-in temperature. In this example, an adverse effect is defined as the forward-flow
movement of the FDD or any artificial increase in temperature.

Corrective Action: Have the milk plant check for shielding, grounding and other installation
concerns with the electronic control device and retest. Until a solution, acceptable to the
Regulatory Agency, can be found that does not adversely affect the electronic control device’s
public health safeguard(s), the hand-held communication device cannot be used in the area of
the electronic control device’s public health safeguard(s).

NOTE: Continuous “Hand-Held Communication Device Free” or “Radio Free” zones, etc., are
not acceptable permanent solutions to hand-held communication devices which cause adverse
affects to an electronic control device’s public health safeguards.

Proposal: 117
Document: 2011 PMO (Appendixes H and I)
Pages: 222, 223, 296, 297 and 299

Make the following changes to APPENDIX H. PASTEURIZATION EGUIPMENT AND
PROCEDURES AND OTHER EQUIPMENT on Pages 222 and 223:

Page 222:

PRESSURE RELIEF VALVES LOCATED WAHHIN DOWNSTREAM FROM THE
HOLDING TUBE WITHIN HTST PASTEURIZATION SYSTEMS
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2—Downstream—from—the Heolding—Fube: The pressures in the pasteurized side of the
regenerator must shall be protected from falling within 6.9 kPa (1 psi) of the pressures in the

raw side of the regenerator at all times, including during shut down. A pressure relief valve and
hne on the pasteurized side of the FDD ean will meet this criterion if:

A h o alio o nd-bhetore ho on neeto ho
Vv cl l

fromthe liquidflowingthroughthe system- the pressure relief valve is fail-safe. Iathis
ease—a A leaking pressure relief valve can cause an unacceptable loss of pressure in the
pasteurized side of the regenerator during a shut down and is considered a violation of Item
16p(C) of this Ordinance. Any leakage from this pressure relief valve must shall be readily
visible. This may be accomplished by opening the pressure relief valve vent directly to the
floor or by providing sanitary piping from the pressure relief valve vent to the constant-
level tank. If the later option is utilized, the piping shall be properly sloped to assure
drainage to the constant-level tank and shall be provided with a properly located and
installed sight-glass.

Make the following changes to APPENDIX I. PASTEURIZATION EQUIPMENT AND
CONTROLS - TESTS on Pages 296, 297 and 299:

Page 296:
TEST 11.
CONTINUOUS-FLOW HOLDING TUBES — HOLDING TIME ...

11.1 HTST PASTFEURIZERS PASTEURIZATION SYSTEMS ...

Page 297:
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Procedure:

1. Examine-the-entire Operate the pasteurization system on water to-nsuare-that with all flow-
promoting eguipment—is devices, which are capable of causing flow through the FDD,
operating at their maximum capacity and all flow-impeding equipmentis—se devices adjusted
or bypassed as to provide the minimum amount of resistance to the flow through the
pasteurization system. There shall not be re any leakage on the suction side of the timing

pump.

NOTE: In pasteurization systems equipped with a pressure relief valve located between the
timing pump and the beginning of the holding tube, this Test shall not be performed if the
pressure relief valve is observed to be leaking. ...

Page 299:

11.2A CONTINUOUS-FLOW PASTEURIZATION SYSTEMS UTILIZING A
MAGNETIC FLOW METER BASED TIMING S¥SHEMS SYSTEM CONHNUOUS
HFOW - PASTEURIZATION HOLDING TIME ...

Procedure:
Utilize either TEST OPTION | or TEST OPTION 1.

NOTE: In pasteurization systems equipped with a pressure relief valve located between the
timing pump and the beginning of the holding tube, this Test shall not be performed if the
pressure relief valve is observed to be leaking. ...

Proposal: 119
Document: 2011 PMO (Appendix H)
Pages: 232-234

Make the following changes to Appendix H. PASTEURIZATION RQUIPMENT AND
PROCEDURES AND OTHER EQUIPMENT on Pages 232, 233 and 234

HTST AND HHST FLOW DIAGRAMS
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Page 232:
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Figure 37. HTST Pasteurizer Utilizing Tubular Type Heat Exchangers and
A Homogenizer as the Timing Pump
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Page 233:
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Figure 39. HTST Pasteurizer with a Regenerator, Separator, Skim Surge Tank
and a Meter Based Timing System Located Upstream from an Evaporator
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Figure 42. HHST Pasteurizer Utilizing Direct Culinary Steam Infusion and
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Proposal: 301

Document: 2011 PROCEDURES (Section 1V)
Pages: 11-14, 16 and 17

NEW PROCEDURE

Make the following changes to SECTION 1V. OVERSIGHT AND RESPONSIBILITIES on
Pages 11-14, 16 and 17:

Page 11:
B. STATE RESPONSIBILITIES

1. State Ratings and Single-Service Containers and Closures Manufacturer Listings

Page 12:

j. The Rating Agency shall certify U.S. manufacturers of single-service containers
and closures in accordance with Appendix J. STANDARDS FOR THE
FABRICATION OF SINGLE-SERVICE CONTAINERS AND CLOSURES FOR
MILK AND MILK PRODUCTS i of the Grade “A” PMO for inclusion i# on the IMS
List.

k. When a certified manufacturer of Single-Service Containers and Closures for Milk
and Milk Products changes status because of permit suspension and/or revocation or the
withdrawal of their listing based upon observed violations that cannot ensure the
sanitary quality of their single-service containers and/or closures that may lead to a
potential public health concern involving the contamination of milk and/or milk
products packaged within them, the shipping State shall immediately notify all known
receiving States and the appropriate PHS/FDA Regional Offices.

When an existing listing is no longer valid because a listed single-service containers
and closures manufacturer’s permit is revoked, the State shall within five (5) days
request PHS/FDA to withdraw the shipper from the IMS List.

Receiving States shall notify shipping States of any irregularities in the single-service
container and closure supply received. (Refer to Section IV.. B.. 7.)

The Rating Agency shall keep current the listings of all certified single-service
containers and closures shippers within its State. ...

Page 13:
7. Challenges and Remedies

a. Complaints from Receiving States and Municipalities
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Page 14:

1.) Complaints as to the sanitary quality of milk and/or milk products and/or single-
service containers and closures being received and challenges ef related to the
validity of certified ratings and/or single-service containers and closures listings
shall be made in writing by the receiving State or municipality to the Rating
Agency of the shipping State, with a copy to the appropriate PHS/FDA Regional
Office. ...

4.) After an investigation, and based on the facts disclosed, the shipping State shall:

C.) Make a new rating or listing for single-service containers and closures
manufacturers within sixty (60) days, and with the written permission of the
shipper, forward the new rating or listing, respectively, and a copy of the
shipper's written permission to the appropriate PHS/FDA Regional Office for
listing # on the IMS List. The receiving State(s) shall also be notified of the
action being taken by the shipping State. ...

c. Action to be Taken if the PHS/FDA Check Rating or Single-Service Containers and
Closures Manufacturer’s Audit Indicates the Listed Rating is Not Justified: ...

Page 16:

3.) Single-Service Containers and Closures For Milk and Milk Products

A. Withdrawal of Certification

When PHS/FDA audit data indicates violations that cannot ensure the
sanitary quality of single-service containers and/or closures that may lead to
a potential public health concern involving the contamination of milk and/or
milk products packaged within them requires a withdrawal of certification,
the Rating Agency upon written recommendation of PHS/FDA. shall
immediately withdraw the current certification of the shipper and notify such
shipper, PHS/FDA, and all known receiving States thereof, in accordance
with Section IV., B., 1k. In case of withdrawal, a new certification shall be
made in not less than thirty (30) days and not to exceed sixty (60) days,
unless the Rating Agency has reason to believe a new certification within a
lesser time period, would result in an acceptable listing. The effective date
for action shall be determined from the date of the letter of notification by
the Rating Agency. Such letter shall be dated within five (5) working days
following the date of the official notification.

34.) If a Rating Agency fails to take the required action outlined in Section IV., B.,
7.c.1.), and 7.c.2.) and 7c.3.), calling for immediate notification of all known
receiving States when the current certification of a listed shipper is to be withdrawn
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as recommended by PHS/FDA, PHS/FDA after a reasonable lapse of time (not to
exceed five (5) days), shall provide all participating States with the check rating
scores or audit findings for single-service containers and closures listings. The State
which failed to take the required action shall be identified in the next listing of the
IMS List as not being in compliance with Section IV., B., 7.c.1.), and 7.c.2.) and

7¢.3.).

Page 17:

45.) Sheuld-the If a Rating Agency dieate indicates that it is not in a position to
make a new rating or listing within a the sixty (60) day period or a reinspection
within thirty (30) days, PHS/FDA shall identify those States in the next listing of
the IMS List as not being in compliance with the provisions of this paragraph.

56.) If the a Rating Agency informs PHS/FDA that it is unable to make
arrangements for PHS/FDA to check rate the sanitation compliance status of listed
shippers or audit single-service containers and closures listed shippers, PHS/FDA
shall identify those States in the next listing of the IMS List as not being in
compliance with the provisions of this paragraph.

67.) If a Rating Agency fails to request the removal of a milk plant, receiving
station and/or transfer station or single-service containers and closures manufacturer
from the IMS List as provided for in Section IV., B., 1.f. and B., 1.k, respectively,
PHS/FDA shall, after five (5) days, provide this information to all receiving states.

The following text is a part of the Proposal but will not be placed in an NCIMS document.

FDA requests the NCIMS Chair to assign the following charges to the identified NCIMS
standing committee(s) and to report back to the 2015 NCIMS Conference:

e SSCC and Methods Committees Jointly: To develop listing and withdrawal of listing
criteria for SSCC manufacturers. Consultants that currently have SSCC listings on the
IMS List shall participate on these Committees.

e SSCC Committee: To develop qualifications, authorization, certification/recertification
procedures, etc. for consultants that currently certify or wish to certify SSCC
manufacturers located outside the geographical boundaries of NCIMS Member States.
Consultants that currently have SSCC listings on the IMS List shall participate on this
Committee.

Proposal: 215
Document: 2011 EML (Entire Document)
Pages: Entire Document
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Make the following changes to the 2011 EML.:
Page i:
PREFACE

In 1941 the United States Public Health Service began evaluations of the facilities, procedures
and techniques of analysts in state and local milk laboratories doing official analysis. In 1977,
the Food and Drug Administration (FDA) and 46 States had programs for measuring analyst
performance in official and officially designated milk laboratories, by on-site evaluations
surveys of techniques and proficiency testing. Today all 50 States, Puerto Rico and the Virgin
Islands participate in the National Conference on Interstate Milk Shipments (NCIMS) Milk
Laboratory Program. These evaluations have resulted in greater uniformity, accuracy and
precision of microbiological and chemical analysis.

The material in this publication provides the procedures for the evaluation of milk laboratories
required to meet the sanitation standards of the current #+use edition of the Grade—A' Grade
"A" Pasteurized Milk Ordinance (PMO).

The information in this booklet was revised by the Eeed-andDrugAdministration FDA
Laboratory Proficiency Evaluation Team (FDA/LPET) in conjunction with the NCIMS and its

Laboratory Committee. The basic responsibility for preparation of this revision was assumed
by the Feod-and DrugAdministration FDA, Center for Food Safety and Applied Nutrition,
Office of Food Safety, Division of Food Processing Science and Technology, Laboratory
Proficiency and Evaluation Team, HFH-450, 6502 South Archer Road, Bedford Park, IL
60501, USA (Telephone (708) 728-4114; Fax (708) 728-4179), hereafter referred to as the
FDA/LPET.

Page 1:

EVALUATION OF MILK LABORATORIES
2011 Revision

INTRODUCTION

Official accreditation of milk laboratories and Certified Industry Supervisors (&S CISs)
requires that the appropriate Federal FDA/LPET or State milk laboratory control agency
conduct an on-site survey to determine satisfactory performance of analysis in milk
laboratories and performance of analysis by €IS CISs in facilities where the examinations,
required by the Grade—A* Grade "A" Pasteurized Milk Ordinance (PMO), are performed. In
addition, satisfactory performance in the analysis of annual proficiency test samples sust shall
be demonstrated. An accredited milk laboratory may be an approved official or officially
designated milk laboratory under the administrative control of a federal, state or local
regulatory authority. Approval of Industry Supervisors (}S ISs) and Industry Analysts (A IAs)
requires verification of proficiency in performing drug residue analysis at least biennially,
through en-site-performanee laboratory evaluations and/or performance evaluations by analysis
of split samples or by other means as noted in SECTION 1 below.
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Fhe State Laboratory Evaluation Officers (State LEOs) certified by the FDA/LPET il shall
use the appropriate FDA-2400 Series Forms when evaluating official laboratories, officially
designated laboratories, €FS CISs, IS ISs and A [As. The Eederal FDA/LPET Laboratory
Evaluation Officers (Eederal FDA/LPET LEOs) w4l shall use the appropriate FDA-2400
Series Forms when evaluating State Central Milk Laboratories and State LEOs. Appropriate
FDA-2400 Series Forms are those forms that have been approved by the NCIMS Laboratory
Committee working cooperatively with the Foed-andDrug-Administration(EPA) FDA and the
NCIMS Executive Board, and are effective 90 days after executive board approval. Approved
forms shall be issued within 90 days of NCIMS Executive Board approval. If the FDA is
unable to release the approved forms within the 90 day time frame, the FDA/LPET shall issue
a draft version of the 2400 series forms 90 days after NCIMS Executive Board approval. ...

State Central Milk Laboratory: A State owned and operated Official Laboratory with analysts
employed by the State working in conjunction with the State Regulatory Agency designated as
the primary State laboratory for the examination of producer samples of Grade-A* Grade "A"
raw and commingled raw milk for pasteurization, pasteurized milk and milk products, and
dairy waters, as necessary.

Officially Designated Laboratory: An officially designated laboratory is a commercial
laboratory authorized to do official work by the regulatory agency, or a milk industry
laboratory officially designated by the regulatory agency for the examination of producer
samples of Grade—A' Grade "A" raw milk for pasteurization and commingled milk tank truck
samples of raw milk for drug residues. ...

Page 2:

Food-and Drog-Administration (FPA) The FDA laboratory accreditation procedures provide a

national base for the uniform collection and examination of milk, in compliance with the
sanitation standards of the PMO.

Uniform accreditation of milk laboratories is maintained by the following two functions:

1. FDA accreditation of state central milk laboratories and certification of analysts is based on
(a) satisfactory triennial on-site evalwations survey of laboratory facilities, equipment,
records, and analyst performance of techniques, and (b) satisfactory annual proficiency
testing (the examination of split milk samples) to continuously appraise analyst
performance.

2. FDA certification of State LEOs who (1) accredit local laboratories and certify analysts and
€IS CISs based on (a) satisfactory biennial on-site evaluations survey of laboratory
facilities, equipment, records and analyses and (b) satisfactory annual proficiency testing
which meets established national standards and (2) approve IS ISs and A [As (who only
screen for drugs) based on (a) verification that each IS has been trained (by conducting
required workshops for all industry supervisors) and has established a program that ensures
the proficiency of the A IAs they supervise, (b) verification that each IS and IA has
demonstrated proficiency in performing drug residue analysis at least biennially.
Verification of proficiency may include an analysis of split samples and/or an on-site
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performance evaluation or another proficiency determination that the State LEO and the
FDA/LPET agree is appropriate. (PMO, Appendix N)

Page 3:
SECTION 1: LABORATORY EVALUATION PROGRAMS

An evaluation of a milk laboratory must shall include an on-site st survey te of the
laboratory, a review of the records, including training records of IAs, records of split sample
performance, facilities, equipment, materials and procedures. The evaluation shall be made
using the most recent approved Official Milk Laboratory Evaluation Forms (FDA-2400 Series
Forms). The Eederal FDA/LPET or State LEO shall determine if the laboratory facilities,
equipment, records and techniques of analysts are in compliance with the FDA-2400 Series
Forms.

A copy of the Grade—A' “Grade "A" Milk Laboratory Evaluation Request and Agreement
Form” (see page 20) must shall be signed by a representative of the facility prior to the
initiation of the on-site survey. This document must shall be maintained on file by the Federal
FDA/LPET or State LEO.

A set of completed evaluation forms may accompany the narrative report whieh that describes
the degree of suitability of the laboratory facilities, equipment, records, the analysts’
procedures, and a statement as to whether the results of the analyst or CIS examinations are
acceptable for use in rating milk for interstate shipments. The narrative report must shall be
sufficiently detailed to allow readers to determine what is being cited without having to refer to
the FDA-2400 Series Forms.

Survey-reports-of-on—site-evaluations Reports of on-site surveys of Official Milk Laboratories

and CISs shall be sent within 60 days of the initial, biennial/triennial anniversary or
supplemental date of the laboratory evaluation to the Official Milk Laboratory/CIS, the
appropriate Eeed—and—Drug—Administration— FDA Regional Office and the FDA/LPET.
Reports can be submitted by traditional fashion (mail, common courier) or electronically.
Reports to the Official Milk Laboratories/CIS must shall include the narrative report and may
include copies of the completed FDA-2400 Series Forms. Reports to an FDA Regional Office
and the FDA/LPET shall be sent electronically and shall include the narrative report and
appropriate, completed FDA summary template only (see page 37 — 40).

Survey reperts Reports of on-site evaluations surveys of screening sites shall be sent to the
facility within 60 days of the initial, biennial anniversary, or supplemental date of the
laboratory evaluation survey.

CERTIFICATION/APPROVAL OF MILK LABORATORY ANALYSTS

Certification of milk laboratory analysts by the FDA/LPET Eederal or State LEO shall be
based on the following criteria:
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1. Evaluations of State central milk laberateries—evaluations laboratories shall be scheduled
and performed by their triennial expiration date. State central milk laboratories shall
submit requests, in writing, for an on-site evalsatien survey of a new analyst(s)
performance of techniques, new methods and/or new facilities to the FDA/LPET. The
Federal FDA/LPET LEO shall schedule a mutually agreeable date within 30 days of the
request for an evaluation.

2. Evaluations of other milk laboratories within a state shall be scheduled and performed by
their biennial expiration date. Milk laboratories within a state shall submit requests, in
writing, for on-site evalaation surveys of new analyst(s) performance of techniques, new
methods and/or new

Page 4:

facilities to the State LEO. The State LEO shall schedule a mutually agreeable date within
30 days of the receipt of the request for an evaluation.

3. The laboratory facilities, equipment and records shall meet the requirements stated on the
FDA-2400 Series Forms, as determined by an on-site evaluatien survey.

4. Analyst performance is in compliance during an on-site evalaation survey, with procedures
required by the FDA-2400 Series Forms and the PMO. ...

Analysts seeking certification or approval who are employed in laboratories not previously
approved, or laboratories that have lost accreditation or approval and are seeking
Recertification, may be approved to conduct official examinations only if criteria 3 and 4
above are met. When such analysts successfully complete the next official proficiency tests
administered by the State LEO, a certificate of approval may be issued to such analyst. If such
analyst does not successfully meet the performance levels of the proficiency testing program,
the approval to conduct official examinations shall be withdrawn.

When a new analyst is assigned to an accredited laboratory between on-site evaluations
surveys, conditional approval status will shall be provided to the new analyst upon satisfactory
completion of criteria 4 or 5 above. Full certification w#H shall follow after acceptable
completion of both criteria 4 and 5 above. Conditionally approved analysts failing to meet the
established applicable criteria of laboratory performance during an on-site laboratory
evaluation survey wil shall have their conditionally approved status revoked.

The &S CISs and certified analysts sust shall participate, at least annually, in proficiency
testing (the examination of milk split samples) for those specific procedures for which they are
certified. Failure without cause to participate in the annual split samples evaluation or failure
to meet established satisfactory performance criteria w#H shall result in the €k CIS(s) or
certified analyst(s) having their certification status downgraded from full to provisional.
Failure of a provisionally certified analyst or CIS to participate in the examination of or to
meet established satisfactory performance levels on the next set of split samples wiH shall
result in withdrawal of their certification.
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A CIS or certified analyst that loses their certification for one or more tests cannot examine
official samples using a test for which their certification was withdrawn. Recertification
procedures are shown in “SECTION 2: PROFICIENCY TESTING PROGRAMS”. ...

Page 5:

ACCREDITATION/APPROVAL OF MILK LABORATORIES

Accreditation or approval of milk laboratories by Eederal the FDA/LPET or State milk
laboratory control agencies shall be based on meeting the following requirements:

1. The laboratory facilities, equipment, procedures and records sust shall meet the
requirements stated on the appropriate FDA-2400 Series Forms and for &S CISs,
appropriate Appendix N 2400 Series Forms, as determined by an on-site evaluation survey.

2. All official examinations required by the PMO must shall only be performed by certified
analysts or &S CISs. ...

When an accredited laboratory changes location or undergoes substantial remodeling, an
evaluation a survey of the new laboratory or screening facility is required within 3 months. Ne
evaluation A survey of personnel or procedures is not required at this time.

For initial accreditation, milk laboratories shall have a minimum of 15 days of required records
available at the time of the on-site evalaation survey. The laboratory has records to show that
all necessary quality control requirements have been performed and are satisfactory, and that
there are 15 days of records to demonstrate that critical equipment is functional.

When a certified analyst or CIS leaves an accredited laboratory, the laboratory/facility manager
must shall notify the Eederal FDA/LPET or State LEO immediately since the loss of a certified
analyst may result in the loss of certification for one or more procedures, or may result in the
loss of the laboratory's accreditation. For example, a laboratory having only one certified
analyst w+#l shall lose accreditation. Official examinations cannot be conducted at non-
accredited laboratories. When a laboratory or CIS facility loses its accreditation because of
lack of certified analysts, or for some other reason,

Page 6:

the Federal FDA/LPET or State LEO shall immediately notify the milk laboratory involved,
the state milk regulatory agency, the state milk sanitation rating agency, any out-of-state milk
regulatory agencies where known customers are located, the appropriate FDA Regional Office
and the FDA/LPET, by a letter of notification to be dated within five (5) working days of the
loss of accreditation. For any FDA/LPET notification, changes in accreditation shall be
indicated on the appropriate, completed FDA summary template and shall be submitted
electronically. ...
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State Central Milk Laboratories requesting withdrawal of accreditation shall notify the
FDA/LPET in writing and shall notify the appropriate FDA Regional Office in writing within 5
working days of the FDA/LPET’s receipt of the written request.

Additionally, the laboratory shall notify its customers in writing, that it has withdrawn or been
decertified and shall not represent itself as an official laboratory or officially designated
laboratory, for those decertified or unapproved procedures under the agreements of the
NCIMS. A copy of the generic notification sust shall be sent to the State LEO.
Decertification wiH shall remain in effect until measures are taken by the laboratory to attain
compliance and another on-site survey is completed successfully.

APPROVAL OF INDUSTRY ANALYSTS/INDUSTRY SUPERVISORS

Approval of Industry Supervisors (1S ISs) and Industry Analysts (}A IAs) by the State LEOs
shall be based on meeting all of the following requirements: ...

2. All screening tests required by the PMO, Appendix N must shall only be performed by
approved IS ISs, A IAs or by a certified entity. ...

Page 7:

5. Approval of IS ISs and A [As require verification of proficiency in performing drug

residue analyses at least biennially, through an on-site perfermanece—evaluation survey

and/or analysis of split samples, or anetherproficieneydetermination by other means of
determining proficiency that the State LEO and the FDA/LPET agree is appropriate.

(PMO, Appendix N)

6. The IS has attended and received training by the State LEO. This training saust shall be
documented.

The IS shall report to the State LEO the result of all competency evaluations performed by A
IAs. The name of each IS and IA (as well as their training and evalaatien approval status) shall
be maintained by the State LEO and updated as replacement, additions and/or removals occur.
The State LEO shall verify (document) that each IS has established a program that ensures the
proficiency of the A IAs they supervise. The State LEO shall also verify that each IS and A
has demonstrated proficiency in performing drug residue analysis at least biennially.
Verification may include an analysis of split samples and/or an on-site performanece-evaluation

survey or anetherproficieney-determination by other means of determining proficiency that the
State LEO and the FDA/LPET agree is appropriate.

When a new analyst is assigned to an approved laboratory, conditional approval status wiH
shall be provided to the new analyst upon satisfactory demonstration of competency to the IS.
Full approval status will shall follow after verification of proficiency (see criteria #5, above).
Conditionally approved analysts failing to meet the established applicable criteria of laboratory

performance during an on-site laberatery—evaluation survey or analysis of split samples wil
shall have their conditionally approved status revoked.
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Fully approved analysts failing to meet the established applicable criteria of laboratory
performance during an on-site laberatery—evaluation survey or analysis of split samples wiH
shall have their fully approved status downgraded to “provisional”. Provisionally approved
analysts failing to meet the established applicable criteria of laboratory performance during an

on-site laberatery—evaluatien survey or analysis of split samples w4 shall have their
provisionally approved status revoked.

Failure by the IS ISs or the A [As to demonstrate adequate proficiency to the State LEO shall
lead to their removal from the State LEO list of approved IS ISs /FA [As. Re-instatement of
their testing status shall only be possible by completing retraining and/or successfully
analyzing split samples and/or passing an on-site evalaation survey or otherwise demonstrating
proficiency to the State LEO. Analysts not on the State LEO list of Aapproved S ISs/FA [As
are not approved to test bulk milk in the Appendix N program.

When a screening facility loses its approval because of the lack of approved 1S ISs or A IAs,
or for some other reason, the State LEO shall immediately notify the screening facility
involved, the state milk regulatory agency, the state milk sanitation rating agency, any out-of-
state milk regulatory agencies where known customers are located, the appropriate FDA
Regional Office and the FDA/LPET, by a letter of notification to be dated within five (5)
working days of receipt of the loss of their approval. For FDA/LPET notification, changes in
approval shall be indicated on the appropriate, completed FDA summary template and shall be
submitted by email. ...

Page 8:

Additionally, the screening facility shall notify its customers in writing that it has been
withdrawn or has lost its approval and shall not represent itself as an approved screening
facility under the agreements of the NCIMS. A copy of the generic notification sust shall be
sent to the State LEO. Loss of approval w4l shall remain in effect until measures are taken by
the screening facility to attain compliance and another on-site survey is completed
successfully.

APPROVAL OF BACTOSCAN INDUSTRY OPERATORS

Approval of BactoScan Industry Operators (BI© BIOs) shall be based on meeting the
following requirements:

1. The industry operator must shall complete the BIO operating protocols, training and
oversight specified in the training procedure document.

2. The laboratory sust shall maintain one (1) certified BactoScan analyst (see current FDA
2400 series form) for training and ongoing oversight of the BIO. ...

Page 9:
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SECTION 2: PROFICIENCY TESTING PROGRAMS

SPLIT SAMPLES - MICROBIOLOGY

The Food-andDrug-Administration FDA/LPET shall split samples annually with all federally

FDA certified analysts of each State/Territory (hereafter noted as State) central accredited milk
laboratory. State milk laboratory control agencies shall split samples at least annually with all
state certified analysts of each official, officially designated accredited milk laboratory, and all
€IS CISs. State milk laboratory control agencies shall verify that each IS and IA has
demonstrated proficiency in performing drug residue analysis at least biennially through en-

stte—performanee laboratory evaluation and/or anabysis—ef-split-samples annual performance

evaluation, or anetherproficiency—determination by other means of determining proficiency
that the State LEO and the FDA/LPET agree is appropriate.

State milk laboratory control agencies having less than 10 analysts (total) in their milk
laboratory program are to develop joint state proficiency testing programs with other states
which can meet the criteria for certification of analysts and accreditation of laboratories. In
cases where a minimum number of analysts (> 10) are not available, evaluation of proficiency
will shall be made by a determination that the State LEO and the FDA/LPET agree is
appropriate.

An acceptable annual proficiency testing program shall meet the following applicable criteria:

4. When a CIS examines bulk milk tanker milk or its equivalent for Appendix N purposes, a
minimum of eight (8) samples shall be analyzed utilizing the test kit(s) for which that CIS
is certified or approved, or for which the CIS is seeking certification. In general, the milk
samples shall consist of the members of the beta-lactam family, at the safe/tolerance levels,
which the test kit(s) is designed to detect as well as milk samples that do not contain
eontainingno animal drug residues. The CIS may misidentify one of the samples and
maintain and/or gain certification. If more than one (1) sample is misidentified, the CIS
falls one (1) level of certification. If this occurs twice consecutively, the CIS is retonger
not certified or approved (rules for Recertification of laboratories apply).

Page 10:

5. When an IS or an [A examines bulk milk tanker milk or its equivalent for Appendix N
purposes, a minimum of eight (8) samples shall be analyzed utilizing the test kits for which
that IS or IA is approved or for which the IS or IA is seeking approval. In general, the milk
samples shall consist of members of beta-lactam family, at the safe/tolerance levels, which
the test kits are designed to detect as well as milk samples eentainingne that do not contain
animal drug residues. The IS or IA may misidentify one (1) of the samples and maintain
and/or gain approval. If more than one (1) sample is misidentified, the IS or IA falls one
(1) level of approval. If this occurs twice consecutively, the IS or A is relenger not
approved. Re-instatement of their testing status shall only be possible by completing
retraining and/or successfully analyzing split samples and/or passing an on-site evalaation

survey or otherwise demonstrating proficiency to the State LEO.
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6. Each analyst certified to perform visual drug residue tests will shall participate in annual
proficiency tests to demonstrate their ability to detect the beta-lactams at safe/tolerance
level per kit label claim (Penicillin G, Cloxacillin, Ceftiofur, and Cephapirin) using blind
samples with duplicate negatives. A minimum of six (6) samples may be used. However,
with six (6) samples ALL results sust shall be correct. If eight (8) samples are used, an
analyst/CIS may miss one (1) and still pass the proficiency test. ...

SPLIT SAMPLE ANALYSIS ...
The steps for statistical analysis of split sample results are as follows: ...

2. Calculate the logarithmic mean for the Standard Plate-Count SPC, PetriftlmAerobie Count

PAC, Plate Loop Count PLC, BactoScan FC Count(BSC) BSC., Spiral Plate Count Mcthod

SPES) SPLC, BireetMieroscopteSomatie-Cell-Count DMSCC, Eleetronie-Sematie-Cell
Count ESCC, Electronic Phosphatase

Page 11:

Count and Vitamin A and Ds results of each test sample; using a table of common
logarithms, list the logarithms of all analyst counts for a given sample. Calculate the mean
of the logarithms for the sample. ...

ANALYST PERFORMANCE LEVEL

Analysts certified to perform the examinations required by the Grade—A* “Grade "A" PMO”
shall meet the following performance levels on an annual basis.

1. Analysts certified to perform the StandardPlate-Count SPC, PetrifilmAerobie-Count PAC,
Plate Loop Count PLC. BactoScan FC BSC. Spiral Platc Count Mcthod SPLC. Direct
Mheroscopie—Somntie—Cel—Count DMSCC. Hectronte—Somutie—Cel—Count ESCC.
Electronic Phosphatase Count and Vitamin A and Ds analysis, and BIOs approved to
operate a BactoScan FC shall meet the acceptance limits and performance levels shown in
Tables 2 and 3, page 28.

Page 12:

2. Analysts certified to perform inhibitor tests shall detect samples that contain beta-lactam or
other animal drug residues detectable by the appropriate official test for the drug and
product. If using a drug other than beta-lactam, samples sust shall be spiked in duplicate.
See Table 3, page 28. ...

5. CertifiedIndustrySupervisers CISs certified to perform Appendix N test(s) for beta-lactam

drugs shall detect members of the beta-lactam family, at the safe/tolerance levels, which the
test kit(s) is designed to detect. See Table 3, page 28.
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Fully certified analysts not meeting the described performance levels shall be provisionally
certified for the test procedure(s) in which they exceed the maximum number of unacceptable
results on samples. Provisionally certified analysts can regain full certification status by
meeting satisfactory performance levels on the next set of split samples. If a provisionally
certified analyst does not meet satisfactory performance levels on the next set of split samples,
certification to perform the specific test(s) w shall be withdrawn. An analyst who has lost
certification may be required to participate in a training program acceptable to the milk
laboratory certifying authority before requesting recertification. Recertification after training
shall be based on the analyst meeting the certification criteria described in SECTION 1:
LABORATORY EVALUATION PROGRAMS. A certified analyst may only become
conditionally approved again by the route by which he/she lost certification, i.e. if the analyst
lost certification due to failure on milk split samples then he/she can only become conditionally
certified by passing the next set of milk split samples. If the analyst failed an on-site survey
evaluation that leads to his/her loss of certification then he/she must shall pass the next on-site
certification to become conditionally certified.

BaectoSean—Industry—Operators BIOs performance levels shall follow the performance

procedures indicated above for fully certified analysts. ...
Page 13:
SPLIT SAMPLES - CHEMISTRY
VITAMINS

The Grade “A” Vitamin Proficiency Test Program is operated by the FDA/LPET. In order to
be accredited and be listed, laboratories sust shall have analysts who have satisfactorily
participated in at least two (2) consecutive split sample analyses and sust shall have submitted
satisfactory method validation and quality control/quality assurance (QC/QA) information.
Participation in proficiency testing alone does not satisfy the criteria for analyst certification
and laboratory accreditation.

The Grade A “A” Vitamin Proficiency Testing Program involves the analysis of sets of four (4)
samples sent to participating laboratories every four (4) months, i.e., three (3) times a year with
a total of twelve (12) samples. Certification status is based in part on the ability of analysts to
analyze samples and have their results fall within limits (L;=0.300 and L,=0.200, based on the
statistical parameters set at the 1995 NCIMS Conference in St. Louis, MO). Conditional
certification is granted to an analyst (not to a laboratory) when the analyst has satisfactorily
analyzed two (2) sets of samples (eight (8) samples in two (2) consecutive shipments).
Analysts may have one (1) unsatisfactory result, i.e., miss (out of limits) one (1) sample, and
still be considered as having satisfactory performance. After analyzing the next consecutive
set of samples, the analyst is considered fully certified if not more than 2 two (2) samples have
been missed over the course of a one (1) year period (twelve (12) consecutive samples
analyzed).
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Once fully certified, analysts maintain certification by satisfactorily analyzing all three (3) sets
of split samples each year. During the course of the year full certification is maintained if ne
not more than two (2) samples (of 2 twelve (12)) are missed. Failure without cause to analyze
all twelve (12) samples during the course of the year s+ shall result in the down grading of an
analyst's status. It is imperative that laboratory schedules be set up to allow for the analysis of
these samples. If a fully certified analyst misses more than two (2) samples (of 42 twelve (12))
then that analyst will shall be dewn—graded downgraded to provisional certification. Full
certification wiH shall be regained if that analyst misses se not more than one (1) sample of the
next eight (8) that he/she analyzes. Provisionally or conditionally certified analysts that miss
more than one (1) sample in the next eight (8) samples analyzed after receiving the respective
status wiH shall have their certification/approval removed.

Once certification/approval is removed an analyst may only regain conditional certification by
satisfactory performance on the next eight (8) samples, i.e., miss #e not more than one (1)
sample. Full certification requires that the analyst meet the criteria described above.

For split sample purposes each analyst sust shall independently analyze the samples. Routine
analysis may be performed by multiple analysts working together or by partitioning duties.
Certified analysts are responsible for conducting official analysis. Non certified analysts may
assist in analysis, but may not solely perform official analyses or report official results.

Re-entry of laboratories that have voluntarily withdrawn or laboratories that have had their
accreditation removed is are subject to meeting all of the requirements needed from a new
laboratory, including all quality control (QC) information. It is the responsibility of the
laboratory to inform the FDA/LPET when a certified analyst is re-lenger not employed at that
laboratory. A laboratory

Page 14:

that loses all of their certified analysts is re-tenger not accredited to do official work and mrast
shall seek new laboratory entry prior to resuming official analysis. ...

LABORATORY PERFORMANCE LEVEL ...

Fully accredited laboratories not meeting the described performance levels shall be
provisionally accredited for the test procedure(s) in which they exceed the maximum number
of unacceptable results on samples. Provisionally accredited laboratories can regain full
accreditation status by meeting satisfactory performance levels on the next set of split samples.
If a provisionally accredited laboratory does not meet satisfactory performance levels on the
next set of split samples, accreditation to perform the specific test(s) wilt shall be withdrawn.
A laboratory that has lost their accreditation must shall participate in a training program
acceptable to the milk laboratory certifying authority before requesting reacereditation re-
accreditation. Re-accreditation after training shall be based on the laboratory meeting the
accreditation criteria described in SECTION 1: LABORATORY EVALUATION
PROGRAMS.
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Copies of the proficiency testing report, including tabulation of laboratory results, shall be sent
within four (4) months of the split sample examination date to the participating laboratory, the

appropriate Feod-andDragAdministration FDA Regional Office, and the FDA/LPET.

Page 16:

SECTION 3: CERTIFICATION OF LABORATORY EVALUATION OFFICERS

Initial certification of a State LEO shall be based on meeting the following criteria:

1. The individual must shall be a State government employee and demonstrate competence in
evaluating milk testing laboratories and analysts’ performance of milk laboratory test
methods or Appendix N procedures as stated on the FDA-2400 Series Forms when
accompanied by a representative of the FDA/-LPET on as the initial check laberatery on-
site survey(s). The Eederal FDA/LPET LEO shall accompany the State LEO to not more
than two (2) laboratories/facilities during an the initial check on-site survey(s) for initial
certification purposes. Initial check on-site surveys (for certification) should not be
conducted at sites that have been evaluated within the past 90 days.

2. The individual sst shall submit an acceptable written report of the milk laboratory initial
check on-site survey to the FDA/LPET within 60 sixty (60) days of the evalaation survey.
Reports to the appropriate FDA Regional Office and the FDA/LPET shall be sent by email
and shall include the narrative report and appropriate, completed FDA summary template
only (see pages 37 - 40).

3. The individual sust shall attend the Milk Laboratory Evaluation Officers Workshop (FDA

Course #FD373) conducted by the FDA/LPET in—eenjunction—with—the Food-and Drug
Administration;—State—TrainingTeam. If the individual does not have experience in the

examination of dairy products, they must shall attend Course #FD374 ‘“Laboratory
Examination of Dairy Products” prior to or within the year of attending the Milk
Laboratory Evaluation Officers Workshop.

NOTE: It is recommended that the individual attend the Milk Laboratory Evaluation
Officers Workshop prior to step 1 above.

Laboratory evaluations conducted by conditionally approved State LEOs will shall be
considered official.

Conditional certification of a new State LEO can occur following the initial check on-site
survey(s) described above. Full certification wiH shall be granted after the State LEO attends
the next scheduled Milk Laboratory Evaluation Officers Workshop. Failure of a conditionally
certified State LEO to attend the next scheduled Milk Laboratory Evaluation Officers
Workshop, unless excused with cause by the FDA/LPET, wilt shall require that the State LEO
must restart the process. The State LEO candidate would then be required to participate in
anether a new check on-site survey(s) with a representative of the FDA/LPET, and then attend
the next scheduled Milk Laboratory Evaluation Officers Workshop.
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Recertification of the State LEO w4l shall occur triennially, and w4l shall be based on
satisfactorily meeting the following criteria:

1. The individual must shall be a State government employee and demonstrate continued
competence in evaluating milk testing laboratories and analysts’ performance of milk
laboratory test methods or Appendix N procedures as stated on the FDA-2400 Series Forms
when accompanied by a representative of the FDA/LPET on a check laberatery on-site
survey. The

Page 17:

Eederal FDA/LPET LEO shall accompany the State LEO to not more than two (2)
laboratories/facilities during a check on-site survey for recertification purposes.

2. The individual sust shall submit an acceptable written reports of the milk laboratory check
on-site survey(s) to the FDA/LPET within 69 sixty (60) days of the evaluatien survey.
Reports to the appropriate FDA Regional Office and the FDA/LPET shall be sent by email
and shall include the narrative report and appropriate, completed FDA summary template
only (see pages 37 — 40).

3. The individual sust shall have all laboratory evaluations, proficiency test examinations,
and reports current (in particular, biennial on-site surveys must shall be performed within
the month of their anniversary date).

4. The individual sust shall have prepared and transmitted, at least annually, a summary list
of certified and approved analysts and procedures by laboratory to the state milk sanitation
rating agency and the FDA/LPET.

5. The individual has met the responsibilities for the training of Industry-Supervisers ISs.

6. The individual must shall attend the Milk Laboratory Evaluation Officers Workshop once
every three (3) years.

7. The individual sast shall not fail, without cause, to attend an FDA Regional Milk Seminar.
If a region holds a FDA Regional Milk Seminar, then State LEOs in that region are
obligated to attend. If another region holds their regional milk seminar in the same year the
State LEO may opt to attend that regional milk seminar in lieu of attending the regional
milk seminar held in their region and still meet the requirement.

Once an individual has become a State LEO and is therefore considered fully certified, if
he/she fails to submit acceptable written reports of milk laboratory evaluatiens on-site surveys
within 66 sixty (60) days to the FDA/LPET or fails to comply with item 2 above for
Recertification (or continued certification), the State LEO wiH shall have their his/her
certification status downgraded from full to provisional. In addition, an action plan wiH shall
be established that is mutually agreeable to the FDA/LPET and the state. The State LEO
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woutld shall have to meet the action plan criteria in addition to continuing to meet all the
criteria specified in items 1-7 above, to maintain provisional certification status.

Laboratory evaluations conducted by provisionally approved State LEOs will shall be
considered official.

Should a provisionally certified State LEO meet the criteria specified by their action plan and
EML, SECTION 3, their certification w# shall be returned to full certification once they have
successfully undergone their next State LEO check evaluation with the FDA/LPET.

Should a provisionally certified State LEO fail to meet the criteria specified in EML,
SECTION 3 and/or follow the action plan, then their certification would be revoked.

Page 18:

The procedures for revocation must shall follow SECTION V. QUALIFICATIONS AND
CERTIFICATIONS, Part H. of the Procedures Document.

State LEOs who lose certification cannot be re-certified for a period of 60 days from the date
of loss of certification. Recertification wiH shall require meeting the requirements for initial
certification.

Page 19:

SECTION 4: EQUIPMENT AND APPARATUS OF AID TO EVALUATION
OFFICERS

While conducting laberatery-evalaations on-site surveys, the Eederal FDA/LPET or State LEO
may find it extremely useful to have in his/her possession different types of equipment which
will shall enable them to examine the apparatus in use and judge the proficiency of laboratory
procedures in use for the examination of milk products. Some evaluation—officers LEOs
currently use a large percentage of the equipment and apparatus listed below. Equipment
should be maintained in proper working conditions to assure accuracy. ...

Page 20:
SECTION 5: GUIDELINES FOR CONDUCTING LABORATORY EVALUATIONS

The evaluations of laboratories by a Federal FDA/LPET or State LEO should be systematic.
These guidelines are recommended to enable a complete evaluation survey of the laboratory
facilities, equipment and records and of analyst technique.

Upon initial evaluation and/or renewal, the laboratory; must shall make application for an
evaluation upon a form provided by the Federal FDA/LPET or State LEO. The application
will shall include the statement:
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“lI AGREE TO THE PROVISIONS OF THE NCIMS AND THE PROCEDURES FOR
THE EVALUATION OF MILK LABORATORIES.”

In preparation for the laberatery-evaluatien on-site survey, normally the laboratory director or
supervisor should be notified in advance to insure the presence of analysts and the availability

of samples for laboratory examination. In arranging for an initial evalaatien on-site survey,
laboratory officials should be told that all tests must shall be set up and that during the
evalaation on-site survey the work of all analysts, who may perform any official methods suast
shall be observed. If laberatery—evaluation on-site surveys are conducted on days when
procedures, e.g. the SPC, are not normally performed, advance arrangements should be made
to have samples on hand in order to observe the SPC procedure and the laboratory personnel
should be requested to save countable plates from the previous day. Where the latter is not
feasible, previously prepared and incubated plates may be brought to the laboratory by the
Eederal FDA/LPET or State LEO to permit observations of counting procedures.

On the designated laberatery—evaluation—day day of the on-site survey, delay arrival at the
laboratory/facility until 10 - 15 minutes after the opening of the laboratory, to allow all
personnel to start their day's activities normally. A visit to the laboratory director and/or
supervisor's office should be made prior to entering the laboratory. At this time, the purpose of
the evaluation on-site survey should be reviewed, and arrangements made to discuss the
completed laberatory-evaluation on-site survey informally with the laboratory director and/or
supervisors on completion of the evaluation on-site survey . Assure that the “Grade—A> Grade
“A” Milk Laboratory Evaluation Request and Agreement Form” has been signed by a
representative of the facility.

After entering the laboratory, the Eederal FDA/LPET or State LEO should note the names of
all analysts in the laboratory as/or after they are introduced and record the procedures
performed by each.

Before beginning the on-site survey, the Eederal FDA/LPET or State LEO should discuss the
“ground rules” for the survey. Rules should be established for precedural-evaluations the
observation of the analysts’ technique (e.g. whether an analyst can restart a procedure if the
analyst notices that he/she make an error, how many times say an analyst may restart...).

During an evaluatien on-site survey of a large laboratory, various analysts may be performing
different examinations which may make a comprehensive ewvalsation survey difficult,
particularly since all analysts are to be observed for each bacteriological and chemical
procedure for which certification is requested. It is recommended that the effieer FDA/LPET
or State LEO establish a schedule so as to be in a position to evaluate apparatus and procedures
used in the laboratory without disrupting, as far as

Page 21:

possible, the routine examination of samples. Since it is expected that various portions of the
evaluation forms wiH shall be used at separate times, it is advisable to note observed items of
the various procedures on the left hand margins of the evaluation forms. By frequent referral
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to the noted items, the Eederal FDA/LPET or State LEO s+l shall be reminded to observe all
laboratory procedures in use and avoid misuse of the phrase "undetermined" (U) when
procedures were actually in use but were not observed.

While observations of procedures are being made and the evaluation forms completed, certain
precautions should be taken by the Federal FDA/LPET or State LEO: ...

2. Try to keep the evaluation-onan on-site survey mformal basis-and to mlmmlze nervousness
on the part of analysts, e-g : C : ralaa : ;

m&wa—l—l—yelese—phys*eal—ebseﬂ%eﬂ— and

During the evaluation on-site survey it is probable that some items pertinent to receiving
samples will not be observed. However, the Federal FDA/LPET or State LEO should
determine from consultation with the laboratory supervisor the procedures used in receiving
samples from the sample collectors: ...

Deviations are to be discussed with the analysts at some time after it has been observed and
properly recorded. This discussion should include the nature of the deviation, any effect on
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the validity of the results, remedial action suggested and reasons justifying the change. All
interested personnel should have an opportunity to look over the completed evaluation form
and each major deviation should be discussed by the effieer FDA/LPET or State LEO with
interested staff. At that time comments should be invited from the staff concerning the
evaluation survey. The Eederal FDA/LPET or State LEO should make suggestions concerning
any needed improvement of laboratory techniques. Following the discussion of procedures and
competence of analysts, past split sample results of the laboratory should be discussed,
suggestions made for improvement, and/or commendations made for superior performance.

In addition to a regularly scheduled visit, some Eederal FDA/LPET or State LEOs find that an
occasional unannounced visit to an accredited laboratory provides them with supporting
information concerning laboratory practices.  Information generated on all surveys
(unannounced, scheduled, check on-site surveys) smust shall be evaluated by the FEederal
FDA/LPET or State LEO and used to determine compliance with the NCIMS Milk Laboratory
Program.

If at any time during an on-site survey there is interference with or willful refusal to permit the
survey, the Federal FDA/LPET or State LEO wil shall serve notice that the laboratory wil
shall not be certified or will shall be decertified until such time as the laboratory agrees to
abide by the voluntary certification program. The laboratory may make reapplication by
completing the application form and stipulating that future interference or refusals wil shall
result in non-certification or decertification for thirty days (30). Or, if at any time before or
during any on-site survey the Eederal FDA/LPET or State LEO feels their safety is in jeopardy
or determines extensive non-compliance, they may terminate the survey. The FEederal
FDA/LPET or State LEO saust shall indicate to the laboratory management why the reason the
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survey was terminated and must shall indicate what steps sust shall be taken before a resurvey
re-survey wil shall be scheduled. The laboratory may make reapplieation re-application by
addressing the concerns that led to the termination of the survey and by completing the
application form stipulating that the safety concerns and/or non compliance issues have been
addressed.

Page 23:
SECTION 6: LABORATORY EVALUATION REPORTS
EVALUATION FORMS ...

Copies of the survey completed evaluation forms may be prepared for the laboratory evaluated.
The Eederal FDA/LPET or State LEO must shall maintain a complete copy of the on-site
survey report, including forms. The laboratory/facility and Federal FDA/LPET or State LEO
sast shall maintain, at a minimum, copies of the last two (2) biennial/triennial surveys reports,
subject to verification by the State LEO and the FDA/LPET. In marking the official copies of
the completed survey evaluation forms, leave items in compliance blank. When typing copies
for transmittal to others, do not include check marks in the margin which were made at the
time of the actual on-site survey for the convenience of the evaluating official.

NARRATIVE REPORT

The set of completed survey evaluation forms for the laboratory may accompany the narrative
report which states the conclusions of the Federal FDA/LPET or State LEO as to whether or
not the laboratory is doing acceptable work. If the completed evaluation forms do not
accompany the narrative report, the report smust shall be sufficiently detailed to allow readers to
determine what is being cited without having to refer to the FDA-2400 Series Forms. Each
form used shall have the revision date noted. Additional narrative reports, without FDA-2400
Series Forms, are to be sent to others that need to be informed as to the outcome of the
laboratory survey_evaluation. The copy of the narrative report submitted by email to the
FDA/LPET must shall be accompanied by the appropriate, completed FDA summary template,
both attached to the same email. The State LEO must shall receive verification of receipt by
return email and sust shall maintain a copy of the verification in their records. The narrative
report must shall identify the laboratory, give the laboratory number, show the date of the on-
site survey, whe-made-the name of the LEO that conducted the survey, list the prior status, list
the date of the last on-site survey, indicate the present status, whatrecommendations—were
made-to-correet-any-deviations; what test(s) were approved, and whe-was—eertified-to-do-them
necessary changes to the IMS List.

Formats suitable for narrative reports appear on pages 29 - 36.

If choosing the option to send the narrative only via electronic submission, it will shall be
necessary to summarize what each item is. Grouped under the title of each method observed
(e.g., Standard Plate Count), list each major and/or minor deviation or omission numbered
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identically with the item number on the evaluation form and the corrective action necessary for
compliance with standard procedures or good laboratory practices.

A paragraph headed "Remarks" or "Recommendations" may be included if the effieer
FDA/LPET or State LEO wishes to comment on an item, e.g., one which could be improved by
a change in procedure or by new equipment, or for any comment which is not appropriately
covered in other Sections of the report. ...

Page 24:

After "Personnel and Procedures Certified" list the full name of all laboratory personnel
qualified to make each individual test for which certification or approval is given. Include
information on the analysts’ last split sample performance. Also include a statement requiring
participation in the Proficiency Testing Program to maintain certification (e.g., "To maintain
certification, analysts sust shall successfully participate in the Annual Proficiency Testing
Program for all procedures for which certification has been granted"). ...

Under "Conclusion" give a descriptive statement of the degree of acceptability or rejection of
the procedures used by the laboratory, including recommendations for approval or rejection of
the results of the laboratory. Some typical conclusions are given in the following text, and
except in special circumstances, one of the conclusions listed sust shall be used to indicate
whether the results are (or are not) acceptable to State authorities for use in rating milk for
interstate shipment, where this is the purpose of the evaluation.

CONCLUSIONS

1. This laboratory is accredited/approved as the procedures, records, facilities and equipment
in use at the time of the on-site survey were in compliance with the requirements of the
Grade A Grade "A" PMO.

Explanation: Unqualified acceptance of the laboratory.

2. Although the procedures, records, facilities and/or equipment in use at the time of the
evaluation on-site survey were in substantial compliance with the requirements of the
Grade—A' Grade "A" PMO the analyst/facility/equipment/records deviations noted st
shall be corrected. This laboratory is accredited/approved for 30 - 60 days pending
correction of the deviations and receipt of a letter by the evaluation-offiecer FDA/LPET or
State LEO detailing the corrections made.  Upon receipt of such letter, full
accreditation/approval wiH shall be given.

Explanation: A qualified acceptance where the Eederal FDA/LPET or State LEO believes
that the deviations noted do not seriously affect the analytical results and that a letter
explaining the corrective actions taken will shall be sufficient to ensure compliance.

3. Although the procedures, records, facilities and/or equipment in use at the time of the
evaluation on-site survey did not substantially comply with the requirements of the Grade
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A Grade "A" PMO, the analyst/facility/equipment/records deviations noted are readily
correctable. This laboratory is accredited/approved for () days pending correction of
the deviations. Corrections sust shall be made and detailed in writing to the evaluation
officer FDA/LPET or State LEO during this period. A new on-site survey sl shall be
scheduled upon receipt of the letter to assure full compliance.

Page 25:

Explanation: A qualified acceptance where procedural or technical errors or facilities which
could have an effect on analytical results are noted but which are readily correctable by the
analysts or management. Depending on the judgment of the FDA/LPET and State LEO, a
period of re not more than 66 sixty (60) days usually is given to make the required
adjustments before another survey is made or specified criteria are met, record, new
equipment, etc. (some things may not require a return visit) to fully accredit (or approve)
the laboratory.

4. This laboratory is not accredited/approved as the procedures, records, facilities and/or
equipment in use at the time of the on-site survey did not comply with the requirements of
the Grade ‘A~PMO> “A” PMO.

Explanation: Severe deficiencies in facilities, records, staff and/or procedural techniques
exist which would result in unacceptable results. A new on-site survey shall be made when
the Eederal FDA/LPET or State LEO has reason to believe that a rating would result in an
acceptable rating. A new on-site survey would not be required for certified milk
laboratories, CIS facility or screening facilities if the withdrawal was for facility
deficiencies only. The laboratory, CIS facility or screening facility would be required to
submit pictures, invoices, etc. to show compliance with the facility requirements noted in
the last on-site evaluation survey.

FDA SUMMARY TEMPLATES

The narrative report sent to the FDA/LPET saust shall be accompanied by the appropriate,
completed FDA summary template for the laboratory, specifically representing the information
required for verifying and updating the IMS List of accredited laboratories and CISs along with
other useful information to be used by the FDA/LPET. Only the current revision of the FDA

summary templates authored by the FDA/LPET may be used. %&&E&WG—F—DA—&&&H%&W

6@18—&&61—189: There is one ( 1) FDA summary template used bV full service laboratorles, and

Appendix N and Screening Only facilities (CISs and ISs). The information captured on the
FDA summary template sust shall match the information provided in the narrative report (i.e.,
IMS number, facility identification, accreditation and certification status, dates, procedures,
conclusion, etc.). The information captured may also lend itself to analyst/laboratory tracking
and filing by the State LEO.
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The appropriate FDA summary template form must shall also be used for the notification of
changes in accreditation and certification status, and srast shall be submitted by email to the
FDA/LPET.

Directions for completing the FDA summary template, authored by LPET, w4l shall be
updated with each revision of the FDA summary template, as necessary, and provided to the
LEOs by email.

An example of a completed FDA summary template for each application appears on pages 37-

40.

Page 26:

1.

REFERENCES

Copies of the FDA-2400 Series Forms can be obtained from the FDA/LPET Federal or
State LEO(s).

A list of the FDA/LPET Federal and State LEOs can be found at the website:
http://www.fda.gov/Food/FoodSafety/Product-
SpecificInformation/MilkSafety/FederalStatePrograms/InterstateMilk ShippersList/default.h
tm.

Once at that website:

For the FDA/LPET Eederal LEOs click on the link EPA-CESAN-Personnel “FDA CFSAN
Personnel” and scroll down to the Laboratory Proficiency and Evaluation Team.

For State LEOs click on the link State-Grade-A—MilkRegulatory; Ratingand Laberatery
Personnel “State Grade A Milk Regulatory, Rating and Laboratory Personnel” and then

click on your state. The table is organized by listing Regulatory personnel first, then
Rating personnel, and finally Laboratory personnel. Scroll down to the laboratory section
to find the contact information for your state’s LEO(s). ...

Page 29:
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Analyst 5 9613 |9b3 | 12 | 16 | 20 |22 | 24 | 28 ON-SHE SPEHS
Last2 Last2

Anabyst-+ X X X X X X | X | X X 3H6:-3/08 10/6910/08

Anabyst 2 X X X X X X | X | X X 3H6:-3/08 10/6910/08

Anabyst 3 X X X X X X | X | X X 3H6:-3/08 10/6910/08
Anabyst4 X X X X X | X | X X 346 10/69

Anabyst 5% X X X X X X | X | X X 3/08:3/06 10/6910/08
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EXAMPLE REPORT #1

Report of a Biennial On-Site Evaluation of
{Laboratory Name}
{Address of Physical Location}
{City, State & Zip Code}

IMS LAB # {SSXXX or SSXXXX}

On

{Date of Survey (Month Day(s), Year)}

By

{Name of LEO}
Laboratory Evaluation Officer
State Department of {Health or Agriculture}
{Physical / Mailing Address}
{City, State & Zip Code}

Date of Last Evaluation: {Month Day(s), Year}
Prior Procedures (IMS Code): 5,9C13.9C14,9D3, 12. 20, 22.24. 28
Prior Laboratory Status: Fully Accredited

Evaluated Procedures: 5, 9C13, 9D3, 12, 16, 20 22, 24, 28
Present Laboratory Status: Fully Accredited, pending receipt of a satisfactory written
response to the noted deviations on or before {Month Day(s),
Year - specified date usually 60 days from expected receipt of
the narrative report}.

Changes to IMS List: Drop procedure 9C14, add procedure 16.

A copy of the Grade “A” Milk Laboratory Evaluation Request and Agreement Form is signed
and on file.

The following is a summary of the recent evaluation of your milk laboratory in accordance with
the requirements of the Grade “A” Pasteurized Milk Ordinance. If FDA 2400 series forms
accompany the narrative report, deviated items are marked with an "X":; undetermined items
because of local conditions at the time of the evaluation are marked “U”; on the accompanying
evaluation forms. laboratory procedures and/or equipment not used are marked "O"; optional
procedural techniques and/or equipment not applicable to designated laboratory procedures are
marked “NA”; repeat deviations from the previous on-site survey are marked with an asterisk "*";
and supplementary information or suggested good laboratory practices not specifically listed in
the FDA 2400 series forms or considered stand-alone deviations but are intended to improve
laboratory function are designated by “Note” and do not require a written response.
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{Laboratory Name}
{City, State & Evaluation Date}

Page # of 5

DEVIATIONS AND CORRECTIVE ACTIONS:

{Cite procedure title and revision date for each FDA 2400 series form used to
conduct the survey followed by any applicable deviations, notes or relevant
remarks/comments}

{First statement should be a concise descriptive representation of the observed
issue with specific example(s) of occurrence(s) in one or two sentences} {Second
statement should specifically describe what, how and/or when the lab is to remedy
the issue}! {The third statement should specifically describe what is to be
submitted by the lab along with the written response (copies of new or revised
records, service manifest, new purchase shipping manifest, certificate of
authenticity, etc.) to the LEO as verification that appropriate corrective action was
taken, when applicable}.

Cultural Procedures — General Requirements (rev. 2/10)

During the review of the autoclave records it was noted that there were several
data points written over. Analysts are to use proper protocol for correcting
mistakes: cross out the error with a single line, initial and write the correct
information next to it. Note that the date discovered/corrected should also be
documented as a good laboratory practice. Lab is to send copies of the autoclave
records from the time of the survey that demonstrate proper corrective action

Note: The graduations on the lower end of the NIST thermometer are so worn
that it is difficult to read. If the graduations cannot be restored, it is suggested
that a new thermometer be purchased. Optionally, the lab may use the new
electronic/digital NIST traceable temperature measuring device (with access to
certificate of accuracy and annual ice point check records) that is available for
use in the rest of the laboratory.

Although the accuracy check was documented, no tag was found on the freezer
thermometer. Tag the thermometer with the following information:
identification or serial number (SN) / location, date of check, temperature
checked and the correction factor. Send a copy of the new tag.

ltem Method
{ltem}
2e

being taken.
3a
3c3
5b

Over the past four months at least 50% of the days observed in the
temperature monitoring records showed that the freezer was
consistently greater than the acceptable temperature range with no
corrective action documented. This is a serious violation and no reagents or
controls may be kept in this freezer until it is proven that that the freezer holds
the temperature within the acceptable temperature range (< -15.0 °C). If this
freezer cannot maintain the proper temperature, then a new freezer will need to be
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purchased. Send copies of the repaired or new freezer temperature
monitoring records for the next 4 months from the date of the survey.

There were no accuracy-checked thermometers for the spore incubation units
used for the autoclave performance check. There must be a way to check the
appropriate temperature range for the test. Lab must obtain/purchase
thermometers dedicated for these units. Send a copy of the shipping manifest
(if newly purchased), the accuracy check records and the temperature monitoring
records for the following two months.

Petrifilm Aerobic and Coliform Counts (5 &20, rev. 1/09)

No deviations were noted.

Comment: The analysts showed marked improvement over the last biennial on-site
survey.

Pasteurized Milk Containers (22, rev. 1/09)

One analyst held the bottle against the container while adding the rinse solution.
Use aseptic technique while adding the rinse solution to the container, and do not
touch the bottle while pouring the rinse solution to the container.

Appendix N — General Requirements (rev. 2/10)

See Cultural Procedures, items 1-32 (as applicable).

See Cultural Procedures, item 33 (as applicable).

Note: Suitability on new purchased lot of test kits should be conducted in a timely
manner that allows enough time to replace the new lot of test kits upon failure and
prior to running out of previous lot in use.

The lab records showed that a new bulk milk tanker sample was collected without
a_documented explanation to perform confirmation testing of a presumptive
positive load. A resample may only be collected at the discretion of the State
regulatory agency and with appropriate justification and documentation.

See Cultural Procedures, item 34 (as applicable).

See Cultural Procedures, items 35 (as applicable).

Delvotest P 5 Pack (9D3, rev. 2/10)

No deviations were noted.
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Charm SL Beta-Lactam Test (IMS# 9C13 rev. 1/10)

Commingled raw milk was being collected from a raw milk silo for preparation of
the Negative and subsequent Positive Controls without prior testing for the
presence of drug residues. Silo milk must be shown to test negative using the test
kit of use prior to preparing the controls for use or storage (previously tested
negative). Send copy of records demonstrating that previously tested negative
raw milk is used to prepare the Negative and Positive Controls.

Direct Microscopic Somatic Cell Count (12 rev. 2/10)

When preparing the milk smears, one analyst held the metal (positive
displacement) syringe above the slide and dripped the milk sample test portion.
Holding the syringe almost vertically and the syringe tip contacting the slide near
the center of the delineated area for the milk smear gently depress the plunger to
slowly expel the milk. Maintaining the plunger fully depressed, remove the tip from the
milk and touch off to a dry spot.

Electronic Somatic Cell Count — Bentley 150 (16, rev. 10/07)

No deviations were noted.

Dairy Waters using Multiple Tube Fermentation (MTFE) Technigue by
Most Probable Number (MPN), Heterotrophic Plate Count (HPC)
and Idexx Colilert-24 by Presence-Absence (24, rev. 1/09)

No deviations noted.

Alkaline Phosphatase Test — Advanced Instruments Fluorophos (28 rev.

6/05)

The A/D value for substrate / buffer stability as part of the Daily Performance
Check was missing on several days of official sample testing records reviewed
during the survey period. While this may be from having to reconstitute a new
bottle of substrate because the A/D value was greater than 1200, the corrective
action must be documented with both the old and new values recorded.
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PERSONNEL & PROCEDURES CERTIFIED:

Analvst Procedures (IMS Codes) ON-SITE SPLITS
Analyss S | 9CI3 | 9D3 | 12 | 16 | 20 | 22 | 24 | 28 Last 2 Last 2
Analyst 1 F F F F|F | F|EFE | F|F | myy,myy | myy, myy
Analyst 2 F F F F|F | F|EFE | F|F | myy,myy | myy, myy
Analyst 3 F F F F |FE | F | F | myy.myy | mlyy, mlyy

Analyst 4 E E E F|F |E|E m/yy m/yy
Analyst5* | F F F F|FE|E|FE|FE|FE | myy,myy | myy myy
F Fully Certified
P = Provisionally Certified
C = Conditionally Certified
N = Not Certified
%k —

Analyst excused — on medical leave.

To maintain certification, analysts must successfully participate in the Annual Proficiency

Testing Program for all procedures for which certification has been granted.

CONCLUSION:

Although the procedures, records and/or equipment in use at the time of the evaluation were in

substantial compliance with the requirements of the Grade “A” Pasteurized Milk Ordinance, the

analyst/facility deviations noted must be corrected. This laboratory is accredited, pending

correction of the deviations and receipt of a letter detailing the corrections made. Upon receipt

of a satisfactory written response and other appropriate documentation detailing the corrective

actions taken on or before {Month Day(s), Year - specified date usually 60 days from expected

receipt of the narrative report}. full accreditation status will be granted.
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EXAMPLE REPORT #2

Report of a Supplemental {used for interim accreditation of new analyst(s), new procedure(s),
check surveys or walk-through} On-Site Evaluation of

{Laboratory Name}
{Address of Physical Location}
{City, State & Zip Code}

IMS LAB # { SSXXX or SSXXXX }

On

{Date of Survey (Month Day(s), Year)}

By

{Name of LEO}
Laboratory Evaluation Officer
State Department of {Health or Agriculture}
{Physical / Mailing Address}
{City, State & Zip Code}

Date of Last Evaluation: {Month Day(s), Year}
Prior Procedures (IMS Code): 5,9C13.9C14,9D3, 12, 20.22.24. 28
Prior Laboratory Status: Fully Accredited

Evaluated Procedure: 12 and 16
Participating Analysts: Analyst 3 and Analyst 4
Present Laboratory Status: Fully Accredited, pending receipt of a satisfactory written
response to the noted deviations on or before {Month Day(s),
Year - specified date usually 60 days from expected receipt of
the narrative report}.

Changes to IMS List: None.

A copy of the Grade “A” Milk Laboratory Evaluation Request and Agreement Form is signed
and on file.

The following is a summary of the recent evaluation of your milk laboratory in accordance with
the requirements of the Grade “A” Pasteurized Milk Ordinance. If FDA 2400 series forms
accompany the narrative report, deviated items are marked with an "X": undetermined items
because of local conditions at the time of the evaluation are marked ‘“U”; on the accompanying
evaluation forms. laboratory procedures and/or equipment not used are marked "O"; optional
procedural techniques and/or equipment not applicable to designated laboratory procedures are
marked “NA”; repeat deviations from the previous on-site survey are marked with an asterisk "*";
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and supplementary information or suggested good laboratory practices not specifically listed in

the FDA 2400 series forms or considered stand-alone deviations but are intended to improve

laboratory function are designated by “Note” and do not require a written response.

DEVIATIONS AND CORRECTIVE ACTIONS:

Ite

8]

Method

Cultural Procedures — General Requirements (rev. 2/10)

The thermometer used in the water bath dedicated for the Electronic Somatic Cell
Count procedure was not labeled. Records for this thermometer’s accuracy check
were current. The thermometer label was replaced during the survey. No further
corrective action is required.

See ESCC item 4a below.

Direct Microscopic Somatic Cell Count

Monthly comparison counts were not being evaluated properly. When 3 or more
analysts are participating, the RpSm method of evaluation must be used (see PAC
item 17al). Submit copies of the monthly comparison counts from the date of
this on-site survey showing the use of the RpSm method of evaluation.

No technique deviations were observed.

Electronic Somatic Cell Count — Bentley 150 (16, rev. )

The water in the ESCC water bath was not circulating. Lab must repair or replace
the circulating water pump before the water bath can be used to warm the ESCC
samples immediately prior to analysis. Submit itemized service receipt or
shipping manifest along with written response.

No technique deviations were observed.

PERSONNEL & PROCEDURES CERTIFIED:

Analvst Procedures (IMS Codes) ON-SITE SPLITS
ANds S | 9CI13 |9D3 | 12 | 16 | 20 | 22 | 24 | 28 Last2 Last2
Analyst 1 F F F | F|E|F|E|FE|F | myymyy | myy myy
Analyst 2 F F F | F|E|F|E|E|F | myymyy | myy myy
Analyst 3 E F F |C|C*| F | F|FE | FE | myy.myy | myy myy

Analyst 4 E E F | C|C*|F | F|F|F m/yy m/yy
Analyst 5 E F F |F|E|F|F|FE|F | myymyy | myy myy
IMS-a-49 333 November 8§, 2013




{Laboratory Name}
{City, State & Evaluation Date}
Page # of 5

Fully Certified

= Provisionally Certified
Conditionally Certified
Not Certified

Z Qo |
I

* Conditional certification status was granted at the end of the on-site survey
because the comparison study was submitted on {Month Day, Year} and found
to be satisfactory as of {Month Day, Year!, and are on file.

To maintain certification, analysts must successfully participate in the Annual
Proficiency Testing Program for all procedures for which certification has been

granted.

CONCLUSION:

Although the procedures, records and/or equipment in use at the time of the evaluation were in
substantial compliance with the requirements of the Grade “A” Pasteurized Milk Ordinance, the
analyst/facility deviations noted must be corrected. This laboratory is accredited, pending
correction of the deviations and receipt of a letter detailing the corrections made. Upon receipt
of a satisfactory written response and other appropriate documentation detailing the corrective
actions taken on or before {Month Day(s), Year - specified date usually 60 days from expected
receipt of the narrative report}, full accreditation status will be granted.
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EXAMPLE REPORT #3

Report of a Supplemental On-Site Evaluation of
an Appendix N Bulk Milk Tanker Screening Facility at

{Laboratory Name}
{Address of Physical Location}
{City, State & Zip Code}

IMS LAB # {SS6xx}

On

{Date of Survey (Month Day(s), Year)}

By
{Name of LEO}
Laboratory Evaluation Officer
State Department of {Health or Agriculture}
{Physical / Mailing Address}
{City, State & Zip Code}

Date of Last Evaluation: {Month Day(s), Year}
Prior Procedures (IMS Code): 9C14
Prior Laboratory Status: Fully Accredited

Evaluated Procedures: 9C15
Participating Analysts: Analyst 1 and Analyst 2
Present Laboratory Status: Fully Accredited, pending receipt of a satisfactory written
response to the noted deviations on or before {Month Day(s),
Year - specified date usually 60 days from expected receipt of
the narrative report}.

Changes to IMS List: Drop procedure 9C14 and add procedure 9C15.

A copy of the Grade “A” Milk Laboratory Evaluation Request and Agreement Form is signed
and on file.

The following is a summary of the recent evaluation of your milk laboratory in accordance with
the requirements of the Grade “A” Pasteurized Milk Ordinance. If FDA 2400 series forms
accompany the narrative report, deviated items are marked with an "X": undetermined items
because of local conditions at the time of the evaluation are marked “U”; on the accompanying
evaluation forms. laboratory procedures and/or equipment not used are marked "O"; optional
procedural techniques and/or equipment not applicable to designated laboratory procedures are
marked “NA”; repeat deviations from the previous on-site survey are marked with an asterisk "*";
and supplementary information or suggested good laboratory practices not specifically listed in
the FDA 2400 series forms or considered stand-alone deviations but are intended to improve
laboratory function are designated by “Note” and do not require a written response.
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DEVIATIONS AND CORRECTIVE ACTIONS:

g
3

[98)
o
98]
oo

5bl

Method

Appendix N — General Requirements (rev. 2/10)

During survey of analyst technique, the previously dedicated wall light was not
used. The lighting measured 14-24 foot candles in the testing area, which was
below the requirement of > 50 foot-candles at the working surface. The testing
area had 83-105 foot candles when the wall light was utilized. Whenever testing
is being conducted the wall light must be utilized.

The tags for those temperature measuring devices in the media preparation area did
not include correction factors. These tags are to include the correction factor
determine at the temperature of use. Send copies of the revised tags.

Charm 3 SL3 Beta-Lactam Test (9C15, rev. 11/12)

Two analysts shook samples 25 times, but always took greater than 7 sec. Analysts
are to shake raw milk samples 25 times in 7 sec with 1 ft movement.

PERSONNEL & PROCEDURES CERTIFIED:

— Procedures (IMS Codes) — Last 2 Last 2
Analyst Position 9c!# 9cP Surveys Splits
Analyst1  CIS N C m/yy, m/yy m/yy, m/yy
Analyst 2 CIS N! C m/yy, m/'yy m/yy, m/yy
Analyst 3 1A NA® m/yy, m/yy m/yy, m/yy
Analyst 4 IA NAZ m/yy, m/yy m/yy, m/yy
F = Fully Certified
FA = Fully Approved
P = Provisionally Certified
PA = Provisionally Approved
C = Conditionally Certified
CA = Conditionally Approved
N = Not Certified
NA = Not Approved

1 Laboratory accreditation, and as a consequence analyst certification has been
removed due to voluntary withdraw during this on-site survey for the indicated

procedure.
2 Approval status was removed due to analyst no longer employed.

To maintain approve status, analysts must successfully participate in annual milk
split sample performance evaluation provided by the Industry Supervisor or a
State Laboratory Evaluation Officer for all procedures for which approval has

been granted.
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CONCLUSION:

Although the procedures, records and/or equipment in use at the time of the evaluation were in
substantial compliance with the requirements of the Grade “A” Pasteurized Milk Ordinance, the
analyst/facility deviations noted must be corrected. This laboratory is approved, pending
correction of the deviations and receipt of a letter detailing the corrections made. Upon receipt
of a satisfactory written response and other appropriate documentation detailing the corrective
actions taken on or before {Month Day(s), Year - specified date usually 60 days from expected
receipt of the narrative report}, fully accreditation status will be granted.

IMS-a-49 337 November 8, 2013



EXAMPLE REPORT #4

Report of a Biennial On-Site Evaluation of
an Appendix N Bulk Milk Tanker Screening Only Facility at

{Laboratory Name}
{Address of Physical Location}
{City, State & Zip Code}

IMS LAB # {S5999-yyyy}

On

{Date of Survey (Month Day(s), Year)}

By

{Name of LEO}
Laboratory Evaluation Officer
State Department of {Health or Agriculture}
{Physical / Mailing Address}
{City, State & Zip Code}

Date of Last Evaluation: {Month Day(s), Year}
Prior Procedures (IMS Code): 911
Prior Laboratory Status: Fully Approved

Evaluated Procedures: 911
Present Laboratory Status: Fully Approved, pending receipt of a satisfactory written
response to the noted deviations on or before {Month Day(s),
Year - specified date usually 60 days from expected receipt of
the narrative report}.

A copy of the Grade “A” Milk Laboratory Evaluation Request and Agreement Form is signed
and on file.

The following is a summary of the recent evaluation of your milk laboratory in accordance with
the requirements of the Grade “A” Pasteurized Milk Ordinance. If FDA 2400 series forms
accompany the narrative report, deviated items are marked with an "X": undetermined items
because of local conditions at the time of the evaluation are marked “U”; on the accompanying
evaluation forms. laboratory procedures and/or equipment not used are marked "O"; optional
procedural techniques and/or equipment not applicable to designated laboratory procedures are
marked “NA”; repeat deviations from the previous on-site survey are marked with an asterisk "*";
and supplementary information or suggested good laboratory practices not specifically listed in
the FDA 2400 series forms or considered stand-alone deviations but are intended to improve
laboratory function are designated by ‘“Note” and do not require a written response.
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DEVIATIONS AND CORRECTIVE ACTIONS:

Ite

|2

Method

Appendix N — General Requirements (rev. 2/10)

Note: During the survey of analyst technique, the lighting in the immediate
testing area measured 20-25 foot candles. Additional lighting should be added to
the testing area, increasing the lighting to be >50 foot-candles. Whenever testing
is being conducted the additional lighting should be utilized.

Digital thermometer placed in well of heat block fit loosely. Probe/sensor of
digital/electronic temperature measuring device must have proper diameter to fit
snugly into heat block or it must be placed in tube with water and placed in test
well.

Idexx New Snap Beta-Lactam Test (911, rev. 7/12)

The sample and control tubes were not labeled during observation of the analysts’
testing technique. All tubes and devices must be properly labeled for testing
regardless of how many samples are being tested.

PERSONNEL & PROCEDURES APPROVED:

— Procedures (IMS Codes) — Last 2 Last 2

Analyst 91 Surveys Splits
Analyst 1 FA m/yy, m/'yy m/yy, m/yy
Analyst 2 FA m/yy, m/yy m/yy, m/'yy
Analyst 3 FA m/yy, m/'yy m/yy, m/'yy
Analyst 4 FA m/yy, m/yy m/yy, m/'yy

FA = Fully Approved

PA = Provisionally Approved

CA = Conditionally Approved

NA = Not Approved

To maintain approve status, analysts must successfully participate in annual milk

split sample performance evaluation provided by the Industry Supervisor or a

State Laboratory Evaluation Officer for all procedures for which approval has

been granted.

CONCLUSION:

Although the procedures, records and/or equipment in use at the time of the evaluation were in

substantial compliance with the requirements of the Grade “A” Pasteurized Milk Ordinance, the
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analyst/facility deviations noted must be corrected. This laboratory is approved, pending
correction of the deviations and receipt of a letter detailing the corrections made. Upon receipt
of a satisfactory written response and other appropriate documentation detailing the corrective
actions taken on or before {Month Day(s), Year - specified date usually 60 days from expected
receipt of the narrative report}, fully approved status will be granted.
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FDA SUMMARY TEMPLATES

:—;5_-1 LPET Summary Template_Acc Lab (USA) v-2009b.axls

| (Report Typel

[Lab Type]

Coz [Coz

e rce CS: rSd Coe [Cdo o

Moz Mera Mers Mea LM ez CH [t

r€ s = A == 4 r= ras =7

Fs= [ [ 32A [0

IMS-a-49 341 November 8, 2013



Page 38:

e
= lo 3 t[elwl [+ K[o n[n[ofr|alrla] v ufe]wlxlr] i—
B | (Lab Type) - (Report Type)
: Approved Laboratory Procedures
:: fAnalyrir 1 2 1 L H ] ? 1 1 41 " @2 1 " 5 Euml
2 [ LartHame, Firrt Hame )
| 1 [ T T T T T T T T T T T T i~ '
FIENE L I T T T I T T T T TITTTITT]1 '
el [ L1 I T T 1T T T T T IT1TTTITIT] '
M ! [ T T T T T P T T T P T T 01| '
I E  EN N N N O A A A A B '
n C I T T T T T T T T T 1T 0 T 11 '
HilK T
il T
[ o | ! [ T T T T T P T T T P T T 01| '
| [  EN N N N O A A A A B '
n " I T T T T T T T T T 1T 0 T 11 '
L T
K |
Pl T
L [ S
n " [ T T T T T P T T T P T T 01| [
P  EN N N N N Y A A B '
m " I T T T T T T T T T 1T 0 T 11 '
lu| [ L I T T T I T T T T TITTTITT]1 '
PN E L1 I T T 1T T T T T IT1TTTITIT] '
" = [ T T T T T P T T T P T T 01| '
P E  EN N N N O A A A A B '
m u I T T T T T T T T T 1T 0 T 11 '
| = L I T T T I T T T T TITTTITT]1 '
N E  EN N N N O A A A A B '
" @ [ T T T T T P T T T P T T 01| '
| [ L I T T T I T T T T TITTTITT]1 '
"M a I T T T T T T T T T 1T 0 T 11 '
" u [ T T T T T P T T T P T T 01| [
M E  EN N N N O A A A A B '
n 2 I T T T T T T T T T 1T 0 T 11 '
| [ L I T T T I T T T T TITTTITT]1 '
PN E L1 I T T 1T T T T T IT1TTTITIT] '
n . [ T T T T T P T T T P T T 01| '
N  EN N N N O A A A A B '
[ ” I T T T T T T T T T 1T 0 T 11 '
M L I T T T I T T T T TITTTITT]1 '
M E L1 I T T 1T T T T T IT1TTTITIT] '
n “ [ T T T T T P T T T P11 01| ' | |
M4y v [ Procedures / summary / N | il

IMS-a-49 342 November 8, 2013



Page 39:

E-;!!] LPET Summary Template_{T5 & Screen (U5SA) v-2009b.xls
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Figure 1: Summary sheet, LPET Summary Template v-201x.xls

4 4 » M| Summary | Procedures %1

Figure 2: Procedures sheet, LPET Summary Template v-201x.xls
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Proposal: 216
Document: 2011 EML (Section 2; and Table 1)
Pages: 10-14, 27 and 28

Make the following changes to SECTION 2: PROFICIENCY TESTING PROGRAMS on
Pages 10-14, 27 and 28:

Page 10:
SPLIT SAMPLE ANALYSIS

The Standard Plate Count (SPC), Petrifilm Aerobic Count (PAC), Plate Loop Count (PLC),
BactoScan FC Count (BSC), Spiral Plate Count Loop Method (SPLC), Direct Microscopic
Somatic Cell Count (DMSCC), Electronic Somatic Cell Count (ESCC); and Electronic
Phosphatase Count and—Vitamin-A—and-D; result of each certified analyst shall fall within the
limits shown in Table 2, page 28. The Vitamin A and D; result of each certified analyst shall be
evaluated by z-scores, which are based on ISO Standards, and are calculated for each individual
set of split samples.

The steps for statistical analysis of split sample results are as follows: ...

2. Calculate the logarithmic mean for the StandardPlate-Count SPC, PetrifilmAerobie-Count

PAC, PlateEoopCount PLC, BactoSeanFC—Count+BS(3, SpiralPlate CountMethod

(SPLC), PireetMieroscopie—Sematie—Cell-Count DMSCC, Eleetronie—Somatie—Cell-Count
ESCC, and Electronic Phosphatase Count and-Vitamin-A—and-D; results of each test sample;

using a table of common logarithms, list the logarithms of all analyst counts for a given
sample. Calculate the mean of the logarithms for the sample. ...

Page 11:

6. Analysts certified for vitamin analysis shall meet the acceptance l-mts—élm,—aﬁd—ljg)—aﬁd
performanecelevelsshowninTables 2-and 3page 28 criteria using z-scores.

8. The annual proficiency testing (PT) program for vitamins A and Ds shall be based on z-
scores following ISO Standards. Data shall be converted to log base 10 values and a
consensus mean determined. Based on the data for each PT, standard deviations shall be
determined. Acceptable results shall be within plus or minus two (2) standard deviations.

ANALYST PERFORMANCE LEVEL

Analysts certified to perform the examinations required by the “Grade ‘A’ PMO” shall meet the
following performance levels on an annual basis.

3. Analysts certified to perform the StandardPlate-Count SPC, PetriflmAerobie-Count PAC,
Plate Leop-Count PLC, BaecteSean FCCount BSC, Spiral-Plate Count-Method SPLC, Bireet
Mieroscopie—Sematie—Cell Count DMSCC, Eleetronie—Sematie—Cell-Count—ESCC and
Electronic Phosphatase Count and-Vitamin-A—and-D; analysis;; and BIOs approved to operate
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a BactoScan FC shall meet the acceptance limits and performance levels shown in Tables 2
and 3, page 28. ...

Page 12:

6. Analysts certified to perform vitamin A and Ds tests shall detect samples that contain
vitamins A and Ds; and shall meet the acceptance limits and performance levels for the
calculated z-scores, which are based on ISO Standards. Acceptable results shall be within
plus or minus two (2) standard deviations.

Page 13:
SPLIT SAMPLES - CHEMISTRY
VITAMINS

The Grade “A” Vitamin PreficieneyTFest PT Program is operated by the FDA/LPET. In order to
be accredited and be listed, laboratories sast shall have analysts who have satisfactorily
participated in at least two (2) consecutive split sample analyses and must shall have submitted
satisfactory method validation and quality control/quality assurance (QC/QA) information.
Participation in proficiency testing alone does not satisfy the criteria for analyst certification and
laboratory accreditation.

The Grade A “A” Vitamin PrefieieneyTFesting PT Program involves the analysis of sets of feur
six (6) to eight (8) samples sent to participating laboratories every feur+4) six (6) months, i.e.,
three two (2) times a year with a minimum total of twelve (12) samples. Certification status is
based in part on the ability of analysts to analyze samples and have their results fall within limits,
e, —0300wmd-E -~ 0200 based-on-thesttistieatparameterssetatthe O NERS-Conderenee
mn—St—euis; MO) which are evaluated using z-scores that are based on ISO Standards and
calculated for each set of split samples. Conditional certification is granted to an analyst (not to
a laboratory) when the analyst has satisfactorily analyzed two (2) sets of samples (etght{(8)
samples-in two (2) consecutive shipments). Analysts may have one (1) unsatisfactory result, i.e.,
miss (out of limits) one (1) sample, and still be considered as having satisfactory performance.
After analyzing the next consecutive set of samples the analyst is considered fully certified if re
not more than two (2) samples have been missed over the course of a one (1) year period (twelve

H2eonseeutive samples-anadyrzed).

Once fully certified, analysts maintain certification by satisfactorily analyzing al-three+3) both
sets of split samples each year. During the course of the year full certification is maintained if #e
not more than two (2) samples (ef¥+2) are missed. Failure without cause to analyze all twekve
2y samples during the course of the year will shall result in the down grading of an analyst's
status. It is imperative that laboratory schedules be set up to allow for the analysis of these
samples. If a fully certified analyst misses more than two (2) samples ¢ef32) then that analyst
will shall be down graded to provisional certification. Full certification w+H shall be regained if
that analyst misses sre not more than one (1) sample of the next eight(8) set of samples that
he/she analyzes. Provisionally or conditionally certified analysts that miss more than one (1)
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sample in the next eight set of samples analyzed after receiving the respective status wi shall
have their certification/approval removed.

Once certification/approval is removed an analyst may only regain conditional certification by
satisfactory performance on the next eight set of samples, i.e., miss #6 not more than one (1)
sample. Full certification requires that the analyst meet the criteria described above.

For split sample purposes each analyst must shall independently analyze the samples. Routine
analysis may be performed by multiple analysts working together or by partitioning duties.
Certified analysts are responsible for conducting official analysis. Non-certified analysts may
assist in analysis but may not solely perform official analyses or report official results.

Re-entry of laboratories that have voluntarily withdrawn or laboratories that have had their
accreditation removed #s are subject to meeting all of the requirements needed frem for a new
laboratory, including all quality control (QC) information. It is the responsibility of the
laboratory to inform the FDA/LPET when a certified analyst is no longer employed at that
laboratory. A laboratory that loses all of their certified analysts is no longer accredited to do
official work and must shall seek new laboratory entry prior to resuming official analysis.

Page 14:

An acceptable annual proficiency testing program shall consist of the analyst examining
pasteurized milk and milk products for Vitamins A and Ds;, a minimum of fewr—4) six (6)

samples three-3) two (2) times a year fer-a—total-of-twelve(12)samples—annually using the
methods developed by the FDA, or methods that give statistically equivalent results to the FDA

methods, for which the analyst has been approved, unless excused for due cause. The laboratory
tests and recommended duplicates of samples are shown in Table 1, page 27.

Page 27:

TABLE 1: SPLIT SAMPLE COMPOSITION

PRODUCTS | NUMBER OF | DUPLICATES | ANALYSIS NUMBER OF
SAMPLES PRODUCT
SAMPLES
ANALYZED
HVD, or 2%, or 3 1 Plate Count 3
Skim /Coliforms
Phosphatase 1
Vitamins 31-8
Cream, heavy 2 1 Plate Count 2
/Coliforms
Phosphatase 2
Vitamins 21-8
Cream, light 2° Oorl Plate Count 1
/Coliforms
Phosphatase 2°
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a - One (1) of these samples serves as the temperature control (TC).
b - These two (2) samples are tested for both residual and reactivated phosphatase.
¢ - This analysis is optional.

Page 28:

TABLE 2: STATISTICAL LIMITS

TEST REJECTION LIMIT 1 | REJECTION LIMIT 2
(Ly* (Lo)*
Plate Counts 0.268 0.179
Direct Somatic Cell Count 0.300 0.200
Electronic Somatic Cell Count 0.212 0.143
Vitamins— 0:300 N/A 0:200 N/A
Electronic Phosphatase Count 0.300 0.200
Dairy water Water MPN 0.949 0.632
Heterotrophic Plate Count 0.300 0.200
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* To be used with logarithmic mean.
** Limits for vitamin test results shall be based on z-scores. Acceptable results shall be within
plus or minus two (2) standard deviations.

Proposal: 218
Document: 2011 EML (Section 6)
Page: 25

Make the following changes to SECTION 6: LABORATORY EVALUATION REPORTS on
Page 25:

FDA SUMMARY TEMPLATES

The narrative report sent to FDA/LPET must be accompanied by the appropriate, completed
FDA summary template for the laboratory, specifically representing the information required for
verifying and updating the IMS List of accredited laboratories and-E¥Ss along with other useful
information to be used by FDA/LPET. Only the current revision of the FDA summary templates,
authored by FDA/LPET, may be used. There are two FDA summary templates: one for full
service laboratories and one for Appendix N Screening Only facilities (CIS and IS). The
information captured on the FDA summary template must match the information provided in the
narrative report (i.e., IMS number, facility identification, accreditation and certification status,
dates, procedures, conclusion, etc.). The information captured may also lend itself to
analyst/laboratory tracking and filing by the State LEO.

Proposal: 223
Document: FDA 2400 Forms

Change the ranges for the standards for calibrating/ validating instruments used to provide
somatic cell counts in milk to the following: 100-200, 250-350, 400-550, and 650-800. These
changes would apply to standards used on all approved electronic cell counters,

If the 2013 Conference adopts a change in the regulatory somatic cell level to a lower value, the
hourly check sample would be the one that falls most closely in line with the newer regulatory
level. (Example: If the Conference reduces the regulatory level for Grade A raw milk to 600,000
per ml, the hourly check sample will be the 650-800 level. If the regulatory level is changed to
400,000 per ml, the hourly check sample will be the 400-550 level.) If the 2013 Conference does
not adopt a change in the regulatory level for somatic cells in raw milk, the current levels for
standards for electronic somatic cell counts would remain as they are currently listed.

Proposal: 224
Document: FDA 2400 Forms
Page: 1

Make the following changes to the FDA 2400 Form:
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Remove IDEXX New SNAP Beta-Lactam 2400, page 1, Apparatus & Reagents, Section 3.
Equipment, item f. and re- letter remaining Section 3. Items.

Proposal: 225

Document: FDA 2400 Forms

Page: 1

Make the following changes to the FDA 2400 Form:

Modify the IDEXX New SNAP Beta-Lactam 2400, title section for the milk sample.

(raw commingled cow, ard raw commingled camel and raw commingled goat milk)

Proposal: 226

Document: FDA 2400 Forms

Pages: 1,4,5and 8

Make the following changes to the FDA 2400 Form:
Page 1:

Title: Somascope MKII/SomaScope Smart/CombiScope
Page 1 of 9:

Section 3, Automated Electronic Somatic Cell Counters

d. CombiScope

Page 4 of 9:

Section 7, Other Working Solutions, a. Detergent Container
2. SomaScope Smart/CombiScope

Page 5 of 9:

Section 7, Other Working Solutions, b. Water Container(s), 5. Dispense
c) CombiScope
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1. Pour the solution above into the "Triton Water" containers provided with the  instrument

Section 8, Somatic Cell Counter, b. Instrument Initiation

. CombiScope

. The CombiScope instrument is designed to be turned on at all times
. Turn on the personal computer (PC)

. Key in the defined password for the respective user

. Double-click the CombiScope icon to start up the user interface

. Perform a zero and clean sequence

O |6 || W

Page 8 of 9:
Section 13, Shut down procedure

c. CombiScope

1. The CombiScope instrument is designed to be turned on at all times
2. Perform a clean cycle twice

3. Clean the auto sampler
4
5

. Switch off PC
. Put instrument pipette in beaker of Triton Water solution (item 7b)

Proposal: 227
Document: FDA 2400 Forms
Pages: First page of each

Make the following changes to the FDA 2400 Forms:
First page of each:

The NCIMS Laboratory Committee in conjunction with FDA/LPET will add the IMS test codes
to each of the 2400 Series Forms.

Proposal: 228
Document: FDA 2400 Forms

NOTE: Proposal 228 in its entirety, including the PMO changes is included on Page 181 of this
document.

Make the following changes to the FDA 2400 Form:
Make changes to the Form FDA 2400n — Appendix N General Requirements to reflect that

samples of previously frozen sheep milk may be tested using methods validated for sheep milk,
provided the sheep milk is sampled in accordance with an approved sampling and handling

IMS-a-49 353 November 8, 2013



protocol. Also, make changes to Form FDA 2400n-1 Charm SL / SL6 / SL3 to reflect that
samples of previously frozen sheep milk can be officially tested using the Charm SLBL method
after properly thawing using the same instructions as given for control samples provided the sheep
milk is sampled in accordance with an approved sampling and handling protocol.

Proposal: 229

Document: FDA 2400 Forms

Page 7:

Make the following changes to the FDA 2400 Form:

2400a-4

Page 7 of 13

12. Samples Other than Milk

a. Weigh 11g aseptically into a 99mL dilution blank heated to 40-45°C

13. Dry Milk Product Samples

a. Weigh 11 g aseptically into a 99 mL dilution blank heated to 40-45 °C

1. Use standard dilution blank
2. Or, 2.0 % sodium citrate blank (pH<8.0) for relatively insoluble sample

(e.g. whey)

b. Wet sample completely with gentle inversions
c. Let soak a minimum of 2 min; shake 25 times in 7 sec with a 1 ft movement:
use within 3 min of agitation

INCUBATION
13 14. Incubating Petrifilm Plates (see CP item 15)
a. Stack plates in horizontal position, clear side up

1. PAC/PCC — no more than 20 high
2. HSCC — no more than 10 high

b. Incubate within 10 min
1. PAC - 48+3 hours at 32+1°C

2. PCC/HSCC - 2442 hours at 32+1°C
Renumber all Subsequent Items
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Proposal: 231
Document: FDA 2400 Forms

Make the following changes to the FDA 2400 Form:
2400m Dairy Waters
1. Laboratory Requirements

e. Transit time does not exceed 30 48 hours
f. Samples examined within 38 48 hours of collection or within 2 hours of receipt (item 1d)

FDA DID NOT CONCUR WITH THIS PROPOSAL ASCITED IN THEIR LETTER TO
THE NCIMS CHAIR DATED SEPTEMBER 3, 2013

FDA maintains that there was not appropriate science provided by the author of this Proposal
and reviewed by the Scientific Advisory Committee to justify this change.

During the October 9-10, 2013 NCIMS Executive Board meeting, FDA and the Executive Board
did not reach mutual concurrence with Proposal 231; therefore, Proposal 231 in accordance with
Section IX-Application of Conference Agreements, A-Implementation of Changes, 4. of the
Procedures will be referred to the next Conference for discussion.

Proposal: 220
Document: No Document Referenced

The NCIMS Chair is to appoint a study committee or assign to a standing committee to examine
the issue when drug residue screening is conducted with an unapproved test for contractual or
export obligations and at a testing level different than the safe/tolerance level, when a Food and
Drug Administration (FDA) approved test does exist.

The appointed study committee or assigned standing committee will provide a report on the topic
at the 35™ National Conference on Interstate Milk Shipments in 2015. The report will examine
current obligations under the Grade “A” Pasteurized Milk Ordinance and may propose additional
requirements via a formal proposal.

Proposal: 222
Document: No Document Referenced

Assign a committee to review the EPA Final Revised Total Coliform Rule signed by the EPA
Administrator on December 20, 2012 for publication in the Federal Register and report to the
2015 NCIMS Conference on any suggested changes to the PMO.
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Proposal: 301

NOTE: Proposal 301 in its entirety, including the PROCEDURES changes is included on Page
296 of this document.

FDA requests the NCIMS Chair to assign the following charges to the identified NCIMS
standing committee(s) and to report back to the 2015 NCIMS Conference:

e SSCC and Methods Committees Jointly: To develop listing and withdrawal of listing
criteria for SSCC manufacturers. Consultants that currently have SSCC listings on the
IMS List shall participate on these Committees.

e SSCC Committee: To develop qualifications, authorization, certification/recertification
procedures, etc. for consultants that currently certify or wish to certify SSCC
manufacturers located outside the geographical boundaries of NCIMS Member States.
Consultants that currently have SSCC listings on the IMS List shall participate on this
Committee.

Proposal: 305

NOTE: Proposal 305 in its entirety, including the PMO, PROCEDURES, CONSITUTION AND
BYLAWS, MMSR and EML changes is included on Page 5 of this document.

The ICPPC requests the NCIMS Chair to assign the following charges to the SSCC Committee
and to report back to the 2015 NCIMS Conference:

Develop qualifications, authorization, certification/recertification procedures, etc. for consultants
that currently certify or wish to certify SSCC manufacturers located outside the geographical
boundaries of NCIMS Member States. Consultants that currently have SSCC listings on the IMS
List shall participate on this Committee.

All Proposals that make changes to the NCIMS documents will be incorporated into the next
edition of the affected document as they are updated. Copies of this memorandum are enclosed
for distribution to Regional Milk Specialists, State Milk Regulatory Agencies, State Laboratory
Evaluation Officers, and State Milk Rating Officers. This memorandum should be widely
distributed to representatives of the milk industry and other interested parties, and will be
available on the FDA Web Site at www.fda.gov at a later date.

If you would like an electronic version of this document prior to it being available on the FDA
Web Site, please e-mail your request to Robert.Hennes@fda.hhs.gov.
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Robert F. Hennes, RS, MPH
CAPT, US Public Health Service
Dairy and Egg Branch
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