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PREFACE

The objective of a rating is to provide an assessment of 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 milk 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 milk
shippers by Regulatory Agencies beyond the limits of routine inspection. Rating results are
intended to establish uniform reciprocity between Regulatory Agencies to prevent unnecessary
restrictions of the interstate flow of Grade “A” milk and/or milk products yet assure public health
protection.

The rating method for evaluating the sanitary quality of Grade “A” milk and/or milk products
measures the extent to which a milk 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), being a dairy farm or group
of dairy farms, or attached milk 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(s) comply with all of the requirements of the Grade “A” PMO, the Sanitation
Compliance Rating of the Grade “A” pasteurized milk and/or milk products and/or Grade “A” 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
Grade “A” 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 Grade “A” raw milk for pasteurization, aseptic processing and
packaging, retort processed after packaging or fermented high-acid, shelf-stable processing and
packaging and Grade “A” pasteurized milk and/or milk products, and the computation of the
Enforcement Rating of the Regulatory Agency, responsible for administering milk sanitation
regulations, are described in the following Sections.
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METHODS OF MAKING SANITATION RATINGS OF
MILK SHIPPERS AND THE CERTIFICATIONS/
LISTINGS OF SINGLE-SERVICE CONTAINERS
AND/OR CLOSURES FOR MILK AND/OR MILK

PRODUCTS MANUFACTURERS

A. DEFINITIONS

Terms used in this document not specifically defined herein are those within Title 21, Code of Federal
Regulations (CFR) and/or the Federal Food, Drug and Cosmetic Act (FFD&CA) as amended.

1. AREA RATING: An area rating, if used, shall apply to Grade “A” raw milk for pasteurization,
aseptic processing and packaging and/or retort processed after packaging. 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 and has attained an acceptable Sanitation Compliance Rating (SCR)
and Enforcement Rating (ER) necessary for inclusion on the IMS List-Sanitation Compliance and
Enforcement Ratings of Interstate Milk Shippers (IMS List). An individual Grade “A” dairy farm
shall only be included in one (1) IMS listing.

2. ASEPTIC CRITICAL LISTING ELEMENT (ACLE): An Item on FORM NCIMS 2359p-
NCIMS ASEPTIC PROCESSING AND PACKAGING PROGRAM AND/OR RETORT
PROCESSED AFTER PACKAGING PROGRAM CRITICAL LISTING ELEMENTS (Grade
“A” Low-Acid (pH greater than 4.6) Aseptic and Retort Milk and/or Milk Products). The
identification of any ACLE by a Milk Sanitation Rating Officer (SRO) or PHS/FDA Milk
Specialist (MS) as not being in compliance, whereby an IMS listing shall be immediately denied
or withdrawn.

3. ASEPTIC, RETORT OR FERMENTED HIGH-ACID, SHELF-STABLE MILK PLANT
RATING: A rating of a Grade “A” milk plant or portion of a Grade “A” milk plant that produces
aseptically processed and packaged Grade “A” low-acid milk and/or milk products, retort
processed after packaged Grade “A” low-acid milk and/or milk products and/or Grade “A”
fermented high-acid, shelf-stable milk and/or milk products that is rated separately from the rating
of pasteurized Grade “A” milk and/or milk products produced in the milk plant. This rating shall
be made for all Grade “A” milk plants producing aseptically processed and packaged Grade “A”
low-acid milk and/or milk products, retort processed after packaged Grade “A” low-acid milk
and/or milk products and/or Grade “A” fermented high-acid, shelf-stable milk and/or milk
products as defined in the Grade “A” PMO. A National Conference on Interstate Milk Shipments
(NCIMS) Hazard Analysis Critical Control Point (HACCP) milk plant that produces aseptically
processed and packaged Grade “A” low-acid milk and/or milk products, retort processed after
packaged Grade “A” low-acid milk and/or milk products and/or Grade “A” fermented high-acid,
shelf-stable milk and/or milk products shall have only an NCIMS HACCP listing.



NOTE: The Grade “A” raw milk receiving area may be rated with the aseptic or retort milk plant,
or with a separately IMS listed pasteurized Grade “A” milk plant, or separately as a receiving
station.

4. ASEPTIC PROCESSING AND PACKAGING SYSTEM (APPS): For the purposes of this
MMSR, the 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 APPS shall be regulated in
accordance with the applicable requirements of 21 CFR Parts 108, 113 and 117. The 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 aseptically
processed and packaged Grade “A” low-acid milk and/or milk product.

5. ASEPTIC-QUALIFIED FILLER AND PRODUCT STERILIZER SYSTEM (AQFPSS):
A filler and product sterilizer and associated equipment which are used for aseptic processing and
packaging as defined in 21 CFR 113.3(a). This system will be described within filings for aseptic
low-acid products that have been filed with and reviewed by the Food Processing Evaluation Team
in FDA/Center for Food Safety and Applied Nutrition (CFSAN’s) Office of Food Safety. The
aseptic-qualified filler (which includes the package sterilizer) is operated as described within the
FORM FDA 2541g filing submission. The aseptic-qualified product sterilizer is operated in a
manner that is sufficient to destroy the vegetative cells of microorganisms of public health
significance and those of non-health significance capable of reproducing in the food under
conditions of ambient storage. The scope of the AQFPSS includes the filler and product sterilizer
described within the FORM FDA 2541g filing submission and any other equipment or processes
which will be defined in written documentation provided by the Process Authority that are critical
to maintain the safety of the product.

6. AUDIT: An evaluation conducted by the Regulatory Agency of the entire Grade “A” 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
APPS for aseptic processing and packaging Grade “A” milk plants and the Retort Processed after
Packaging System (RPPS) for retort processed after packaging Grade “A” milk plants, respectively.

7. BULK TANK UNIT (BTU): A Grade “A” dairy farm or group of Grade “A” dairy farms from
which Grade “A” raw milk for pasteurization, aseptic processing and packaging and/or retort
processed after packaging is collected under the routine supervision of one (1) Regulatory Agency
and which is rated as a single entity and has attained an acceptable SCR and ER necessary for
inclusion on the /MS List. An individual Grade “A” dairy farm shall only be included in one (1) IMS
listing.

8. CERTIFIED MILK LABORATORY EVALUATION OFFICER (LEO): 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 and 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.



9. CERTIFIED MILK SANITATION RATING OFFICER (SRO): A Regulatory or Rating
Agency employee who has been certified by the PHS/FDA; has a valid certificate; and does not have
direct responsibility for the routine regulatory inspection and enforcement or regulatory auditing of
the milk shipper to be rated or IMS listed. Directors, administrators, supervisors, etc. may be certified
as SROs. An SRO may be certified to make NCIMS HACCP milk plant, aseptic milk plant, milk
plant, BTU, single-service facility, receiving station or transfer station IMS listing ratings.

10. CERTIFIED SAMPLING SURVEILLANCE OFFICER (SSO): A Regulatory Agency,
Rating Agency or Milk Laboratory Control Agency employee who has been certified by the
PHS/FDA and has a valid certificate. Directors, administrators, supervisors, SROs, LEOs, etc. may
be certified as SSOs.

11. CERTIFIED SINGLE-SERVICE CONSULTANT (SSC): An individual who has been
certified by the PHS/FDA, has a valid certificate of qualification to conduct the certification
and listing of foreign single-service containers and/or closures for milk and/or milk products
manufacturers on the /MS List and does not have direct responsibility for the routine regulatory
inspection and enforcement or regulatory auditing of the foreign single-service containers and/or
closures manufacturer to be certified.

12. CHECK RATING: The designated PHS/FDA Procedures method to ensure that the published
rating of a milk shipper on the /MS List is valid and maintained during the interval between ratings.

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

14. DAIRY FARM: A Grade “A” dairy farm is any place or premises where one (1) or more lactating
animals (cows, goats, sheep, water buffalo, camels, or other hooved mammal) are kept for milking
purposes, and from which a part or all of the raw milk or milk product(s) is provided, sold or offered
for sale to a milk plant, receiving station or transfer station.

15. ENFORCEMENT RATING (ER): This is a measure of the degree to which enforcement
provisions of the Grade “A” PMO are being applied by the Regulatory Agency.

16. FERMENTED HIGH-ACID, SHELF-STABLE CRITICAL LISTING ELEMENT: An
Item on FORM NCIMS 2359q-NCIMS ASEPTIC PROGRAM COMMITTEE - CRITICAL
LISTING ELEMENTS for Grade “A” fermented high-acid, shelf-stable milk and/or milk
products - pH of 4.6 or below obtained by fermentation using live and active cultures. The
identification of any Fermented High-Acid, Shelf-Stable Critical Listing Element by an SRO or
PHS/FDA MS as not being in compliance shall cause a listing to be immediately denied or
withdrawn.



17. IMS LISTED MILK SHIPPER: An interstate milk shipper (BTU, receiving station, transfer
station, milk plant or a milk plant, receiving station or transfer station with an attached supply of
Grade “A” raw milk), which has been rated by an SRO and has attained an acceptable SCR and
ER necessary for inclusion on the /MS 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 this 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, and/or Grade “A” fermented high-acid, shelf-stable milk and/or milk
products prior to the milk plant participating in the NCIMS Aseptic Processing and Packaging
Program and/or NCIMS Retort Processed after Packaging Program, and/or Grade “A” Fermented
High-Acid, Shelf-Stable Milk and/or Milk Products Program respectively, the 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
and/or NCIMS Retort Processed after Packaging and/or Grade “A” fermented high-acid, shelf-
stable milk and/or milk products Program. An individual Grade “A” dairy farm shall only be
included in one (1) IMS listing.

18. INDIVIDUAL RATING: An individual rating is the rating of a single producer group, Grade
“A” dairy farm, milk plant, receiving station, transfer station or a milk plant, receiving station or
transfer station with an attached supply of Grade “A” raw milk under the supervision of a single
Regulatory Agency and has attained an acceptable SCR and ER necessary for inclusion on the /MS
List. 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 IMS listing holds a separate
permit. Milk plants that produce aseptically processed and packaged Grade “A” low-acid milk and/or
milk products, retort processed after packaged Grade “A” low-acid milk and/or milk products,
and/or Grade “A” fermented high-acid, shelf-stable milk and/or milk products, and pasteurized
Grade “A” milk and/or milk products shall be rated separately. Provided, that an NCIMS HACCP
IMS listing for milk plants that produces aseptically processed and packaged Grade “A” low-acid
milk and/or milk products, retort processed after packaged Grade “A” low-acid milk and/or milk
products and/or Grade “A” fermented-high acid, shelf-stable milk and/or milk products shall have
only an NCIMS HACCP IMS listing. An individual Grade “A” dairy farm shall only be included
in one (1) IMS listing.

19. INTERNATIONAL CERTIFICATION PROGRAM (ICP): The International Certification
Program (ICP) is 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 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.

20. LETTER OF INTENT (LOI): A formal written signed agreement between a TPC,
authorized under the NCIMS voluntary ICP, and an MC that intends to be rated and IMS Listed
under the NCIMS voluntary ICP. A copy of each written signed agreement shall be immediately
submitted to the ICP Committee following it being signed by the TPC and MC.



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

22. MEMORANDUM OF AGREEMENT (MOA): A formal written signed memorandum that
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 NCIMS documents involved in the NCIMS voluntary ICP. 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.

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

24. MILK PLANT: A milk plant is any place, premises, or establishment where Grade “A” milk
and/or milk products are collected, handled, processed, stored, pasteurized, aseptically processed and
packaged, retort processed after packaged, fermented high-acid, shelf-stable processed and
packaged, condensed, dried, blended, packaged, or prepared for distribution.

25. NCIMS HACCP LISTING: An inclusion on the /MS List based on an SRO’s evaluation of a
milk plant’s, receiving station’s or transfer station’s NCIMS voluntary HACCP Program and other
applicable NCIMS requirements.

26. NCIMS LISTING AUDIT: An evaluation conducted by an SRO of the entire Grade “A” 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 APPS for
aseptic processing and packaging Grade “A” milk plants and the RPPS for retort processed after
packaging Grade “A” milk plants, respectively.

27. 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 APPS for aseptic processing and
packaging milk plants, the RPPS for retort processed after packaging milk plants and the AQFPSS
for Fermented High-Acid, Shelf-Stable plants, respectively.

28. PREVENTIVE CONTROLS QUALIFIED INDIVIDUAL (PCQI): A qualified individual
who has successfully completed training in the development and application of risk-based
preventive controls at least equivalent to that received under a standardized curriculum recognized
as adequate by FDA or is otherwise qualified through job experience to develop and apply a food
safety system.



29. RATING AGENCY: A Rating Agency shall mean a State Agency, which conducts ratings
on interstate milk shippers (BTUs, milk plants, receiving stations and transfer stations) that have
achieved an acceptable SCR and ER necessary for inclusion on the /MS List. The ratings are based
on compliance with the requirements of the Grade “4”” PMO and were conducted in accordance
with the procedures set forth in this MMSR. Ratings are conducted by PHS/FDA certified SROs.
They also certify and list single-service containers and closures for milk and/or milk products
manufacturers for inclusion on the /MS List. The certification listings are based on compliance
with the requirements of Appendix J. Standards for the Fabrication of Single-Service Containers
and/or Closures for Milk and/or Milk Products of the Grade “4” PMO and were conducted in
accordance with the procedures set forth in the MMSR. The definition of a Rating Agency also
includes a TPC that conducts ratings of 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.

30. RECEIVING STATION: A Grade “A” receiving station is any place, premises, or
establishment where Grade “A” raw milk is received, collected, handled, stored, or cooled and
prepared for further transporting.

31. RECIPROCITY: For the purposes of the NCIMS agreements, reciprocity shall mean 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 NCIMS related
documents of the NCIMS agreements.

32. 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 an IMS listed milk shipper. The term "Regu-
latory Agency" whenever it appears in this MMSR shall also mean the appropriate TPC having
jurisdiction and control over the applicable matters cited within this MMSR.

33. RETORT PROCESSED AFTER PACKAGING SYSTEM (RPPS): For the purposes of
this MMSR, the RPPS in a milk plant is comprised of the processes and equipment used to retort
process after packaging Grade “A” low-acid milk and/or milk products. The RPPS shall be
regulated in accordance with the applicable requirements of 21 CFR Parts 108, 113 and 117. The
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 retort processed
after packaging Grade “A” milk and/or milk product.

34. SINGLE-SERVICE CONTAINERS AND/OR CLOSURES MANUFACTURER: A
single-service containers and/or closures manufacturer shall mean any person or company in the
business of manufacturing a single-service container and/or closure for the packaging or sampling
of Grade “A” milk and/or milk products in accordance with Appendix J. Standards for the

Fabrication of Single-Service Containers and/or Closures for Milk and/or Milk Products of the
Grade “A” PMO.

35. SINGLE-SERVICE CONTAINERS AND/OR CLOSURES MANUFACTURER
AUDIT: The designated PHS/FDA and NCIMS Procedures method to ensure that the published



certification/listing of a single-service containers and/or closures for milk and/or milk products
manufacturer on the /MS List is valid and maintained during the interval between certification IMS
listings.

36. SINGLE-SERVICE CONTAINERS AND/OR CLOSURES MANUFACTURER
CERTIFICATION IMS LISTING: This is the certification listing conducted by an SRO for
U.S. manufacturers of single-service containers and/or closures for milk and/or milk products; or
a TPC’s SRO; or an SSC for foreign manufacturers of single-service containers and/or closures
for milk and/or milk products, which measures the degree to which the provisions of Appendix J.
Standards for the Fabrication of Single-Service Containers and/or Closures for Milk and/or Milk
Products of the Grade “A” PMO are being complied with by the single-service containers and/or
closures manufacturer for inclusion on the IMS List. The certification listing is based on
compliance with the requirements of Appendix J. of the Grade “A” PMO and is conducted in
accordance with the procedures set forth in the MMSR.

37. THIRD PARTY CERTIFIER (TPC): A TPC is a non-governmental individual(s) or
organization authorized under the NCIMS voluntary ICP that is qualified to conduct the routine
regulatory functions and enforcement requirements of the Grade “4”” PMO in relationship to milk
plants, receiving stations, transfer stations, associated Grade “A” 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 ICP. The TPC provides
the means for the rating and IMS listing of Grade “A” milk plants, receiving stations, transfer
stations and their related Grade “A” 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 /MS List. To be authorized under the NCIMS voluntary ICP, a valid
LOU shall be signed between the NCIMS Executive Board and the TPC.

38. TRANSFER STATION: A Grade “A” transfer station is any place, premises, or establishment
where Grade “A” raw milk and/or milk products are transferred directly from one (1) milk tank truck
to another.



1.

B. RATING METHODS FOR GRADE “A” RAW MILK FOR
PASTEURIZATION, ASEPTIC PROCESSING AND PACKAGING,
RETORT PROCESSED AFTER PACKAGING OR FERMENTED
HIGH-ACID, SHELF-STABLE PROCESSING AND PACKAGING

DRUG RESIDUE COMPLIANCE - PROCEDURE FOR DETERMINING BTU OR
ATTACHED SUPPLY COMPLIANCE WITH APPENDIX N. OF THE GRADE “A” PMO

During an IMS rating or PHS/FDA check rating, it is necessary to determine compliance of
the BTU or attached supply of Grade “A” raw milk with the requirements of Appendix N. Drug
Residue Testing And Farm Surveillance of the Grade “A”” PMO. The following criteria are to
be used in making that determination. If the BTU or attached supply of Grade “A” raw milk
is not in substantial compliance, a rating or PHS/FDA check rating is not to be completed and
the Rating Agency shall either deny an initial IMS listing or immediately notify the appropriate
PHS/FDA MS or PHS/FDA Milk and Milk Products Branch (MMPB) for TPCs to withdraw
the IMS listing.

a. Record Review

Determine from records that are stored in a manner acceptable to the Rating Agency that
all milk pick-up tankers and/or all Grade “A” raw milk supplies that have not been
transported in bulk milk pickup tankers, regardless of final us, are screened daily, prior to
processing, for Beta lactams with an approved test method. As necessary, determine that
all dairy farms are randomly tested four (4) times in any consecutive six (6) months for
other drug residues, if directed by Section 6. The Examination Of Milk And/Or Milk
Products of the Grade “A”” PMO.

Compliance with the above Item would be satisfied in the following manner:

1.) Records indicating that Grade “A” raw milk that is shipped in bulk milk pickup
tankers and/or all raw milk supplies that have not been transported in bulk milk pickup
tankers were always received by an IMS listed milk shipper shall suffice for actual test
results.

2.) If Grade “A” raw milk that is shipped in bulk milk pickup tankers and/or all raw
milk supplies that have not been transported in bulk milk pickup tankers is received by
anon-IMS listed milk plant, receiving station and/or transfer station, records indicating
actual testing shall be provided or available for review. When the Regulatory Agency
has determined adequate documentation for compliance with this Section exists, the
Rating Agency may accept this documentation. SROs and PHS/FDA MSs may at their
discretion request records on the testing of loads of Grade “A” raw milk and/or all raw
milk supplies that have not been transported in bulk milk pickup tankers, that is
received by non-IMS listed milk plants, receiving stations and/or transfer stations. If
records are requested, the SRO or PHS/FDA MS should choose and request to review
records for not more than fifteen (15) days, unless these selected records indicate a
problem.



b. Regulatory Notification and Disposition

If a Grade “A” raw milk sample from a milk tank truck load of milk; and/or a sample from all
raw milk supplies that have not been transported in bulk milk pickup; or a sample of raw milk
from an individual dairy farm is positive for a drug residue, determine if the Regulatory Agency
was immediately notified, including the method of proper disposition to keep the contaminated
milk out of the food chain.

c. Reinstatement
Determine if the violative dairy farm was not allowed to ship milk until the milk no longer
tested positive, using the same or equivalent (M-1-96-10, latest revision) test method as used

when the producer was initially found to be violative for drug residues.

2. COLLECTION OF DATA

Data from which ratings and PHS/FDA check ratings are determined, are obtained by SROs or
PHS/FDA MSs, respectively, from the Regulatory Agency’s official records on file and from the
evaluation of sanitary practices and facilities at the Grade “A” dairy farms. It is not necessary,
except on very small BTUs or attached supplies of Grade “A” raw milk, to inspect every dairy
farm, since a sufficiently accurate determination of the percentage compliance with the sanitation
requirements can be determined by rating statistically selected dairy farms.

a. Number of Dairy Farms to be Rated

1.) The minimum number of dairy farms to be included in the rating depends upon the
number in the area rating, BTU or attached supply of Grade “A” raw milk to be rated and
the accuracy desired. To attain accuracy such that the probable error in the individual
percentages of compliance with the various items of sanitation will be less than five percent
(5%), the minimum number of dairy farms selected at random for inspection during the
rating shall be determined from TABLE 1.

TABLE 1

MINIMUM NUMBER OF DAIRY FARMS TO BE SELECTED AT RANDOM
FOR INCLUSION IN A RATING

Number in the BTU or Attached Supply Number to be Rated
1 to 25 All
25 to 54 25
55t0 59 26
60 to 64 27
65to 71 28
72 to 78 29
79 to 86 30
87 to 94 31
95 to 105 32
106 to 116 33



117 to 130 34

131 to 147 35
148 to 167 36
168 to 191 37
192 to 222 38
223 to 262 39
263t0316 40
317 to 394 41
395to 514 42
515 to 725 43
726 to 1,192 44
1,193 to 5,000 50
5,001 to 10,000 100

2.) TABLE 1 is used to determine separately the number of dairy farms to be included in
the rating. The probable error is not applicable to small samples. If the total number is
twenty-five (25) or less, the entire number of dairy farms shall be rated.

b. Random Selection of Dairy Farms to be Rated

The individual dairy farms included in the rating or PHS/FDA check rating shall be
representative to reflect conditions throughout the BTU or attached supply of Grade “A” raw
milk. It is important that the selection method excludes elements of pre-selection and pre-
notification and provides a truly random sample. The selection of dairy farms for a rating
should be made from a current listing of dairy farms making up the BTU or attached supply of
Grade “A” raw milk and may be compared to a list for the previous sixty (60) days to determine
if an appreciable shifting of dairy farms has taken place. Random selections, once made,
should be deviated from only in cases of emergencies. Replacements, where necessary, should
also be selected at random. Whenever possible, random selection or announcements of such
selections for only one (1) day's work at a time should be made.

Examples of methods, which are satisfactory for the random selection for dairy farms, include
the following:

1.) The name of each dairy farm in the BTU or attached supply of Grade “A” raw milk is
written on a small card, one (1) name per card. These cards are then thoroughly shuffled
and the number of dairy farms to be included in the rating, as determined from TABLE 1,
are selected.

2.) The selection of dairy farms is made at intervals from a complete card index, ledger
record, or other list. When this method is used, the sequence interval chosen shall be such
that the entire card index, ledger record, or other list is subject to the sampling method.
The sequence interval may be determined by dividing the total number of dairy farms by
the number of dairy farms required for the rating or PHS/FDA check rating.

For Example: If there were 280 dairy farms in the BTU or attached supply of Grade “A”

raw milk, TABLE 1 indicates that forty (40) dairy farms shall be included in the rating and
the sequence interval in this case would be every seventh (7") dairy farm. The first dairy
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C.

farm in sequence is picked at random from the complete card index, ledger record or other
lists in order that chance alone determines the selection of individual dairy farms.

3.) Immediately prior to the initial random drawing of dairy farms to be selected for
inclusion in a rating, every dairy farm, which produces forty percent (40%) or more of the
volume of milk in a BTU, or attached supply of Grade “A” raw milk, which consists of
five (5) dairy farms or more, shall be removed from the existing BTU or attached supply
of Grade “A” raw milk and rated as a separate BTU.

Number of Bulk Milk Hauler/Samplers to be Evaluated

At each dairy farm, during the rating or PHS/FDA 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 NCIMS 2359;-MILK SANITATION RATING REPORT,
SECTION C. EVALUATION OF SAMPLING PROCEDURES (PAGE 3). Obtaining records
on bulk milk hauler/samplers from other Regulatory Agencies may be necessary, depending
on the Regulatory Agency which issued the permit(s).

d. Recording of Inspection Data

1.) During a rating or PHS/FDA check rating, inspection data are recorded on FORM
NCIMS 2359a-DAIRY FARM INSPECTION REPORT, the Items of which correspond to
the Items of sanitation in Section 7. Standards For Grade “A” Milk And/Or Milk Products
of the Grade "A" PMO.

2.) Sanitary conditions are evaluated in terms of the requirements of Section 7. of the Grade
"A" PMO. Professional judgment alone shall dictate whether an observed deficiency is
representative of significant day-to-day sanitary conditions or is an anomaly. When
significant violations of any given requirement are noted, the corresponding Item(s) or sub-
item(s) on the individual FORM NCIMS 2359a are debited with an "X". Each sub-item
found in violation should be carefully debited, as this affects the computation of the SCR.
3.) The average number of pounds of milk sold daily is needed for computing the rating
and 1s entered in the appropriate place at the top of FORM NCIMS 2359a.

NOTE: A deficiency should not be based entirely on a discussion held with a dairy farm
employee. Confirmation of a deficiency should be made with the responsible owner or
manager in charge.

Recording of Laboratory and Other Test Data

1.) The Regulatory Agency’s official records are utilized 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 the SRO or PHS/FDA MS to determine from the Regulatory Agency or Milk
Laboratory Control Agency that both sampling and laboratory procedures have been
approved in accordance with the methods of the current edition of the Grade “4A” PMO
and EML, respectively. Ratings and PHS/FDA check ratings shall not be conducted when
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an approved laboratory has not been utilized by the Regulatory Agency for the necessary
tests and the Rating Agency shall immediately notify the appropriate PHS/FDA MS or
PHS/FDA MMPB for TPCs to withdraw the IMS listing.

2.) Compliance with bacterial, drug residue, somatic cell and cooling temperature
requirements is based on whether, at the time of the rating or PHS/FDA check rating, a
dairy farm’s Grade “A” raw milk meets the standards of Section 7. of the Grade "A" PMO.
Credit for bacterial, somatic cell and cooling temperature requirements shall be given if no
more than two (2) of the last four (4) sample results exceed the limit(s), provided that the
last sample result is within the limit(s). Individual dairy farms that are in violation of
having two (2) of the last four (4) sample results exceeding the limit(s) and the last sample
exceeds the limit(s) shall not be given credit (debited) for the specific bacterial, somatic
cell and/or cooling temperature limit(s) that was exceeded. No credit shall be given
(debited) for compliance with bacterial, drug residue, somatic cell and cooling temperature
requirements when less than the required number of samples have been examined during
the preceding six (6) months. For rating and PHS/FDA check rating purposes, the
preceding six (6) months is considered to be the elapsed period of time, prior to the earliest
rating date in which the rating or PHS/FDA check rating was conducted, in addition to the
preceding six (6) months. Dairy farms, which have had a permit for less than six (6) months
at the time of the rating or PHS/FDA check rating and for which the Regulatory Agency
has not yet examined the required number of Grade “A” raw milk samples, shall be given
credit, provided that the last sample result is within the limit(s). Individual dairy farms that
have had a permit for less than six (6) months and their last sample results exceed the
limit(s) shall not be given credit (debited) for the specific bacterial, somatic cell and/or
cooling temperature limit(s) that was exceeded.

3.) The SRO and PHS/FDA MS shall utilize the Regulatory Agency’s official records in
determining compliance with those Items of sanitation which require laboratory tests to
complete the rating or PHS/FDA check rating, respectively.

NOTE: All Grade “A” raw milk required sampling and testing is to be conducted only when
there are test methods available that are evaluated by FDA and accepted by the NCIMS. Grade
“A” raw milk that does not have evaluated and accepted test methods are not required to be
tested. (Refer to M-a-98, latest revision, for the specific Grade “A” milk and/or milk products
that have FDA evaluated and NCIMS accepted test methods.)

3. COMPUTATION OF SANITATION COMPLIANCE RATINGS

a. Rating or PHS/FDA check rating results are transferred to FORM NCIMS 2359k-
STATUS OF RAW MILK FOR PASTEURIZATION, ASEPTIC PROCESSING AND
PACKAGING, RETORT PROCESSED AFTER PACKAGING OR FERMENTED
HIGH-ACID, SHELF-STABLE PROCESSING AND PACKAGING. This Form may be
obtained from a PHS/FDA MS or at the following FDA website: https://ncims.org/forms.
The FORM is sufficiently flexible to permit various combinations of pages to be used for
reporting ratings or PHS/FDA check ratings of area or individual IMS listed BT Us.

b. The identity of each dairy farm, included in the rating or PHS/FDA check 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 NCIMS 2359k.
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For Example: 3,760 pounds of milk sold per day shall result in an entry of thirty-eight
(38) in the "Pounds Sold Daily (100# Units)" column.

Violations of Items or sub-items are indicated by an "X" or by inserting the point value of
the violation in the appropriate column(s). The sum of the weights of all Items and sub-
items found violated at each dairy farm is entered in the "Total Debits" column. This figure
is then multiplied by the number in the "Pounds Sold Daily (100# Units)" column, and the
results are entered in the "Pounds Sold Daily (100# Units) X Total Debits" column. When
all entries have been made, the figures entered in the "Pounds Sold Daily (100# Units) X
Total Debits" column are totaled as are the figures in the “Pounds Sold Daily (100# Units)”
column from all the dairy farms rated. (Refer to Section K. #13, of this MMSR for an
example.)

NOTE: Item 8-Water Supply on FORM NCIMS 2359a has been divided into two (2) point
and five (5) point violations/debits. The maximum point value for the entire Item 8r-
WATER SUPPLY of the Grade “A” PMO cannot exceed five (5) points on FORM
NCIMS 2359k. (Refer to APPENDIX B. TABLE OF DAIRY FARM WATER SUPPLY
VIOLATIONS of this MMSR, which provides guidance that 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 ratings and PHS/FDA check ratings.)

Non-compliance ~ with  Item  15-DRUG AND CHEMICAL CONTROL,
ADMINISTRATIVE PROCEDURES #s 5, 6 and 7 of the Grade “A” PMO (debited under
Item 151(d) and (e) on FORM NCIMS 2359a), would constitute a five (5) point debit, not
to exceed a total of seven (7) points for the entire Item 15- Drug and Chemical Control on
FORM NCIMS 2359k.

Non-compliance with Item 18r-RAW MILK COOLING, ADMINISTRATIVE
PROCEDURES #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 NCIMS 2359k.

c. The SCR is derived from the following formula:

SCR = 100 — (The Sum of the "Pounds Sold Daily (100# Units) X Total Debits" column)
divided by (The Sum of the "Pounds Sold Daily (100# Units)" column)

This SCR calculation is entered in the appropriate space in the upper right-hand corner of
FORM NCIMS 2359. It is also entered on FORM NCIMS 2359j-MILK SANITATION
RATING REPORT-SECTION A. REPORT OF THE MILK SANITATION RATING (PAGE
1), in the appropriate location.

d. Provision is also made on FORM NCIMS 2359k for computing the percentage of dairy
farms violating individual Items of sanitation. The number of dairy farms violating each Item
shall be totaled and the percentage computed by dividing this number by the total number of
dairy farms rated or PHS/FDA check rated and then multiplying by 100. The percentage of
dairy farms violating an Item may also be determined by using the "TABLE FOR
COMPUTING PERCENT VIOLATION" of this MMSR.
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C. RATING METHODS FOR GRADE “A” MILK PLANTS, RECEIVING
STATIONS AND TRANSFER STATIONS

1. DRUG RESIDUE COMPLIANCE - PROCEDURE FOR DETERMINING GRADE “A”
MILK PLANT, RECEIVING STATION AND TRANSFER STATION COMPLIANCE WITH
APPENDIX N. OF THE GRADE “4” PMO

During an IMS rating/NCIMS HACCRP listing audit or PHS/FDA check rating/NCIMS HACCP
audit, it is necessary to determine compliance of the Grade “A” milk plant, receiving station and/or
transfer station with the requirements of Appendix N. of the Grade “A” PMO. The following
criteria are to be used in making that determination. If the Grade “A” milk plant, receiving station
or transfer station is not in substantial compliance, a rating/NCIMS HACCP listing audit or
PHS/FDA check rating/NCIMS HACCP audit is not to be completed and the Rating Agency shall
either deny the initial IMS listing or immediately notify the appropriate PHS/FDA MS or
PHS/FDA MMPB for TPCs to withdraw the IMS listing.

a. Record Review

Determine from records that are stored in a manner acceptable to the Rating/Listing Agency
that all milk pick-up tankers and/or all Grade “A” raw milk supplies that have not been
transported in bulk milk pickup tankers are screened daily, prior to processing, for Beta
lactams with an approved test method. If the Grade “A” milk plant, receiving station and/or
transfer station has an attached supply of Grade “A” raw milk, determine that all dairy farms
are randomly tested four (4) times in any consecutive six (6) months for other drug residues, if
directed by Section 6. The Examination Of Milk And/Or Milk Products of the Grade “4”
PMO.

Grade “A” milk plants, receiving stations and/or transfer stations having an attached supply of
Grade “A” raw milk with raw milk tank truck loads that occasionally are diverted by direct
dairy farm shipment to a milk plant, receiving station and/or transfer station shall be deemed
in compliance if the following criteria are met:

1.) Records indicating that Grade “A” raw milk that was shipped in bulk milk pickup tanker
and/or all raw milk supplies that have not been transported in bulk milk pickup tankers are
always being received by an IMS listed milk shipper shall suffice for actual test results.
2.) If Grade “A” raw milk that is shipped in bulk milk pickup tankers and/or all raw milk
supplies that have not been transported in bulk milk pickup tankers is received by a non-
IMS listed milk plant, receiving station and/or transfer station, records indicating official
testing shall be provided or available for review. When the Regulatory Agency has
determined adequate documentation for compliance with this Section exists, the Rating
Agency may accept this documentation. SROs and PHS/FDA MSs may at their discretion
request records on the testing of loads of Grade “A” raw milk and/or all raw milk supplies
that have not been transported in bulk milk pickup tankers that are received by non-IMS
listed milk plants, receiving stations and/or transfer stations. If official testing records are
requested, the SRO or PHS/FDA MS should choose and request to review records for not
more than fifteen (15) days, unless these selected records indicate a problem.
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b. Regulatory Notification

If a Grade “A” raw milk sample from a milk tank truck load of milk and/or a sample from all
raw milk supplies that have not been transported in bulk milk pickup tankers was positive for
a drug residue, determine if the Regulatory Agency was immediately notified of the results and
the ultimate disposition of the raw milk.

c. Industry Notification

If a Grade “A” raw milk sample from a milk tank truck load of milk and/or a sample from all
raw milk supplies that have not been transported in bulk milk pickup tankers was positive for
a drug residue, determine if a representative of the BTU or attached supply of Grade “A” raw
milk that the dairy farms are attached to was properly notified.

2. APPENDIX T. COMPLIANCE — PROCEDURES FOR DETERMINING MILK PLANT
COMPLIANCE

During a PHS/FDA Check Rating or, upon written agreement between FDA and the State
Rating/Dairy Regulatory Agency, and in consultation with FDA-CFSAN’s MMPB, during a State
Rating Agency Individual Rating or a State Regulatory Inspection it is necessary to determine
compliance of the milk plant with the applicable requirements of Appendix T. Preventive Controls
for Human Food Requirements for Grade “A” Milk and Milk Products of the Grade “4”” PMO at
least once every thirty-six (36) months.

To determine compliance, a broad assessment will be conducted, consisting of review of the milk
plant’s sanitation controls, food allergen controls, and process controls, as appropriate. This broad
assessment shall not include the conducting of a hazard analysis by FDA/Regulatory Agency
personnel or a review of the facility’s written food safety plans, hazard analysis, preventive control
programs, supply-chain programs, or recall plan. During the broad assessment, if conditions are
not observed pertaining to the lack of control of significant hazards, the milk plant shall be
determined to be in compliance with Appendix T. of the Grade “4” PMO.

During the broad assessment, if conditions are observed pertaining to the lack of control of
significant hazards relative to compliance with Appendix T. of the Grade “A” PMO, and after
consultation with and concurrence by FDA-CFSAN’s MMPB, the following process shall be used
in making the determination of substantial compliance:

a. Record Review

Determine from records stored in a manner as required in the Grade “A” PMO that the milk
plant’s food safety plan is in compliance. Milk plants shall be deemed in compliance if the
following criteria are met:

1.) The milk plant’s food safety plan is in writing and was prepared, or its preparation
overseen by one (1) or more PCQIs.
2.) The milk plant’s written food safety plan and its contents included the following:

A.) The written Recall Plan;

B.) The written Hazard Analysis;
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C.) The written food allergen control plan;
D.) The written Preventive Controls, as appropriate, for hazards not addressed by the
Grade “A” PMO,
E.) The written Supply-Chain Program, as appropriate, for hazards not addressed by
the Grade “A” PMO;
F.) The written Procedures for Monitoring the Implementation of the Preventive
Controls, as appropriate, for hazards not addressed by the Grade “A”” PMO,;
G.) The written Corrective Action Procedures, as appropriate, for hazards not addressed
by the Grade “A” PMO; and
H.) The written Verification Procedures, as appropriate, for hazards not addressed by
the Grade “A” PMO.
3.) A reanalysis of the milk plant’s food safety plan, as a whole, or portion of the food
safety plan, was conducted as required and was performed, or overseen, by a PCQI.
4.) The milk plant has a written Hazard Analysis for each kind or group of Grade “A” milk
and/or milk products processed. A milk plant may group similar types of Grade “A” milk
and milk products, or similar types of production methods together, if the hazards and
procedures are essentially identical.
5.) The milk plant has controls at identified critical control points (CCPs)/process
preventive controls and other preventive controls, as appropriate to the Grade “A” milk
plant and the milk and/or milk products, for hazards not addressed by the Grade “A” PMO.
6.) The milk plant has established and implemented adequate written procedures,
including the frequency with which they are to be performed, for monitoring the preventive
control and at an adequate frequency to provide assurance that they are consistently
performed, for controlling hazards not addressed by the Grade “4” PMO.
7.) The milk plant has established and implemented written corrective action procedures
that shall be taken if preventive controls are not properly implemented, for hazards not
addressed by the Grade “4” PMO.
8.) The milk plant is verifying that the preventive controls are consistently implemented
and are effectively and significantly minimizing or preventing the hazards, for hazards not
addressed by the Grade “A” PMO.
9.) The milk plant has validated the process preventive controls are adequate to control the
hazard as appropriate to the nature of the process preventive control and its role in the milk
plant’s food safety system, for hazards not addressed by the Grade “4” PMO.
10.) The milk plant has established and is maintaining the required records documenting
the implementation of the food safety plan for hazards not addressed by the Grade “A4”
PMO and that these records have not been falsified.

If, after consultation with and concurrence by FDA-CFSAN’s MMPB, a milk plant is not in
substantial compliance with Appendix T. of the Grade “4” PMO, then the milk plant shall develop
and implement a written plan of correction, determined to be acceptable by the State and FDA.

3. COLLECTION OF DATA

Data from which ratings and PHS/FDA check ratings are determined are obtained by SROs or
PHS/FDA MSs, respectively, from the Regulatory Agency’s official records on file and from the
evaluation of sanitary practices and facilities at the Grade “A” milk plants, receiving stations and
transfer stations. For receiving stations and transfer stations operated by the milk plant; under the
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same routine supervision of the milk plant; and shipping to the milk plant, they may be considered
as an integral part of the Grade “A” milk plant to which milk is shipped and may be IMS listed
with the milk plant. Therefore, all such receiving stations and transfer stations not having an
individual IMS listing and supplying Grade “A” milk to the milk plant shall be included in the
milk plant’s IMS listing. Receiving stations and transfer stations, which are not an integral part of
a milk plant or are not IMS listed with the milk plant, shall have an individual rating and may be
IMS listed separate from their BTUs.

a. Recording of Inspection Data

1.) During a rating or PHS/FDA check rating, inspection data are recorded on FORM
NCIMS 2359-MILK PLANT INSPECTION REPORT (Includes Dry Milk/Condensing
Plants, Blending Plants, Receiving Stations, Transfer Stations, and Milk Tank Truck Cleaning
Facilities), the Items of which correspond to the Items of sanitation in Section 7. of the
Grade “A” PMO.

2.) Sanitary conditions are evaluated in terms of the requirements of Section 7. of the Grade
“A” PMO. Professional judgment alone shall dictate whether an observed deficiency is
representative of significant day-to-day sanitary conditions or is an anomaly. When
significant violations of any given requirement are noted, the corresponding Item(s) or sub-
item(s) on the individual FORM NCIMS 2359 are debited with an "X". Each sub-item
found in violation should be carefully debited, as this affects the computation of the SCR.
3.) The average number of pounds of Grade “A” milk and milk products processed daily
is required for computing the SCR and is entered in the appropriate place at the top of
FORM NCIMS 2359. When a deficiency in a milk plant affects only one (1) type of
packaging, i.e., paper, glass, single-service plastics, multi-use plastics, dispenser, cottage
cheese, sour cream or yogurt containers; or the capping of these containers; or an individual
pasteurization unit used, i.e., vat, high-temperature-short-time (HTST), higher-heat-
shorter-time (HHST); or a Grade “A” milk and/or milk product(s) that has not been
pasteurized at minimum pasteurization times and temperatures; only the quantity of all
Grade “A” milk and/or milk products affected by the deficiency, rather than the entire milk
plant’s Grade “A” milk and/or milk products production, is recorded for use in the
computation of the milk plant’s SCR. Only violations of Items 16p-PASTEURIZATION,
ASEPTIC PROCESSING AND PACKAGING, AND RETORT PROCESSED AFTER
PACKAGING, 18p-BOTTLING, PACKAGING AND CONTAINER FILLING and 19p-
CAPPING, CONTAINER CLOSURE AND SEALING AND DRY MILK PRODUCT
STORAGE of the Grade “A” PMO are to receive partial debits. Provided, that bacterial
count, coliform count and cooling temperature may be partially debited for the particular
Grade “A” milk and/or milk product involved. All other violations shall be considered as
affecting the entire Grade “A” milk and/or milk products production of the milk plant.

b. Recording of Laboratory and Other Test Data

1.) The Regulatory Agency’s official records are utilized 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 or PHS/FDA MS to determine from Regulatory Agency or the
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Milk Laboratory Control Agency that both sampling and laboratory procedures have been
approved in accordance with the methods of the current edition of the Grade “A4” PMO
and EML, respectively. Ratings/NCIMS HACCP listing audits and PHS/FDA check
ratings/NCIMS HACCP audits shall not be conducted when an approved laboratory has
not been utilized by the Regulatory Agency for the necessary tests and the Rating Agency
shall immediately notify the appropriate PHS/FDA MS or PHS/FDA MMPB for TPCs to
withdraw the IMS listing.

2.) Compliance with bacterial, coliform and cooling temperature requirements is based on
whether, at the time of the rating or PHS/FDA check rating, a milk plant's Grade “A” milk
and/or milk products meet the standards of Section 7. of the Grade "A" PMO. Credit for
bacterial, coliform, and cooling temperature requirements for each Grade “A” milk and/or
milk product, including bacterial and cooling temperature requirements for commingled
raw milk prior to pasteurization, aseptic processing and packaging, retort processed after
packaging and fermented high-acid, shelf-stable processing and packaging shall be given
if no more than two (2) of the last four (4) sample results exceed the limit(s), provided, that
the last sample result is within the limit(s). Individual Grade “A” milk and/or milk products
that are in violation of having two (2) of the last four (4) sample results exceeding the
limit(s) and the last sample exceeds the limit(s) shall not be given credit (debited) for the
specific bacterial, coliform and/or cooling limit(s) that was exceeded. No credit shall be
given (debited) for compliance with bacterial, coliform, and cooling temperature
requirements when less than the required number of samples has been examined during the
preceding six (6) months. For rating or PHS/FDA check rating purposes, the preceding six
(6) months is considered to be the elapsed period of the month, prior to the earliest rating
date in which the rating or PHS/FDA check rating is conducted and the preceding six (6)
months. Grade “A” milk plants which have had a permit for less than six (6) months at the
time of the rating or PHS/FDA check 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 Grade
“A” milk and/or milk product samples shall be given credit, provided that the last sample
result is within the limit(s). Milk plants that have had a permit for less than six (6) months
and their last sample results exceed the limit(s) shall not be given credit (debited) for the
specific bacterial, coliform, and/or cooling temperature limit(s) that was exceeded.

3.) The SRO or PHS/FDA MS shall utilize the Regulatory Agency’s official records in
determining compliance with those items of sanitation, which require laboratory tests to
complete the rating or PHS/FDA check rating, respectively. The Regulatory Agency’s
official records of pasteurization equipment tests may also be used in lieu of performing
such pasteurization equipment tests during the rating or PHS/FDA check rating. Provided,
that the SRO or PHS/FDA MS is satisfied as to the competency of the Regulatory Agency’s
personnel to perform these pasteurization equipment tests as described in Appendix L.
Pasteurization Equipment And Controls - Tests of the Grade "4" PMO.

NOTE: All Grade “A” 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. Grade “A” 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.)
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The sampling and testing of aseptically processed and packaged Grade “A” low-acid milk
and/or milk products, retort processed after packaged Grade “A” low-acid milk and/or milk
products, and Grade “A” fermented high-acid, shelf-stable 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 Grade “A” raw milk for aseptic
processing and packaging and retort processed after packaging is required.

Recording of Data for Grade “A” Milk Plants, Receiving Stations and Transfer Stations Being
IMS Listed Under the NCIMS Voluntary HACCP Program IMS Listing Procedure

1.) Prior to conducting the initial NCIMS HACCRP listing audit, there shall be a Regulatory
audit conducted of the Grade “A” milk plant, receiving station, or transfer station and the
milk plant, receiving station, or transfer station shall have a minimum of sixty (60) days of
NCIMS HACCP System records prior to a NCIMS HACCP IMS listing audit.
2.) The NCIMS HACCP IMS listing audit may be announced at the discretion of the
auditor under limited circumstances, such as, the initial audit or a re-audit in response to
an PHS/FDA NCIMS HACCP audit. When unannounced audits are conducted, the audits
shall not be completed until appropriate milk plant personnel have had an opportunity to
make all pertinent records available for review by the auditor.
3.) NCIMS HACCP IMS Listing Audit Procedures
A.) Pre-Audit Management Interview: Review and discuss the milk plant’s, receiving
station’s or transfer station’s NCIMS HACCP System including:
(1) The management structure;
(i1) The Hazard Analysis: Ensure that all Grade “A” milk and/or milk product
hazards are addressed;
(i11))The HACCP Plan;
(iv) The Prerequisite Programs (PPs);
(v) The flow diagrams; and
(vi) The products/processes.
B.) Review past Regulatory Agency Audit Reports (ARs) and corrections of
deficiencies and non-conformities if any.
C.) In the milk plant review of the implementation and verification of the NCIMS
HACCP System.
D.) Review records of the NCIMS HACCP System.
E.) Review compliance with other applicable NCIMS regulatory requirements™.
F.) Discuss findings and observations.
G.) Prepare and issue an AR based on findings of deficiencies and non-conformities.
H.) Conduct the exit interview.

*Examples of Other Applicable NCIMS Requirements:
1. Grade “A” Raw Milk Supply Source;
Labeling Compliance;
Adulteration;
Licensing Requirements;
Drug Residue Testing and Trace Back Requirements;
Regulatory Grade “A” Milk and/or Milk Product Samples in Compliance;
Approved Laboratory Utilized for the Required Regulatory Tests; and
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8. Pasteurization Equipment Design, Construction, and Installation.

4.) Criteria and Procedures for Denial or Withdrawal of a NCIMS HACCP IMS Listing
A.) An NCIMS HACCP IMS Listing under the NCIMS voluntary HACCP Program
may be denied or withdrawn when CLEs have been noted indicating that the Grade
“A” milk plant, receiving station or transfer station has failed to recognize or correct a
deficiency(ies) or nonconformity(ies) indicating:

(1) A major NCIMS HACCP System dysfunction that is reasonably likely to result
in a Grade “A” milk or milk product safety hazard or an adverse health
consequence(s).*

*A Grade “A” milk and/or milk product safety hazard that is reasonably likely
to occur is one (1) for which a prudent milk plant, receiving station or transfer
station operator would establish controls because experience, illness data,
scientific reports, or other information provides a basis to conclude that there is
a reasonable likelihood that, in the absence of those controls, the Grade “A”
milk and/or milk product hazard will occur in the particular type of Grade “A”
milk and/or milk product being processed.

(i1) A series of observations that leads to a finding of a potential HACCP System
failure that is likely to result in a compromise to milk or milk product safety.
(ii1)Drug residue testing and trace back requirements are not met.

(iv)Milk is received from a supply other than an IMS listed milk shipper or from a
listed source with a Sanitation Compliance Rating below 90 percent (90%).

B.) Significant deficiencies involving one (1) or more CLEs constitute grounds for
denial or withdrawal of a milk plant’s, receiving station’s or transfer station’s NCIMS
HACCP IMS listing.

Observations of CLE related concerns and anomalies that do not meet these criteria

should be discussed with the milk plant, receiving station or transfer station being
audited and/or the Regulatory Agency but not debited on the AR as a CLE or used to
justify the denial or removal of a NCIMS HACCP IMS listing. In this case, professional
judgment should be exercised to allow the milk plant, receiving station or transfer
station to retain its NCIMS HACCP IMS listing and benefit from the observation by
making the necessary corrections to their NCIMS HACCP System.
CLEs are noted on FORM NCIMS 2359m-MILK PLANT, RECEIVING STATION

OR TRANSFER STATION NCIMS HACCP SYSTEM AUDIT REPORT with a

double star (**) and cover the following areas of the NCIMS voluntary HACCP
Program:

(1) HAZARD ANALYSIS: Flow Diagram and Hazard Analysis conducted and
written for each kind or group of Grade “A” milk and/or milk products processed.
(i1)) HACCP PLAN: HACCP Plan prepared for each kind or group of Grade “A”
milk or milk products processed.
(111))HACCP PLAN CRITICAL LIMITS (CLs): CLs are adequate to control the
hazard identified.
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(iv)HACCP PLAN CORRECTIVE ACTION: Corrective action taken for Grade
“A” milk or milk products produced during a deviation from CLs defined in the
HACCP Plan.

(v) HACCP PLAN VERIFICATION AND VALIDATION: Calibration of CCP
process monitoring instruments performed as required and at the frequency defined
in the HACCP Plan.

(vi)NCIMS HACCP SYSTEM RECORDS: Information on NCIMS HACCP
records not falsified.

(vil)OTHER NCIMS REQUIREMENTS: Incoming milk supply from a NCIMS
listed source(s) with a Sanitation Compliance Rating(s) of 90 percent (90%) or
above and a drug residue control program implemented.

(viii) NCIMS HACCP SYSTEM AUDIT FOLLOW-UP ACTION: A series of
observations that lead to a finding of a potential NCIMS HACCP System failure
that is likely to result in a compromise to Grade “A” milk and/or milk product
safety.

NOTE: In the case of an NCIMS listed HACCP aseptic milk plant, HACCP retort listed
milk plant, and/or HACCP fermented high-acid, shelf-stable milk plant, the identification
of any CLE on FORM NCIMS 2359p-NCIMS ASEPTIC PROCESSING AND/OR
PACKAGING PROGRAM AND RETORT PROCESSED AFTER PACKAGING
PROGRAM CRITICAL LISTING ELEMENTS (Low-Acid (pH greater than 4.6) Aseptic
and Retort Milk and/or Milk Products) or Fermented High-Acid, Shelf-Stable CLE on
FORM NCIMS 2359g-NCIMS ASEPTIC PROGRAM COMMITTEE - CRITICAL
LISTING ELEMENTS for Grade “A” fermented high-acid, shelf-stable milk and/or milk
products - pH of 4.6 or below obtained by fermentation using live and active cultures by a
SRO or PHS/FDA MS as not being in compliance shall also constitute an CLE deficiency
under the NCIMS HACCP System, whereby an IMS listing shall be immediately denied
or withdrawn.

d. Recording of Data for Grade “A” Milk Plants and Receiving Stations Being IMS Listed Under
the NCIMS Aseptic Processing and Packaging Program and/or the Fermented High-Acid, Shelf-
Stable Processing and Packaging Program.

1.) Inspection Criteria
A.) The NCIMS Aseptic Processing and Packaging Program includes all aseptically
processed and packaged Grade “A” low-acid milk and/or milk products as defined in
the Grade “A” PMO.
B.) The NCIMS Retort Processed after Packaging Program includes all retort processed
after packaging Grade “A” low-acid milk and/or milk products as defined in the Grade
“4” PMO.
C.) The NCIMS Fermented High-Acid, Shelf-Stable Processing and Packaging
Program includes all Grade “A” fermented high-acid, shelf-stable milk and/or milk
products as defined in the Grade “A” PMO.

NOTE: Retort processed after packaging Grade “A” low-acid milk and/or milk
products as addressed in the definition of Milk Products as cited in 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 Grade “A” milk and/or milk product defined in the
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definition of Milk Products as cited in Section 1. Definitions of the Grade “A” PMO,;
or if they are labeled as Grade “A” as described in Section 4. Labeling of the Grade
“A” PMO.

D.) Regulatory Agency inspections of a Grade “A” milk plant or portion of a Grade
“A” milk plant that is IMS listed to produce aseptically processed and packaged Grade
“A” low-acid milk and/or milk products, retort processed after packaged Grade “A”
low-acid milk and/or milk products and/or fermented high-acid, shelf-stable 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 Grade “A” milk
plant's APPS, RPPS and/or AQFPSS, respectively, as defined by the Grade “A”” PMO,
shall be inspected by FDA, or a Regulatory Agency designated by FDA under the FDA
Low-Acid Canned Foods (LACF), in accordance with the applicable requirements of
21 CFR Parts 108, 113 and 117 at a frequency determined by FDA.

E.) For Grade “A” milk plants or portions of Grade “A” milk plants that are listed to
produce aseptically processed and packaged Grade “A” low-acid milk and/or milk
products, retort processed after packaged Grade “A” low-acid milk and/or milk
products and/or fermented high-acid, shelf-stable processed and packaged Grade “A”
milk and/or milk products, the APPS, RPPS and/or AQFPSS, respectively, as defined
by the Grade “A” PMO, shall be exempt from Items 7p, 10p, 11p, 12p, 13p, 15p, 16p,
17p, 18p, and 19p of the Grade “4A” PMO. These Items, which are dedicated only to
the APPS or RPPS, respectively, shall comply with the applicable portions of 21 CFR
Parts 108, 113 and 117. The rest of the Grade “A” milk plant, including the receiving
area, shall be inspected in accordance with the Grade “A” PMO and rated and IMS
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.)

F.) When the APPS is utilized to produce aseptically processed and packaged Grade
“A” milk and/or milk products and 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 “4” PMO.

G.) NCIMS HACCP IMS listed aseptic, retort and/or fermented high-acid, shelf-stable
milk plants shall be inspected/audited and regulated under the NCIMS voluntary
HACCP Program with the exception of the APPS, RPPS or AQFPSS respectively,
which shall be inspected and regulated under the NCIMS Aseptic Processing and
Packaging Program, Retort Processed after Packaging Program, and or Fermented
High-Acid, Shelf-Stable Processing and Packaging Program respectively. Provided
that FORM NCIMS 2359p and/or FORM NCIMS 2359q shall also be completed.

2.) Criteria and Procedures for Denial or Withdrawal of an IMS Listing
In addition to the current NCIMS requirements for an IMS listing, the identification of any
CLE on FORM NCIMS 2359p or FORM NCIMS 2359q by an SRO or PHS/FDA MS as
not being in compliance, requires that a listing shall be immediately denied or withdrawn.
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4. COMPUTATION OF SCRs

The criteria and procedures for actions following a NCIMS HACCP IMS listing audit are found
in Section C., 3., c. of this MMSR. SCRs shall be made of Grade “A” dairy farms that are attached
supplies of Grade “A” raw milk of Grade “A” milk plants, receiving stations, or transfer stations
IMS listed under the NCIMS voluntary HACCP Program IMS listing procedure.

a. Rating and PHS/FDA check rating results are transferred to FORM NCIMS 2359L-
STATUS OF MILK PLANTS (Including Drying and Condensing, Blending, Milk and Milk
Products Plants, Receiving Stations and Transfer Stations). This FORM may be obtained from
a PHS/FDA MS or at the following NCIMS website: https://ncims.org/forms.

b. The name of the Grade “A” milk plant and the average total pounds of Grade “A” milk
and/or milk products processed daily, expressed to the nearest 100 pound unit (cwt.), are
entered in the first, "Name of Plant", and second, "Pounds Processed Daily (100# Units)",
columns, respectively, of FORM NCIMS 2359L.

For Example: 86,340 pounds processed per day shall result in an entry of 863 in the "Pounds
Processed Daily (100# Units)" column.

The recorded production quantity is the daily average, based on actual operating days, for the
week preceding the rating or PHS/FDA check rating.

c. Violations of Items or sub-items are indicated by an "X" or by inserting the point value of
the violation in the appropriate column(s) of FORM NCIMS 2359L. When a deficiency in a
Grade “A” milk plant affects only one (1) type of packaging, i.e., paper, glass, single-service
plastics, multi-use plastics, dispenser, cottage cheese, sour cream or yogurt containers, etc.; or
capping of these containers; or individual pasteurization unit including: vat, HTST, HHST, the
number of pounds of all Grade “A” milk and/or milk products so packaged, capped, or
pasteurized are debited. In such cases, entries are made on separate lines below the name of
the Grade “A” milk plant. The identity of the individual packaging and/or capping machine(s)
affected by the violation(s) of Items 18p and/or 19p; or the identity of the individual
pasteurization unit(s) used, i.e., vat, HTST or HHST affected by the violation(s) of Item 16p
is entered in the "Name of Plant" column, together with a parenthetic entry of the total volume
in 100 pound units (cwt.) of the Grade “A” milk and/or milk product(s) involved. The name
or names of the Grade “A” milk and/or milk product(s) affected by the violation(s) of bacterial,
coliform, or cooling temperature standards of the Grade “4” PMO 1is entered in the “Name of
Plant” column, together with a parenthetic entry of the total volume in 100 pound units (cwt.)
of the Grade “A” milk and milk product(s) involved. Care shall be taken not to enter this
quantity in the "Pounds Processed Daily (100# Units)" column where it would again be
included in the average total pounds of Grade “A” milk and/or milk products processed daily.
(Refer to Section K. #s 14 and 15 of this MMSR for examples.)

d. For Grade “A” receiving and/or transfer stations operated by the Grade “A” milk plant and
under the same routine supervision as the milk plant and shipping to the milk plant, the name
of the receiving and transfer station is entered in the "Name of Plant" column, together with a
parenthetic entry of the average hundredweight (cwt.) of Grade “A” milk shipped daily. An
entry is not made in the "Pounds Processed Daily (100# Units)” column.
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The recorded production quantity is the daily average, based on actual operating days, of the
shipments of Grade “A” milk for the week preceding the rating or PHS/FDA check rating.
Violations of Items or sub-items are indicated by an "X" or by inserting the point value of the
violation in the appropriate column(s).

To facilitate the SCR computations, receiving station's and/or transfer station's entries follow
the entries for the milk plant. If the SCR of the receiving station and/or transfer station is equal
to, or greater than the SCR of the milk plant, or equal to ninety percent (90%) or greater, the
milk plant SCR is considered as being inclusive of the receiving station's and/or transfer
station's violation(s); therefore, an entry is not made in the "Total Debits" column, for the
receiving and/or transfer station(s). However, if the receiving station’s and/or transfer station’s
SCR is less than ninety percent (90%) and lower than the milk plant’s SCR, it is subtracted
from the SCR of the milk plant, which it supplies, and the difference is entered in the "Total
Debits" column. This difference is then multiplied by the number of pounds of milk shipped
daily by the receiving and/or transfer station to the milk plant and entered in the "Pounds
Processed Daily X Total Debits" column. (Refer to Section K. #15 of this MMSR for an
example.)

e. The SCR computation procedure for a Grade “A” milk plant is similar to that for Grade
“A” dairy farms, except that a modified procedure is necessary in computing debits for
violations involving only one (1) type of packaging, i.e., paper, glass, single-service plastics,
multi-use plastics, dispenser, cottage cheese, sour cream or yogurt containers; or capping of
these containers; or individual pasteurization unit used, i.e., vat, HTST, HHST or individual
Grade “A” milk and/or milk product(s) violating the bacterial, coliform or cooling temperature
standards; and for violations involving receiving or transfer stations that are IMS listed with
the milk plant. The latter is explained in the preceding paragraph. For such violations, the
entry in the "Total Debits" column is multiplied by the actual number of pounds of Grade “A”
milk and/or milk product involved, as entered parenthetically in the "Name of Plant" column,
rather than by the milk plant’s entire Grade “A” milk and/or milk products production from
the "Pounds Processed Daily (100# Units)" column. This figure is entered in the "Pounds
Processed Daily (100# Units) X Total Debits" column.

The SCR for the milk plant is derived from the following formula:

SCR= 100 - (The Sum of the “Pounds Processed Daily (100# Units) X Total Debits” column)
divided by (The Sum of the “Pounds Processed Daily (100# Units)” column)

This SCR calculation is entered in the appropriate space in the upper right-hand corner of
FORM NCIMS 2359L. It is also entered on FORM NCIMS 2359;-SECTION A. REPORT
OF MILK SANITATION RATING (PAGE 1) and FORM FDA 2359i, in the appropriate
location.
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D. CERTIFICATION IMS LISTING METHODS FOR SINGLE-
SERVICE CONTAINERS AND/OR CLOSURES FOR MILK AND/OR
MILK PRODUCTS MANUFACTURERS

The State Rating Agency shall certify U.S. manufacturers of single-service containers and/or
closures for milk and/or milk products based on compliance with Appendix J. Standards For The
Fabrication Of Single-Service Containers And/Or Closures For Milk And/Or Milk Products of the
Grade “A” PMO and in accordance with this MMSR for inclusion on the /MS List.

A TPC’s SRO or an SSC shall certify foreign manufacturers of single-service containers and/or
closures for milk and/or milk products based on compliance with Appendix J. of the Grade “4”

PMO and in accordance with this MMSR for inclusion on the IMS List.

1. COLLECTION OF DATA

Data from which IMS certification listings for U.S. manufacturers of single-service containers
and/or closures for milk and/or milk products are determined shall be obtained by State Rating
Agency SROs from the Regulatory Agency’s official records or single-service containers and/or
closures manufacturer, respectively, and from the evaluation of sanitary practices and facilities at
the single-service containers and/or closures manufacturer.

Data from which IMS certification listings for foreign manufacturers of single-service containers
and/or closures for milk and/or milk products are determined shall be obtained by a TPC’s SRO
or a SSC from the Regulatory Agency’s records, SSC, or single-service containers and/or closures
manufacturer, respectively, and from the evaluation of sanitary practices and facilities at the single-
service containers and/or closures manufacturer.

a. Recording of Inspection Data

1.) During IMS certification listing, inspection data are recorded on FORM NCIMS 2359c-
MANUFACTURING PLANT INSPECTION REPORT (Single-Service Containers
and/or Closures for Milk and/or Milk Products), the Items of which correspond to the Items
of sanitation in Appendix J. of the Grade “A” PMO.

2.) Sanitary conditions are evaluated in terms of the requirements of Appendix J. of the
Grade “A” PMO. Professional judgment alone shall dictate whether an observed
deficiency is representative of significant day-to-day sanitary conditions or is an anomaly.
When significant violations of any given requirement are noted, the corresponding Item(s)
or sub-item(s) on the FORM NCIMS 2359c¢ are debited with an "X". Each item or sub-
item found in violation should be carefully considered before debiting with an “X”, as this
affects the computation of the SCR.

b. Recording of Laboratory and Other Test Data
1.) As applicable, the Regulatory Agency’s official records or records from the SSC and/or
single-service containers and/or closures manufacturers are utilized in determining

compliance with bacterial, coliform and chemical, as applicable, requirements. The
acceptance of data from Official and/or Officially Designated Laboratories is contingent
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upon the utilization of standard procedures by the laboratories concerned. Accordingly, it
is necessary for the SRO or PHS/FDA MS to determine from the official Milk Laboratory
Control Agency or for the SSC that certified and IMS listed the single-service containers
and/or closures manufacturer that both sampling and laboratory procedures have been
approved in accordance with the methods of the current edition of the Grade “A” PMO
and EML. Certification IMS listings shall not be conducted when an approved laboratory
has not been utilized by the Regulatory Agency, SSC or single-service containers and/or
closures manufacturers, as applicable, for the necessary tests and the Rating Agency or
SSC, respectively, shall immediately notify the appropriate PHS/FDA MS or PHS/FDA
MMPB for TPCs to either deny or withdraw the IMS certification listing.

2.) Compliance with bacterial and coliform requirements is based on whether, at the time
of the certification of the IMS listing, a single-service manufacturer’s containers and/or
closures meet the standards of Appendix J. of the Grade "A" PMO. Each manufacturing
line of containers and/or closures for each of the above applicable requirements, credit shall
be given if no more than two (2) of the last four (4) sample set results exceed the limit(s),
provided that the last sample set result is within the limit(s). Individual sample sets that are
in violation of having two (2) of the last four (4) sample results exceeding the limit(s) and
the last sample set exceeds the limit(s) shall not be given credit (debited) for the specific
bacterial and/or coliform limit(s) that was exceeded. No credit shall be given (debited) for
compliance with bacterial or coliform requirements when less than the required number of
sample sets has been examined during the preceding six (6) months. For certification
listing purposes, the preceding six (6) months is considered to be the minimum elapsed
period of time prior to the earliest certification in which the IMS listing was conducted.
Single-service containers and/or closures manufacturers which have had a permit, if
applicable, for less than six (6) months at the time of the certification or which do not
operate on a year round basis and for which the Regulatory Agency, SSC and/or single-
service containers and/or closures manufacturer, as applicable, has not yet examined the
required number of sample sets shall be given credit, provided that the last sample set result
is within the limit(s). Single-service containers and/or closures manufacturers that have had
a permit, if applicable, for less than six (6) months or do not operate on a year-round basis
and their last sample results exceed the limit(s) shall not be given credit (debited) for the
specific bacterial and/or coliform limit(s) that was exceeded.

2. COMPUTATION OF SCRs

SCRs shall be made of single-service containers and/or closures for milk and/or milk products
manufacturers.

a.

Certification IMS listing and PHS/FA audit results are transferred to FORM NCIMS 2359e¢-
STATUS OF MANUFACTURING PLANTS (Single-Service Containers and/or Closures for
Milk and/or Milk Products). This FORM may be obtained from a PHS/FDA MS or at the
following NCIMS website: https://ncims.org/forms.

b. The identity of each single-service containers and/or closures manufacturer is entered in
the first column, “Name of Plant” on FORM NCIMS 2359¢.

Violations of Items are indicated by an "X" or by inserting the point value of the violation in
the appropriate column(s). The sum of the weights of all Items found violated at the single-

26


https://ncims.org/forms/

service containers and/or closures manufacturer is entered in the "Total Debits" column. (Refer
to Section K. #24, of this MMSR, for an example.)

c. The SCR is Derived from the Following Formula:
SCR =100 — (The Sum of the “Total Debits")

This SCR is entered in the appropriate space in the upper right-hand corner of FORM NCIMS
2359¢ and on FORM FDA 2359d-REPORT OF CERTIFICATION (Fabrication of Single-
Service Containers and/or Closures for Milk and/or Milk Products). (Refer to Section K. #26
of this MMSR, for an example.)

E. COMPUTATION OF ENFORCEMENT RATINGS

For all NCIMS HACCP IMS listings, including aseptic, retort and/or fermented high-acid, shelf-
stable Grade “A” milk plants, complete FORM NCIMS 2359n-NCIMS HACCP SYSTEM
REGULATORY AGENCY REVIEW REPORT. (Refer to Section K. #18 of this MMSR, for an
example.) ERs shall be made for Grade “A” dairy farms that are IMS listed with Grade “A” milk
plants, receiving stations, or transfer stations that are IMS listed under the NCIMS voluntary
HACCP IMS listing procedure. These ERs shall be made using the procedures for Grade “A” raw
milk for pasteurization, aseptic processed and packaging, retort processed after packaging and
fermented high-acid, shelf-stable processing and packaging addressed in 2. of this Section.

1. PURPOSE

a. FORM NCIMS 2359j consists of five (5) parts: SECTION A. REPORT OF THE MILK
SANITATION RATING is on PAGE 1, SECTION B. REPORT OF ENFORCEMENT
METHODS is on PAGE 2, SECTION C. EVALUATION OF SAMPLING PROCEDURES is
on PAGE 3, SECTION D. DAIRY FARM ENFORCEMENT ACTION AND RECORDS
EVALUATIONS is on PAGE 4 and SECTION E. MILK PLANT ENFORCEMENT ACTION
AND RECORDS EVALUATIONS is on PAGE 5. (Refer to Section J. #s 1, 2, 3, 4 and 5 of
this MMSR for an example of this FORM.) This FORM provides a means of measuring the
degree to which the enforcement provisions of the Grade "A" PMO are being applied by the
Regulatory Agency. It serves to delineate specific areas where a Grade “A” milk sanitation
program needs strengthening.

The rating procedures provide for separate appraisals of these provisions as they are applied to
Grade “A” dairy farms, milk plants, receiving stations and transfer stations. In some cases, the
ER is derived by combining these appraisals with an appraisal of other regulatory actions for
which the Regulatory Agency is responsible.

b. Appraisal of Items is based on the SRO’s or PHS/FDA MS’s observations made during the
rating or PHS/FDA check rating, respectively, and their review of the Regulatory Agency's
official records for one (1) of the following periods:

1.) Back to the beginning of the month in which the previous rating was conducted; or
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For Example: The previous rating was conducted 10/21/2018 and the earliest rating date
for the next rating or PHS/FDA check rating was 6/14/2020. The period for the Regulatory
Agency’s official records review for this or PHS/FDA check rating, respectively, would
cover 10/1/2018 to 6/13/2020.

2.) Back to the beginning of the month in which the previous rating was conducted. If the last
rating was conducted within the preceding six (6) months, for rating or PHS/FDA check
rating purposes, the preceding six (6) months is considered to be the elapsed period of the
month prior to the earliest rating date in which the PHS/FDA check rating was conducted
and the preceding six (6) months.

For Example: The previous rating was conducted 12/21/2018 and the earliest rating date
for the next rating or PHS/FDA check rating was 5/14/2019. The period for the Regulatory
Agency’s official record review for this rating or PHS/FDA check rating, respectively,
would cover 11/1/2018 to 5/13/2019.

c. ER’s shall be computed utilizing the GUIDELINES FOR COMPUTING
ENFORCEMENT RATINGS, contained in Appendix A. of this MMSR.

d. The ER applies directly to the individual Regulatory Agency; therefore, there are not any
provisions for combining the ERs of two (2) or more Regulatory Agencies. ERs shall be made
in accordance with the procedures in the following Sections.

e. For ER purposes, to determine if inspections, sampling, and evaluations have been
conducted at the required frequency, the interval shall include the designated period, plus the
remaining days of the month in which the inspection, equipment tests or sample(s) is due:
e Dairy Farms: at least once every six (6) month period or prescribed by Appendix P.
e Transfer Stations: at least once every six (6) month period
e Milk Plants and Receiving Stations: at least once every three (3) month period or
every six (6) months for Aseptic, Retort or Fermented High-Acid, shelf-stable or
HACCEP listed milk plants
e Milk Pasteurization equipment tests: at least once every three (3) month period and
the holding time testing at least once every six (6) month period
e Grade “A” milk and/or milk product sampling and testing: during any consecutive
six (6) months, at least four (4) samples of each Grade “A” milk and milk product,
as defined in Sections 1. and 6. of the Grade “4”” PMO shall be collected 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
e Dairy Farm individual water supplies: at least once every three (3) year period
e Milk plants, receiving stations and transfer stations individual water supplies: at least
once every six (6) month period
e Reclaim and recirculated cooling water samples: at least once every six (6) month
period
e Hauled Water: during any consecutive six (6) months, at least four (4) samples in
four (4) separate months
e Sampler evaluations: at least once every twenty-four (24) month period
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2. GRADE “A” RAW_ MILK FOR PASTEURIZATION, ASEPTIC PROCESSING AND
PACKAGING, RETORT PROCESSED AFTER PACKAGING OR FERMENTED HIGH-ACID,
SHELF-STABLE PROCESSING AND PACKAGING ONLY

a. When an individual milk shipper offers for sale only Grade “A” raw milk for
pasteurization, aseptic processing, retort processed after packaging or fermented high-acid,
shelf-stable processing and packaging directly from Grade “A” dairy farms, known as a BTU,
and there is not a Grade “A” milk plant, receiving and/or transfer station included with their
IMS listing, all Items in DAIRY FARMS-PART I, FORM NCIMS 2359;-SECTION B.
REPORT OF ENFORCEMENT METHODS (PAGE 2) shall be evaluated. The TOTAL
CREDIT, PART I shall be the ER and shall be recorded on of this FORM, in the appropriate
location. (Refer to Section K. #s 1, 9 and 11 of this MMSR for examples.)

b. When an Item requires separate action on the part of the Regulatory Agency with respect
to each Grade “A” dairy farm, compliance is prorated on the proportion of Grade “A” dairy
farms included in the rating or PHS/FDA check rating for which the Regulatory Agency’s
official records that were reviewed during the appropriate time period back to the previous
rating indicate the Item to have been satisfied.

c. When an Item requires an action by the Regulatory Agency that affects the entire Grade
“A” milk sanitation program, quantitative estimates of compliance by the above-described
procedure are not applicable. These Items have the “Percent Complying” column blocked out
and the full weight of the Item is debited or credited, depending upon whether the Grade “A”
milk sanitation program is satisfying the pertinent provisions of the Grade "A" PMO. In
appraising these Items, the SRO’s or PHS/FDA MS’s judgment should be based on the
attainment of objectives toward which the provisions of the appropriate Sections are directed
and not on occasional circumstances or insignificant deviations in procedure. (Refer to Section
K. #s 5,9 and 11 of this MMSR, for examples.)

d. For rating and PHS/FDA check rating purposes, to determine if tests, as applicable, have
been made at the required frequency, the interval shall include the designated period, plus the
remaining days of the month in which the test(s) is due.

e. For Grade “A” dairy farms inspected under the provisions of Appendix P. Performance-
Based Dairy Farm Inspection System of the Grade “A” PMO, the following rating criteria
applies:

1.) At each three (3) month categorization during the rating period, the previous twelve
(12) month Regulatory Agency’s official dairy farm records were used to determine the
proper categorization of individual Grade “A” dairy farms into twelve (12), six (6), four
(4) and three (3) month inspection intervals.

2.) Grade “A” dairy farms were re-categorized properly every three (3) months.

3.) The due date for the next routine regulatory inspection is calculated from the date of
the last routine regulatory inspection, unless the due date was scheduled to occur before
the re-categorization. However, the due date may be extended up to thirty (30) days after
the re-categorization date for Grade “A” dairy farms assigned to a six (6), four (4) or three
(3) month inspection frequency, if the due date was scheduled to occur before the re-
categorization date.
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3. GRADE “A” RECEIVING STATION OR TRANSFER STATION

a. When an individual milk shipper offers for sale Grade “A” raw milk for pasteurization,
aseptic processing and packaging, retort processed after packaging or fermented high-acid,
shelf-stable processing and packaging, which is shipped from a receiving station or transfer
station, with one (1) or more Grade “A” dairy farms rated with it, all Iltems in MILK PLANT-
PART II, except Numbers 5 and 7, and all Items on INDIVIDUAL SHIPPER RATING-PART
III on FORM NCIMS 2359;-SECTION B. REPORT OF ENFORCEMENT METHODS
(PAGE 2), shall be evaluated. When a Grade “A” receiving station and/or transfer station
receives and transports Grade “A” raw milk for pasteurization, aseptic processing and
packaging, retort processed after packaging or fermented high-acid, shelf-stable processing
and packaging from one (1) or more IMS listed BTUs and wishes a separate IMS listing for
its facilities, all Items in MILK PLANT-PART II, except Numbers 5 and 7, and all Items in
INDIVIDUAL SHIPPER RATING-PART III, except Number 1 shall be evaluated. The
procedures outlined in E., 3., band E., 4., b.3.), 4.) and 5.) shall be followed in computing the
ER of the receiving station and/or transfer station.

b. The total credit, which can be earned in MILK PLANT-PART II, is seventy-five (75).
Therefore, the sum of the credits earned in MILK PLANT-PART II should be divided by
seventy-five (75) and multiplied by 100 to arrive at the TOTAL CREDIT, PART II.

For Example: Assume that the addition of all credits, omitting Numbers 5 and 7 under MILK
PLANT-PART II, equals 67.7. Then 67.7 divided by seventy-five (75), multiplied by 100
equals 90.3 percent. Fractions of 0.5 or higher are increased to the next whole number and
fractions of less than 0.5 are dropped. Under these rules, the 90.3 percent would equal ninety
percent (90%). The TOTAL CREDIT from DAIRY FARMS-PART I and MILK PLANT-
PART II are transferred to INDIVIDUAL SHIPPER RATING-PART III. The sum of the
credits in INDIVIDUAL SHIPPER RATING-PART III shall be the ER of the Regulatory
Agency. (Refer to Section K. #5 of this MMSR, for an example.)

c. When an Item requires separate action on the part of the Regulatory Agency with respect to
each Grade “A” receiving station or transfer station, compliance is based on the proportion of
Grade “A” receiving stations or transfer stations that are included in the rating for which
Regulatory Agency’s official records show the Item to have been satisfied. If an Item requires
more than one (1) test or determination, i.e., MILK PLANT-PART II, Numbers 2, 4, 6, 8, 9,
and 10, then compliance is also based on the proportion of tests or determinations, which
according to the Regulatory Agency’s official records, were made at the required frequency.

For Example: If only six (6) of the required eight (8) routine regulatory inspections were
conducted since the last rating, the compliance would be 6/8 or seventy-five percent (75%).

d. When an Item requires an action by the Regulatory Agency, which affects the entire Grade
“A” milk sanitation program, quantitative estimates of compliance by the procedure described
in the preceding paragraph are not applicable. These Items have the "Percent Complying"
column blocked out and the full weight of the Item is debited or credited, depending upon
whether the Grade “A” milk sanitation program being rated is satisfying the pertinent
provisions of the Grade "A" PMO. In appraising these Items, the SRO’s or PHS/FDA MS’s
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judgment should be based on the attainment of objectives toward which the milk sanitation
regulations are directed and not on occasional circumstances or insignificant deviations in
procedure.

. GRADE “A” MILK PLANTS

a. For IMS listed Grade “A” aseptic milk plants, retort milk plants and fermented high-acid,
shelf-stable milk plants, all Items in MILK PLANT-PART II, except Number 5, and all Items on
INDIVIDUAL SHIPPER RATING-PART III on FORM NCIMS 2359;-SECTION B. REPORT
OF ENFORCEMENT METHODS (PAGE 2), shall be evaluated. The total credit, which can be
earned in MILK PLANT-PART II, is eighty-five (85). Therefore, the sum of the credits earned
in MILK PLANT-PART II shall be divided by eighty-five (85) and multiplied by 100 to arrive at
the TOTAL CREDIT, PART IL

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, aseptic processing and packaging, retort processed after packaging
or fermented high-acid, shelf-stable processing and packaging from outside the jurisdiction
of the Regulatory Agency in which the milk plant is located, only Parts II and III of FORM
NCIMS 2359j-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.

For Example: For ERs, all required pasteurization equipment tests, including the test(s)
required following regulatory seal(s) being broken, shall be performed on each individual
pasteurizer and/or pasteurization system(s) (unit) used to receive credit. Compliance is
determined by multiplying the number of pasteurization systems (units) by the number of
three (3) month periods (quarters), plus the number of regulatory seal(s) being broken in
the rating period, and less the number of broken seals or required quarterly pasteurization
equipment tests where the testing was not done in compliance to the requirements set forth
of Appendix 1. of the Grade “A” PMO. 1If a milk plant utilizes four (4) pasteurization
systems (units) and was last rated two (2) years ago and one (1) pasteurization system (unit)
does not have all of the required tests properly completed during one (1) quarter; plus there
were four (4) milk plant notifications to the Regulatory Agency of a regulatory seal(s)
being broken, of which one (1) did not have the required test(s) conducted before being re-
sealed by the Regulatory Agency, then compliance is calculated as follows:

4 (Units) X 8 (Quarters) = 32 Required Unit Tests = Plus Four (4) Milk Plant Notifications
due to broken regulatory seals = 36 Required Unit Tests, Less One (1) Non-Complying Re-
seal Unit Test and Less One (1) Non-Complying Quarter Unit Test for a Total of Thirty-
four (34) of Thirty-six (36) in Compliance.

34/36 =94.4% X 15 Weight = 14.17 Credits.
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NOTE: For rating purposes, to determine if the required quarterly and semi-annual
pasteurization equipment tests have been performed at the required frequency, the interval
shall include the designated period plus the remaining days of the month in which the
quarterly and semi-annual pasteurization equipment tests are due.

2.) When an Item requires an action by the Regulatory Agency, which affects the entire
Grade “A” milk sanitation program, quantitative estimates of compliance by the procedure
described in the preceding paragraph are not applicable. These Items have the "Percent
Complying" column of the schedule blocked out, and the full weight of the Item is debited
or credited, depending upon whether the Grade “A” milk sanitation program being rated is
satisfying the pertinent provision of the Grade "A" PMO. In appraising these Items, the
SRO’s or PHS/FDA MS’s judgment should be based on the attainment of objectives toward
which the milk sanitation regulations are directed and not on occasional circumstances or
insignificant deviations in procedure.

3.) The utilization of Grade “A” milk and/or milk products from a separate IMS listed milk
shipper, which has an SCR, which is less than ninety percent (90%), or is from an unlisted
source, would initiate an immediate withdrawal of the milk shipper from the /MS List.

4.) The utilization of Grade “A” milk and/or milk products from a separate IMS listed milk
shipper, which has an ER of less than ninety percent (90%) for longer than six (6) months,
or which has been re-rated and received an ER of less than ninety percent (90%) following
a rating with an ER of less than ninety percent (90%), is considered a violation of Section
11. MILK AND MILK PRODUCTS FROM POINTS BEYOND THE LIMITS OF
ROUTINE INSPECTION of the Grade “A” PMO and would initiate an immediate
withdrawal of the shipper from the IMS List.

5.) When computing INDIVIDUAL SHIPPER RATING-PART III of FORM NCIMS
2359j-SECTION B. REPORT OF ENFORCEMENT METHODS (PAGE 2), there shall
be zero (0) credit in Item 1-Enter TOTAL CREDIT from PART 1 under Percent
Complying. It will be necessary to increase the weight for Item 2-Enter TOTAL CREDIT
from MILK PLANT-PART II under Percent Complying to .94 to negate the zero (0) credit
in Item 1. (Refer to Section K. #2 of this MMSR, for an example.)

For Example: TOTAL CREDIT in MILK PLANT-PART II is 88.7 and Item 3-All milk
and milk products properly labeled in INDIVIDUAL SHIPPER RATING-PART III has a
credit of 4.8, the calculations shall be as follows:

(88.7X.94)=83.4+4.8=288.2=88% ER
Milk Plant with an Attached Supply of Raw Milk

1.) When an individual milk shipper of Grade “A” pasteurized milk and/or milk products
receives Grade “A” raw milk for pasteurization, aseptic processing and packaging, retort
processed after packaging or fermented high-acid, shelf-stable processing and packaging
from an attached supply(ies) within the jurisdiction of the Regulatory Agency in which the
Grade “A” milk plant is located, DAIRY FARMS-PART I, MILK PLANT-PART II, and
INDIVIDUAL SHIPPER RATING-PART III, on FORM NCIMS 2359;-SECTION B.
REPORT OF ENFORCEMENT METHODS (PAGE 2) shall be evaluated. If Grade “A”
raw milk for pasteurization, aseptic processing and packaging, retort processed after
packaging or fermented high-acid, shelf-stable processing and packaging is received from
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both attached and unattached supplies, only those sources from attached supplies shall be
evaluated in DAIRY FARMS-PART [. If an Item requires more than one (1) test or
determination, i.e., MILK PLANT-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 official records, were made at the required frequency.

For Example: For an ER of a milk plant, if only eight (8) of the required ten (10) individual
Grade “A” milk and/or milk products had been sampled at the required frequency during
the rating period back to the last rating, the compliance would be 8/10 or eighty percent
(80%) under MILK PLANT-PART II, Number 7.

2.) When an Item requires an action by the Regulatory Agency, which affects the entire
Grade “A” milk sanitation program, quantitative estimates of compliance by the procedure
described in the preceding paragraph are not applicable. These Items have the "Percent
Complying" column blocked out and the full weight of the Item is debited or credited,
depending upon whether the Grade “A” milk sanitation program being rated is satisfying
the pertinent provisions of the Grade "A" PMO. In appraising these Items, the SRO’s or
PHS/FDA MS’s judgment should be based on the attainment of objectives toward which
the milk sanitation regulations are directed and not on occasional circumstances or
insignificant deviations in procedure.

3.) The utilization of Grade “A” milk and/or milk products from a separate IMS listed milk
shipper, which has an SCR, which is less than ninety percent (90%), or is from an unlisted
source, would initiate an immediate withdrawal of the milk shipper from the /MS List.

4.) The utilization of Grade “A” milk and/or milk products from a separate IMS listed milk
shipper, which has an ER of less than ninety percent (90%) for longer than six (6) months,
or which has been re-rated and received an ER of less than ninety percent (90%) following
a rating with an ER of less than ninety percent (90%), is considered a violation of Section
11. of the Grade “A”” PMO and would initiate an immediate withdrawal of the shipper from
the IMS list.

F. PREPARATION OF THE SRO’s REPORT FOR MILK SHIPPERS

. PURPOSE

Ratings made by the methods described measure the degree to which the milk shipper and
enforcement practices of a Regulatory Agency conform to the standards and procedures contained
in the Grade "A" PMO. Space is provided on FORM NCIMS 2359;j-SECTION A. REPORT OF
MILK SANITATION RATING (PAGE 1) for presenting a summary of the rating results and
recommendations of the SRO.

2. SUMMARY OF RATING RESULTS

SCRs computed in accordance with procedures previously described and other data pertinent to
the milk shipper are entered in the SUMMARY OF RATING RESULTS on FORM NCIMS 2359;
-SECTION A. REPORT OF MILK SANITATION RATING (PAGE 1). When the SCR of Grade
“A” raw milk for pasteurization, aseptic processing and packaging, retort processed after

33



packaging or fermented high-acid, shelf-stable processing and packaging has been combined with
the rating(s) of unattached supplies in accordance with the conditions and procedures found under
H. PUBLICATION OF THE “INTERSTATE MILK SHIPPER’s REPORTS”, Sections 2., c., 2.)
or 2., c., 3.) B.) of this MMSR; the combined rating, rather than the rating of the attached supply is
entered in the summary.

3. SUPPLEMENTARY NARRATIVE REPORT

In the course of conducting a rating and computing the SCR and ER, additional facts may become
apparent which, if presented, would be of value to the Regulatory Agency in directing the NCIMS
Grade “A” Milk Safety Program so as to be more effective. SROs are urged to prepare a
supplementary narrative report of their rating findings and document conclusions. This report
should include, but not be limited to, the following:

a. A statement regarding the general status of the NCIMS Grade “A” Milk Safety Program,
including both strengths and weaknesses.

b. Discussion of needs for greater NCIMS Grade “A” Milk Safety Program emphasis as
indicated by the compliance levels of sanitation Items and enforcement practices found during

the rating.

4. RECOMMENDATIONS OF THE SRO

A summary of the narrative report, including the specific measures recommended for NCIMS
Grade “A” Milk Safety Program improvement, is entered on FORM NCIMS 2359; -SECTION A.
REPORT OF THE MILK SANITATION RATING (PAGE 1), under the heading
"Recommendations of the Milk Sanitation Rating Officer". The full report should be discussed in
detail with the appropriate officials of the Regulatory Agency. Such discussions contribute to a
better understanding of the problems involved and provide the Regulatory Agency authorities an
opportunity to discuss means of implementing the SRO’s recommendations. (Refer to Section K.
#1 of this MMSR for an example.)

For all NCIMS HACCP IMS listings, including aseptic, retort and/or fermented high-acid, shelf-
stable Grade “A” milk plants, complete FORM NCIMS 2359n, which includes an evaluation of
the following: (Refer to Section K. # 18 for an example.)

a. Milk plant, receiving station or transfer station holds a valid permit;

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

c. Requirements interpreted in accordance with the Grade “A” PMO as indicated by past
audits;

d. Pasteurization equipment tested at required frequency (Not applicable to receiving stations,
transfer stations, aseptic milk plants and retort milk plants);

e. Individual and cooling water samples tested and reports on file as required;

f. 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 stations/transfer
stations);

g. Sampling procedures approved by PHS/FDA evaluation methods;
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h. Permit issuance, suspension, revocation, reinstatement, hearings, and/or court actions taken
as required; and
i.  Records systematically maintained and current.

G. PREPARATION OF THE SRO’s OR SSC’s REPORT FOR SINGLE-
SERVICE CONTAINERS AND/OR CLOSURES MANUFACTURERS

1. PURPOSE
Certification listing conducted by the methods described measure the degree to which the single-
service containers and/or closures manufacturer conforms to the standards and procedures

contained in Appendix J. of the Grade "4" PMO.

2. SUMMARY OF CERTIFICATION OF IMS LISTING RESULTS

The following FORMS shall be provided in the summary report provided to the Regulatory
Agency and/or single-service containers and/or closures manufacturer, as applicable:

a. FORM NCIMS 2359c shall be used. Under “REMARKS,” an explanation of the observations
per debited Item shall be included. During the certification listing, additional facts may become
apparent. These facts, if provided, would be valuable information to the Regulatory Agency and/or
single-service containers and/or closures manufacturer in directing the Regulatory Agency
program and/or single-service containers and/or closures manufacturer to be utilized for
improvement. Specific measures that give guidance on how improvements may be made shall be
included. The full report shall be discussed in detail with the appropriate officials of the Regulatory
Agency and/or the appropriate personnel responsible for the management of the single-service
containers and/or closures manufacturer. These discussions will contribute to a better
understanding of the problems present and provide an opportunity for communicating a means of
implementing the SRO’s or SSC’s recommendations.

b. FORM NCIMS 2359e¢ shall also be included in the summary report.

H. PUBLICATION OF THE “INTERSTATE MILK SHIPPER’s REPORT”
1. PURPOSE

a. The IMS List is an electronic publication of CFSAN’s MMPB (HFS-316), Food and Drug
Administration, 5001 Campus Drive, College Park, MD 20740-3835. This is a part of the
activities of the PHS/FDA in cooperation with the Regulatory Agencies in the cooperative
program for the IMS listing of milk shippers.

b. FORM FDA 2359i shall be submitted by the SRO to the appropriate PHS/FDA MS or

PHS/FDA MMPB for TPCs for milk shippers who desire to be listed on the /MS List. (Refer
to Section J. #s 8 and 9 of this MMSR for a copy of the FORM.)
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A signed copy of FORM NCIMS 23590-PERMISSION FOR PUBLICATION - Interstate Milk
Shipper’s Listing shall be maintained on file by the Rating Agency for publication on the /MS
List and shall be reviewed as part of the PHS/FDA check rating and/or Regulatory/Rating
Agency Program Evaluation. Once a milk shipper has been IMS listed, all ratings, re-ratings
and new ratings and NCIMS HACCEP listing audits, re-audits and new audits shall be submitted
to the appropriate PHS/FDA MS or PHS/FDA MMPB for TPCs even though the milk shipper
has refused to sign FORM NCIMS 23590 Interstate Milk Shipper’s Listing. Supporting
sampling and laboratory accreditation reports, as specified in the Procedures, are also
necessary for inclusion and retention of the milk shipper on the IMS List. (Refer to Section J.
#11 of this MMSR for a copy of the FORM.)

The SCR of a milk shipper is not published on the IMS List unless FORM NCIMS 23590 is
signed by an authorized representative of the milk shipper included in the IMS listing and has
been received by the Rating Agency. BTUs, Grade “A” milk plants, receiving stations and
transfer stations shall achieve an SCR of ninety percent (90%) or greater in order to be eligible
for a listing on the IMS List. The SCR for Grade “A” milk plants, receiving stations and
transfer stations will not be printed on the IMS List.

2. PREPARATION OF THE “INTERSTATE MILK SHIPPER’S REPORT”

a. Individual Shipper of Raw Milk for Pasteurization, Aseptic Processing and Packaging, Retort
Processed after Packaging or Fermented High-Acid, Shelf-Stable Processing and Packaging.

This milk shipper is commonly referred to as a BTU. Following the computation of the SCR
on FORM NCIMS 2359k and the ER from DAIRY FARMS-PART I on FORM NCIMS 2359j-
SECTION B. REPORT OF ENFORCEMENT METHODS (PAGE 2), the SCR and ER shall
be transferred to FORM FDA 23591. The earliest rating date shall be the date of the first day
of the BTU rating. (Refer to Section K. #16 of this MMSR for examples.)

NOTE: If the ER for the IMS listed milk shipper is less than ninety percent (<90%), then the
IMS listing is valid for a period not to exceed six (6) months plus the remaining days of the
month and shall have an expiration date six (6) months from the earliest rating date plus the
remaining days of the month. For example, the earliest rating date is 6/15/2020; therefore, the

expiration date would be 12/31/2020.
b. Grade “A” Receiving Station or Transfer Station

Following the computation of the SCR on FORM NCIMS 2359k and FORM NCIMS 2359L,
and the ER from DAIRY FARMS-PART I, MILK PLANT-PART II, and INDIVIDUAL
SHIPPER RATING-PART III on FORM NCIMS 2359;-SECTION B. REPORT OF
ENFORCEMENT METHODS (PAGE 2), the SCR and ER shall be transferred to FORM FDA
2359i. The earliest rating date shall be the date of the first day of the rating of either the dairy
farms (BTU), receiving station or transfer station, whichever is earliest in time. When receiving
and/or transfer stations wish a separate listing and receive raw milk for pasteurization, aseptic
processing and packaging, retort processed after packaging or fermented high-acid, shelf-
stable processing and packaging from one (1) or more rated and listed BTUs for trans-
shipment, the procedures to be followed shall be that of Section H. PUBLICATION OF THE
“INTERSTATE MILK SHIPPER’s REPORT, 2., ¢.2) or 2., c.3).
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NOTE: If the ER for the IMS Listed Shipper is less than ninety percent (<90%), then the IMS
Listing is valid for a period not to exceed six (6) months plus the remaining days of the month
and shall have an expiration date six (6) months from the earliest rating date plus the remaining
days of the month. For example, the earliest rating date is 6/15/2020; therefore, the expiration
date would be 12/31/2020.

c. Qrade “A” Milk Plant

1.) Attached Grade “A” Raw Milk Supply Only: A Grade “A” milk plant with a single
source of Grade “A” raw milk, both under the jurisdiction of the same Regulatory Agency.

Following the computation of the SCR on FORM NCIMS 2359k and FORM NCIMS
2359L, and Parts I, II and III of FORM NCIMS 2359;-SECTION B. REPORT OF
ENFORCEMENT METHODS (PAGE 2), the SCR and ER shall be transferred to FORM
FDA 2359i. The earliest rating date shall be the date of the first day of the rating of either
the dairy farms (BTU) or milk plant, whichever is earliest in time. Both the milk plant and
the attached supply of Grade “A” raw milk shall have attained an acceptable SCR and ER
necessary for inclusion on the /MS list.

NOTE: If the ER for the IMS Listed Shipper is less than ninety percent (<90%), then the
IMS Listing is valid for a period not to exceed six (6) months plus the remaining days of
the month and shall have an expiration date six (6) months from the earliest rating date plus
the remaining days of the month. For example, the earliest rating date is 6/15/2020;
therefore, the expiration date would be 12/31/2020.

2.) Attached Grade “A” Supply and Grade “A” Unattached Supplies: A Grade “A” milk
plant with a source of Grade “A” raw milk under the jurisdiction of the same Regulatory
Agency as the milk plant and one (1) or more sources of Grade “A” raw milk from other
IMS listed sources.

The Grade “A” raw milk SCR and earliest rating date shall be reported in the following
manner: The SCR of the attached supply of Grade “A” raw milk shall be reported as the
raw milk SCR for the shared IMS listing. The earliest rating date shall be the date of the
first day of the rating of either the dairy farm(s) (BTU) or milk plant, whichever is earliest
in time. Both the milk plant and the attached supply of Grade “A” raw milk shall have
attained an acceptable SCR and ER necessary for inclusion on the /MS List. All unattached
Grade “A” raw milk supplies shall have an IMS listing. If Grade “A” raw milk is received
from a source that is not IMS listed, the appropriate PHS/FDA MS or PHS/FDA MMPB
for TPCs shall be immediately notified and the milk plant and the attached supply of Grade
“A” raw milk included in the shared IMS listing shall be withdrawn from the IMS list.

Following the computation of the SCR on FORM NCIMS 2359k and FORM NCIMS
2359L, and the ER from DAIRY FARMS-PART I, MILK PLANT-PART II and
INDIVIDUAL SHIPPER RATING-PART III on FORM NCIMS 2359j SECTION B.
REPORT OF ENFORCEMENT METHODS (PAGE 2), the SCR and ER shall be
transferred to FORM FDA 2359i. The earliest rating date shall be reported on FORM FDA
2359i. In addition, the name of each unattached IMS listed Grade “A” raw milk shipper,
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during the thirty (30) days preceding the rating, along with the SCR and the Expiration
Rating Date of each IMS listed Grade “A” raw milk shipper shall be listed on the reverse
side of FORM FDA 2359i.

NOTE: If the ER for the IMS Listed Shipper is less than ninety percent (<90%), then the
IMS Listing is valid for a period not to exceed six (6) months plus the remaining days of
the month and shall have an expiration date six (6) months from the earliest rating date plus
the remaining days of the month. For example, the earliest rating date is 6/15/2020;
therefore, the expiration date would be 12/31/2020.

3.) Unattached Grade “A” Raw Milk Supplies Only: A Grade “A” milk plant with one (1)
or more sources of raw milk received from other IMS listed sources.

The milk plant’s SCR and earliest rating date shall be reported in the following manner:
The calculated SCR of the milk plant shall be reported as the milk plant’s SCR for the IMS
listing. The earliest rating date shall be the date of the first day of the rating. The milk
plant shall have attained an acceptable SCR and ER necessary for inclusion on the /MS
List. All unattached Grade “A” raw milk supplies shall have an IMS listing. If Grade “A”
raw milk is received from a source that is not IMS listed, the appropriate PHS/FDA MS or
PHS/FDA MMPB for TPCs shall be immediately notified and the milk plant shall be
withdrawn from the IMS List.

Following the computation of the milk plant’s SCR on FORM NCIMS 2359L and the milk
plant’s ER from MILK PLANT-PART II and INDIVIDUAL SHIPPER RATING-PART
IIT on FORM NCIMS 2359;-SECTION B. REPORT OF ENFORCEMENT METHODS
(PAGE 2), the SCR and ER shall be transferred to FORM FDA 2359i.

NOTE: For all the ratings identified under this Item, if the ER for the IMS listed milk
shipper is less than ninety percent (<90%), then the IMS listing is valid for a period not to
exceed six (6) months plus the remaining days of the month and shall have an expiration
date six (6) months from the earliest rating date plus the remaining days of the month. For

example, the earliest rating date is 6/15/2020; therefore, the expiration date would be
12/31/2020.

The raw milk SCR shall be reported as ninety percent (90%), or ninety percent (90%)-Outside
Sources or listed with an asterisk (*), which denotes all Grade “A” raw milk supplies IMS listed
on Form FDA 2359i. In addition, the name of each unattached IMS listed Grade “A” raw milk
shipper during the thirty (30) days preceding the rating along with the SCR and the Expiration
Rating Date of each unattached IMS listed Grade “A” raw milk shipper shall be listed on the
reverse side of FORM FDA 2359i.

NOTE: For all ratings identified under this Item, if the ER for the IMS listed milk shipper is
less than ninety percent (<90%), then the IMS listing is valid for a period not to exceed six
(6) months plus the remaining days of the month and shall have an expiration date six (6)
months from the earliest rating date plus the remaining days of the month. For example, the
earliest rating date is 6/15/2020; therefore, the expiration date would be 12/31/2020.
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The acceptance of Grade “A” milk from a source that is not IMS listed is considered a
violation of the agreed upon provisions of Section 11. of the Grade “A” PMO. The
appropriate PHS/FDA MS or PHS/FDA MMPB for TPCs shall be immediately notified and
the milk shipper shall be withdrawn from the /MS List.

The utilization of Grade “A” milk from an IMS listed source which has an ER of less than
ninety percent (90%) for longer than six (6) months, or which has been re-rated and received
an ER of less than ninety percent (90%), following a rating with an ER of less than ninety
percent (90%), is considered a violation of Section 11. of the Grade “4” PMO and the
appropriate PHS/FDA MS or PHS/FDA MMPB for TPCs shall be immediately notified
and the milk shipper shall be withdrawn from the IMS List.

3 PREPARATION OF THE “INTERSTATE MILK SHIPPER’S REPORT” FOR NCIMS
HACCP LISTINGS

The provisions of this Section apply to Grade “A” milk plants, receiving stations, and transfer
stations listed under the NCIMS HACCP listing procedure, except that:

a. A statement regarding the acceptability, or unacceptability of the NCIMS HACCP System
shall be substituted on FORM FDA 23591 for the SCR and ER; and

b. FORM NCIMS 2359m and FORM NCIMS 2359n shall be completed and maintained on
file by the Rating Agency and shall be reviewed as part of the check rating and/or
Regulatory/Rating Agency Program Evaluation.

4 PREPARATION OF THE “INTERSTATE MILK SHIPPER’S REPORT” FOR ASEPTIC
PROCESSING AND PACKAGING PROGRAM., RETORT PROCESSED AFTER
PACKAGING PROGRAM AND/OR FERMENTED HIGH-ACID, SHELF-STABLE
PROCESSING AND PACKAGING PROGRAM IMS LISTINGS

The provisions of this Section apply to Grade “A” milk plants and receiving stations listed under
the NCIMS Aseptic Processing and Packaging Program, Retort Processed after Packaging
Program, and/or Fermented High-Acid, Shelf-Stable Processing and Packaging Program listing
procedure, except that FORM NCIMS 2359p and/or FORM NCIMS 2359q shall be completed
and maintained on file by the Rating Agency for publication on the /MS List and shall be reviewed
as part of the check rating and/or Regulatory/Rating Agency Program Evaluation.

I. PUBLICATION OF THE “REPORT OF CERTIFICATION (Fabrication
of Single-Service Containers and/or Closures for Milk and/or Milk Products)”
FOR IMS LISTING

1. PURPOSE

a. Criteria for the Certification and Listing of Single-Service Containers and/or Closures
Manufacturers on the IMS List
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The following criteria have been developed to allow Rating and/or Regulatory Agencies
flexibility in evaluating, certifying and listing single-service containers and/or closures
manufacturing plants. Rating and/or Regulatory Agencies shall choose from the following list
of criteria for the certification and listing of single-service containers and/or closures
manufacturers:

1.) Single-service containers and/or closures manufacturers that operate in conjunction
with an IMS listed milk plant may be listed for twenty-four (24) months plus the remaining
days of the month, if the single-service containers and/or closures manufacturing plant is
inspected at least quarterly, using FORM NCIMS 2359c, and Regulatory Agency’s official
records of such inspections and all required tests are maintained by the Regulatory Agency.
Provided that, single-service containers and/or closures manufacturers that operate in
conjunction with an NCIMS HACCP IMS listed milk plant may be listed for twenty-four
(24) months plus the remaining days of the month in which the rating is due, if the single-
service containers and/or closures manufacturing plant is integrated into the milk plant’s
NCIMS HACCP System and if the single-service containers and/or closures manufacturing
plant is inspected at the minimum milk plant audit frequency specified in Appendix K. of
the Grade “A” PMO, using FORM NCIMS, and records of such inspections and all
required tests are maintained by the Regulatory Agency. The permit for the milk plant shall
also include the inspection of the single-service containers and/or closures manufacturing
areas.

2.) Single-service containers and/or closures manufacturers that operate in conjunction
with an IMS listed milk plant and are not inspected at least quarterly and/or are not included
under a permit system may be optionally IMS listed for twelve (12) months plus the
remaining days of the month in which the rating is due.

3.) Single-service containers and/or closures manufacturers that operate as a separate
entity may be IMS listed for twenty-four (24) months plus the remaining days of the month,
if the Regulatory Agency has a permit system and inspects the single-service containers
and/or closures manufacturing plant using FORM NCIMS 2359c¢ at least quarterly. All
testing of containers, closures and individual water supplies shall be under the direction of
the Regulatory Agency and kept on file.

4.) Single-service containers and/or closures manufacturers that operate as a separate
entity and are not inspected by Regulatory Agency personnel at least quarterly and/or do
not have a permit system may be optionally IMS listed for twelve (12) months plus the
remaining days of the month in which the rating is due.

NOTE: This criterion is the only option available for use by a SSC when certifying foreign
manufacturers of single-service containers and/or closures for milk and/or milk products.

5.) Certification of single-service containers and/or closures manufacturing plants may be
valid for a period not to exceed one (1) or two (2) years from the earliest certification listing
date plus the remaining days of the month, based on the criteria above. The expiration date
is one (1) or two (2) years from the earliest certification date plus the remaining days of
the month. In the case of a one (1) year certification listing with the earliest certification
date of 6/15/2019, the expiration date would be 6/30/2020.

b. Procedures for the Certification and Listing of Single-Service Containers and/or Closures
Manufacturers.

40



The following procedures shall be followed for the certification and listing of single-service
containers and/or closures manufacturers on the /MS List:

1.) For domestic firms the PHS/FDA’s electronic version (transmitted via computer) of
FORM NCIMS 2359¢, FORM NCIMS 2359¢ and FORM FDA 2359d shall be submitted
by the SRO to the appropriate PHS/FDA MS for single-service containers and/or closures
manufacturers who desire to be certified and listed on the /MS List.
2.) For foreign firms, the PHS/FDA’s electronic version (transmitted via computer) of
FORM NCIMS 2359¢, FORM NCIMS 2359e and FORM FDA 2359d shall be submitted
by the TPC or SSC conducting the certification to PHS/FDA MMPB (HFS-316), Food and
Drug Administration, 5001 Campus Drive, College Park, MD 20740-3835 for single-
service containers and/or closures manufacturers who desire to be certified and listed on
the IMS List.
3.) A single-service containers and/or closures manufacturer is not certified and listed on
the /MS List unless the “PERMISSION TO PUBLISH” SECTION of FORM FDA 2359d
is signed by an officer of the firm authorizing the release and received by the Rating
Agency, TPC or SSC, respectively.
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 shall
be reviewed as part of the single-service containers and/or closures manufacturer’s
PHS/FDA audit and/or the Regulatory/Rating Agency NCIMS Grade “A” Milk Safety
Program evaluation.
B.) 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 SSC.
4.) The single-service containers and/or closures manufacturer may be certified and listed
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 and/or closures or specific size of containers and/or closures and
conform to the specifications contained within Appendix J. of the Grade “4” PMO.

2. PREPARATION OF THE “REPORT OF CERTIFICATION” FOR IMS LISTING

Following the computation of the SCR on FORM NCIMS 2359¢, the SCR shall be transferred to
FORM FDA 2359d. The earliest certification date shall be the date of the first day of the
certification listing.

NOTE: The certification for IMS listing of single-service containers and/or closures for milk
and/or milk products manufacturers conducted by SSCs may be valid for a period of one (1) year
from the earliest certification listing date. The expiration date is one (1) year from the earliest
certification listing date plus the remaining days of the month. For this one (1) year certification
and listing, with the earliest certification listing date of 6/15/2019, the expiration date would be
6/30/2020.
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J. EXAMPLES OF RATING, NCIMS IMS HACCP LISTING, ASEPTIC
PROCESSING AND PACKAGING PROGRAM, RETORT
PROCESSED AFTER PACKAGING PROGRAM, AND FERMENTED
HIGH-ACID, SHELF-STABLE PROCESSING AND PACKAGING
PROGRAM LISTING FORMS AND SINGLE-SERVICE CONTAINERS
AND/OR CLOSURES FOR MILK AND/OR MILK PRODUCTS
MANUFACTURERS CERTIFICATION IMS LISTING FORMS

The following pages contain examples of FORMS used in IMS ratings/listing audits and PHS/FDA

ch

1.

2.

*

10.

11.

12.

13.

14.

15

eck ratings/FDA audits. These FORMS include:

FORM NCIMS 2359j-MILK SANITATION RATING REPORT-SECTION A. REPORT

OF THE MILK SANITATION RATING (PAGE 1)...c.oiiiiiiiii 44
FORM NCIMS 2359j-MILK SANITATION RATING REPORT-SECTION B. REPORT

OF ENFORCEMENT METHODS (PAGE 2).....coviiiiiiiii e 45
FORM NCIMS 2359j-MILK SANITATION RATING REPORT-SECTION C.
EVALUATION OF SAMPLING PROCEDURES (PAGE 3) ....cooiiiiiiiiiiiiee 46
FORM NCIMS 2359j-MILK SANITATION RATING REPORT-SECTION D. DAIRY
FARM ENFORCEMENT ACTION AND RECORDS EVALUATIONS (PAGE 4) ......... 47
FORM NCIMS 2359j-MILK SANITATION RATING REPORT-SECTION E. MILK
PLANT ENFORCEMENT ACTION AND RECORDS EVALUATIONS (PAGE 5)......... 48

FORM NCIMS 2359k-STATUS OF RAW MILK FOR PASTEURIZATION, ASEPTIC
PROCESSING AND PACKAGING, RETORT PROCESSED AFTER PACKAGING OR
FERMENTED HIGH-ACID, SHELF-STABLE PROCESSING AND PACKAGING .......49
FORM NCIMS 2359L-STATUS OF MILK PLANTS (INCLUDING DRYING AND CONDENSING

MILK PRODUCTS PLANTS, RECEIVING STATIONS AND TRANSFER STATIONS) ....................... 51
FORM FDA 2359i-INTERSTATE MILK SHIPPER’S REPORT.........ccccccoiviiiiinnnn 52
FORM NCIMS 2359m-MILK PLANT, RECEIVING STATION OR TRANSFER
STATION NCIMS HACCP SYSTEM AUDIT REPORT .......cccoiiiiiiiiiiiiieiee, 54
FORM NCIMS 2359n-NCIMS HACCP SYSTEM REGULATORY AGENCY REVIEW

RE PO R T .. 56
FORM NCIMS 23590-PERMISSION FOR PUBLICATION - Interstate Milk Shipper’s
55 S 57

FORM NCIMS 2359p-NCIMS ASEPTIC PROCESSING AND PACKAGING PROGRAM

AND/OR RETORT PROCESSED AFTER PACKAGING PROGRAM CRITICAL

LISTING ELEMENTS (Low-Acid (pH greater than 4.6) Aseptic and Retort Milk and/or

1\ E 1 S0 (oY L1 o1 ) TSRS 58

FORM NCIMS 2359q-NCIMS ASEPTIC PROGRAM COMMITTEE - CRITICAL
LISTING ELEMENTS for Grade “A” fermented high-acid, shelf-stable milk and/or milk

products - pH of 4.6 or below obtained by fermentation using live and active cultures ..... 59
FORM NCIMS 2359¢-STATUS OF MANUFACTURING PLANTS (SINGLE-SERVICE
CONTAINERS AND/OR CLOSURES FOR MILK AND/OR MILK PRODUCTS) ... v ueneeteneneeaninenenenean. 60

. FORM FDA 2359d-REPORT OF CERTIFICATION (Fabrication of Single-Service
Containers and/or Closures for Milk and/or Milk Products) ...............ccccovviiiiiiann... 61

42



NOTE: These FORMS may be obtained at the following FDA and NCIMS websites:
https://www.fda.gov/about-fda/reports-manuals-forms/forms and https://ncims.org/forms.
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https://www.fda.gov/about-fda/reports-manuals-forms/forms
https://ncims.org/forms/

1. FORM NCIMS 2359j-MILK SANITATION RATING REPORT-SECTION A. REPORT OF
THE MILK SANITATION RATING

National Conference on Interstate
Milk Shipments MILK SANITATION RATING REPORT | SEcTION A. REPORT OF THE MILK SANITATION RATING
Of As of
(Shipper's Name and Address) (Date)
REGULATORY AGENCY MILK SANITARIAN ORDINANCE IN EFFECT
Edition Date Adopted
RATED BY DATE CERTIFIED BY PHS/FDA RATING BASED ON APPROVED LABORATORY (Name or #)
NAME
TITLE Edition of the Pasteurized
Milk Ordinance
AGENCY DATE
SUMMARY OF RATING RESULTS

Number of Dairy Farms Sanitation Compliance Rating of Raw Milk for Pasteurization

Number of Dairy Farms Inspected Sanitation Compliance Rating of Milk Plant, Receiving Station or

Number of Milk Plants, Receiving Stations or Transfer Stations Transfer Station

Number of Milk Plants, Receiving Stations or Transfer Stations Inspected .

Enforcement Rating
Total Pounds of Pasteurized Milk Produced Daily

Recommendations of the Rating Officer

FORM NCIMS 2359j (10/23) (PAGE 1)  (PREVIOUS EDITIONS ARE OBSOLETE)
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2. FORM NCIMS 2359j-MILK SANITATION RATING REPORT-SECTION B. REPORT OF
ENFORCEMENT METHODS (PAGE 2)

MILK SANITATION RATING

SHIPPER

REPORT

DATE OF RATING

SECTION B. REPORT OF ENFORCEMENT METHODS

ENFORCEMENT RATING

TOTAL CREDIT,PARTI # | 00

TOTAL CREDIT, PART I # | 00

DAIRY FARMS MILK PLANT INDIVIDUAL SHIPPER RATING
PART I PART Il PART Il
Item Item Item
S = |5 S S | & 1] = |5
3 2E|E & £l5 & & 2|k |8
o £ O o [ £ o o o £ D e
T | g 5|8 |E || .. 5|5 58 B ||, s | g 5|8 B |x= |,
e HEEE L T EE|D|E)E|S £12(2|2|%
=1 = 3 e 4 O b2y =} = 3 = @ = 3 = 3 =] @ b=
= | & Zzl=za|ls|lcofz|& Z|Zlac |2 |6z |S Z|z|ad |2 |6
1 | 3 | Aldairy farmers hold a valid permit 55 1|3 Al rrilke plant, receiving station and transfer 5 | Enler TOTAL CREDIT from PART | under oo | 47
station operators hold & valid permit Percent Complying
All dairy farms inspected once every six
2|5 {6) months or as required i Appendix "P" 185 Milk plant and receiving station(s) inspected once 2 Enter TOTAL CREDIT from PART Il under - 471
2 | 5 |every hree (3) monlhs, aseplic and retort mik plant 15 Percent Complying 94
3 | 5 | Inspection sheet posted or available 55 and transfer station(s) once every six (6) months
Requirements interpreted in accordance with PHS/ 3 5 | Inspection sheet posted or available 5 3 4| Allmillc and milk produts properly labeled 6
4 7| FDA PMO a5 indicated by past inspections 105 TOTAL CREDIT, PART Il B I 00
4 7 Requirements interpreted in eccordance with 0
5 |a |[1B& B;HGE”DS‘S Gatiieaionon flzds 105 PHS/FDA PO as indioated by past inspestions INDIVIDUAL SHIPPER ENFORCEMENT RATINGS
require
i 5 7 | Pasteurizalion equipment iested at required frequency 15 INDIVIDUAL SHIPFER OF RaW MILK FOR PASTEURIZATION, ULTRA-PASTEURIZATION,
g | 7 | Water samples tested and reports on file s o aopl | (Not required for aseptic and retort milk plants.) ASEPTIC PROCESSING AMD PACKAGING OR RETORT PROCESSED AFTER PACKAGING
required : « \itithout Milk Plant, Receiving Station or Transfer Station:
Individual and cooling water samples tested and — Evaluate all It PART Ig d d
At least four (4) samples collected from each 6 7 reports on file as required 5 ! valual fe-a em_s . and record. .
7 | & |dairyfarm's supply every sic (5) months and all 106 + With Receiving Station(s) or Transfer Station(s):
necessary laboratory examinations made Samples of each milk plant's milk and milk products — Evaluate all ltems PART I
T | B e oot it recuiton Fentieioy ant al noseaseny 10 - Evaluate all Items PART II., except Numbers 5 and 7. Divide by 75.
g | & |Sempling procedures approved by PHSFDA o laboratory examinations made - Evaluate all Items PART Il.
app B | BValualion methods g | 6 |Sampling procedures approved by PHS/FDA 10 INDIVIDUAL SHIPFER OF PASTEURIZED MILK AND MILK PRODUCTS:
. App B | evaluation methods * Aseptic and Retort Milk Plants:  « With Unattached Raw Supply:
tissuance, suspension, revocation o .
35 | SHER : . 3,5 | Permitissuance, suspension, revocation Evaluatesall ltems EART: I —Evaluate all Items PART I, use 94 Weight.
, 165 , ;. P , z it ,
? 6, 16 remslalemdenl, heanhs. andlroourtactbneiiaken 9 |6, 16 | reinstatement, hearings, andfor court actions 15 except Number 5. Divide by 85, _ g2y ate all tems PART 11, except
agreaue taken as required « With Attached Rew Supply: Number 1.
10 Records systematically maintained and current 105 10 Records systematically maintained and current 10 —Evaluate all Items PART I.
—Evaluate all ltems PART Il., use 47 Weight.

—Evaluate all Iltems PART Il

REMARKS

REMARKS

REMARKS

FORM NCIMS 2359j (10/23) (PAGE 2)

(PREVIOUS EDITIONS ARE OBSOLETE)
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3. FORM NCIMS 2359;-MILK SANITATION RATING REPORT-SECTION C. EVALUATION
OF SAMPLING PROCEDURES (PAGE 3)

MILK SANITATION RATING REPORT

SECTION C. EVALUATION OF SAMPLING PROCEDURES

TOTAL GREDIT # | 00

SHIPPER The calculations below address Items from Section B. REPORT OF ENFORCEMENT METHODS on Page 2 of this Form.
For the Calculation of For the Calculation of
DAIRY FARM SAMPLING PROCEDURES MILK PLANT SAMPLING PROCEDURES
{Refer to PART |, ITEM 8 on Page 2 of this Form)} {Refer to PART I, ITEM 8 on Page 2 of this Form)
LOCATION Item ltem
3|2 3|28
o (=2 hr="% D o | &
&| 5|5 5|55
£|o |6 £ |38
& & | @B | = > 3|8 |8 |=
- HEHEEE HEEE:
= = = [l — = =3 = @© =
= Z|E|la |2 |S)E Z|Z|a|= |6
BTU/PLANT NUMBER 1 | Sampling surveillance officers properly certified 5 1 | Sampling surveilance officers properly certified B
2 | Adequate training program provided 5 2 | Adequate training program provided
INSPECTING AGENCY 3 | Sampling surveillance authority properly delegated 10 3 | Sampling surveillance authority properly delegated 10
4 | All samplers hold a valid permit 10 4 | All samplers hold a valid permit A [ A (INA A
Samplers evaluated every two (2) years and reports Samplers evaluated every two (2) years and reports
5 30 5 30
properly filed property filed
DATE(S) :
& | Sampling procedures in substantial compliance 15 & | Sampling procedures in substantial compliance 15
7 | Permit suspension, etc., teken as required 15 7 | Permit suspension, etc., taken as required RA [ PAA | A AR
TO
8 | Records systematically maintained and current 10 8 | Records systematically maintained and current 10
100 7%

TotAL GREDIT # | 00

REMARKS

NOTE: Items 4 and 7 above are not applicable when calculating Milk Plant
Sampling Procedures (Part|l, [tem 8 from Section B, “Report of Enforcement
Methods” on Page 2 of this Form).

Calculation of the Score: Divide the TOTAL CREDIT by seventy-five (75)" for
milk plants, receiving stations (RS) and transfer stations (TR).

* Then multiply by 100 to create a psrcentage

FINAL TOTAL CREDIT (Milk Plant, RS or TR) ’

REMARKS

FORM NCIMS 2359j {(10/23) (PAGE 3)

(PREVIOUS EDITIONS ARE OBSOLETE)
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4. FORM NCIMS 2359j-MILK SANITATION RATING REPORT-SECTION D. DAIRY FARM
ENFORCEMENT ACTION AND RECORDS EVALUATIONS (PAGE 4)

MILK SANITATION RATING REPORT

SEcTION D. DAIRY FARM ENFORCEMENT ACTION

AND RECORDS EVALUATIONS

SHIPPER The calculations below address Items from Section B. REPORT OF ENFORCEMENT METHODS on Page 2 of this Form.
For the Calculation of :
For the Calculation of
DAIRY FARM ENFORCEMENT DAIRY FARM RECORDS
PROGEBURES (Refer to PART 1, ITEM 10 P 2 of this F )
P efer to oh Page 2 © IS Form
LOCATION (Refer to PART I, ITEM 9 on Page 2 of this Form) ’ 9
Item Item
3|82 322
2IElE :EE
El3|8 £|5|8
T N = N T 5|8 B x|,
BTU NUMBER = Z|ZElad|= |SP= Z|Z|a|l 2|6
1 | Category | - Permit Issuance 20 1 | Category | - Permit Records 25
INSPECTING AGENCY 2 | Category Il - Permit Suspension 20 2 | Category |l - Inspection Records 25
3 | Category Il - Permit Revocation 20 3 | Category Il - Laboratory Records 25
4 | Category IV - Permit Reinstatement 20 4 | Category IV - Plan Review Files (Within Rating Period) 26
100 TotALcREDIT # | 00
TO TOTAL CREDIT # | 00 TOTAL CREDIT to be entered into PART |, ltem 10 "Percent Complying" column of

TOTAL CREDIT to be entered into PART |, ltem 9 "Percent Complying” column of
FORM FDA 2359j, Section B, Page 2.

FORM FDA 2359j, Section B, Page 2.

REMARKS

REMARKS

FORM NCIMS 2359] (10/23) (PAGE 4)

(PREVIOUS EDITIONS ARE OBSOLETE)
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5. FORM NCIMS 2359;-MILK SANITATION RATING REPORT-SECTION E. MILK PLANT
ENFORCEMENT ACTION AND RECORDS EVALUATIONS (PAGE 5)

MILK SANITATION RATING REPORT

SECTION E. MILK PLANT ENFORCEMENT ACTION

AND RECORDS EVALUATIONS

SHIPPER

The calculations below address [tems from Section B. REPORT OF ENFORCEMENT METHODS on Page 2 of this Form.

LOCATION

For the Calculation of
MILK PLANT ENFORCEMENT

For the Calculation of
MILK PLANT RECORDS

PLANT NUMBER

INSPECTING AGENCY

DATE(S)

TO

. Refer to PART Il, ITEM 10 on Page 2 of this Form
{Refer to PART I, ITEM 9 on Page 2 of this Form]) ( ’ 9 )
ltem ltem
32 182
[} oo o | 2| =
25| & &l g|E
o Q (=3
L lo|o £ 1O |G
@ [ @ = - ko > ko < -
£ £1€)25 /%]t L
=1 5 5|s|l& | 2 ] 5|5 s |2 |2
= Z|Z|a|= | S = Z|Z|a |2 |6
1 | Category | - Permit Issuance 20 1 | Category | - Permit Records o5
2 | Category Il - Permit Suspension 20 2 | Category Il - Inspection/Equipment Records 26
3 | Category Il - Permit Revocation 20 3 Category Ill - Laboralory Records 25
(Also Containersvitamin Yolume Coniral)
4 | Category IV - Permit Reinstatement 20
4 | Category IV - Plan Review Files (Within Rating Period) 25
5 | Category V- Hearing/Court Action 20

100

ToTALcREDIT & | 00

TOTAL CREDIT B | 0

0

TOTAL CREDIT to be entered into PART I, ltem 9 "Percent Complying" column of
FORM FDA 2359, Section B, Page 2.

TOTAL CREDIT to be entered into PART I, Item 10 "Percent Complying" column of
FORM FDA 2359j, Section B, Page 2.

REMARKS

REMARKS

FORM NCIMS 2359j (10/23) (PAGE 5)

(PREVIOUS EDITIONS ARE OBSOLETE)

48




REMARKS
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uopezgueg
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elioL
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NATIONAL CONFERENCE
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Construction
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2i00]4
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AN BULoUqY

e(sHun #004)
AllEQ pIog spunod

Shipper
Date of Rating

NAME OF DAIRY
FARM

6. FORM NCIMS 2359k-STATUS OF RAW MILK FOR PASTEURIZATION, ASEPTIC
PROCESSING AND PACKAGING, RETORT PROCESSED AFTER PACKAGING OR
FERMENTED HIGH-ACID, SHELF-STABLE PROCESSING AND PACKAGING

19
2|2 |2 |10

18
AB C |AB CD EF GH

16 (17
16-8-1 3

15
AC DE
5|2 |63 |2-(7)-5| 2

8 |9 10[11 |12 13 14
49

7
21 2|2|4|4 20,54 |5

A B C D E
171

3

1

1

A B C D E

1

WEIGHT | 5 | &

ITEM

% of Dalry Farms Viclating
FORM NCIMS 2359k (10/23) PAGE 1

Total or Subtotal

10.
11.
12.
18.
14.
15.
16.
17.




CONTINUATION OF THE "STATUS OF RAW MILK FOR PASTEURIZATION, ASEPTIC PROCESSING
AND PACKAGING OR RETORT PROCESSED AFTER PACKAGING" FOR AS OF

1 2 3|4 67| 8 |89 |10[11]12|13|14 15 16 |17 18 19
A-C DE AB C|AB CD EF GH

414 20054 |5 5|25 |3 |2-(N-5/2|1p-B-1 3|2 |2 |2 10

ITEM

BACTI

REMARKS

Pounds
Sold Daily
(100 #

k-3

=]

L9

[w)

m

bS

m
N O O
Units)® X

N o

N m
Total

Deblts 2

WEIGHT | 6 | 5 (1 |1 [1 |1

(%]
w
Total Debits?

Subtotal from Page 1

18.

18.

20.

21,

22,

23.

24,

25.

26.

27.

28.

29.

a0.

a1,

32.

a3.

34,

35.

36.

ar.

38.

a8,

40.

Total or Subtetal

% of Dalry Farms Vialating

. s - 2 Total Dabits for each dairy farm is the sum of the waights of the ltems violated. (NOTE: Any ltem violated
Footnotes: ! Sanitation Compliance Rating = 100 — Total Pounds Sold Daily {100# Units)* X Total Debits indicate by placing the debit value {waight) of that Item or an "X" under that ltem.)

Tatal Pounds Sold Dally {1004 Units) * 3 Total Pourds Sold Daily are calculated in 100# Units.
* Used only when not In complianca.

COMMENTS

FORM NCIMS 2359k (10/23) PAGE 2

50



7. FORM NCIMS 2359L- STATUS OF MILK PLANTS (INCLUDING DRYING AND CONDENSING MILK
PRODUCTS PLANTS, RECEIVING STATIONS AND TRANSFER STATIONS)

National Conference on
Interstate Milk Shipments

Milk Products Plant STATUS OF MILK PLANTS
Date of Rating (INCLUDING DRYING AND CONDENSING MILK PRODUCTS PLANTS, Sanitation Gompliance Rating '
RECEIVING STATIONS AND TRANSFER STATIONS)
ITEMS OF SANITATION
Contalners and Bmillngl
Equipment Pastsurization Capping
= b
NAME OF PLANT 5 2 >
= 8|a 2l ol =|E q zo REMARKS
(MILK PRODUCT/ | § 5|8 ol |E|E " a £ HERER IR £k, 38
pastevnzamions | 8. | (B2 | | 2| | |2[5(4|2 5 |beec2(2, | E|R |5]2(8 | |28 (58| | |e]e| |BX
FLUNGAND | Sg | (& |=| | _|8/88 (2|28 |55 < 15 |58 28|8|.8|85(8 (5|2l £e (58| |85|5 | B%
CAPPING) E 2(2| 6l5|55|5|52|2|8 || 2 |o%|0%(58|E|B2|onlo.l2|EE 58 | g E|S|8|E|EE
HAHHE I EHEEAEE I B R R R dh E HHEEEE
ER=] 2(E5(2|l2|8|8g |8 £|28(8 | £ |2€5|8¢ 212|188 HE IR g a2 |E(B(B|E 8|5
I=] c |t a2 BlE|lx|E| e c = & £ 3| @ = = 3
S |2|5|8|=\8 |58 |5|2|5|5|58|8 |5 |35 5|8 2 |28|E53| 2|85 8|53 |52|8|5|25|8|38
ITEM 1 2 32 |d4a|db| 5 B 8 9 |10 k| 12ab | 12c-e| 13 14 18a |15b] 15¢c 16ab 16bl16¢ | 18d 17 (18 )19 20 E 22
(1 (2)
weient| 1 [ 1| 2113 3 |a]2]3 3 |s|5 |3|l2]3|5] 1] a]1s 1|4 |5]| 5 10*
TOTALS
Footnotes: 2 Total Debits for each milk plant, receiving station or transfer station are the sum of the weights of the Items
1Sanitation Complianca Rating = 100 Total Pounds Processed Daily (100# Units) 3 X Total Debits 2 violated. (NOTE: Any ltem or subitem violated, indicate by placing the debit value (weight) of that ltem or an “X”
P 4= Total Pounds Pracsssad Daily {1007 Units) 3 under that Item.)

4 Total Pounds Processaed Daily are calculated in 100# Units.
*Used only when not In compliance. Pro-rated by product.

FORM NCIMS 2359L (10/23)
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8. FORM FDA 2359i-INTERSTATE MILK SHIPPER’s REPORT

3-A. COUNTRY
DEPARTMENT OF HEALTH AND HUMAN SERVICES ,
T -y INTERSTATE MILK SHIPPER’s REPORT
1. NAME OF SHIPPER 2. CITY 3.8TATE
4. STREET 5. PLANT or BTU # 8. PRODUCT CODE #s
7. SURVEY DATA
DAIRY FARMS
RECEIVING OR 1
PRODUCT TYPE OF RATING TRANSFER STATION MILK PLANT ENFORCEMENT

[Jarea [INpiviDUAL
RATING (%)
DATE OF RATING
TOTAL NUMBER
NUMBER INSPECTED
VOLUME REGEIVED DAILY
(Cwt)

APPENDIX N FSP/PCs

IS THE SHIPPER IN COMPLIANCE WITH
THE PROVISIONS OF APPENDIX N?

] ves

[Qno

WHEN APPLICABLE, IS THE SHIPPER IN COMPLIANCE
WITH THE PROVISIONS OF APPENDIX T?

[ves

[Ino

RATING AGENCY CERTIFIED RATING OFFICER OFFICER'S CERTIFICATION EARLIEST RATING DATE
D SHD D SDL EXPIRATION DATE VONTH DAY YEAR
[soa [ ]re ‘ ‘ ‘
[ JoTHeErR
AGENCY PROVIDING CONTINUOUS SUPERVISION OF SUPPLY EXPIRATION RATING DATE2
MONTH DAY YEAR
8. LABORATORY CONTROL
ARCROVEDLABORATORY NUMBER.  [EXFIRATIGN RATE PROCESSED MILK TESTS APPROVED RAW MILK TESTS APPROVED
A A, DRUG RESIDUE | VIABLE | SOMATIC | DRUG RESIDUE
5 8EG: | ROLL | [FHOS | RBG TESTS | COUNTS |CELL COUNTS TESTS

A, A A A A A,

B. B. B. B. B. B. B. B.
DATE OF LAST TWO (2) SPLIT SAMPLES APPROVED WATER LABORATORY AND DATE WATER TESTS APPROVED
A A
B. B.

9. PUBLICATION (Written Permission shall be completed and maintained on file by the Reguiatory Agency.)
LETTER OF PERMISSION TO PUBLISH IS TRANSMITTED WITH THIS REPORT? [ _| YES [ Ino
10. SUBMISSION OF REPORT BY RATING AGENCY

DATE OF REPORT SUBMITTED BY (Signature) Title

1 Submit saparate Form for each milk plant.

2 The expiration rating date is two (2) years after the earliest rating date, plus the remaining days of the month, i.e., earliest rating date is 10/1/2023 with a corresponding
expiration rating date of 10/31/2025, except ifthe Enforcement Rating is <90, then the expiration rating date is six (6) months after the earliest rating date, i.e., earliest rating
date is 10/1/2021 with a corresponding expiration rating date of 4/30/2022.

FORM FDA 2359i (10/23)
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FOR FDA OFFICE USE ONLY

Written permission from shipper dated

on file and publication of rating/listing recommended.

DATE

SIGNATURE (FDA Milk Speciaiist)

11. MILK PLANTS: List below the Name and Address of all shippers of raw milk and milk products received during the thirty (30) days preceding the earliest

rating date of the Rating; Sanitation Compliance Rating; and Expiration Rating Date. Plants receiving milk from an unlisted source(s), or source(s) with a
Sanitation Compliance Rating below ninety (90), are not eligible for listing in the electronic publication, IMS LIST — SANITATION COMPLIANCE AND

ENFORCEMENT RATINGS OF INTERSTATE MILK SHIPPERS.

NAME OF SHIPPER (Inciude BTU or Flant #)

SANITATION
CITY AND STATE/COUNTRY COMPLIANCE | EXPIRATION
ot RATING DATE

INSTRUCTIONS:

Completed Forms shall be received by the Milk Safety Team (HFS-316) to be included in the IMS List. Additional explanation is offered for the following ltems:
Item 1: Name of Shipper — Limit shipper's name to not more than thirty-four (34) characters and spaces. If a receiving or transfer station is to be listed,

please include "Receiving Stafion™ or “Transfer Station™ or "(RS}" or *(TS}" with the name of the shipper. Suggested abbreviations are published in the IMS List.
Item 5: Plant or BTU # — When the IMS Number is less than five (5) digits, leavs the left-hand square(s) blank.

Item 6: Product Code #'s — Enter Product Code #s starting in the first {left-hand) space. Product Code #s are listed below:

PRODUCT CODES:

22

. Raw Milk for Pasteurization (May Include Lowfat, Skim or Cream)
. Pasteurized Milk, Reduced Fat, Lowfat, or Skim
. Heat-Treated (May Include Reduced Fat, Lowfat, Skim or Cream)
. Pasteurized Half & Half, Coffee Cream, Creams

Ultra-Pasteurized (UP) Milk and Milk Products

Aseptic Milk and Milk Products (Including Flavored)
Cottage Cheese (Including Lowfat, Nonfat or Dry Curd)
Cultured or Acidified Milk and Milk Products

Yogurt {Including Lowfat or Skim)

Sour Cream Products (Acidified or Cultured)

. Whey (Liquid)

. Whey (Condensed)

- Whey (Dry)

. Modified Whey Products (Condensed or Dry)

Condensed Milk and Milk Products

. Nonfat Dry Milk

. Buttermilk {Cendensed or Dry)

- Eggnog

. Lactose Reduced Milk and Milk Products

. Low-Sodium Milk and Milk Products

. Milk and Milk Products with Added Safe and Suitable Microbial Organisms

(Such as Lactobacillus acidophilus)

. Dry Milk and Milk Products
23.
24.

Anhydrous Milk Fat
Cholesterol Modified Anhydrous Milk Fat

25. Cholesterol Modified Fluid Milk Products

26. Cream {Condensed or Dry)

27. Blended Dry Products

28B. Whey Cream

29. Whey Cream and Cream Blends

. Grade "A” Lactose

. Raw Goat Milk for Pasteurization

. Pasteurized Goat Milk and Milk Products

. Gultured Goat Milk and Milk Products

. Condensed or Dry Goat Milk and Milk Products
35. Ultra-Pasteurized (UP) Goat Milk and Milk Products
36. Aseptic Goat Milk and Milk Products

37. Raw Sheep Milk for Pasteurization

38. Pasteurized Sheep Milk and Milk Products

. Gultured Sheep Milk and Milk Products

. Concentrated Raw Milk Products for Pasteurization
. Concentrated Pasteurized Milk Products

. Ultrafiltered Permeate from Milk

. Ultrafiltered Permeate from Whey

. Raw Water Buffalo Milk for Pasteurization
Pasteurized Water Buffalo Milk and Milk Products
. Cultured Water Buffalo Milk and Milk Products

. Raw Camel Milk for Pasteurization

48. Pasteurized Camel Milk and Milk Products

49. Cultured Camel Milk and Milk Products

FORM FDA 2359i (10/23)
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9. FORM NCIMS 2359m-MILK PLANT, RECEIVING STATION OR TRANSFER STATION
NCIMS HACCP SYSTEM AUDIT REPORT

National Conference on Interstate
Milk Shipments

MILK PLANT, RECEIVING STATION OR TRANSFER STATION

NCIMS HACCP SYSTEM AUDIT REPORT

DATE TYPE OF AUDIT
CJREGULATORY* CJREGULATORY FOLLOW-UP CJLISTING I FDA AUDIT OF LISTING
FIRM NAME LICENSE/PERMIT NO. IMS PLANT NO.
ADDRESS (Line 1)
ADDRESS (Line 2) CITY STATE/COUNTRY ZIP CODE

IMS LISTED PRODUCT(S) MANUFACTURED AND REVIEWED

Prerequisite Program(s) Issue Date(s)

Hazard Analysis HACCP Plan

Issue Date(s) Issue Date(s)

Sections 3 and 6, and Appendix K. for details.)

ITEMS MARKED DID NOT MEET THE NCIMS HACCP PROGRAM CRITERIA DESCRIBED BELOW
Starred %% Items are Critical Listing Elements

*NOTE: This regulatory NCIMS System Audit Report of your milk plant, receiving station, or transfer station serves as a notification of the intent to suspend
your permit if ltems marked on this audit report are not in compliance at the time of the next regulatory audit or within established timelines. (Refer to PMO

Saction 1 HAZARD ANALYSIS
|:| A. Flow Diagram and Hazard Analysis conducted and written for each kind or
group of milk or milk product processad.**

D B. Written Hazard Analysis identifies all potential milk or milk product safety
hazards and determines those that are reasonably likely to oceur (including
hazards within and outside the processing plant environment}.

|:| C. Written Hazard Analysis reassessed after changes in raw materials, formulations,
processing methods/systems, distribution, intended use or consumers.

[ D. written Hazard Analysis signed and dated as required.

HACCP PLAN

|:| A. Written HAGCP Plan prepared for each kind or group of milk or milk product
processed.**

[ B. written HAGGP Plan implamented.

[ c. Written HACGP Plan identifies all milk or milk product safety hazards that are
reasonably liksly to oceur.

[ ©. writtan HACCP Plan signad and dated as required.

Section 2

Section3  HACCP PLAN CRITICAL CONTROL POINTS (CCP)

[C] A. HAGCP Plan lists CGP(s) for sach milk or milk product safety hazard identified as
reasonably liksly o occur.

[ B. CCP(s) identified are adequate control measuras for the milk or milk product
safety hazard(s) idantifiad,

[ ¢. Control measuras assaciated with CCP(s) listad are appropriate at the
processing step identified.

Section6  HACCP PLAN CORRECTIVE ACTION

[ A. Corrective actions when defined in the HAGCP Plan were followed when
deviations occurred.

O] B. Predetermined corrective actions defined in the HACGP Plan ensure the cause of
the deviation is corrected.

[ ¢. corractive action takan for products produced during a deviation from CL(s)
defined in the HACCP Plan.™*

O] D. Affectad milk or milk product produced during the deviation segregated and held,
AND a review to determine product acceptability psrformed, AND corrective action
takan to ansure that no adulteratad milk and/or milk produet that is injurious to
health enters commerca.

[ E. Cause of deviation was corrected.

|:| F. Reassessment of HACGP Plan performed and modified accordingly.

[0 6. Corrective actions documented.

Section 4 HACCP PLAN CRITICAL LIMITS (CL)

[C] A. HAGCP Plan lists critical limits for each GCP.

|:| B. CL(s) are adequate to control the hazard identified.**

|:| C. GL(s) are achievable with existing monitoring instruments or procedures.
[ D. cL(s) are met.

Seclion 5 HACCP PLAN MONITORING

D A. HACCP Plan dsfines monitoring procaduras for eaach GCP. (what, how,
fraqueney, whom, ete.)

[ B. Monitoring procedures as defined in the HACCP Plan followed.

|:| C. Monitoring procedures as dafined in the HACCP Plan adequately measure
CL(s) at sach CCP.

[ b. Monitoring record data consistent with the actual valus({s) ohservad during
the audit.

I:I E. Monitoring records reviewed as required within seven (7) working days of the
records being created,

Sectlon 7 HACCP PLAN VERIFICATION & VALIDATION
O] A HAGCGP plan defines verification procedures, including frequency.
D B. Verification activities are conducted and comply with HACCP Plan.
[ C. Reassessment of HACCP Plan conducted annually, OR

[ 1. Atter changes that could affect the hazard analysis, OR

D 2. After significant changes in the operation including raw materials and/or
source, produet formulation, processing methods/systems, distribution
intended use or intended consumer.

[ D. calibration of CCP process monitoring instruments performed as required and at
the frequency defined in the HACCP Plan.**

[ E. ¢CP monitoring records documant that values are within CL(s) and reviewed as
requirad within sevan (7) working days of the records being created.

D F. Corractive action records reviewed as required within seven (7) working days of the
records being created

D G. Galibration records and end product or in-process testing resulis defined in
HAGCP Plan reviewed as required.

] H. Records reviewad as raquired, including date and signatur.

FORM NCIMS 2359m (10/23)
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NCIMS HACCP SYSTEM AUDIT REPORT DISCUSSION SHEET

FIRM NAME DATE OF AUDIT

EXPLANATION OF DEVIATIONS/DEFICIENCIES/NON-CONFORMITIES THAT DID NOT MEET
THE NCIMS HACCP PROGRAM CRITERIA

(Use additional sheets as necessarty Iif entry field is nhon-expandable.)

NOTE: When Regulatory Audits are conducted, timelines for corrections of all identified
deviations, deficiencies and non-conformities shall be established.

FORM NCIMS 2359m (10/23) Page 4
Audit Report Discussion Sheet
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10. FORM NCIMS 2359n-NCIMS HACCP SYSTEM REGULATORY AGENCY REVIEW REPORT

National Conference on Interstate
Milk Shipments

NCIMS HACCP SYSTEM REGULATORY AGENCY REVIEW REPORT
(To be included with all NCIMS HACCP Listings and FDA Audits)

REGULATORY AGENCY DATE OF EVALUATION
FIRM NAME LICENSE/PERMIT NO. IMS PLANT NO.
ADDRESS

EXPLANATION OF CONCERNS NOTED REGARDING REGULATORY AGENCY
OBLIGATIONS UNDER THE NCIMS HACCP SYSTEM

(Use additional sheets if necessary.)

A narrative description shall be provided as a part of all NCIMS HACCP Listings and FDA Audits, including aseptic andfor
retort milk plants with NCIMS HACCP Listings. This report shall include an evaluation of the following requirements:

1. Milk plant, receiving station or transfer station holds a valid permit.

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

3. Requirements interpreted in accordance with the Grade “A” PMO as indicated by past audits.

plants and retort milk plants.)

4. Pasteurization equipment tested at required frequency. (Not applicable to receiving stations, transfer stations, aseptic milk

5. Individual and cocling water samples tested and reports on file as required.

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 and transfer stations.)

7. Sampling procedures approved by PHS/FDA evaluation methods.

8. Permit issuance, suspension, revocation, reinstatement, hearings, and/or court actions taken as required.

9. Records systematically maintained and current.

FORM NCIMS 2359n (10/23)
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11. FORM NCIMS 23590-PERMISSION FOR PUBLICATION- INTERSTATE MILK SHIPPER’s
LISTING

PERMISSION FOR PUBLICATION
Interstate Milk Shipper’s Listing

SHIPPER’S NAME

ADDRESS

You are hereby advised that on (date[s]) a Rating or
HACCP Listing Audit was conducted with the following results:

Producer Supply (BTU) Transfer Station

Receiving Station Milk Plant

Enforcement Rating (For all Ratings and for attached farm supplies of HACCP listings)

The results will be transmitted to the U.S. Food and Drug Administration. They will publish the
information in the “IMS List-Sanitation Compliance and Enforcement Ratings of Interstate Milk
Shippers”. The official Rating or HACCP Listing is valid for a period not to exceed two (2) years from
the earliest rating/listing date, except if the Enforcement Rating is less than 90 percent (< 90%), then
the official Rating/Listing is valid for a period not to exceed six (6) months from the earliest rating date,
subject to the rules of the National Conference on Interstate Milk Shipments.

Publication Permission Section

Permission 1s hereby granted to release and publish the above-stated Rating or HACCP Listing for use by
Regulatory Agencies and prospective purchasers.

It is understood and agreed by the undersigned that the official Rating or HACCP Listing Agency may
review this supply at any time during the two (2)-year or six (6) month period, respectively, referred to
above. It is further understood that we will notify the Rating or HACCP Listing Agency if any significant
change should occur, which affects our raw milk supply, milk plant, receiving station or transfer station
status, including products listed.

It is understood and agreed that the failure to maintain the Rating or HACCP System at a level, which is
acceptable for listing, shall result n immediate withdrawal of this listing.

It is further agreed that milk plants, receiving stations or transfer stations, which receive milk or milk
products for processing into milk or milk products for which that milk plant, receiving station or transfer
station is listed, are from a non-listed source or a source having a Milk Sanitation Compliance Rating of
less than ninety percent (90%) shall be immediately withdrawn from the Interstate Milk Shipper's List.

SIGN AND RETURN TO WITHIN FIVE (5)
DAYS OF RECEIPT. (Narme of Agency)

NAME OF SHIPPER

SIGNATURE OF REPRESENTATIVE

TITLE DATE

FORM NCIMS 23590 (10/23)
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12. FORM NCIMS 2359p-NCIMS ASEPTIC PROCESSING AND PACKAGING PROGRAM

AND/OR RETORT PROCESSED AFTER PACKAGING PROGRAM CRITICAL LISTING
ELEMENTS (Low-Acid (pH greater than 4.6) Aseptic and Retort Milk and/or Milk Products)

NCIMS ASEPTIC PROCESSING AND PACKAGING PROGRAM
National Conference on AND/OR RETORT PROCESSED AFTER PACKAGING

Interstate Milk Shipments PROGRAM CRITICAL LISTING ELEMENTS
(Low-Acid (pH greater than 4.6) Aseptic and Retort Milk and/or Milk Products)

(To be included with all NCIMS Aseptic Processing and Packaging Program and Retort Processed after
Packaging Program 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 sheels as necessary.)

A

Processed after Packaging Program Ratings/HACCP Listings and FDA Check Ratings/HACCP Audits. This report shall include
an evaluation of the following requirements:

narrative description shall be provided as a part of all NCIMS Aseptic Processing and Packaging Program and Retort

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?

. 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 gualified 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 or a suspension of FDA

food facility registration?

FORM NCIMS 2359p (10/23)
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13. FORM NCIMS 2359g-NCIMS ASEPTIC PROGRAM COMMITTEE — CRITICAL LISTING
ELEMENTS FOR GRADE “A” FERMENTED HIGH-ACID, SHELF-STABLE MILK AND/OR
MILK PRODUCTS - pH OF 4.6 OR BELOW OBTAINED BY FERMENTATION USING LIVE

AND ACTIVE CULTURES
. NCIMS ASEPTIC PROGRAM COMMITTEE-CRITICAL LISTING
National Conference on ELEMENTS for Grade "A" fermented high-acid, shelf-stable
Interstate Milk Shipments milk and/or milk products-pH of 4.6 or below obtained by

fermentation using live and active cultures

(To be included with NCIMS State Ratings/HACCRP Listings and
FDA Check Ratings/Audits.)

MILK PLANT DATE OF INSPECTION/RATING

ADDRESS LICENSE/PERMIT NO.

RATING AGENCY

EXPLANATION OF CONCERNS NOTED REGARDING CRITICAL LISTING ELEMENTS

UNDER THE NCIMS PROGRAM COMMITTEE

(Use additional sheets as necessary.)

A narrative description shall be provided as a part of all NCIMS Aseptic Program Committee State Ratings/
HACCP Listings and FDA Check Ratings/Audits. This report shall include an evaluation of the following
requirements:

1.

Does the milk plant have an FDA Low-Acid Canned Foods (LACF) Food Canning Establishment (FCE)
Number?

. Are the milk plant's Grade "A" fermented high-acid (FHA), shelf-stable milk and/or milk product(s) produced

using an Aseptic-Qualified filler and Product Sterilizer System (AQFPSS) which is under a current FDA LACF
2541g (Food Process Filing for Low-Acid Aseptic Systems)?

. Are the milk plant's process recommendations for its Grade "A" fermented high-acid, shelf-stable milk

and/or milk product(s) developed by a recognized process authority qualified as having expert
knowledge of aseptic processes?

. Have the milk plant's process recommendations for its Grade "A" fermented high-acid, shelf-stable milk andfor milk

product(s) been reviewed [with no objections] by the Regulatory Agency prior to production of these products?

. Are the milk plant's process recommendations that have been reviewed and confirmed by the Regulatory Agency for its

Grade "A" fermented high-acid, shelfstable milk andfor milk product(s) being implemented by the milk plant?

Are the operators of the milk plant's aseptic-qualified filler and product sterilizer under the supervision of a person who has
attended a school approved by the FDA (such as Better Process Control School or recognized equivalent)?

. Is the milk plant currently under an "Order of Determination of Need" for an emergency Permit for its LACF filing, or a

suspension of food facility registration?

FORM NCIMS 2359q (10/23)
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14. FORM NCIMS 2359¢-STATUS OF MANUFACTURING PLANTS (Single-Service Containers
and/or Closures for Milk and/or Milk Products)

National Conference on Interstate Milk Shipments

STATUS OF MANUFACTURING PLANTS
(SINGLE-SERVICE CONTAINERS AND/OR CLOSURES FOR MILK AND/OR MILK PRODUCTS)

Plant
Date of Certification Sanitation Compliance Rating’
ITEMS OF SANITATION
b=
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o s |
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9 o
a E
o = Py
] c 2 o
=3 kel i — b 2
i) & = o w = o
e % £ = c @ 5 5 2
s = » £ £ 2. 23 = gl o 5
NAME OF PLANT 0| = = w o b b= 515 38 ] hc‘; £ o REMARKS
o o = cElwn|d& o L = - el g x
8132, |9 Slelclel g o =5 Zp 2, |8|Z o
= = I = | 3|58 e £ 2|3 23 == 5P c Le
%E>o$>,mg—'§i 2 S| 2¢ g8 |8\ = o 212|5] =
8I1Z|2|2|2|8|£|5|8|5|5| £ |Z|5| &8¢ | g2 |s|5] & |B|&|3 ¢
o |8|s ] |8l s|°|T s © | O = & o = 5| = =
S G|lo|l2|8|d|8|8|»|F|c 2 o | 5| 82 so |2 = 8 2ls|g| B
vl o 2| S8 |58 2|8|8|5 o 2|8 ©E 8L |5|% £ 38|58 =
8585|5225 58|glf £ 5lf B35 8% |5E & 553 B
| za||é|lR|lz(2a|llSlg|d & G|E| =0 20 |£ |2 he) A B0 &
13 13 17
ITEM 1 2|3 4| 5|86 9 |10 11|12 ]| ab,c, | de, | 14| 15 18 18 a,b 1 18| 19 =0 =) 21
2 ? a b,c c ab,f | cde,
fgik| h,j de
WEIGHT | 1 1 2 233 |42 |3]|2]2 3 3 1 3 5 11 3 3 1" 2| 4 3 il 2|5 |10
TOTALS 0
Footnotes: ' Sanitation Compliance Rating = 100 — Total Debits 2Total Debits for each manufacturing plant are the sum of the weights of the * Use only when not in compliance.

ltems viclated. (NOTE: Any ltem or sub-item violated, indicate by placing
the debit value (weight) of that Item or an “X” under that ltem.)

FORM NCIMS 2359¢ (10/23)
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15. FORM FDA 2359d-REPORT OF CERTIFICATION (Fabrication of Single-Service
Containers and/or Closures for Milk and/or Milk Products)

DEPARTMENT OF HEALTH AND HUMAN SERVICES

REPORT OF CERTIFICATION

FOR FDA USE ONLY

5.

MFG. CODE NO.

o . ) . 1 2 3 4 5
FGODAND DRUG ADMINISTRATION (Fabrication of Smg{e—Servtce Cpntamers and/or
Closures for Milk and/or Milk Products)
IDENTIFICATION
1. NAME OF SINGLE-SERVICE FABRICATING PLANT 2.CImY 3. STATE/ICOUNTRY
4. STREET 8. CODE

PRODUCT ‘ MATERIAL

7. AGENCY OR SSC, AS APPLICABLE, PROVIDING ROUTINE INSPECTION

56 57 58

60 61 62

PRODUCT CODE (60)

MATERIAL CODE (62)

Certification of single-service manufacturing plants may be valid for a period not to exceed one
(1) or two (2) years from the earliest cedification date, plus the remaining days of the month.

1. Containers 1. Metal
2. Closures 2. Paper (Includes laminates)
3. Other products 3. Plastic
72 RATING/CERTIFICATION | 7.6, DATE OF PLANT | 7.d EXPIRATION DATE * 4 Containers nd closures 4. Metatand sl
PERSONNEL CERTIFICATION - Lontamers and other .
MONTH DAY YEAR products 6. Paper and plastic
[ sHD [ other 67 68 50 20 ) 72 6. Closures and other 7. Metal, paper and plastic
Osoa  [Oree 7.6, SANTATION POkl 4 s e
g 7. Containers, closures an 9. Rubber
O soL [ ssc COMPLIANCE RATING 20 other products 10. Paper, m etal, plastic and glass
11. Ceramic
*EXPIRATION DATE 8. SROOR 8SC

The expiration date is one (1) or two (2) years from the earliest cerlification date. NOTE:
Certifications conducted by SSCs shall only be valid for a period not fo exceed one (1) year,
plus the remaining days ofthe month from the earliest certification date.

9. CERTIFICATION RECOMMENDED

[Cno

[ ves

9.a. LISTING TYPE

[ruL

[JparTiaL

LABORATORY CONTROL

10. NAME AND ADDRESS (OR CODE) OF APPROVED LABORATORY

11. INSPECTION RESULTS (Place an "X" under ltems debited)

10 | 11|12 13

abc,
foik

14

15 | 18

16
b.c

17
ab
de

17
4

18 20

abf

20
cde

21

Love
noo

12. PERMISSION TO PUBLISH

Agencies and prospective purchasers.

significant changes made in the operation of this plant.

Permission is hereby granted to release and publish the above stated certification for use by Regulatory/Rating

It is understocod and agreed by the undersigned that the official Rating Agency or SSC, as applicable, may
review and appraise the single-service fabricating plant at any time during the period of time the above
certification is in effect It is further understood that failure to maintain the above certification will subject this
plant to withdrawal from the IMS Listing. We will notify the Rating Agency or SSC, as applicable, of any

12.a. NAME OF PLANT

12.b. OFFICER AUTHORIZING RELEASE

12.¢. TITLE

13. SUBMISSION OF REPORT BY MILK SANITATION RATING AGENCY OR SSC, AS APPLICABLE

13.a. DATE OF REPORT 13.b. RECOMMENDED CLASSIFICATION

ACCEPTED
Cno

[JYes

13.c. SUBMITTED BY (Signature and Tile)

FOR FDA USE ONLY

14. DATE RECEIVED

15. PUBLICATION OF RATING RECOMMENDED

LIvES

[INO

(If "NO", indicate why.)

16. DATE TRANSMITTED 17. SIGNATURE (FDA Mik Specialist)

FORM FDA 2359d (10/23)
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K. EXAMPLES OF HOW TO PROPERLY COMPLETE RATING, NCIMS
IMS HACCP LISTING, ASEPTIC PROCESSING AND PACKAGING
PROGRAM, RETORT PROCESSED AFTER PACKAGING
PROGRAM, AND FERMENTED HIGH-ACID, SHELF-STABLE
PROCESSING AND PACKAGING PROGRAM LISTING FORMS AND
SINGLE-SERVICE CONTAINERS AND/OR CLOSURES FOR MILK
AND/OR MILK PRODUCTS MANUFACTURERS CERTIFICATION IMS
LISTING FORMS

The following pages provide examples of FORMS that have been completed to demonstrate how
observations should be recorded and how the FORMS should be completed. These include:

1. FORM NCIMS 2359j-MILK SANITATION RATING REPORT-SECTION A. REPORT

OF THE MILK SANITATION RATING (PAGE 1) .eooieiiiieieieeeeeeeeee e 65
2. FORM NCIMS 2359;-MILK SANITATION RATING REPORT-SECTION B. REPORT
OF ENFORCEMENT METHODS (PAGE 2) (EXAMPLE: MILK PLANT ONLY).................. 66

3. FORM NCIMS 2359j- MILK SANITATION RATING REPORT-SECTION C.
EVALUATION OF SAMPLING PROCEDURES (PAGE 3) (EXAMPLE: MILK PLANT ONLY)
(Used to Complete FORM NCIMS 2359j-MILK SANITATION RATING REPORT-
SECTION B. REPORT OF ENFORCEMENT METHODS (PAGE 2), PART II, ITEM 8).67

4. FORM NCIMS 2359j-MILK SANITATION RATING REPORT-SECTION E. MILK
PLANT ENFORCEMENT ACTION AND RECORDS EVALUATIONS (PAGE 5)
(ExaMPLE: MILK PLANT ONLY) (Used to Complete FORM NCIMS 2359;-MILK
SANITATION RATING REPORT-SECTION B. REPORT OF ENFORCEMENT
METHODS (PAGE 2), PART II, ITEMS 9 and 10).....c.cc.oiviiiiiiiii e 68

5. FORM NCIMS 2359j-MILK SANITATION RATING REPORT-SECTION B. REPORT
OF ENFORCEMENT METHODS (PAGE 2) (EXAMPLE: MULTIPLE FARM BTU AND
RECEIVING STATION)... .. oot et e e e et et e et et e e e et et e e e e ee e een e e e naenans 69

6. FORM NCIMS 2359j- MILK SANITATION RATING REPORT-SECTION C.
EVALUATION OF SAMPLING PROCEDURES (PAGE 3) (EXAMPLE: MULTIPLE FARM
BTU AND RECEIVING STATION) (Used to Complete FORM NCIMS 2359;-MILK
SANITATION RATING REPORT-SECTION B. REPORT OF ENFORCEMENT
METHODS (PAGE 2), PART I, ITEM 8 and PART I ITEM 8).....cc.cooviiiiiiiiiinnn, 70

7. FORM NCIMS 2359j-MILK SANITATION RATING REPORT-SECTION D. DAIRY
FARM ENFORCEMENT ACTION AND RECORDS EVALUATIONS (PAGE 4)
(ExampPLE: MULTIPLE FARM BTU) (Used to Complete FORM NCIMS 2359;-MILK
SANITATION RATING REPORT-SECTION B. REPORT OF ENFORCEMENT
METHODS (PAGE 2), PART [, ITEMS 9 and 10) .....cccoooiiiiiiiiiiieeeeee e 71

8. FORM NCIMS 2359j- MILK SANITATION RATING REPORT-SECTION E. MILK
PLANT ENFORCEMENT ACTION AND RECORDS EVALUATIONS (PAGE 5)
(ExamPLE: RECEIVING STATION) (Used to Complete FORM NCIMS 2359;-MILK
SANITATION RATING REPORT-SECTION B. REPORT OF ENFORCEMENT

METHODS (PAGE 2), PART II, ITEMS 9 and 10) .......ceoveeeeeeeeeeeeseeeeeeeeeeeeeeeeeeeeeseeeee 72
9. FORM NCIMS 2359j-MILK SANITATION RATING REPORT-SECTION B. REPORT
OF ENFORCEMENT METHODS (PAGE 2) (EXAMPLE: SINGLE FARM BTU).......oco......... 73

62



10.

11.

12.

13.

14.

15.

16.

17.

18.

19.

20.

21.

22.

23.

24.

25

FORM NCIMS 2359;-MILK SANITATION RATING REPORT-SECTION D. DAIRY
FARM ENFORCEMENT ACTION AND RECORDS EVALUATIONS (PAGE 4)
(ExamPLE: SINGLE FARM BTU) (Used to Complete FORM NCIMS 2359;-MILK
SANITATION RATING REPORT-SECTION B. REPORT OF ENFORCEMENT
METHODS (PAGE 2), PART [, ITEMS 9 and 10) .....cccoooiiiiiiiiiieeeeee e 74
FORM NCIMS 2359j-MILK SANITATION RATING REPORT-SECTION B. REPORT
OF ENFORCEMENT METHODS (PAGE 2) (ExaMPLE: MULTIPLE FARM BTU) ................. 75
FORM NCIMS 2359;-MILK SANITATION RATING REPORT-SECTION D. DAIRY
FARM ENFORCEMENT ACTION AND RECORDS EVALUATIONS (PAGE 4)
(ExampLE: MULTIPLE FARM BTU) (Used to Complete FORM NCIMS 2359j-MILK
SANITATION RATING REPORT-SECTION B. REPORT OF ENFORCEMENT
METHODS (PAGE 2), PART I, ITEMS 9 and 10) ..c...ooceeviiiiiniiiiiieieeeieeeeeeseeeee 76
FORM NCIMS 2359k-STATUS OF RAW MILK FOR PASTEURIZATION, ASEPTIC
PROCESSING AND PACKAGING, RETORT PROCESSED AFTER PACKAGING OR
FERMENTED HIGH-ACID, SHELF-STABLE PROCESSING AND PACKAGING
(EXAMPLE) . ..o e e e 77
FORM NCIMS 2359L-STATUS OF MILK PLANTS (INCLUDING DRYING AND CONDENSING
MILK PRODUCTS PLANTS, RECEIVING STATIONS AND TRANSFER STATIONS) (EXAMPLE.- MiLk
PLANT)... . e 19

FORM NCIMS 2359L STATUS OF MILK PLANTS (INCLUDING DRYING AND CONDENSING
MILK PRODUCTS PLANTS, RECEIVING STATIONS AND TRANSFER STATIONS) (EXAMPLE: MILK
PLANT WITH A RECEIVING AND TRANSFER STATION).......oececuveeeiieeereeeeiaeeeeeeeeeveeeeaeeevaeesnee e 80
FORM FDA 2359i-INTERSTATE MILK SHIPPER’s REPORT ........cccceiiiiiiiiiiiiiecn 81
FORM NCIMS 2359m-MILK PLANT, RECEIVING STATION OR TRANSFER
STATION NCIMS HACCP SYSTEM AUDIT REPORT... ...83
FORM NCIMS 2359n-NCIMS HACCP SYSTEM REGULATORY AGENCY REVIEW
RE P O R T . 86
FORM FDA 2359i-INTERSTATE MILK SHIPPER’s REPORT (Ex4mPLE: NCIMS HACCP
LISTING)....ve ettt ete et e et e et e ettt e et e e e asaa e e taeeeasaeesnseaesseeassaeenssaeensseesnsseennseeennnes 87
FORM NCIMS 23590-PERMISSION FOR PUBLICATION - INTERSTATE MILK
SHIPPER’s LISTING (Ex4amPLE: MILK PLANT HACCP LISTING)... eeennn.89
FORM NCIMS 23590-PERMISSION FOR PUBLICATION - INTERSTATE MILK
SHIPPER’s LISTING (Ex4aMPLE: BTU AND MILK PLANT RATING LISTING)..............c.ceu. ... 90
FORM NCIMS 2359p-NCIMS ASEPTIC PROCESSING AND PACKAGING PROGRAM

AND/OR RETORT PROCESSED AFTER PACKAGING PROGRAM CRITICAL
LISTING ELEMENTS (EXAMPLE: Low-Acid (pH greater than 4.6) Aseptic and Retort Milk
ANA/OT MILK PTOQUCES)...viieiiiee e e e e e e e e e e e e 91
FORM NCIMS 2359q-NCIMS ASEPTIC PROGRAM COMMITTEE - CRITICAL
LISTING ELEMENTS FOR GRADE “A” FERMENTED HIGH-ACID, SHELF-STABLE
MILK AND/OR MILK PRODUCTS - PH OF 4.6 OR BELOW OBTAINED BY
FERMENTATION USING LIVE AND ACTIVE CULTURES............cooiiiiiin. 92
FORM NCIMS 2359j-MILK SANITATION RATING REPORT-SECTION B. REPORT

OF ENFORCEMENT METHODS (PAGE 2) (EXAMPLE: ASEPTIC, RETORT AND/OR
FERMENTED HIGH- ACID, SHELF-STABLE MILK PLANT ).......ccooiiiiiiiiiiiiiininann.. 94

. FORM NCIMS 2359¢-STATUS OF MANUFACTURING PLANTS (SINGLE-SERVICE

CONTAINERS AND/OR CLOSURES FOR MILK AND/OR MILK PRODUCTS)...cvviiiiiiiiiiiiiiinininenen. 95
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26. FORM FDA 2359d-REPORT OF CERTIFICATION (Fabrication of Single-Service
Containers and/or Closures for Milk and/or Milk Products) ...............cccccoiiiiiiiiinnnn.
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1. FORM NCIMS 2359;-MILK SANITATION RATING REPORT-SECTION A. REPORT OF THE
MILK SANITATION RATING (PAGE 1)

National Confi Interstat
T Spments MILK SANITATION RATING REPORT | SECTION A. REPORT OF THE MILK SANITATION RATING
of A Brown Dairy As of June 14, 2023
(Shipper's Name and Address) (Date)
REGULATORY AGENCY MILK SANITARIAN ORDINANCE IN EFFECT
State Department of Health M.l. Good Edition 2023 Date Adopted April 1. 2022
] RATED BY DATE CERTIFIED BY PHS/FDA RATING BASED ON APPROVED LABORATORY (Name or #)
NAME M. Milkrater
ntLe SRO June 17, 2023 2023 ggition of the Pasteurized #63540
acency State Dept. of Health il it eantee DATE July 20, 2022
SUMMARY OF RATING RESULTS

Number of Dairy Farms 314 Sanitation Compliance Rating of Raw Milk for Pasteurization 91

Number of Dairy Farms Inspected 40 Sanitation Compliance Rating of Milk Plant, Receiving Station or 94

Number of Milk Plants, Receiving Stations or Transfer Stations 1 Transfer Station

Number of Milk Plants, Receiving Stations or Transfer Stations Inspected 1 Enforcement Rating 84

Total Pounds of Pasteurized Milk Produced Daily 1,628,000

Recommendations of the Rating Officer

The Sanitation Compliance Rating of the raw milk for pasteurization and the milk plant and the Enforcement Score are approximately the
same as reported for the previous rating. Although these scores meet the minimum requirements for participation in the IMS program, the
observations made during this rating indicate the need to improve some areas of the milk sanitation program. These include:

1. Attention should be directed to the items of sanitation, which were found in violations at twenty-five percent (25%) or more of the dairy
farms (ltems #'s 3,6,12 and 186).

2. In the milk plant, particular attention should be directed to the HTST pasteurization deficiencies (ltem 16p(B)2.)
3. The Regulatory Agency should adhere more closely to the minimum required frequency for inspecting milk tank trucks.
4. \Written notices of intent to suspend the permit should be issued when there are repeat violations.

NOTE: Two (2) new farm bulk milk storage tanks, manufactured after January 1, 2000, that were recently installed were not equipped with
acceptable recording devices.

FORM NCIMS 2359j (10/23) (PAGE 1) (PREVIOUS EDITIONS ARE OBSOLETE)
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2. FORM NCIMS 2359j-MILK SANITATION RATING REPORT-SECTION B. REPORT OF
ENFORCEMENT METHODS (PAGE 2) (EXAMPLE: MILK PLANT ONLY)

MILK SANITATION RATING REPORT
stiprer  Clear Milk Dairy

SECTION B. REPORT OF ENFORCEMENT METHODS

DATE oF raTInG B/12/23

{Example: Milk Plant Only)

84

ENFORCEMENT RATING

DAIRY FARMS MILK PLANT INDIVIDUAL SHIPPER RATING
PARTI PART Il PART I
ltem Item Item
£ 3|£|E 5 E|E|E 5 3|2|g
] =|Z g == g =15
8 clo|o 8 c |o o 3 £ [ |o
8| g S |8 [E |« s | § |8 |E | 5| § |8 |E| =
= 2|2 | o |5 = =1 = | & o [ £ = =1 = |a o | £ =
5|2 E|5|E|8|8)5 |8 El5|s|8|3)5|s E|S|5|2|3
Z|OC Z|Zla |E|C)Z=|O Z|Zla|ZE|SQ=|O Z|Z|a|=E|O
1 | 3 | Al dairy farmers hold a valid permit 55 113 All milk plant, recerving station and transfer i Enter TOTAL CREDIT from PART | under 07
station operatars hold a valid permit 5 5 Percent Complying o NA
2 5 All dairy farms inspected once every six 155
(6) months or as required in Appendix "P" Milk plant and receiving station(s) inspected once 2 Enter TOTAL CREDIT from PART Il under . 47 ¢ |
2 | 5 |everythree [3) months; aseptic and retort milk plant sl e || ®| s Percent Complying 9
3 | & |Inspection sheet posted or available 55 and transfer station(s) once every six (B) months
3 4 | All milk and milk produsts properly labeled 5|4 |mo] 6 |as
Requrements interpreted in accordance with PHS/ 3 | 5 |Inspectionsheet posted or available 5
4 7 | FDAPMD as indicaled by pest inspections 105 5 TOTAL CREDIT, PARTII  §| 84.23
4 | 7 | Requirements interpreted in accordance with 1l sl w
5 1a TB & Bruellosis Certification on file as 105 PHSIFDA PMO as indicated by past inspections 10 & INDIVIDUAL SHIPPER ENFORCEMENT RATINGS
d
fequre 7 | Pasteurization equipment tested at required frequency INDIVIDUAL SHIPPER OF RAW MILK FOR PASTEURIZATION, ULTRA-PASTEURIZATION,
o | 7 | wetersamplestested and repots onfile s 55 5 Aop! | (Mot required for aseptic and retort milk plants) 816 |5 | "l ASEPTIC PROCESSING AND PACKAGING OR RETORT PROCESSED AFTER PACKAGING:
required o Tebidandicod ; {otecicfian » Without Milk Plant, Receiving Station or Transfer Stafion:
ndividual and cooling waler samples tested an e
At least four (4) samples colleted from each 6 |7 reports on il as required 86| s g |37 .Evaluat.e .aII Item%; PART I. and record. .
7 | & | dairfarm's supply every six (6) months and al 105 + With Receiving Station(s) or Transfer Station(s):
necessary laboratory examinations made Samples of each milk plant's milk and milk products —Evaluate all Items PART L.
7| 6 | collected at required frequency and all necessary 54| 10| 8 —Evaluate all Items PART I, except Numbers 5 and 7. Divide by 75.
g | & |samping procedures approved by PHSIFDA i |aboratory examinetions made - Evaluate all Items PARTIIl.
App B evaluation methods 3 6 | Sampling procedures approved by PHS/FDA P g INDIVIDUAL SHIPPER OF PASTEURIZED MiLK AND MiLK PRODUCTS:
App B evelualion melhods 10 + Aseptic and Retort Milk Plants:  « With Unattached Raw Supply:
Permit issuance, suspension, revacation, —Evaluate all Items PART Il. — Evaluate all ltems PART Il 94 \Weight.
35 3.5 | Permitissuance, suspension, revocation fabiieg valuate all ltems - Use eignt.
’ 186 g g J 4
9 6, 15 remstal_emdem R A s ANt AR O A £l 9 |6 16 | reinstaternent, hearings, andlor court actions BEIEAR R except Number 5. Divide by 85. —Evaluate all Items PART Ill., except
o8 reqre teken as requred  With Attached Rew Supply: Miber,
10 Records systematically maintained and current 105 10 Records systematically maintained and current [ I - oI ~Evaluate allltems PART |.
—Evaluate all Items PART II., use 47 Weight.
TOTAL CREDIT, PART | P TOTAL CREDIT, PARTI | 8450 ~Evaluate all ltems PART Il

REMARKS

REMARKS

REMARKS

4. Violation of Item 16b(2)(d) (15pts) existed but was not
marked on the last inspection. On a previous inspection.
ltem 15a(a) was marked, but under remarks it described
a packaging violation. This should have been correctly
marked under ltem 18(b) (5 pts).

5. Two of 8 tests (6/21/22 and 3/2/23) were not
completed properly.

6. Two (2) water samples were missing (1/22 and 7/22).
7. No annual vitamin assay for fat free milk for CY 2022.
8. Referto Section C. Evaluation of Sampling Procedures
Page 67.

9. Referto Section E. Milk Plant Enforcement Action and
Records Evaluations on Page 68.

10. Referto Section E. Milk Plant Enforcement Action and
Records Evaluations on Page 68.

Part Il Remarks
3. "Grade A" only in yogurt ingredients statement.

FORM NCIMS 2359j (10/23) (PAGE 2)

(PREVIOUS EDITIONS ARE OBSOLETE)
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3. FORM NCIMS 2359;-MILK SANITATION RATING REPORT-SECTION C. EVALUATION OF
SAMPLING PROCEDURES (PAGE 3) (EXAMPLE: MILK PLANT ONLY-PART 11, ITEM 8)

MILK SANITATION RATING REPORT

SECTION C. EVALUATION OF SAMPLING PROCEDURES

{(Example: Milk Plant Only)

SHIPPER
Clear Milk Dairy

The calculations below address Items from Section B. REPORT OF ENFORCEMENT METHODS on Page 2 of this Form.

For the Calculation of
DAIRY FARM SAMPLING PROCEDURES
(Refer to PART |, ITEM 8 on Page 2 of this Form)

For the Calculation of

MILK PLANT SAMPLING PROCEDURES
{Refer to PART I, ITEM 8 on Page 2 of this Form)

FORM NCIMS 2359j (10/23) (PAGE 3)

TOTAL CREDIT Vl

LOCATION [tem Item
One Milk Road z | 2|2 z|2|2
2| == 2= (=
Cowtown, ST 00000 g |E|E i|E|E
£|8|(8 £(8|8
2 ZIE[5|e(=0% 212l5lzl=
= SR B E|E|2|3|E
2 Z|IZIE | E|SQ = ZZ[&|=|S
BTU/PLANT NUMBER 1| Sampling surveillance officers properly certified 5 1| Sampling surveillance officers properly certified 2] 2 || 5| 8
72-125 2| Adequate training program provided 5 2 | Adequate training program provided 1| 1 [00] D 5
3 | Sampling surveillance authority properly delegated 10 3 | Sampling surveillance autharity properly delegated 2] 2 10| o
INSPECTING AGENCY pling i property g pling ¥ properly g 100
4 | Al samplers hald a valid permit 10 4 | All samplers hold a valid permit A | A |TIA IR
State Dept. of Health
5 Samplers eveluated every two (2) years and repors o 5 Samplers eveluated every two (2) years and reports s |6 s |2 |2s
properly filed properly filed
DATE(S) 6 | Sampling procedures in substantial compliance 15 6 | Sampling procedures in substantial compliance 6 6 |wa| 15 ] 185
7| Permit suspension, etc, taken as required 15 7 | Permit suspension, etc., taken as required TJA | A, | A TJA
Hune 12-1 3’ 2023 8 | Records systemalically maintained and current 10 8 | Records systematically maintained and cument 10|10 [40a] 10 | 10
100 75

TOTAL CREDIT #| 67.50

REMARKS

Calculation ofthe Score for the Milk Plant:

67.50/75 X 100 = 90.00 = 90

NOTE: Items 4 and 7 above are not applicable when calculating Milk Plant
Sampling Procedures (Part Il, ltem 8 from Section B, ‘Report of Enforcement
Methods” on Page 2 of this Form).

Calculation of the Score: Divide the TOTAL CREDIT by seventy-five (75)" for
milk plants, receiving stations (RS) and fransfer stations (TR).

" Then muftiply by 100 to creats a percentages

FINAL TOTAL CREDIT (Milk Plant, RS or TR) L4 20

REMARKS

5 - One (1) of two (2) State Regulatory Officials, who collects
samples at this plant, and one (1) of six (6) milk plant receiving
personnel, who samples incoming tankers, have not been evaluated
in the last two (2) years.

8 - Add the Number Inspected under #'s 3 and 5 to arrive at at total
for the Number Inspected to enter in #8 (10).

(PREVIOUS EDITIONS ARE OBSOLETE)
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4. FORM NCIMS 2359j-MILK SANITATION RATING REPORT-SECTION E. MILK PLANT
ENFORCEMENT ACTION AND RECORDS EVALUATIONS (PAGE 5) (EXAMPLE: MILK PLANT

MILK SANITATION RATING REPORT

ONLY-PART II, ITEMS 9 AND 10)

SECTION E. MILK PLANT ENFORCEMENT ACTION

(Example: Milk Plant Only)

AND RECORDS EVALUATIONS

LUune 12-13, 2023

totaLcrent | gp

FORM NCIMS 2359j (10/23) (PAGE 5)

TOTAL CREDIT to be entered into PART 1, Item 9 "Percent Complying" column of
FORMFDA 2359, Section B, Page 2.

SHIPPER The calculations below address Items from Section B. REPORT oF ENFORCEMENT METHODS on Page 2 of this Form.
Clear Milk Dairy =
For the Calculation of .
For the Calculation of
MILK PLANT ENFORCEMENT MILK PLANT RECORDS
FROGEDURES (Refer to PART I, ITEM 10 P 2 of this F )
= erer to on rFage £ 0 IS Form
LOCATION (Refer to PART Il, ITEM 9 on Page 2 of this Form) ’ g
One Milk Road Item ltem
Cowtown, ST 00000 | 2| 2| o
£l e TIE|
2|E|5 RS
2|ElE 2|E| g
2|53 2131|8
5 sl e|lEle| . I3 5|8 |E| x|
PLANT NUMBER = z|lz|a|= |62 Z|2z|la|2|SE
72-125 1 | Cetegory | - Permit Issuance 1t g O] 2 1 | Category | - Permit Records 11 || B | =
TNSPECTING AGENCY 2 | Categery 1l - Permit Suspension 1lofgl20) o0 2 | Gategory Il - Inspection/Equipmert Records o|lo|®H |0
3 | Category Ill - Permit Revocation 1] 20| 2 Category IIl - Laboratory Records
State Dept- of Health ™ A (Also Containersfvitamin Velume Control) e BB
4 | Category IV - Permit Reinstatement 1 1| qon] 20 |20
4 | Category IV - Plan Review Files (Within Rating Period) 11| | D] =
DATE(S) 5 | Category V- Hearing/Court Action 1l g D |2 i
100
ToTAL CREDIT | 755

TOTAL CREDIT to be entered into PART Il Item 10 "Percent Complying" column of
FORM FDA 2359j, Section B, Page 2.

REMARKS

REMARKS

2. Permit was not suspended on 3 of 5 samples (3/15/22). (Category
Il - Permit Suspension)

2. Last Inspection report (5/13/23) was missing from the regulatory
files; however, it was available and reviewed at the milk plant.
(Category Il - Inspection Records).

(PREVIOUS EDITIONS ARE OBSOLETE)
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5. FORM NCIMS 2359;-MILK SANITATION RATING REPORT-SECTION B. REPORT OF
ENFORCEMENT METHODS (PAGE 2) (EXAMPLE: MULTIPLE FARM BTU AND RECEIVING

MILK SANITATION RATING REPORT
sHipper  Clear Milk Coop (BTU)-RS

STATION)

SECTION B. REPORT OF ENFORCEMENT METHODS

(Example: Multiple Farm BTU and Receiving Stafion)

DATE OF RATING Juhe 14-16, 2023

ENFORCEMENT RATING 9

DAIRY FARMS MILK PLANT INDIVIDUAL SHIPPER RATING
PART I PARTII PART Il
Item Item ltem
o | o i=2) f=21 f=2] o
3 glElE & E|lE|E 3 g|E|8
g £|8 |3 [ 2|8 |8 [ £1|3818
= = | == = |8 = | = |= = | e = = |2
2|8 218|6|E|=028|¢ 2l8|s|2|=08]|¢E 218|8|E]|=
o o
1 3 | All dairy farmers hold a valid permit 25| 25 [ 10| 55| 55 I All milk plart, rec eiving station end transfer 5 N B Enter TOTAL CREDIT from PART | under aiar| 42 |
station operators hold avalid permit Percent Complying
2 5 Al dairy farms inspected once every six % | | w185 | 531
(6) months or as required in Appendix 'P* MMilk plant and receiving station(s) inspected once 2 Enter TOTAL CREDIT from PART Il under - 474 -
2 5 | every three (3) months, aseptic and retort milk plant s |6 | =] 15] 1 Percent Complying Ea
3 | & |Inspection sheet posted or available 25 | 25 | 1w [B5 | 55 and transfer station(s) once every six (5) months
3 | 4 [Almikand mik produsts properly labeled e 6 6
Requirements interpreted in accordance with PHS/ Inspection sheet posted or available
417 25 |20 | = [105| sa 3|5 5 5
FDAPMO as indicated by past inspestions TOTAL CREDIT, PART Il B 0o
Requirements interpreted in accordance with
T6 & Brusellosis Certf fl a7 1| | 0f =
5|8 ;UOE losis Gertification on file as 105 | 105 PHS/FDA PMO as indicated by past inspeciions INDIVIDUAL SHIPPER ENFORCEMENT RATINGS
require 5 7 | Pasteurization equipment tested at required frequency na | na | na | g5 na INDIVIDUAL SHIPPER OF RAW MILK FOR PASTEURIZATION, ULTRA-PASTEURIZATION,
o | 7 |waersampestesiedang repors onfle as w | | wlss | 5o app! | (Not required for aseptic and retort milk plans) ASEPTIC PROCESSING AND PACKAGING OR RETORT PROCESSED AFTER PACKAGING:
required - dvdidandaod] : tediecietban] + Without Milk Plant, Receiving Station or Transfer Station:
ndividual and cooling water samples tested an B
At least four (4) samples cllected from each 617 reports on file as required 8o | ®| 5]am _Evaluate all “em? EART | and regord, .
7 | & | dairyfarm's supply every six (6) months and all o5 | 20| = [105 | aa * WithR Station(s) or Transfer Station(s):
necessary laboratory examinations made Samples of each milk plant's milk and milk produsts - Evaluate all ltems PART L. »
7| & |collected at required frequency and ll necessary NA | NA | NA 10| NA —Evaluate all tems PART I, except Numbers 5 and 7. Divide by 75.
g | & [Sampling procedures epproved by PHSIFDA leborelary examingions made - Evaluate all Items PART Il
App B evaluation methods B B L 3 6 | Sampling procedures approved by PHS/FDA sl ol 10| s INDIVIDUAL SHIPPER OF PASTEURIZED MiLK AND MILK PRODUCTS:
App B| evaluation methods + Aseptic and Retort Milk Plants:  « With Unattached Raw Supply:
Permit issuance, suspension, revocation, —Evaluate all ltems PART II. —Evaluate all Items PART Il 94 Weight
3,5 3,5 | Permitissuance, suspension, revocation et valuate all ftems - use eignt.
155 ; ) 2 )
9 616 :Tzzigjm hearings, andior court actions taken 1|@m| = wisfl g 6 15 | reinstetemen, neerings, endiorcout actions g il 15 | except Number 5. Divide by 85.  _ E'\\llalugte €1,” tems PART Ill., except
taken as required * With Attached Raw Supply: HITRE.
10 Records systematically maintained and current 1| e8| = [105 1029 10 Records systematically maintained and current 11 || 10| 10 - Evaluate all tems PART L .
- Evaluate all ltems PART I, use 47 Weight.
TOTAL CREDIT,PART | # | 80.97 68.0/75 x 100=90.67 TOTAL CREDIT, PARTII 68 - Evaluate all tems FRRT Il
REMARKS REMARKS REMARKS
2. Minimum inspection interval was not met on five | 8. Insufficient number of samples collected from five (5) Pat Il Remarks T y——
i i dairy farms. (Dairy Farms #2, 8, 12, 15 and 19 1 Lo NSpeciion Teguencies Mizsing an :
®) d.alr.y. farms: (D?”V Farm§ #3, 7,.9, 11and 18) 9 Ryeferto Séotior):C Evaluation of Samelin P)rocedures 4, Violations of 15b(c) (5pts) and 17d (5pts) existed but were not
4. Significant violations existing during the last e il s : pling marked on the last inspection.
: 4 - 4 onkFage /0. 5. Recirculated cooling water sampling frequency was missing twice
inspection th,at Wer? nOt, markefj at five (5) da,lry 10. Referto Section D. Dairy Farm Enforcement Action (5/2022 and 1/2023).
farms on their previous |nspect|on sheet. (Dalry and Records Evaluations on Page 71. 8. Refer to Section C. Evaluation of Sampling Procedures on Page 70.
Farms #1-ltem 8a; #6-ltems 2a & 2b; #10-ltem 9d; | 11. Referto Section D. Dairy Farm Enforcement Action and Eja"ﬁal%nz‘fﬁ’;g;e%m" E.Milk:Rlant.Entorcement.and Records
#14 - ltem 7a; and #20-ltem 16a). Records Evaluations on Page 71. ’
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6. FORM NCIMS 2359;-MILK SANITATION RATING REPORT-SECTION C. EVALUATION OF
SAMPLING PROCEDURES (PAGE 3) (EXAMPLE: MULTIPLE FARM BTU AND RECEIVING

MILK SANITATION RATING REPORT

SHIPPER
Clear Milk Coop (BTU)-RS

STATION-Part I, Item 9 and Part 11, Item 8)

SECTION C. EVALUATION OF SAMPLING PROCEDURES

(Example: Multiple Farm BTU and Receiving Station)

The calculations below address Items from Section B. REPORT OF ENFORCEMENT METHODS on Page 2 of this Form.

For the Calculation of
DAIRY FARM SAMPLING PROCEDURES
(Refer to PART |, ITEM 8 on Page 2 of this Form)

For the Calculation of
MILK PLANT SAMPLING PROCEDURES
(Refer to PART I, ITEM 8 on Page 2 of this Form)

TOTAL CREDIT ’l 79.17

LOCATION [tem [tem
Two Milk Road z| 2|2 z|.2|2
2|=|= £|=|=
Cowtown, ST 00001 8|88 g |g|g
£33 £181|8
z 21815l el=02 2115l
= E|E|lc|[2|BE E|E|s|2|%
=) S|S|lo|l2)| 8 =] S|(S|ls| 2|8
= Z|ZE|c|FE|S Y2 ZlZ|a|E|C
BTU/PLANT NUMBER 1 | Sampling surveillance officers properly certified 2 | 4o 5 | 50§ 1 | Sampling surveillance officers properly certified 2|2 ]| 5|5
72122 172152 2 | Adequate training program provided 1| 1 [ qoo| B | 50 | 2 | Adequate training program provided 1] 1 || B ] 5
3 | Sampling surveillance autharity properly delsgated 2t B 0] 10 3 | Sampling surveillance authority properly delegated 2|2 10|11
INSPECTING AGENCY pling ly properly deleg 100 pling Y property deleg 100
4| All zamiplers hold a valid permit 12| 8 10 | a7 B 4 | Alsamplers hold avalid permit T | N [N DA
State Dept. of Health Kl
5 Samplers eveluated every two (2) years and reports wle|lagl|lo]s 5 Samplers evaluated every two (2) years and reports a| 5 |l B |25
properly filed properly filed
DATE(S) 6 | Sampling procedures in substantial compliance 6 | 5 [ga| 15 | 125 | © | Sampling procedures in substantial compliance 3| 3 |wo| D] 15
7 | Permit suspension, efc, taken as required 12 (12 | 4gof B ] 15 7 | Permit suspension, efc., taken as required SR | s | A NHA
une 14-1 6’ 2023 8 | Records systemalically mantained and current 14 | 14 | qggf 10| 10 8 | Records systematically maintained and current 6 | 6 |go| 10 10
100 15

TOTAL CREDIT ¥ 5750

REMARKS

4. Eleven (11) bulk milk hauler/samplers were identified from weight
tickets found at the dairy farms from the previous thirty (30) days plus
one (1) field person who takes somatic cell count reinstatement
samples. Three (3) "weekend" haulers and the field person were not
permitted.

5. In addition to the four (4) individuals identified in #4, two (2)
permitted bulk milk hauler/samplers were not evaluated in the last
two (2) years.

6. One (1) of the samplers that had been evaluated was observed
committing the following violations: Failing to sanitize the
thermometer that was used to check the temperature of the milk,
sampling the milk before the required agitation time had elapsed,
filling the sample container over the open tank, and not taking a
temperature control at the first stop.

8. Add the Number of Inspected under #'s 3 and 5 to arrive at the
total for the Number Inspected to enter into #8 (14).

NOTE: Items 4 and 7 above are not applicable when calculating Milk Plant
Sampling Procedures (Part I, ltem 8 from Section B, ‘Report of Enforcement
Methods” on Page 2 of this Form).

Calculation of the Score: Divide the TOTAL CREDIT by seventy-five (75)* for
milk plants, receiving stations (RS) and transfer stations (TR).

* Then muftiply by 100 ta create a perentage

FINAL TOTAL CREDIT (Milk Plant, RS or TR) » a0

REMARKS

5. One (1) evening/weekend receiver had not been evaluatedin the
last two (2) years.

8. Add the Number Inspected under #'s 3 and 5 to arrive at a total for
the Number Inspected to enter in #8 (6).

FORM NCIMS 2359) {(10/23) (PAGE 3)

(PREVIOUSEDITIONS ARE OBSOLETE)
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7. FORM NCIMS 2359;-MILK SANITATION RATING REPORT-SECTION D. DAIRY FARM
ENFORCEMENT ACTION AND RECORDS EVALUATIONS (PAGE 4) (EXAMPLE: MULTIPLE

MILK SANITATION RATING REPORT

FARM BTU-Part I, Items 9 and 10)

SecTionN D. DAIRY FARM ENFORCEMENT ACTION

(Example: Muitipie Farm BTU and Receiving Station)

AND RECORDS EVALUATIONS

SHIPPER
Clear Milk Coop (BTU)-RS

The calculations below address Items from Section B. REPORT OF ENFORCEMENT METHODS on Page 2 of this Form.

LOCATION

Two Milk Road
Cowtown, ST 00001

For the Calculation of
DAIRY FARM ENFORCEMENT
PROCEDURES
(Refer to PART I, ITEM 9 on Page 2 of this Form)

For the Calculation of

DAIRY FARM RECORDS
(Refer to PART 1, ITEM 10 on Page 2 of this Form)

BTU NUMBER
72122172152

INSPECTING AGENCY
State Dept. of Health

DATE(S)

June 14-18, 2023

ltem ltem

BE|E B|.E|E

2| BB S| ElE

g| 5| & 2| §| 5

2138|38 £|3|8

5 ol ol Bl & o S| 8| E|l =

g HEHELE E HHEELE
(] = = =1 = @ oy
= Z|=z|la|ZE|CQ = Z|Z2|la|=E|0O
1 | Cetegory | - Permit Issuanze 5| 28| | D[ 2 1 | Category|- Permit Records o5 | 25| wa| 5| =
2 | Category Il - Permit Suspension 5| 2| | 2| 17sf 2 | Caegoryll - Inspection Records w5 | @B p|B| =
3 | Galegory lll - Permit Revacalion Bl s | D o § 3| Caegorylll - Laboralory Records 5| % || 5| =
4| Category |V - Permit Reinstatement %5 |2 | qm| 2| off 4 | CategorylV- Plan Review Files (Within Rating Period) 25| 25| 00| B 2
100|978 TOTALCREDIT’l o8

ToTALcREDIT® | gg

TOTAL CREDIT to be entered into PART |, ltem 10 "Percent Complying" column of

TOTAL CREDIT to be entered into PART |, Item 9"Percent Complying" column of
FORMFDA 2359, Section B, Page 2.

FORMFDA 2359j, Section B, Page 2.

REMARKS

REMARKS

2. Regulatory action not properly taken on three (3) dairy farms.
(Dairy Farms #4-ltem 6-3X; #15-ltem 2a-4X; and #17-ltem 8a-3X).
(Category |l - Permit Suspension).

2. Inspection results were not up to date for two (2) dairy farms on
their individual ledgers. (Dairy Farm #5 and #16) (Category Il -
Inspection Records)

FORM NCIMS 2359] (10/23) (PAGE 4)

(PREVIOUS EDITIONS ARE OBSOLETE)
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8. FORM NCIMS 2359;-MILK SANITATION RATING REPORT-SECTION E. MILK PLANT
ENFORCEMENT ACTION AND RECORDS EVALUATIONS (PAGE 5) (EXAMPLE: RECEIVING

MILK SANITATION RATING REPORT

STATION-Part 11, Items 9 and 10)

SecTioN E. MILK PLANT ENFORCEMENT ACTION

(Example: Multiple Faim BTU and Receiving Station)

AND RECORDS EVALUATIONS

SHIPPER
Clear Milk Coop (BTU)-RS

The calculations below address Items from Section B. REPORT OF ENFORCEMENT METHODS on Page 2 of this Form.

LOCATION

Two Milk Road
Cowtown, ST 00001

For the Calculation of
MILK PLANT ENFORCEMENT
PROCEDURES
(Refer to PART Il, ITEM 9 on Page 2 of this Form)

For the Calculation of

MILK PLANT RECORDS
{Refer to PART II, ITEM 10 on Page 2 of this Form)

PLANT NUMBER
72122

INSPECTING AGENCY
State Dept. of Health

DATE(S)

Lune 14-16, 2023

ltem ltem
- f=21 [=2 o o
EREAE IREES
by o | & © [= =
Z|5| 5 g|5|5
E|lS|S8 £|1S5|8
13 G| 8| E| o g5 E| =
£ HEE R B ElE|E|2|%
b | =1 = & fd b § 3 3 a5 =
= Z|z|alE O = Z|Z|al|E|O
1 | Cetegory | - Permit ssuance 11 || 20| =0 1 | Category | - Permit Records 1 1 | B
2| Category I - Permit Suspension 11 g 0| 2 | Category Il - Inspection/Equipment Recaords 11 || B e
3 | Category lll - Permit Revecation 1] 1 | ] 20| 20 5 | Cetegory Ill - Laboretory Records
(Also Containers/Vitamin Volume Control) 1 10| D | =
4 | Category IV - Permit Reinstaierment 11 {0 D |0
4 | Gategory [V - Plan Review Files (Within Rating Period) I 1| im| B =
5 | Category V- Hearing/Court Action 1] 1 || D0 | =
100
TOTAL CREDIT # | 100

TOTAL CREDIT #| 100

TOTAL CREDIT to be entered into PART 11, Item 9 "Percent Complying" column of
FORMFDA 2359j, Section B, Page 2.

TOTAL CREDIT to be entered into PART I1, Item 10 "Percent Gomplying" column of
FORM FDA 2359j, Section B, Page 2.

REMARKS

REMARKS

No Debits Observed

No Debits Observed

FORM NCIMS 2359 {10/23) (PAGE 5)

(PREVIOUS EDITIONS ARE OBSOLETE)
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9. FORM NCIMS 2359j-MILK SANITATION RATING REPORT-SECTION B. REPORT OF
ENFORCEMENT METHODS (PAGE 2) (EXAMPLE: SINGLE FARMS BTU)

MILK SANITATION RATING REPORT
suieeer  United Dairy (BTU)

SECTION B. REPORT OF ENFORCEMENT METHODS

DATE OF RATING June 16, 2023

(Example: Single Farm BTU)

75

ENFORCEMENT RATING

DAIRY FARMS MILKPLANT INDIVIDUAL SHIPPER RATING
PARTI PARTII PART Ill
Item ltem ltem
] = |5 S & |2 b s |5
2 £lo|o 2 £lo |o 3 = |o |o
| g C % |2 = | 8 = |5 | = = | 8 T = |2
2|8 2185 |€E|=02|8 212|8|g|=08|E 212|8|E]|=
5|2 E(5|5|2|3]5 |2 SEHE EIE[5|S|B
Z|o Z|Z|la |E|O 2|0 ZZ2a[E|SPE |0 Z|Z|a|E|C
1| 3 | Al dairy fammers hold a valid permit i | % | |85 |55 | o | 5 [Amilkpla, receiving stelionend tiansfer 5 ’ Enter TOTAL GREDIT from PART | under 7
station operators hold a valid permit Percent Complying
2 5 All dairy farms inspected once every six
(6) months or as required in Appendix "P" 4| 3| 75| 155] 1189 Milk plant and receiving station(s) inspected once: 9 Enter TOTAL CREDIT from PART Il under 47t
2 | 5 | everythree (3) months, aseptic and retort milk plant 19 Percent Complying 9
3 5 | Inspestion sheet posted or available 1 1| 00| BE| 55 and transfer station(s) once every six (6) months
3 | 4 [Almikand mik produsts properly labeled 6
Requrements interpreted in axcordance with PHS/ 3 | 5 |Inspection sheet posted or avalable 5
4 7 | FDAPMO as indcated by past inspections 1 91| o | 105] 8 TOTAL CREDIT, PARTII
4|7 Requirements interpreted in accordance with 10
5| g |TBE B;UCEHDS'S Gertification on file as 105/ 105 PHS/FDA PMO as indicated by past inspections INDIVIDUAL SHIPPER ENFORCEMENT RATINGS
el 7 | Pasteurization equipment tested at required frequency INDIMDUAL SHIPPER OF RAW MILK FOR PASTEURIZATION, ULTR A-PASTEURIZATION,
o | 7 [Waersamplestested andreparts on il as 5 Aopl | (Mot required for aseptic and retort milk plarts.) 15 ASEPTIC PROCESSING AND PACKAGING OR RETORT PROCESSED AFTER PACKAGING:
required 5 | a| | 55| a4 « Without Milk Plant, Receiving Station or Transfer Station:
g |7 Individual and cooling water samples tested and 5 _ Evaluate all Items PART I. and record.
Atleast four (4) samples collested from each reports on file as required i o X .
7 | & | dairyfarm's supply every six (§ months and al « With Receiving Station(s) or Transfer Station(s):
necessary laboratory examinations made 1| o] o]105 o Samples of eash milk plant's milk and milk products —Evaluate all Items PART |.
7| © | collested at required frequency and all necessary 10 —Evaluate all lterms PART I1., except Numbers 5 and 7. Divide by 75.
g | 5 |Sampling procedures approved by PHSIFDA laboralory examinalions made ~Evaluate all Iterns PART Il
app B 2vaUationmethods 1| 1| 0| 105] wsfl o | 6 |Sampling procedures approved by PHSIFDA 10 INDIVIDUAL SHIPPER OF PASTEURIZED MILK AND MILK PRODUCTS:
App B| evaluation methods + Aseptic and Retort Milk Plants:  + With Unattached Raw Supply:
35 PeErmtissliartesUSpensior I eat o 3,5 | Permitissuance, suspension, revocation, ~Evaluate all ltems P‘_\RT I, - Evaluate all ltems PART Il., use 84 Weight.
9 lg16 ;j?zﬁer:dem‘ hearings, andlor court actions faken ool e 155| g5l @ |66 reinstaternent, hearings, andior coun ections 15 except Number 5. Divide by 85 _ Eyaiuate allltems PART I, except
taken as required - With Attached Raw Supply: Number 1.
] Records systemat clly mairtained and current 1| @ (105) e 10 Records systematicelly maintained and current 10 —Evaluate all ltems PART |. .
—Evaluate all Iterns PART II., use 47 Weight.
TOTAL CREDIT,PARTI ®| 74.77 TOTAL CREDIT, PARTII - Evaluate all ltems PART Ill.

REMARKS

REMARKS

REMARKS

2. One inspection frequency missed. (4/2023)

4. Violations: 2a (1 pt), 14 (3 pts) and 8c (5 pts)
existing but were not marked on the last inspection.

6. Recirculated cooling water sampling frequency
was missed once in the two-year period. (6/2022)
{Farm - 1 recirculated cooling (RC) water system
and 1 well water \WW) system (4RC + 1 WW =5
Total Samples.}

7. Insufficient number of samples were collected

and analyzed. (July-December 2022)

9. Refer to Section C. Evaluation of Sampling
Procedures.

10. Refer to Section D. Dairy Farm Enforcement
Action and Records Evaluations on Page 74.
11. Refer to Section D. Dairy Farm Enforcement
Action and Records Evaluations on Page 74.

FORM NCIMS 2359] (10/23) (PAGE 2)

(PREVIOUS EDITIONS ARE OBSOLETE)
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10. FORM NCIMS 2359;-MILK SANITATION RATING REPORT-SECTION D. DAIRY FARM
ENFORCEMENT ACTION AND RECORDS EVALUATIONS (PAGE 4) (EXAMPLE: SINGLE

FARM BTU-Part I, Items 9 and 10)

MILK SANITATION RATING REPORT

(Example: Single Farm BTU)

SEcTION D. DAIRY FARM ENFORCEMENT ACTION
AND RECORDS EVALUATIONS

SHIPPER
United Dairy (BTU)

The calculations below address Items from Section B. REPORT OF ENFORCEMENT METHODS on Page 2 of this Form.

For the Calculation of

PROCEDURES

LOCATION

100 Dairy Lane
Bossy, ST 00009

DAIRY FARM ENFORCEMENT

(Refer to PART |, ITEM 9 on Page 2 of this Form)

For the Calculation of

DAIRY FARM RECORDS
{Refer to PART 1, ITEM 10 on Page 2 of this Form)

ltem

Number Inspected

Number

BTU NUMBER
90-100

Number Complying

Percent Complying

Credit

ltem

Number Inspected
Number Complying
Percent Complying

Number
Credit

Cetegory | - Permit lssuance 1

=}

=]

Category | - Permit Records

INSPECTING AGENCY
State Depart. of Health

Cetegory | - Permit Suspension 1

Category |l - Inspection Records 1 1] 00

Ceategory Il - Permit Revocation 1

Category [l - Laboratory Records 1] 0] g

B W[ 5] W[ Weight

= w| o] =

Cetegory [V - Permit Reinstalemnent 1

100

g =] w]ro| —

DATE(S)

June 16, 2023

Cetegory V - Hearing/Court Action 1

100

»
TOTAL CREDIT 60

BB B8] B3| Weight

100 | g

Category [V - Plan Review Files (Within Raling Period) 1 1] o

TOTAL CREDIT # | 75

FORM FDA 2359j, Section B, Page 2.

TOTAL CREDIT to be entered into PART |, ltem 9"Percent Complying" column of

TOTAL CREDIT to be enteredinto PART |, Item 10 "Percent Complying” column of
FORMFDA 2359j, Section B, Page 2.

REMARKS

REMARKS

(Category Il - Permit Suspension)

1. Dairy farm was not inspected prior to issuing a
permit. (Category | — Permit Issuance)

2. A warning letter was not issued on 2 of 4 samples
exceeding the standard for SPC (10/31/2022).

3. Laboratory records for SSC and SPC were not
maintained on ledgers. However, the samples were
collected/analyzed and verified from the lab reports.
(Category Il - Laboratory Records)

FORM NCIMS 2359 (10/23) (PAGE 4)

(PREVIOUS EDITIONS ARE OBSOLETE)
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11. FORM NCIMS 2359;-MILK SANITATION RATING REPORT-SECTION B. REPORT OF
ENFORCEMENT METHODS (PAGE 2) (EXAMPLE: MULTIPLE FARM BTU)

MILK SANITATION RATING REPORT SECTION B. REPORT OF ENFORCEMENT METHODS
SHIPPER Creat Cows BTU
{Example: Multiple Farm BTU) a0
DATE OF RATING August 10-12, 2023 ENFORCEMENT RATING
DAIRY FARMS MILK PLANT INDIVIDUAL SHIPPER RATING
PARTI PARTII PART Il
ltem ltem Item
c = |22 c - |22 c - (2|2
£ FEEES 3 IRk 2 213\
A alE|E & S|E|g & a|E|g
] 2(381|8 ] 21818 3 £ (S8 |8
8|5 o |lg|E |+ 5| § |3 |E |« 5| § o |5 [E|x
< e alelo |5 | = a c c|le|8|E|= a | £ o |lalg|£ |x=
El= E|E|5s|2 |85 |= ElE|5|8|20E|= EIEIS|2|8
Z|0 Z|lZ|la |[E|CfZ|0O Z|Zzla |E|CQE|O Z|Z[(a|E|C
1 | 3 |Aldary farmers hold a valid permi 2| 25 | 00| 55| 85 113 Al rilk plant, receiving 5151!0” and transfer 5 1 Enter TOTAL CREDIT from PART | under 4
station operators hold avalid permit Percent Complying
2 5 Al dairy farms inspected once every six
(6) months ar as required in Appendix "P" 25 | 20 | an|155 | 124 Milk plent and receiving station(s) inspected onse 9 Enter TOTAL CREDIT from PART Il under 47
2 | 5 |everythree (3) months; aseptic and retort milk plant 15 Percent Complying X
3 | 5 |Inspection sheet posted or avalable 25 | 25 | 1|55 | 55 and transfer station(s) once every sic (6) manths
3 | 4 | Al mik and milk produsts properly labeled 6
Requirements interpreted in accordance with PHS! 3 | 5 |inspestion sheet posted or avallable 5
4 7 | FDAPMO as indicated by past inspections 5| 19| 7 |105| 708 TOTAL CREDIT, PARTH B
4|7 Requirements interpreted in accordance with 10
5 1g|™® &B[rjuce\\osws Certification on file as 105 | s PHSIEDA PMO as indicated by past inspections INDIVIDUAL SHIPPER ENFORCEMENT RATINGS
require 7 | Pasteurization equipment tested al required frequency INDIVIDUAL SHIPPER OF RAW MILK FOR PAS TEURIZATION, ULTRA-PASTEURIZATION,
s 7 Water samples tested andreports on file as 5 appl | (Not required for aseptic and retort milk plants.) 15 ASEPTIC PROCESSING AND PACKAGING OR RETORT PROCESSED AFTER PACKAGING:
required 25 21| 84|55 [ 462 + Wifithout Milk Plant, Receiving Station or Transfer Station:
6|7 Individual and coohng.water samples tested and 5 — Evaluate all Items PART I. and record.
At least four (@) samples collected from each reports on file as required ) O : i
7 | & | deiny farm's supply every six (6) months and all * With Receiving Station{s) or Transfer Station(s):
necessary laboratory exarminations made 5|2 922|105 | a6 Samples of each milk plant's milk and milk products —Evaluate all ltems PART 1.
7| © | collested at required frequency and all nesessary 10 ~Evaluate all ltems PART I1., except Numbers 5 and 7. Divide by 75.
g | ¢ [Sempling procedures approved by PHS/FDA leboratory examinations made ~Evaluate all Items PART Il
app | Evdllalion methods | 2] 1105 | s 6 | Sarmpling procedures approved by PHS/IFDA INDIVIDUAL SHIPPER OF PASTEURIZED MiLk AND MILK PRODUGTS:
pp 8 10
App B| evduation melhods + Aseptic and RetortMilk Plants:  « With Unattached Raw Supply:
. 35 rpe?rrwg‘;ti;u:r;c?e Sgﬁp?:ﬁg/,ofrezgigfg;ms e 3,5 | Penritissuarce, suspensian, revacation —Evaluattr(fl all ::emss I;:’)AF;T IL., 6 - Evaluate all ltems PART Il., use 94 Weight.
6.6 e recgived | g 1 || o155 | siaf] @ 618 | reinstatement hearings, andor coun actiors 15 exceptNumber . LMde by 8. _ Byalyate all Items PART Ill., except
taken as required  With Attached Raw Supply: Number 1.
10 Records systematically maintained and current 1| 98| g5 |105 [1029f 10 Records systematically maintained and current n ~Evaluate all ltems PART | .
—Evaluate all ltems PART Il., use 47 Weight.
TOTAL CREDIT.PARTI ® | 89.95 TOTAL CREDIT, PARTII ~Evaluate all ltems PART Il
REMARKS REMARKS REMARKS
2. Minimum inspection interval not met on five (5) dairy 6. Outdated water samples at four (4) dairy farms. (Dairy 9. Refer to Section C. Evaluation of Sampling
farms. (Dairy Farms #6, 9, 12, 17 and 19). Farms #2, 5, 13 and 17) Procedures on Page 70.
i Sl - T i Sofmedie] 7 Insufficient fors e i3] din kil 10. Refer to Section D. Dairy Farm Enforcement Action
4. Vio a_tlons existing on six (6) dairy farms grlngt e ast . Insufficient samples from (2) dairy farms. (Dairy Farms and Records Evaluations on Page 76.
inspection and were not marked on the last inspection #3 and 20). . ) .
: ) ” 11. Refer to Section D. Dairy Farm Enforcement Action
sheets. (Dairy Farms #1-ltem 5 floors; #4-ltem 7; afid Resortls Bvaluatons.on Pags 76
#10-Item 19c¢; #11-ltem 8c; #15-Item 9b; and #18-ltem g '
18¢c)
FORM NCIMIS 2359 (10/23) (PAGE 2) (PREVIOUS EDITIONS ARE OBSOLETE)
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12. FORM NCIMS 2359;-MILK SANITATION RATING REPORT-SECTION D. DAIRY FARM
ENFORCEMENT ACTION AND RECORDS EVALUATIONS (PAGE 4) (EXAMPLE: MULTIPLE

FARM BTU-Part I, Items 9 and 10)

MILK SANITATION RATING REPORT

(Example: Multiple Farm BTU)

SEcTION D. DAIRY FARM ENFORCEMENT ACTION

AND RECORDS EVALUATIONS

SHIPPER
United Dairy (BTU)

The calculations below address Items from Section B. REPORT OF ENFORCEMENT METHODS oh Page 2 of this Form.

For the Calculation of

PROCEDURES

LOCATION

DAIRY FARMENFORCEMENT

(Refer to PART |, ITEM 9 on Page 2 of this Form)

For the Calculation of
DAIRY FARM RECORDS

{Refer to PART 1, ITEM 10 on Page 2 of this Form)

June 16, 2023

100

100 Dairy Lane Item Item
Bossy, ST 00009 =22 N
5| == sS|l=|=
2|l e|l= 2l =|&E
= 2| E 2| E| €
£(8|38 £(S8|S8
3 g8 Ele|. 3 (8| E| = ;
BTU NUMBER = z|Z|a|2| 6 2 z|lz|&|=|&
90-100 1| Getegory| - Permit Issuance 25| 2| 10l @ | ol 1 | Calegory |- Permit Records 5| 25| 40| B | =
2 | Gategory Il - Permit Suspension 5| 2 20| 175 2 | Category |l - Inspection Records 5| 25 H| =
TNSPECTING AGENCY i 2 # R i
State Dept of Health 3 | Category Il - Permit Revocaltion 25| 25| qgo] 20| 200 3 | Calegory lll - Laboratory Records w5 3| | B =
4 | Category IV - Permit Reinstaternent 25 |25 | qog) DO | 0ol 4 | Category V- Plan Review Files (Within Rating Period) 25| 25| qgp| D | =
DATE(S) 5 | Gategory V- Hearing/Court Action 35| 25| qp0] 20| 20 100 | 98

TOTAL CREDIT | 98

TOTAL CREDIT | o8

TOTAL CREDIT to be enteredinto PART |, Item 10 "Percent Complying" column of

FORM FDA 2359j, Section B, Page 2.

TOTAL CREDIT to be entered into PART I, Item 9"Percent Complying" column of

FORMFDA 2359j, Section B, Page 2.

REMARKS

REMARKS

Suspension)

2. Regulatory action not properly taken on three (3)
dairy farms. (Dairy Farms #7-ltem 3a-4X; #14-ltem 16a-
3X; and #16-Item 14b-3X) (Category Il — Permit

3. Drug residue tests not recorded on ledgers for two
(2) dairy farms. (Dairy Farms #10 and 22) (Category Il
- Laboratory Records)

FORM NCIMS 2359j (10/23) (PAGE 4)

(PREVIOUS EDITIONS ARE OBSOLETE)
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13. FORM NCIMS 2359k-STATUS OF RAW MILK FOR PASTEURIZATION, ASEPTIC
PROCESSING AND PACKAGING, RETORT PROCESSED AFTER PACKAGING OR
FERMENTED HIGH-ACID, SHELF-STABLE PROCESSING AND PACKAGING (EXAMPLE)

STATUS OF RAW MILK FOR PASTEURIZATION, ASEPTIC

. Great Cows BTU NATIONAL CONFERENCE PROCESSING AND PACKAGING OR RETORT PROCESSED
Shipper ON INTERSTATE MILK AFTER PACKAGING OR FERMENTED HIGH-ACID, SHELF-
Date of Rating August 10-12, 2022 SHIPMENTS STABLE PROCESSING AND PACKAGING
Sanitation Compliance Rahng1 ﬂ
ITEMS OF SANITATION
o Milkhouse . Drug and .
(':ﬂ::;:rgui‘?;:. Construction and Uéezis”:‘::td Milking | Chemical s::;el Insects and Rodents
Facilities aup Control REMARKS
pel
s "
g | 8 g g
g | € 52 e
s 3 |3 E kb [ .
E 3 e (g o © (]
g 2= & - c[E o
NAME OF DAIRY R 215 2 Sl &
FARM E B9 &[5 SeEER |2
s 5% 2 | a SBISE | <
R E o Q DT E |
2 S|T8K 8 20z eolElR |3
= o =4 I = o% ;0 o ]
= 21z 512 o[B80 4 2
S|EE2E2|s|qlc|2ESBEBER | 2 =
> . 2|3 SlEls sl 18 |2 P PR R S
© = @ wl 2] 3| o 21852 clz|SERIPSBelmal| = >
a 3 =3 2l 2 T | Blasle|lclz|eE=lE2lc&lee| 2 S <
o 2 |x|oO = [ =12 g E | E c|2 (S8 Ew|E8RSES|E faie
5 = | = [T ] [7) S| S > | = o D oe|l@2|=]|c|o < |22 oW o | 3 [« - -
= |5|= S| a ” Slzlal gl e & | § - | Slclolg |l =228 R |Te IR &
o) = =l o - | ¥ el o ol5le|lw|@ o .S S o c ® | = |2 IES |0 o clEs | O = [g £
= s|o sl c @ S |5 b= > o N e I = BEo|lw |2 |®E
22 |g|le HEAEI I Slels|2)e o |[S|P|B|lel|2]2 Slela|s B |8CEeES|E |8 |05
cx|5|slele|5]|E|2]c elw|S|l2|E|lE|lagl 5 |2|8|E|2|2]8 slelslzlEseeleafgale |2 |2 .
338 |2lels|=|SlElE]|¢ slslEl2| 83|22l |2|8|S|5(5]s clele|le Pelgzlas [E T |E |5
o2 |a|lsl|lo|s|lo|®|E|2 olE|lo|l2|l2|o|Bl E|s|@|5(8|s]8 S|lo|c|ocEZ|EEE52| & 3 | ©
o |=z|a|c|[=|o|d|z|o|e|c|=]|S=|C|o|F]| = |c|D|a|d|uw|C I|a|o|FrEsEEkKSpGa|a |R @
. 1 2 3|4 5 617 8 | 10]11 |12 |13 |14 15 16 |17 | 18 19
A B € D E A B C A-C DE AB C |AB CD EF GH
weiGHT| 5 [ s[4 |+ [+ 1]t |3 ]|af1]1|2]2]2 |4 |4 bos|a [5]5 |2 |5 |3 |2-MW-5]|2]|1 p--1]3 | 2|22 [0
1. Roy Harris A7 1 5 2 1 a 153  |Major water violation
2. James Henley el 2 4 6 126 [Missed water freq but last
sample tested safe
3. W.T. Miller 5 5 N 1 2| s 5 10 34 170 |Insufficient milk sarmples
4. John Barkley 1M 205 2 2 1 121 |Only cold water in hand sink
5. K.R. Olson 15 3 2 2 7 105  |Minor water violation
8. Robert Taylor 10 5 5 50 |2 of4 SSCwilast 1 violative
7. Pete Carhart 18 1 3] 2 5 12 | 218 [Cooling pond - dirty cows
8. Davis & Nelson 33 3|3 1 7|23
9. AlHart 10 3 4 7 70
10. Don Meyers E 1 4 5 2 12 | 96
11. William Long 12 1 3 4 2 10 120 |3rfeed storage
12. Jon Jones 27 1 9 4 5 12 | 324 |Drugs w/o directions for use
13. John Marshall 16 s3]l 2] s 17 | 272 |Prug storage & pig meds
14. R.W. Ripple 12 1 2 3 36
15. N.W. Williams 23 5 2 2 a 207 [Dirty abnomal equip in MH
16. R.A. Wolf 19 |5 1 b ] A
17. Frank Ecker 1 3 4 2 a 99 [Missed water freq, but last
sample tested safe
Total or Subtotal 68 2z s a3zt 2 -4 -86|2|-|-|2]|5]1] 4 2 11l - - = 1 1 1 | 178 | 2510
% of Dairy Farms Violating
FORM NCIWS 2350k (10723) PAGE 1
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CONTINUATION OF THE "STATUS OF RAW MILK FOR PASTEURIZATION, ASEPTIC PROCESSING AND PACKAGING OR

RETORT PROCESSED AFTER PACKAGING OR FERMENTED HIGH-ACID, SHELF-STABLE PROCESSING AND PACKAGING" FOR  ©reat Cows BTU AS OF  August 10-12, 2022

1 2 3|4 5 6|7 8 |9 ([10]11|12] 13|14 15 16 (17 18 19
A B € D E A B €C DE A-C DE AB C (AB CD EF cGH

2-M-5[2(1p-®-13 |2 |22

ITEM

BACTI
ta
Debits *

REMARKS

Founas
Sold Daily
(100 #

o
w
-
Q

&

WEIBHT| 5 | 5|1 |1 |1 ]1]1]|3]|3]|1|1]|2]|2]2|4|4|2o04([5|5(2

o
@
hy
a

Subtotal from Page 1 ws |22l ol elal -2t 2 - a6 2] -f-|2lst a2t |- - -11]1

18. Henry Ronan 13 N 12 156

19. Smith & Jones 4 C T R T A 4 2] s 18 7

20. H. Adams 42 1 2 3 5 210 Mo vet's name on
prescription cattle

drugs

21. Joe Lamb 3 I 2 0| 4 126 2 0f4 SPC, Last 1
violative

22. B. Forest 12 1 2 2 5 60

23. Anna Bowers 11 1 3 5 9 99

24. L.R.Hayser 4 5 2 7 28

25. pete Carson 15 1 5 8 ag hajor water violation

26.

27:

28.

29.

30.

31.

32.

33.

34.

35.

36.

37.

38.

39.

40.

Total or Subtotal ae |22 s 7l2 2ol -f2ta|-]al-|7alz2|z2|v)e| 1|52 1|t |-f-1+1171 1|2 || =5

% of Dairy Farms Violating g| s|20]2ls | 8] 4]m|12|lols |4a|12lo|w|o||12|s|s|s|s]la]xm]s |a|a]a]lo]o 4 4 4 8

. ) ) N 2 Total Debits for each dairy farm is the sum of the weights of the ltems violated. (NOTE: Any ltem violated
Total Pounds Sold Daily (100# Units)® X Total Debits indicate by placing the debit value (weight) of that ltem or an "X" under that ltem.)

Total Pounds Sold Daily (100# Units) 3 Total Pounds Sold Daily are calculated in 100# Units

Footnotes: ' Sanitation Compliance Rating = 100 —

* Used only when not in compliance.

100-3351/378 =100-8.8=91.1 =91 SOMMENTS

FORM NCIMS 2359k {10/23) PAGE 2
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14. FORM NCIMS 2359L-STATUS OF MILK PLANTS (INCLUDING DRYING AND
CONDENSING MILK PRODUCTS PLANTS, RECEIVING STATIONS AND TRANSFER

Milk Products Plant

[.M.A. DAIRY

STATIONS) (EXAMPLE: Milk Plant)

National Conference on
Interstate Milk Shipments

Date of Rating September 20-21, 2022

STATUS OF MILK PLANTS
(INCLUDING DRYING AND CONDENSING MILK PRODUCTS PLANTS,

RECEIVING STATIONS and TRANSFER STATIONS)

90

Sanitation Compliance Rating !

ITEMS OF SANITATION
Contal_ners and Pasteurization Bottling
Equipment Cappin
NAME OF PLANT 4 o =9
e 2l o el o o E9 REMARKS
o 1 ] =1 0 =) =
{MILK PRODUCT/ | 2 w2 . |E| 8 ; g R ] £9 =9
PASTEURIZATION/ | .. g2 gl 2 gl E =2 = I SIS I s3| ££ o . 27
o2 =g EloZ Llel o 28 6| gl 2clog E|O T| & co| §3 g E o
FILLING AND <) 3=z AR ERIE - (0= =] I =t == A = - £zl ool |4 3 3|4 £4
CAPPING) o< ol B E T = S 5% s8 |83 oG |9 §| 2 5% 39 g 9ol 4 s3
Ph=) gl¢c Slelos | a2l E = |0 ss| s|eEl 2l 2d B S| ® S| €2 9 4 o3
° sl gIz|l0od|?]|E=E]lE o Lol BE| S|E|l £39 &4 5 2| @ 2| £2| ES g 8 El § 2
SRl E 1 - 1R e - B = g 28 2| 2555 o5 g 29 £| 23| 289 F S 4 £
cC |8 |=|8|3|E|c|ls2|]|5|=]s 5 c3l o5l 2| E=2|c8 93 B & B| 55| 9 g g 5| 4 23
a | [=|al3d]lzo|lFal|ls|Z|S|o 7] ho|lacd] ozl e FQ €| x| -9 G| CO| aqg o of O H o o
ITEM 1 da| 4b| 5 T 9110 i 12eb]| 12ce] 13 141 15a | 15b] 15c 16ab 18y 16c| 16d 17| 18] 19 20 2
(] 2
WEIGHT| 1 | 1| 2| 1| 1|3 3 |4]|2|3|3| 3 5| 56 3| 2 3|5 1 4 15| 3| 10| 4 5 5 1 1 51 10
I.M.A. Dairy 5,000 3 3 & | 30,000
Buttermilk Vat #1 (15) 15 15 225| Inlet valve not removed during HT
C. Cheese Starter Vat (3) 4 4 12| Air space reading not made at BOTH
beginning and_end of Halding period
By-Products HTST (360) 15 10 2| 9pop| Plantoperating camputer can star the
booster purnp in_divert mode
1% Milk (500) 5 5| 10l 20| 10.000| Insuff # of samples taken in last &
months
Tub Container (70) 5 5 350| Hand capping of 5 Ib. containers
Sour Cream (5) 10| 10 50 | 2 of last 4 coli counts high (last 1
positivelilast 1 violative
TOTALS 5.000 a5 [49,637| 100-49,637/5,000=100-9.9=90.1=90
Footnotes: 2 Total Debits for each milk plant, receiving station or transfer station are the sum of the weights of the ltems

!Sanitation Compliance Rating = 100 -

FORM NCIMS 2359L (10/23)

violated
under that Item.)

Total Pounds Processed Daily (100# Units) * X Total Debits *
Total Pounds Processed Daily (100# Units) #

3 Total Pounds Processed Daily are calculated in 100# Units

*Used only when not in compliance. Pro-rated by product
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15. FORM NCIMS 2359L-STATUS OF MILK PLANTS (INCLUDING DRYING AND
CONDENSING MILK PRODUCTS PLANTS, RECEIVING STATIONS AND TRANSFER

STATIONS) (EXAMPLE: MILK PLANT WITH A ATTACHED RECEIVING AND TRANSFER

Milk Products Plant

Metro Dairy Company

STATION)

National Conference on
Interstate Milk Shipments

STATUS OF MILK PLANTS

Date of Rating October 30-31, 2022 (INCLUDING DRYING AND CONDENSING MILK PRODUCTS PLANTS, Sanitation Compliance Rating
RECEIVING STATIONS AND TRANSFER STATIONS)
ITEMS OF SANITATION
Cogtal_ners and Pastatrisation Bottling
quipment Cappin
=
NAME OF PLANT S e =3 =9
g g » 2 g ol of £ o 8 B = REMARKS
{MILK PRODUCT/ | & gl ¢ o |5]2 , 2 8¢ | g 5| ¢ | £4 3 3
PASTEURIZATION/ | & o £ é g m% il =l E %i,, o 5. é E C % ;1 é el & 53 §% o . E -
FILLING AND =0 EE HEAREE . a3 e8| gl 15[ BE & | 2| ¢ gzl &8 | 4 4 3| &4
CAPPING) o ¢ = | e B e E M e =] 53 8 |22 o5l & 2| 5| =2 =8| 5 o g 9 ol 4 £3
25 slslelglelz|| 3 El: 5| 8] & el 2E| S|CE| S5 Y 5| 8|2 = 22| £5 2358“5
cE |o IR R B S ols|&Es|E| 2 29 88| Ll =2l 55 22 & 5] 24 £| za| &% A q 51 4 =
28 [8|5|2|5|5|5(22(3|3|2|| 25| &| 5 §?§58§%§§Ega%§§‘g?f%’ggg%ﬁéé
oo | |=]a T 28] lz|ElE|&|l S| o] & ﬁﬁuubiégrxﬁo‘fuckuz%oo fal S 4 g S 9 &
ITEM | 1 4a| 4b 6 |7]s 10 11 [ 12ab| 12ce] 13 | 14| 15a | 15b] 15 16ab 164 1ec| 16d | 17| 18] 19| 20| 2| 2
(1) @)
WEIGHT| 1 | 1] 2 1[1]3] 3 |4]|2]3|3] 3 5|5 3| 2 3158 1 4 15| 3| 10| 4 5 5 1 1 1| 51 10
Metro Dairy Co 1,000 3 5 8 | 800¢100-8=92
Metro RS (680) 1 2 3 3 g lAbove 90 (would not be included in
Plant Score)
White Milk TS (220) 3 5 1| 2 1 100-11=88 (Below 90)
Subtract TS Score from Flant Score)
3 680 [P2-89=3x 220 =680
TOTALS 1,000 5660 | 100-8,860/1,000=100-8.7=91.3=91
Footnotes: 2 Total Debits for each milk plant, receiving station or transfer station are the sum of the weights of the ltems
N Tatal Pounds Processed Daily (100# Units) * X Total Debits 2 violated. (NOTE: Any Item or subitem violated, indicate by placing the debit value (weight) of that Item or an “X"
!Sanitation Compliance Rating = 100 — - - — o
Total Pounds Processed Daily (100# Units) 2 under that Item.)

FORM NCIMS 2359L (10/23)

2 Total Pounds Processed Daily are calculated in 100# Units

“Used only when not in compliance. Pro-rated by product.
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16. FORM FDA 2359i-INTERSTATE MILK SHIPPER’s REPORT
3-A. COUNTRY
DEPARTMENT OF HEALTH AND HUMAN SERVICES ,
S —————— INTERSTATE MILK SHIPPER’s REPORT
USA
7. NANE OF SHIFPER ZTTTY 3. STATE
Clean Milk Dairy Moosville State 00007
4. STREET 5. PLANT or BTU # 6. PRODUCT CODE #s
ek A ofol2]s|o|1]2]4]5]7]e]-]1]s
7. SURVEY DATA
DAIRY FARMS
PRODUCT TYPE OF RATING R MILK PLANT ' ENFORCEMENT
[JARea []NDIvVIDUAL
RATING (%) 92 NA 91 90
DATE OF RATING 8/5-7/2022 NA 8/3-4/2022 8/2/2022
TOTAL NUMBER 120 NA 1
NUMBER INSPECTED 34 NA 1
VOLUME RECEIVED DAILY
(Cwt) NA 9,800
APPENDIX N FSP/PCs
1S THE SHIPPER IN COMPLIANCE WITH WHEN APPLICABLE, IS THE SHIPPER IN COMPLIANCE

THE PROVISIONS OF APPENDIX N?

WITH THE PROVISIONS OF APPENDIX T?

[v]ves  [ne Oves [no

RATING AGENCY
[v]sto [ ]eoL
[Jsoa [Jwec
[ ]oTHER

CERTIFIED RATING OFFICER OFFICER'S CERTIFICATION
EXPIRATION DATE

Mary Milkrater Sept. 19, 2023

EARLIEST RATING DATE

MONTH DAY YEAR

0| 8|03 2|2

AGENCY PROVIDING CONTINUOUS SUPERVISION OF SUPPLY

State Department of Health

EXPIRATION RATING DATE?

MONTH DAY YEAR

0| 8| 3([1] 2] 4

8.LABORATORY CONTROL

APPROVED LABORATORY NUMBER EXPIRATION DATE
PROCESSED MILK TESTS APPROVED RAW MILK TESTS APPROVED
A 00001 A 0212023 -
- - spe coLl PHOS RBC DRUG RESIDUE| VIABLE SOMATIC DRUG RESIDUE
B. 00302 B 09/2023 TESTS COUNTS | CELL COUNTS TESTS
A 2 | A 21a| A 2 | A 2 |A ec2ms A 2 | A 0 2 A 9C2. 903
B. B. B. B. B. B. 3 B. 18 B.
DATE OF LAST TWO (2) SPLIT SAMPLES APPROVED WATER LABORATORY AND DATE WATER TESTS APPRQVED
A 09/2021 A 0472022 State Health Dept. Lab (State EPA) 10/2020 DA MPN
B. 04/2020 B. 09/2021

9. PUBLICATION (Witten permission from a shipper shall be on file at the Regulatory/Rating Office prior to the publication of rating/listing.)

WRITTEN PERMISSION FROM SHIPPER DATED 8M10/2022 ON FILE? YES

[ ]no

10. SUBMISSION OF REPORT BY RATING AGENCY

DATE OF REPORT
8/10/2022

SUBMITTED BY (Signature)

Title

Milk Sanitation Rating Officer

T"Submit separate Form for each milk plant

" The expiration rating date is two {2) years after the earliest rating date, plus the remaining days of the month, i.e., earliest rating date is 10/1/2023 with a corresponding
expiration rating date of 10/31/2025, except if the Enforcement Rating is <90, then the expiration rating date is six {(6) months after the earliest rating date, i.e., earliest rating
date is 10/1/2021 with a corresponding expiration rating date of 4/30/2022.

FORM FDA 2359i (10/23)
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FOR FDA OFFICE USE ONLY

Written permission from shipper dated 8/10/2022

on file and publication of rating/listing recommended.

DATE

SIGNATURE (FDA Mik Specialist)
8/10/2022

11. MILK PLANTS : List below the Name and Address of all shippers of raw milk and milk products received during the thirty (30) days preceding the earliest

rating date of the Rating; Sanitation Compliance Rating; and Expiration Rating Date. Plants receiving milk from an unlisted source(s), or source(s) with a
Sanitation Compliance Rating below ninety (90), are not eligible for listing in the electronic publication, /IMS LIST — SANITATION COMPLIANCE AND

ENFORCEMENT RATINGS OF INTERSTATE MILK SHIPPERS.

SANITATION
NAME OF SHIPPER (/nclude BTU or Plant #) CITY AND STATE/COUNTRY COMPLIANCE | EXPIRATION
Gliies Bel i RATING RATING DATE
ABC BTU Bulls Role, State/County 91 12/31/2023
Udderly Delightful BTU Tootle Town, State/County 92 6/30/2024
GMI Good Dairy Paradise, State/County 90 4/30/2024
NSTRUCTIONS:

Completed Forms shall be received by the Milk Safety Team (HFS-316) to be included in the IMS List. Additional explanation is offered for the following Items:
Item 1: Name of Shipper — Limit shipper's name to not more than thirty-four (34) characters and spaces. If a receiving or transfer station is to be listed,

please include "Receiving Station” or “Transfer Station" or "(RS)" or “(TS)" with the name of the shipper. Suggested abbreviations are published in the IMS List.
Item 5: Plant or BTU # — When the IMS Number is less than five (5) digits, leave the left-hand square(s) blank.

Item 6: Product Code #'s — Enter Product Code #s starting in the first (left-hand) space. Product Code #s are listed below:

PRODUCT CODES:

©O©oO~NOOhWN =

22.
23.
24.

Raw Milk for Pasteurization (May Include Lowfat, Skim or Cream)

. Pasteurized Milk, Reduced Fat, Lowfat, or Skim

. Heat-Treated (May Include Reduced Fat, Lowfat, Skim or Cream)
. Pasteurized Half & Half, Coffee Cream, Creams

. Ultra-Pasteurized (UP) Milk and Milk Products

. Aseptic Milk and Milk Products (Including Flavored)

. Cottage Cheese (Including Lowfat, Nonfat or Dry Curd)

. Cultured or Acidified Milk and Milk Products

. Yogurt (Including Lowfat or Skim)

. Sour Cream Products (Acidified or Cultured)

. Whey (Liquid)

. Whey (Condensed)

. Whey (Dry)

. Modified Whey Products (Condensed or Dry)

. Condensed Milk and Milk Products

. Nonfat Dry Milk

. Buttermilk (Condensed or Dry)

. Eggnog

. Lactose Reduced Milk and Milk Products

. Low-Sodium Milk and Milk Products

. Milk and Milk Products with Added Safe and Suitable Microbial Organisms

(Such as Lactobacillus acidophilus)

Dry Milk and Milk Products

Anhydrous Milk Fat

Cholesterol Modified Anhydrous Milk Fat

25. Cholesterol Modified Fluid Milk Products

26. Cream (Condensed or Dry)
27. Blended Dry Products

28. Whey Cream

29. Whey Cream and Cream Blends

30. Grade "A" Lactose

31. Raw Goat Milk for Pasteurization
32. Pasteurized Goat Milk and Milk Products
33. Cultured Goat Milk and Milk Products

34. Condensed or Dry Goat Milk and Milk Products

35. Ultra-Pasteurized (UP) Goat Milk and Milk Products
36. Aseptic Goat Milk and Milk Products

37. Raw Sheep Milk for Pasteurization

38. Pasteurized Sheep Milk and Milk Products
39. Cultured Sheep Milk and Milk Products
40. Concentrated Raw Milk Products for Pasteurization
41. Concentrated Pasteurized Milk Products
42. Ultrafiltered Permeate from Milk

43. Ultrafiltered Permeate from Whey

44, Raw Water Buffalo Milk for Pasteurization

45, Pasteurized Water Buffalo Milk and Milk Products

46. Cultured Water Buffalo Milk and Milk Products
47. Raw Camel Milk for Pasteurization

48. Pasteurized Camel Milk and Milk Products
49, Cultured Camel Milk and Milk Products

FORM FDA 2359i (10/23)
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17. FORM NCIMS 2359m-MILK PLANT, RECEIVING STATION OR TRANSFER STATION
NCIMS HACCP SYSTEM AUDIT REPORT

National Conference on Interstate
Milk Shipments

MILK PLANT, RECEIVING STATION OR TRANSFER STATION

NCIMS HACCP SYSTEM AUDIT REPORT

A&D Fat Free Milk, Chocolate Vitamin D Milk, Chocolate Vitamin A&D Reduced Fat 2% Milk,
and Chocolate Vitamin A&D Lowfat Nutrish 1% (IMS Product Code 2)

DATE TYPE OF AUDIT
1/23/23 [JREGULATORY* OREGULATORY FOLLOW-UP LISTING [J FDA AUDIT OF LISTING
FIRM NAME LICENSE/PERMIT NO. IMS PLANT NO.
My HACCP Dairy Plant 123 00-123
ADDRESS (Line 1)
234 Milk Road
ADDRESS (Line 2) EITY STATE/COUNTRY ZIP CODE
My City MY 11111
IMS LISTED PRODUCT(S) MANUFACTURED AND REVIEWED Prerequisite Program(s) Issue Date(s)
Vitamin D Milk, Vitamin A&D Reduced Fat 2% Milk, Vitamin A&D Lowfat Nutrish 1%, Vitamin 3/15/20

Hazard Analysis

Issue Date(s) 3/15/23

HACCP Plan

Issue Date(s) 3/15/23

Sections 3 and 6, and Appendix K. for details.)

ITEMS MARKED DID NOT MEET THE NCIMS HACCP PROGRAM CRITERIA DESCRIBED BELOW
Starred %% Items are Critical Listing Elements

*NOTE: This regulatory NCIMS System Audit Report of your milk plant, receiving station, or transfer station serves as a notification of the intent to suspend
your permit if ltems marked on this audit report are not in compliance at the time of the next regulatory audit or within established timelines. (Refer to PMO

Saction 1 HAZARD ANALYSIS
D A. Flow Diagram and Hazard Analysis conducted and written for each kind or
group of milk or milk product processed.**

D B. Written Hazard Analysis identifies all potential milk or milk product safety
hazards and determines those that are reasonably likely to oceur {including
hazards within and outside the processing plant environment).

E C. Written Hazard Analysis reassessed after changes in raw materials, formulations,
processing methods/systems, distribution, intended use or consumers.

|:| D. Written Hazard Analysis signed and dated as required.

Section 2 HACCP PLAN

[J A. Writtan HAGGP Plan prepared for each kind or group of milk or milk product
processed.™*

[ 8. writtan HAGGP Plan implemented.

[ c. Writtan HACCP Plan identifies all milk or milk product safety hazards that are
reasonably likely 1o oceur.

[ ©. written HACCP Plan signad and dated as raquired.

Section3  HACCP PLAN CRITICAL CONTROL POINTS (CCP)

[J A. HACCP Plan lists CGP(s) for aach milk or milk product safety hazard identified as
raasonably likely 1o occur,

[0 B. CCP(s) identified are adequata cantrol measures for the milk or milk product
safety hazard(s) identifiad.

O c. Control measures assaciated with CCP{s) listed are appropriate at the
procassing stap identified.

Sectlon 4 HACGCP PLAN CRITICAL LIMITS {CL)

D A. HAGCP Plan lists critical limits for sach GGP.

[ B. CL(s) are adequate to control the hazard identified.**

|:| C. CL(s) are achievable with existing monitoring instruments or procedures.
[ D. CL(s) ars met.

Section 5 HACCP PLAN MONITORING

] A. HACCP Plan defines monitering procedures for sach CCP. (what, how,
fraquenty, whom, aie.)

] 8. Monitoring procedures as defined in the HACCP Plan followed.

[ ¢. Monitoring proceduras as defined in the HACCP Plan adequately measura
CL(s) at sach CCP.

O . Monitoring record data consistent with the actual valus(s) observed during
the audit.

|:| E. Monitoring records reviewed as required within seven (7) working days of the
records being created.

Sectlon6  HACCP PLAN CORRECTIVE ACTION

[ A. Corrective actions when defined in the HAGCP Plan were followed when
deviations occurred.

[ B. Predetermined corrective actions defined in the HACCP Plan ensurs the cause of
the deviation is corrected.

O c. correctiva action taken for products produced during a deviation from CL(s)
defined in the HAGGP Plan.**

] D. Affected milk or milk product produced during the deviation segregated and held,
AND a review to determine product acceptability performed, AND corractive action
taken to ansure that no adulterated milk and/or milk product that is injurious to
haalth enters commerca.

] E. Cause of deviation was corrected.

] F. Reassessment of HACCP Plan performed and modified accordingly.

[ 6. Corrective actions documentzd.

Sectlon 7 HACCP PLAN VERIFICATION & VALIDATION
D A. HACCP plan defines verification procedures, including frequency.
D B. Verification activities are ¢ondugted and comply with HACCP Plan.
|:| C. Reassessmant of HACCP Plan conductad annually, OR

[ 1. After changes that cauld affsct the hazard analysis, OR

[ 2. After significant changes in the operation including raw materials and/or
source, product formulation, processing methods/systems, distribution
imtended use or intended consumar.

D [. Calibration of CCP process monitering instruments performed as required and at
the frequency defined in the HACCP Plan.**

[ E. CCP menitoring records document that values are within CL{s) and reviewed as
required within seven (7) working days of the records bsing creatad.

D F. Gorractive action records reviewed as required within seven (7) working days of the
records being created

|:| G. Calibration records and end product or in-process testing results defined in
HACCP Plan reviewed as required.

] H. Records reviewad as required, including date and signature.

FORM NCIMS 2359m (10/23)

Page 1
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Milk Plant, Receiving Station or Transfer Station — NCIMS HACCP SYSTEM AUDIT REPORT

ITEMS MARKED DID NOT MEET THE NCIMS HACCP PROGRAM CRITERIA DESCRIBED BELOW
Starred Yok Items are Critical Listing Elements

Sectlon 8 HAGCP SYSTEM RECORDS

|:| A. Required information included in the record, e.g., name/location of processor and/
or date/time of activity and/or signature/initials of person performing operation
and/or identity of product/product code.

] B. Processing/othar infarmation entared on racord at time obsarved.

[ c. Records retained for 2 years.

[ . Records relating to adequacy of equipment or processes retained for 2 years.
|:| E. HACCP records correct, complete and available for official review.

[ F. Informatien on HACCP records not falsified.**
[ 6. Requirements in 21 CFR 117 Subpart F are addressed.

Saction 9 HACCP SYSTEM PREREQUISITE PROGRAMS (PPs)
|:| A. Required PP written, implemented, and in substantial compliance by firm.

[ 1. safety of tha water that comes into contact with milk or milk contact
surfaces (including steam and ica);

[#] 2. Condition and cleanliness of equipment milk contact surfaces;

|:| 3. Prevention of cross contamination from unsanitary objects and/or
practices to milk and milk preducts, packaging material and other milk
contact surfaces, including utensils, gloves, outer garments, etc., and
from raw product to processed produst;

[ 4. Maintenanca of hand washing, hand sanitizing, and tailst facilitiss;

[ 5. Protection of milk and milk product, milk packaging material, and milk
contact surfaces from adulteration with lubricants, fuel, pesticides,
cleaning compounds, sanitizing agents, condensate and other chemical,
physical and biological contaminants;

[ . Proper labaling, starage, and use of texic compounds;

[ 7. control of employse heatth conditions that could result in the microbiological
comtaminatien of milk and milk products, milk packaging materials, and milk
contact surfaces; and

D 8. Pest exclusion from the milk plant, receiving station, or transfer station.
|:| 9. Requirements in 21 CFR 117 Subparis A and B are addressed.

[ B. Additional PP’s required or justified by the hazard analysis are written and
implemented by firm.

[#] c. PP conditions and practices monitored as required.
[ . PP monitoring performed at a frequency to ensure conformance.

[ E. Corractions parformed in a timely manner when PP monitoring records reflect
deficiencias or non-conformitias.

[=] F. PP audited by firm.
[ G. PP monitoring records adequately reflect conditions observed.
D H. PP signed and dated as required.

Section 10  OTHER NGIMS REQUIREMENTS

|:| A. Incoming milk supply from NCIMS listed source(s) with sanitation scores of S0
or better or acceptable HACGP Listing.**

] B. Drug rasidua control program implementad.**

|:| C. Drug residue control program records complete.

[ D. Labeling compliance as required.

D E. Prevention of adulteration of milk products.

D F. Regulatory samples comply with standards.

[ 6. Pasteurization Equipment design and construction,

D H. Approved Laboratory Utilized - (if not, Rating not conducted).

D I. Substantially compliant on the following items as outlined in Appendix T.
[ 1. written Recall Plan;
O 2. written Risk Based Supply-Chain Program
] 3. written Environmental Monitoring Pragram; and
[ 4. All other applicable requirements
|:| J. Holding and Distribution of Human Food By-Products for use as Animal Food.

[ k. cther items as noted.

Section11  HACCP SYSTEM TRAINING (Individuals trained according

to Appendix K or alternatively have equivalent job experience.)
|:| A. PPs developed by trained personnel.

[ B. Hazard Analysis developed by trained personnel.
I:I C. HACCP Plan developed by trained personnel.

[#] D. HAGCP Plan validation, modification or reassessment performad by trained
personnal.

I:I E. HACCP Plan records review performed by trained individual.
[ F. Employsss trainad in monitoring opsrations.

[ 6. Employess trained in PP operations and food hygisne.

|:| H. Records that document training shall be established, maintained and retained at the
milk plant for at least two(2) years after the date they are prepared.

Section12  HACCP SYSTEM AUDIT FOLLOW-UP ACTION

[ A. Previous audit findings corrected.

[ B. Previous audit findings remain corrected at time of this audit.

[] C. STATE MILK PLANT, RECEIVING STATION OR TRANSFER STATION HACGP
SYSTEM AUDIT REPORT issued and follow-up conducted as required {HACCP
Listing Audits and FDA Audits only).

] . A saries of observations that lead to a finding of a potantial HACCP System failure
that is likely to result in a compromisad to milk or milk produst safety™*

Refer to attached Audit Discussion sheet(s) for details.

FORM NCIMS 2359m (10/23)

Page 2
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NCIMS HACCP SYSTEM AUDIT REPORT DISCUSSION SHEET

FIRM NAME DATE OF AUDIT
My HACCP Dairy Plant January 23-25, 2023

EXPLANATION OF DEVIATIONS/DEFICIENCIES/NON-CONFORMITIES THAT DID NOT MEET
THE NCIMS HACCP PROGRAM CRITERIA

{Use additional sheets as necessary if entry field is non-expandable.)

NOTE: When Regulatory Audits are conducted, timelines for corrections of all identified
deviations, deficiencies and non-conformities shall be established.

Section 1.C - The firm has failed to reassess the hazard analysis after changes in raw materials,
formulations, processing methods/systems, distribution, and intended use or consumer as evidenced by
the lack of the hazard analysis being reviewed and re-dated after the 6/2022 addition of a new
ingredient, chocolate slurry, and again after the case washing area was relocated 7/21/2022. The
current hazard analysis documented and signed is dated 3/15/2021.

Section 9.A.2. - The plant has failed to write and implement required prerequisite programs that are in
substantial compliance with the HACCP requirements. Specifically, the plant has failed to monitor and
comply with the HACCP requirement for the Condition and Cleanliness of Milk Contact Surfaces of
Equipment as evidenced by the following: Product residues were observed in raw silos #1, #2, and #3,
blending vat B and tank R7 following CIP; stabilizer residues were observed on the bottom of raw
storage tank R16 after it had been cleaned; and there is no brief written description or checklist of
monitoring the cleaning effectiveness after cleaning has occurred.

Based upon the equipment cleaning history at this plant, cleaning effectiveness checks shall be
addressed in the written prerequisite program.

Section 9.C. & F. - The plant has failed to monitor or audit prerequisite program conditions, as required
to ensure conformance. Specifically, the written procedures for CIP of raw silos #1, #2, and #3,
blending vat B and tank R7 stipulated an alkali wash at 147°F for 20 minutes. An examination of the CIP
charts for those circuits indicated that the temperature of the alkali wash ranged from 118°F to 128°F.
There was no evidence that any of the CIP charts were monitored and signed by the operator or verified
by the sanitation shift supervisor as required by the prerequisite program. The operator shall monitor,
and the sanitation shift supervisor shall verify CIP charts as required by the written prerequisite
program.

Section 11.D. - The plant failed to adequately train employees in their responsibilities related to the
HACCP System. Specifically the employees operating the CIP systems and their supervisors evaluating
the CIP recording charts. (Referto Section 9.C. & F. comments.)

L.M.A. Milkrater

FORM NCIMS 2359m (10/23) Page 4
Audit Report Discussion Sheet
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18. FORM NCIMS 2359n-NCIMS HACCP SYSTEM REGULATORY AGENCY REVIEW REPORT

National Conference on Interstate
Milk Shipments

NCIMS HACCP SYSTEM REGULATORY AGENCY REVIEW REPORT
(To be included with all NCIMS HACCP Listings and FDA Audits)

REGULATORY AGENCY DATE OF EVALUATION
State Department of Health January 22-25, 2022
FTRM NAME [ICENSE/PERMIT NO. TS PLANT NO.
My HACCP Dairy Plant 123 00-123
ADDRESS

234 Milk Road, My City, MY 11111

EXPLANATION OF CONCERNS NOTED REGARDING REGULATORY AGENCY
OBLIGATIONS UNDER THE NCIMS HACCP SYSTEM

(Use additional sheets if necessary.)

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 Listings. This repeort shall include an evaluation of the following requirements:

1. Milk plant, receiving station or transfer station holds a valid permit.

My HACCP Dairy Plant permit #123 is valid. It was issued January 1, 2023 and expires December 31,
2023.

2. Milk plant, receiving station or transfer station audited by a HACCP trained Regulatory Agency auditor at the minimum
required frequency and follow-ups conducted as required.
The routine milk plant regulatory audits were conducted at the required frequencies. Follow up audits to verify correction on non-conformities from previous

audits are not being conducted until the next routine audit. The last sweet water sample (1/5/23) was violative; therefor, the previous minimum frequency of
once each six (6) months has been changed to once each four (4) months. (Note: The follow up sample taken 1/11/23 was satisfactory.)

3. Requirements interpreted in accordance with the Grade “A” PMO as indicated by past audits.

The Regulatory audit made 8/3-5/2020 did not note the need to re-evaluate the hazard analysis afterthe new chocolate slurry system was installed or after the case washer was maved. The
10/26-28/2020 regulatory audit did not question the equipment plant cleaning prerequisite pragram even though ongoing problems with equipment cleaning were observed in the plant records
and by abservation of the regulatory inspector. Inthe case of such repeated problems, in addition to assuring that the equipment is cleaned befare being used again, the Regulatory Agency

should be requiring the milk plant to investigate the cause of the problem and modify their HACCP system, if needed, to prevent re-occurrence

4. Pasteurization equipment tested at required frequency. (Not applicable to receiving stations, transfer stations, aseptic milk
plants and retort milk plants.)

All equipment tests were conducted at the required frequencies for HTST #1 and HTST #2.

5. Individual and cooling water samples tested and reports on file as required.

Sweet water and glycol samples were taken at the required frequency and, with the exception of th
1/5/2021 sample, all results were satisfactory.

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 and transfer stations.)

Only three (3) samples of fat free chocolate milk were taken between March 2022 and September
2022.

7. Sampling procedures approved by PHS/FDA evaluation metheds.
One (1) evening/weekend Industry Plant Sampler had not been evaluated in the last two (2) years.

8. Permit issuance, suspension, revocation, reinstatement, hearings, and/or court actions taken as required.

Two (2) of four (4) high coliform counts for whole milk chocolate were observed (4/6/2021 [Coliform 40]
and 6/21/2022 [Coliform 26]), however a warning letter was not sent.

9. Records systematically maintained and current.
Overall, the records are generally up to date and accurate.

FORM NCIMS 2339n (10/23)
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19. FORM FDA 2359i-INTERSTATE MILK SHIPPER’s REPORT (EXAMPLE:
NCIMS HACCP LISTING)

IS THE SHIPPER IN COMPLIANCE WITH
THE PROVISIONS OF APPENDIX N7

YES

Ono

DEPARTMENT OF HEALTH AND HUMAN SERVICES ; 3-8 COUNTRY
FOOD AND DRUG ADMINISTRATION INTERSTATE MILK SHIPPER’s REPORT
USA
(1. NAME OF SHIPPER 2.CITY 3. STATE
My HACCP Milk Plant My Gity My 11111
4. STREET 5. PLANT or BTU # 6. PRODUCT CODE #s
23%-Mille Read olol1|2|3]2]|4|7|5|8|9|-|1]8
7. SURVEY DATA
DAIRY FARMS
PRODUCT TYPE OF RATING e e MILK PLANT ! ENFORCEMENT
[-]aRea [JINDIVIDUAL
RATING {%) a0 NA HACCP Listing Acceptable Acceptab|e
DATE OF RATING NA 1/23-25/2022
TOTAL NUMBER NA 1
NUMBER INSPECTED NA 1
EQNI;;JME RECEIVED DAILY NA 9.800
APPENDIXN FSP/PCs

WHEN APPLICABLE, IS THE SHIPPER IN COMPLIANCE
WITH THE PROVISIONS OF APPENDIX T?

[Jves

o

RATING AGENCY

[v]sto [ ]soL
[Json  [rec
[ ]oTHER

CERTIFIED RATING OFFICER

I.M.A. Milkrater

OFFICER'S CERTIFICATION
EXPIRATION DATE

EARLIEST RATING DATE

MONTH DAY YEAR

October 12, 2023 0| 1 21 3|22

AGENCY PROVIDING CONTINUOUS SUPERVISION OF SUPPLY

State Department of Health

EXPIRATION RATING DATE?

MONTH DAY YEAR

oO(1| 3|1 2] 4

8. LABORATORY CONTROL

APPROVED LABORATORY NUMBER

EXPIRATION DATE

PROCESSED MILK TESTS APPROVED

RAW MILK TESTS APPROVED

A. 09/2021

04/2022

B. 04/2020

09/2023

State Health Dept. Lab (State EPA) 10/2022

A. 00001 A 0202023 DRUG RESIDUE| VIABLE | SOMATIC | DRUG RESIDUE
B. 00302 g, 09/2023 SPC | cOL | PHOS RBC TESTS COUNTS | CELL COUNTS TESTS
A 2 | A 2a|l A 2 | A 22 | A 9C2902 A 2 |a 12 A 9c20m3
B. |8 |8 |8 |B B. ¢ |B.__ 1 B.
DATE OF LAST TWO (2) SPLIT SAMPLES APPROVED WATER LABORATORY AND DATE WATER TESTS APPROVED

24-MPN

9. PUBLICATION (Written permission from a shipper shall be on file at the Reguilatory/Rating Office prior to the publication of rating/isting.)

WRITTEN PERMISSION FROM SHIPPER DATED

8/10/202

2 ON FILE?

YES

[[]no

10. SUBMISSION OF REPORT BY RATING AGENCY

DATE OF REPORT

8/10/2022

SUBMITTED BY (Signature)

Title

Milk Sanitation Rating Officer

T Submit separate Form for each milk plant

B The expiration rating date is two (2) years after the earliest rating date, plus the remaining days of the month, i.e., earliest rating date is 10/1/2023 with a corresponding
expiration rating date of 10/31/2025, except ifthe Enforcement Rating is <90, then the expiration rating date is six (6) months after the earliest rating date, i.e., earliest rating
date is 10/1/2021 with a corresponding expiration rating date of 4/30/2022.

FORM FDA 2359i (10/23)
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FOR FDA OFFICE USE ONLY

Written permission from shipper dated 8/10/2022

on file and publication of rating/listing recommended.

DATE

SIGNATURE (FDA Milk Specialist)
8/10/2022

11. MILK PLANTS: List below the Name and Address of all shippers of raw milk and milk products received during the thirty (30) days preceding the earliest

rating date of the Rating; Sanitation Compliance Rating; and Expiration Rating Date. Plants receiving milk from an unlisted source(s), or source(s) with a
Sanitation Compliance Rating below ninety (90), are not eligible for listing in the electronic publication, IMS LIST — SANITATION COMPLIANCE AND

ENFORCEMENT RATINGS OF INTERSTATE MILK SHIPPERS.

SANITATION
EXPIRATION
NAME OF SHIPPER (/nclude BTU or Plant #) CITY AND STATE/COUNTRY cogAplT_:ﬁgce FRCT
Cows BTU #1 Milktown, State/County 90 12/31/2023
Udderly Delightful BTU #2 Tootle Town, State/County 92 6/30/2022
Moosville BTU Cow Palace, State/County 94 10/31/2022
NSTRUCTIONS:

Completed Forms shall be received by the Milk Safety Team (HFS-316) to be included in the IMS List. Additional explanation is offered for the following Items:
Item 1: Name of Shipper — Limit shipper's name to not more than thirty-four (34) characters and spaces. If a receiving or transfer station is to be listed,

please include "Receiving Station” or “Transfer Station" or "(RS)” or “(TS)" with the name of the shipper. Suggested abbreviations are published in the IMS List.
Item 5: Plant or BTU # — When the IMS Number is less than five (5) digits, leave the left-hand square(s) blank.

Item 6: Product Code #'s — Enter Product Code #s starting in the first (left-hand) space. Product Code #s are listed below:

PRODUCT CODES:

. Raw Milk for Pasteurization (May Include Lowfat, Skim or Cream)
. Pasteurized Milk, Reduced Fat, Lowfat, or Skim

. Heat-Treated (May Include Reduced Fat, Lowfat, Skim or Cream)
. Pasteurized Half & Half, Coffee Cream, Creams

. Ultra-Pasteurized (UP) Milk and Milk Products

. Aseptic Milk and Milk Products (Including Flavored)

. Cottage Cheese (Including Lowfat, Nonfat or Dry Curd)

. Cultured or Acidified Milk and Milk Products

. Yogurt (Including Lowfat or Skim)

. Sour Cream Products (Acidified or Cultured)

. Whey (Liquid)

. Whey (Condensed)

. Whey (Dry)

. Modified Whey Products (Condensed or Dry)

. Condensed Milk and Milk Products

Nonfat Dry Milk

. Buttermilk (Condensed or Dry)

. Eggnog

. Lactose Reduced Milk and Milk Products

. Low-Sodium Milk and Milk Products

. Milk and Milk Products with Added Safe and Suitable Microbial Organisms

(Such as Lactobacillus acidophilus)

. Dry Milk and Milk Products
. Anhydrous Milk Fat
. Cholesterol Modified Anhydrous Milk Fat

25. Cholesterol Modified Fluid Milk Products

26. Cream (Condensed or Dry)
27. Blended Dry Products

28. Whey Cream

29. Whey Cream and Cream Blends

30. Grade "A" Lactose

31. Raw Goat Milk for Pasteurization
32. Pasteurized Goat Milk and Milk Products
33. Cultured Goat Milk and Milk Products

34. Condensed or Dry Goat Milk and Milk Products

35. Ultra-Pasteurized (UP) Goat Milk and Milk Products
36. Aseptic Goat Milk and Milk Products

37. Raw Sheep Milk for Pasteurization

38. Pasteurized Sheep Milk and Milk Products
39. Cultured Sheep Milk and Milk Products
40. Concentrated Raw Milk Products for Pasteurization
41. Concentrated Pasteurized Milk Products
42. Ultrafiltered Permeate from Milk

43. Ultrafiltered Permeate from Whey

44, Raw Water Buffalo Milk for Pasteurization

45, Pasteurized Water Buffalo Milk and Milk Products

46. Cultured Water Buffalo Milk and Milk Products
47. Raw Camel Milk for Pasteurization

48. Pasteurized Camel Milk and Milk Products
49. Cultured Camel Milk and Milk Products

FORM FDA 2359i (10/23)
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20. FORM NCIMS 23590-PERMISSION FOR PUBLICATION-INTERSTATE MILK SHIPPER’s
LISTING
(EXAMPLE: MILK PLANT HACCP LISTING)

PERMISSION FOR PUBLICATION
Interstate Milk Shipper’s Listing

SHIPPER'S NAME
My HACCP Plant

ADDRESS
234 Milk Road, My City, MY 11111

You are hereby advised that on (date[s]) January 23-25, 2022 a Rating or
HACCP Listing Audit was conducted with the following results:
a0 i NA
Producer Supply (BTU) Transfer Station
Receiving Station NA Milk Plant  Acceptable HACCP Listing

Enforcement Rating (For all Ratings and for attached farm supplies of HACCP listings) Acceptable

The results will be transmitted to the U.S. Food and Drug Administration. They will publish the
information in the “IMS List-Sanitation Compliance and Enforcement Ratings of Interstate Milk
Shippers”. The official Rating or HACCP Listing is valid for a period not to exceed two (2) years from
the earliest rating/listing date, except if the Enforcement Rating is less than 90 percent (< 90%), then
the official Rating/Listing is valid for a period not to exceed six (6) months from the earliest rating date,
subject to the rules of the National Conference on Interstate Milk Shipments.

Publication Permission Section

Permission is hereby granted to release and publish the above-stated Rating or HACCP Listing for use by
Regulatory Agencies and prospective purchasers.

It is understood and agreed by the undersigned that the official Rating or HACCP Listing Agency may
review this supply at any time during the two (2)-year or six (6) month period, respectively, referred to
above. It is further understood that we will notify the Rating or HACCP Listing Agency if any significant
change should occur, which affects our raw milk supply, milk plant, receiving station or transfer station
status, including products listed.

It is understood and agreed that the failure to maintain the Rating or HACCP System at a level, which is
acceptable for listing, shall result in immediate withdrawal of this listing.

It is further agreed that milk plants, receiving stations or transfer stations, which receive milk or milk
products for processing into milk or milk products for which that milk plant, receiving station or transfer
station is listed, are from a non-listed source or a source having a Milk Sanitation Compliance Rating of
less than ninety percent (90%) shall be immediately withdrawn from the Interstate Milk Shipper's List.

SIGN AND RETURN TO MY State Department of Health 1IN FIVE (5
DAYS OF RECEIPT, (Narme of Agenc)

NAME OF SHIPPER

My HACCP Dairy Plant

SIGNATURE OF REPRESENTATIVE

o lasgorice

TITLE DATE

Chief Operating Officer January 29, 2022

FORM NCIMS 23590 (10/23)
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21. FORM NCIMS 23590-PERMISSION FOR PUBLICATION-INTERSTATE MILK SHIPPER’s
LISTING
(EXAMPLE: BTU AND MILK PLANT RATING LISTING)

PERMISSION FOR PUBLICATION
Interstate Milk Shipper’s Listing

SHIPPER'S NAME

Clean Milk Dairy

ADDRESS
2525 Milky Way, Moosville, State 00007

You are hereby advised that on (date[s]) August 3-7, 2022 a Rating or
HACCP Listing Audit was conducted with the following results:
92% : NA
Producer Supply (BTU) Transfer Station
Receiving Station NA Milk Plant 91%

Enforcement Rating (For all Ratings and for attached farm supplies of HACCP listings) 90%

The results will be transmitted to the U.S. Food and Drug Administration. They will publish the information
in the “IMS List-Sanitation Compliance and Enforcement Ratings of Interstate Milk Shippers”. The official
Rating or HACCP Listing is valid for a period not to exceed two (2) years from the earliest rating/listing
date, except if the Enforcement Rating is less than 90 percent (< 90%), then the official Rating/Listing is
valid for a period not to exceed six (6) months from the earliest rating date, subject to the rules of the
National Conference on Interstate Milk Shipments.

Publication Permission Section

Permission is hercby granted to release and publish the above-stated Rating or HACCP Listing for use by
Regulatory Agencies and prospective purchasers.

It is understood and agreed by the undersigned that the official Rating or HACCP Listing Agency may
review this supply at any time during the two (2)-year or six (6) month period, respectively, referred to
above. 11 is further understood that we will notify the Rating or HACCP Listing Agency if any significant
change should occur, which affects our raw milk supply, milk plant, receiving station or transfer station
status, including products listed.

It is understood and agreed that the failure to maintain the Rating or HACCP System at a level, which is
acceptable for listing, shall result in immediate withdrawal of this listing.

It is fiirther agreed that milk plants, receiving stations or transfer stations, which receive milk or milk
products for processing into milk or milk products for which that milk plant, receiving station or transfer
station is listed, are from a non-listed source or a source having a Milk Sanitation Compliance Rating of less
than ninety percent (90%) shall be immediately withdrawn from the Interstate Milk Shipper's List.

SIGN AND RETURN TO State Department of Health WITHIN FIVE (5)
DAYS OF RECEIPT. (Narme of Agency)

NAME OF SHIPPER
Clean Milk Dairy
SIGNATURE OF REPRESENTATIVE

C\%% Poace

TITLE DATE
Chief Operating Officer August 12, 2022

FORM NCIMS 23590 (10/23)
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22. FORM NCIMS 2359p-NCIMS ASEPTIC PROCESSING AND PACKAGING PROGRAM
AND/OR RETORT PROCESSED AFTER PACKAGING PROGRAM CRITICAL LISTING
ELEMENTS
(EXAMPLE: Low-Acid (pH greater than 4.6) Aseptic and Retort Milk and/or Milk Products)

NCIMS ASEPTIC PROCESSING AND PACKAGING PROGRAM
National Conference on AND/OR RETORT PROCESSED AFTER PACKAGING

Interstate Milk Shipments PROGRAM CRITICAL LISTING ELEMENTS

(Low-Acid (pH greater than 4.6) Aseptic and Retort Milk and/or Milk Products)

(To be inciuded with all NCIMS Aseptic Processing and Packaging Program and Retort Processed after
Packaging Program Ratings/HACCP Listings and FDA Check Ratings/HACCP Audits.)

MILK PLANT DATE OF RATING
Aseptic Dairy October 8-9, 2022
ADDRESS LICENSE/PERMIT NO.
100 Plant Drive 80-001

Mootopia, USA 00000

RATING AGENCY
USA Milk Control 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 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?

Yes - FCE number 000000; Grade "A" Products: White Milk (Whole, 2%, 1%, and Skim), Flavored
Milk including chocolate (Whole, 2%, and Skim).

SID 2005-01-12/001 indirect UHT processor. SUP SID 2005-01-12/2003 Tetra Pak A3/Flex. (or
refer to attached list of additional SIDs and SUP SIDs.)

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?

Yes - Sterilization Processing System #1 and 2: Processing Authorities, Inc., 400 SE 1st, Aseptic,
State 00000 (George reviewer); Aseptic Fillers #3 and 4: Good Packaging, LLC, 1111 Filler Lane,
Bottle, State 00000 (Johnny B. Sterile).

3. Arethe 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)?

Yes - Supervisors on site are: Jeff Plant - Better Processing Control School - Purdue University
(10/2018); Robert Fixer - Better Processing Caontrol School - WA State University (6/2015); and
Jamie Boss - Better Processing Control School - University of Arkansas (8/2017).

4. Is the milk plant currently under an “Order of Determination of Need” for an Emergency Permit or a suspension of FDA
food facility registration?

No.

FORM NCIMS 2359p (10/23)
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24. FORM NCIMS 2359q-NCIMS ASEPTIC PROGRAM COMMITTEE - CRITICAL LISTING
ELEMENTS FOR GRADE “A” FERMENTED HIGH-ACID, SHELF-STABLE MILK AND/OR
MILK PRODUCTS —pH OF 4.6 OR BELOW OBTAINED BY FERMENTATION USING LIVE AND
ACTIVE CULTURES
(EXAMPLE: ASEPTIC AND/OR RETORT MILK PLANT AND/OR FERMENTED HIGH-ACID,
SHELF-STABLE MILK PLANT)

. NCIMS ASEPTIC PROGRAM COMMITTEE-CRITICAL LISTING
National Conference on ELEMENTS for Grade "A" fermented high-acid, shelf-stable

Interstate Milk Shipments milk and/or milk products-pH of 4.6 or below obtained by

fermentation using live and active cultures

(To be included with NCIMS State Ratings/HACCP Listings and
FDA Check Ratings/Audits.)

MILK PLANT DATE OF INSPECTION/RATING
FHA Yogurt October 25, 2023
ADDRESS LICENSE/PERMIT NO.

300 6th St, Washington, DC 20001 11-1234

RATING AGENCY

Washington DC Department of Agriculture

EXPLANATION OF CONCERNS NOTED REGARDING CRITICAL LISTING ELEMENTS
UNDER THE NCIMS PROGRAM COMMITTEE

{(Use additional sheets as necessary.)

A narrative description shall be provided as a part of all NCIMS Aseptic Program Committee State Ratings/
HACCP Listings and FDA Check Ratings/Audits. This report shall include an evaluation of the following
requirements:

1. Does the milk plant have an FDA Low-Acid Canned Foods (LACF) Food Canning
Establishment (FCE) Number?

Yes, this plant is registered as Food Canning Establishment 012345 with FDA-CFSAN.

2. Are the milk plant's Grade "A" fermented high-acid (FHA), shelf-stable milk and/or milk
product(s) produced using an Aseptic-Qualified filler and Product Sterilizer System
(AQFPSS) which is under a current FDA LACF 2541g (Food Process Filing for Low-Acid

Aseptic Systems)?

Processing equipment: TerraTherm tubular thermal processor. Packaging equipment: SaniPak
aseptic filler.

Yes, both of these components of the AQFPSS have a 25419 Food Process Filing for Low-
Acid Aseptic Systems, 1.D. 20171015001, filed on 10/15/22, for the aseptic processing and
packaging of a low-acid protein drink product.

3. Are the milk plant's process recommendations for its Grade "A" fermented high-
acid, shelf-stable milk and/or milk product(s) developed by a recognized process
authority qualified as having expert
knowledge of aseptic processes?

Yes, the plant's process authority for the fermented high-acid low fat yogurt product is Smith
Consulting LLC of Washington, D who also developed the process recommendations for the
2451¢ filing of the aseptic low-acid protein drink product listed above.

4. Have the milk plant's process recommendations for its Grade "A" fermented high-acid, shelf-
stable milk and/or milk product(s) been reviewed [with no objections] by the Regulatory
Agency prior to production of these products?

Yes, the plant has a letter dated 1/25/23 from the USA Milk Control Agency indicating that the
process recommendations for the fermented high-acid low fat yogurt product developed by
Smith Consulting LLC dated 11/3/22 has been reviewed with no objections.
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5. Are the milk plant's process recommendations that have been reviewed and confirmed by the
Regulatory Agency for its Grade "A" fermented high-acid, shelf-stable milk and/or milk
product(s) being implemented by the milk plant?

Yes, random production records were reviewed for the processing of the shelf-stable low fat
yogurt product on 10/24/23, 10/23/23, 9/17/23, and 7/5/23. Review of these production
records revealed that processing recommendations for the shelf-stable low fat yogurt are
being met by the plant. Critical limits in the process recommendations include: Pre-
sterilization of the TerraTherm and SaniPak using hot water at a minimum of 198F for at
least 25 minutes, Maximum pH of 4.55 per vat of yogurt prior to transfer to the TerraTherm
as recorded on the yogurt production log sheet, maximum flow rate of 15.0 gallons per
minute as recorded by the TerraTherm flow recorder, minimum temperature of 164.5F at
the end of the hold tube as recorded by the TerraTherm temperature recorder.

6. Are the operators of the milk plant's aseptic-qualified filler and product sterilizer under the
supervision of a person who has attended a school approved by the FDA (such as Better Process
Control School or recognized equivalent)?

Yes, line operators and supervisors overseeing operations of the AQFPSS include: Sally
Smith-Better Process Control School, Pennsylvania State University-University Park 2020,
John Williams-Better Process Control School- University of California-Davis 2020, Mary
Jones-Better Process Control School-Corvallis 2017, Brian Miller - Better Process Control
School - Purdue University- VWest Lafayette 2022.

7. Is the milk plant currently under an "Order of Determination of Need" for an emergency Permit
for its LACF filing, or a suspension of food facility registration?

No.

FORM NCIMS 2359q (10/23)
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24. FORM NCIMS 2359;-MILK SANITATION RATING REPORT-SECTION B. REPORT OF
ENFORCEMENT METHODS (PAGE 2) (EXAMPLE: ASEPTIC, RETORT MILK PLANT AND/OR
FERMENTED HIGH-ACID, SHELF-STABLE MILK PLANT)

MILK SANITATION RATING REPORT
stipper ASEPTIC OR RETORT DAIRY

SECTION B. REPORT OF ENFORCEMENT METHODS

DATE OF RATING 10/8-10/2023

(Example: Aseptic, Retort or Fermented High-Acid, Shelf-Stable Milk Plants)

ENFORCEMENT RATING 91

DAIRY FARMS MILK PLANT INDIVIDUAL SHIPPER RATING
PARTI PARTII PARTIN
Item ltem ltem
o
o S | = o o F= =
3 S| E|E 3 S|E(E 3 2|E|8
3 28|38 8 2|8 |8 g =18 |8
o Pl Rl = | 2 = | = | = = | 2 = | = | =
o | & S| &|E | = o | & T |6 [|E | = @ g S | @ |E| =
= = ool | £ e, -1 = s |2 |8 |5 = 2 | £ o |le |6 |5 |=
E|= E|E|s|2|B|5 |2 AEEERE B E|IE|S|=2|8
= |0 Z|Zac[E|Cf=|0C Zlzla (= |SQH=E |0 Z|Z[a|= |6
1 | 3 | Al dairy farmers hold a valid permit 55 ’ All rilk plant, recerving station and transfer 5 e Enter TOTAL CREDIT from PART | under
station operators hold a valid permit Percent Complying Na| 47 [ NA
2 5 Al dairy farms inspecied onze every six 155
() months or as required in Appendix "P" IMilk plant and receiving station(s) inspected once 2 Enter TOTAL CREDIT from PART Il under _ 474 sl
2 | 5 |everythree (3) months; eseptic endrefort milk plant | a | 3 | = | 15| 11.29) Percent Complying 9
3 | 5 |Inspecticn sheet posted or available o] and transfer station(s) once every six ) months
3 | 4 | Almikand mik produsts properly labeled 5| 4 foo| B |am
Requirements interpreted in accordance with PHS/ 3 | 5 |Inspection sheet posted or available 5 3
4 | 7 | FOoAPMO as indicated by past inspections 105 ToTAL creoiT, PART I B 91.34
. . 4|7 Requirements interpreted in accordance with i | =] 10] s
5 | g [TB&Bruellosis Certification onfile as 105 PHS/FDA PMO as indicated by past inspections INDIVIDUAL SHIPPER ENFORCEMENT RATINGS
d
ety 7 | Pasteunzation equipment tested at required fequency | wa [ wa | ua o INDIVIDUAL SHIPPER OF RAW MILK FOR PASTEURIZATION, ULTRA-PASTEURIZATION,
o | 7 |Wetersamples tested andreperts onfile as - 5 2ppl | (Mot required for aseptic and retort milk plants.) ASEPTIC PROCESSING AND PACKAGING OR RETORT PROGESSED AFTER PACKAGING:
required » Without Milk Plant, Receiving Station or Transfer Station:
5 |7 Indlividual and coaling water samples tested and ol sl sl s . — Evaluate all ltems PART L. and record.
At least four () samples collested from each reports on file as required ) . _ .
7 | & |dairy farm's supply every six (6) months and al 105 » With Receiving Station(s) or Transfer Station(s):
necessary laboratory examinations made Samples of each milk plant's milk and milk produets —Evaluate all Items PART .
7| & | collected al required frequency and all necessary s a|=| 0] 8 ~Evaluate all Items PART Il., except Numbers 5 and 7. Divide by 75.
g | g [Semping procedures approved by PHSFDA laborat orv examinations made —Evaluate all Items PART Il
A B evaluation methods it g 6 | Sampling procedures approved by PHS/FDA ol el 0] w0 INDIVIDUAL SHIPPER OF PASTEURIZED MILK AND MiLk PRODUCTS:
App B | eveluationmethods « Aseptic and RetortMilk Plants:  + With Unattached Raw Supply:
Permit issuance, suspension, revocation, - Evaluate all tems PART Il. — Evaluate all It PART Il 94 Weight.
35 3,5 | Permitissuance, suspension, revocation, i iy valuate all ltems »use eight.
9 616 reinstatement, hearings, andfor court actions taken 155 il M gl bl S N P I PP except Number 5. Divide by 85. —~Evaluste all tems PART I except
as required 4 9
laken as requred - With Attached Ravi Supply: Number 1.
10 Records systernalically mairtained and curment 105 10 Records systematically maintained and current 1 e |10 ]| - Evaluate all ltems PART |. .
—Evaluate all ltems PART II., use 47 \Weight.
TOTAL CREDIT, PART | ® TOTAL CREDIT, PARTI | 92.08 —Evaluate all ltems PART Ill

REMARKS

REMARKS

REMARKS

#2. One (1) of the required six (6) month inspections
was missed (12/22)

#4. Violation of ltem 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. 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, vitamins A & D fortified, did
not have a vitamin assay conducted during CY 2017,

78.25/85 = 92.06

#3. Aserptic (or Retort) nonfat milk was not labeled as
Grade "A" and "Keep Refrigerated After Cpening.”

FORM NCIMS 2359j {10/23) (PAGE 2)

(PREVIOUS EDITIONS ARE OBSOLETE)
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25. FORM NCIMS 2359¢-STATUS OF MANUFACTURING PLANTS (Single-Service Containers
and/or Closures for Milk and/or Milk Products)

Plant Blow Mold Plastics

National Conference on Interstate Milk Shipments

STATUS OF MANUFACTURING PLANTS
(SINGLE-SERVICE CONTAINERS AND/OR CLOSURES FOR MILK AND/OR MILK PRODUCTS)

Date of Certification June 21, 2023 Sanitation Compliance Rating!' 85
ITEMS OF SANITATION
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3 g
:
© el W
3 c 2 ¢
g g |g s g g
a 8 i ° 3 = o ®
o "] = S5 © O 5
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5 © I I S| e T o o o] g 9
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WEIGHT | 1 1 2] 2| 31342 3|1 2] 2 3 3 11 3 5 11 3 3 11 2| 4 3 11 215110
Blow Mold Plastics 1 3 el1 15 SCR=100-15=85
TOTALS 1 1 1 15
Footnoctes: ! Sanitation Compliance Rating = 100 — Total Debits 2Total Debits for each manufacturing plant are the sum of the weights of the * Use only when not in compliance.

Items violated. (NOTE: Any ltem or sub-item viclated, indicate by placing
the debit value (weight) of that Item or an “X” under that Item.)

FORM NCIMS 2359¢ (10/23)
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26. FORM FDA 2359d-REPORT OF CERTIFICATION (Fabrication of Single-Service Containers

and/or Closures for Milk and/or Milk Products)

FOR FDA USE ONLY

DEPARTMENT OF HEALTH AND HUMAN SERVICES REPORT OF CERTIFICATION
(Fabrication of Single-Service Containers and/or ! 2 2 4 2
FOOD AND DRUG ADMINISTRATION 9" )
Closures for Milk and/or Milk Products)
IDENTIFICATION
1. NAME OF SINGLE-SERVICE FABRICATING PLANT 2. CITY 3. STATE/COUNTRY
Blow Mold Plastics Container Country
e 5 MFG. CODE NO 8. CODE
4200 Injection Point St. ) ] ] ProDUCT | MATERIAL
7. AGENCY OR SSC, AS APPLICABLE, PROVIDING ROUTINE INSPECTION 56 57 58 59 60 61 62
Resin Single-Service Consultants xx | xx | O | 1 1 -1 3
. - ] PRODUCT CODE (60 MATERIAL CODE (62
2100 Injection Point St. faoe oo WA e
Nozzle. State. 00000 2. Closures 2. Paper (Includes laminates)
! ! 3. Other products 3. Plastic
7.a. RATING/CERTIFICATION | 7.b. DATE OF PLANT 7.d. EXPIRATION DATE * ;‘ g"“tta"_“e"s a‘“if‘:’lf““s ‘5‘- xe::} angplﬂ*’f_f
PERSONNEL b ontainers and other o’ €l an paslc
CERTIFICATION MONTH DAY YEAR products 6. Paper and plastic
Oswo [ other 6/21/23 pes e prm = 7 = 6. Closures and other 7. Metal, paper and plastic
SDA TPC products 8. Glass
D D FELSANTATION 7. Containers, closures and 9. Rubber
D SDL D ssc COMPLIANCE RATING O 6 3 O 20 24 other products 10. Paper, metal, plastic and glass
85 11. Ceramic
*EXPIRATION DATE 8 5SRO OR 85C

Cettification of single-service manufacturing plants may be valid for a period not to exceed one

The expiration date is one (1) or two (2) years from the earliest cedification date. NOTE:

(1) or two (2) years from the earliest certification date, plus the remaining days of the month.

Hammer Down, SSC

9. CERTIFICATION RECOMMENDED

9.a. LISTING TYPE

Centifications conducted by SSCs shall only be valid for a period not to exceed one (1) year,
Elus the remaining days of the momh from the earliest certification date. YES QNO FULL gPARTlAL
LABORATORY CONTROL
10. NAME AND ADDRESS (OR CODE) OF APPROVED LABORATORY
11. INSPECTION RESULTS (Place an "X" under lfems debited)
1 2 3 4 5 6 7 8 9 10 | 11 2113 |13 ] 14 15 16| 16 17 17 18 19 20 20 21 g 8
abe.| de, a be | ab c abf|cde al|c
roik| hj de =

X

X

X

12. PERMISSION TO PUBLISH

Agencies and prospective purchasers.

significant changes made in the operation of this pla

nt.

Permission is hereby granted to release and publish the above stated certification for use by Regulatory/Rating

It is understood and agreed by the undersigned that the official Rating Agency or SSC, as applicable, may
review and appraise the single-service fabricating plant at any time during the period of time the above
certification is in effect. It is further understood that failure to maintain the above certification will subject this
plant to withdrawal from the IMS Listing. We will nctify the Rating Agency or SSC, as applicable, of any

12.a. NAME OF PLANT
Blow Mold Plastics

12.b. OFFICER AUTHORIZING RELEASE
Jane Doe

12.¢. TITLE
Owner

13. SUBMISSION OF REPORT BY MILK SANITATION RATING AGENCY OR SSC, AS APPLICABLE

13.a. DATE OF REPORT

6/22/23

13.b. RECOMMENDED CLASSIFICATION
ACCEPTED
[INO

YES

13.c. SUBMITTED BY (Signafure and Tiie)
Hammer Down, SSC

FOR FDA USE ONLY

14. DATE RECEIVED

15. PUBLICATION OF RATING RECOMMENDED

CIves

NG

(if "NO", indicate why.)

16. DATE TRANSMITTED 17. SIGNATURE (FDA Mitk Specialist)

FORM FDA 2359d (10/23)
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TABLE FOR COMPUTING PERCENT VIOLATION

Number of Dairy Farms or Milk Plants in Sample
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For Example: An Item violated 16 times during a rating of 25 dairy farms

equals a 64% violation rate.
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TABLE FOR COMPUTING PERCENT
VIOLATION

(Percentage rounded to nearest whole number)
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APPENDIX A.

GUIDELINES FOR COMPUTING ENFORCEMENT RATINGS
(FORM NCIMS 2359j-MILK SANITATION RATING REPORT-SECTION B. REPORT
OF ENFORCEMENT METHODS (PAGE 2))

DAIRY FARMS-PART I

ER evaluations are based on NCIMS requirements, not on individual State’s and/or Country’s laws
or regulations.

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

1. All dairy farm operators hold a valid permit (Grade “4” PMO, Section 3. PERMITS). Prorate
by the number of dairy farms in compliance.

a. Every dairy farm operator holds a valid permit.

b. Only a person who complies with the requirements of the Grade “A” PMO shall be entitled
to receive and retain such permit.

c. Permits not transferable with respect to person and/or location.

2. All dairy farms inspected at least once every six (6) months or as required under Appendix P.
(Grade “A” PMO, Section 5. Inspection Of Dairy Farms and Appendix P. Performance-Based

Dairy Farm Inspection System). Prorate by the number of dairy farms in compliance.

NOTE: A single dairy farm BTU shall be prorated by the number of inspections in compliance
with the required frequency.

Every dairy farm inspected at least once every six (6) months or as required by Appendix P.
NOTE: Refer to MMSR, Section E., 1., e. and E., 2., e. as a guide: "For rating purposes, to
determine if inspections have been conducted at the required frequency, the interval shall include

the designated period, plus the remaining days of the month in which the inspection is due."

3. Inspection sheet posted or available (Grade “A” PMO, Section 5). Prorate by the number of
dairy farms in compliance.

A copy of the most recent inspection report shall be available at the dairy farm.

4. Requirements interpreted in accordance with the Grade "A" PMO as indicated by past
inspections (Grade “A” PMO, Section 7). Prorate by the number of dairy farms in compliance.

NOTE: A single dairy farm BTU shall be prorated by significant interpretation violation(s) not
noted on previous inspection reports. For each Item that is identified as being misinterpreted, the
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value to be taken off from a possible 100 points corresponds to the weight value identified per
Item on FORM NCIMS 2359k.

5.

a. Sanitarian’s criterion is neither too lenient nor too stringent.

b. Significant violations, including construction, debited by the sanitarian on the most recent
inspection.

c. Sanitarian recognizes violations and debits as appropriate on the previous inspection
reports.

Tuberculosis (TB) 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.

a. Located in an area that has a Modified Accredited Advance TB status or higher as
determined by USDA; or

An area which fails to maintain such status:

1.) Any herd shall have been accredited by USDA; or

2.) Shall have passed an annual TB test; or

3.) The Area shall have established a TB testing protocol for livestock that assures TB
protection and surveillance of the dairy industry within the Area and that is approved by
FDA, USDA and the Regulatory Agency.

NOTE: Under the Federal USDA Bovine Tuberculosis Eradication Program, only cattle, bison
and captive cervids are covered under the USDA State tuberculosis status determination.
Therefore, other hooved mammals (goats, sheep, water buffalo, camels, etc.) are not covered
within the program and shall comply with one (1) of the options cited under c. below.

b. 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 a Certified Brucellosis-Free Herd; or

2.) Participate in a milk ring testing program at least two (2) times per year at
approximately one hundred eighty (180) day intervals and all herds with positive milk
ring results shall have the entire herd blood tested within thirty (30) days from the date
of the laboratory ring tests; or

3.) Have an individual blood agglutination test on all cattle or bison six (6) months of age
or older, except steers and spayed heifers, annually with an allowable maximum grace
period not exceeding two (2) months.

NOTE: Under the Federal USDA Bovine Brucellosis Eradication Program, only cattle and
bison are covered under the USDA State brucellosis status determination. Therefore, cattle
are the only dairy animal currently covered by both the Federal USDA brucellosis and
tuberculosis programs. All other hooved mammals (goats, sheep, water buffalo, camels,
etc.) are not covered within these programs and shall comply with one (1) of the options
cited under c. below.
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c. Goat, sheep, water buffalo, camel or any other hooved mammal, excluding cattle and bison,
shall be from a herd or flock that:

1.) Has passed an annual whole herd or flock brucellosis and/or tuberculosis testing as
recommended by the State Veterinarian or USDA Area Veterinarian in Charge (AVIC)
using tests approved by USDA APHIS for the specific disease and species (blood
testing for brucellosis and the caudal fold tuberculin test for tuberculosis); or
2.) Has passed an initial whole herd brucellosis and/or tuberculosis testing, followed
only by testing replacement animals or any animals entering the milking group or sold
as dairy animals using tests approved by USDA APHIS for the specific disease and
species (blood testing for brucellosis and the caudal fold tuberculin test for
tuberculosis); or
3.) Has passed an annual random individual animal brucellosis and/or tuberculosis
testing program, using tests approved by USDA APHIS for the specific disease and
species (blood testing for brucellosis and the caudal fold tuberculin test for
tuberculosis), sufficient to provide a confidence level of 99% with a P value of 0.05.
Any herd or flock with one (1) or more confirmed positive animals shall go to 100%
testing until the whole herd tests show no positive animals are found; or
4.) Has passed a USDA APHIS approved bulk milk test for the specific disease and
species, at UDSA APHIS recommended frequency, with an implementation date based
on the availability of the bulk milk test once USDA APHIS has approved such a test
for the specific disease and species (The brucellosis ring test is USDA APHIS approved
for the bovine species and is not suitable for most non-bovine species.); or
5.) Is determined to be free of brucellosis and/or tuberculosis as provided by the
development and implementation of a State administered brucellosis-free and/or
tuberculosis-free herd certification program involving a documented surveillance
program, which includes records supporting the tests required in this Section, and an
official annual written certification from the State Veterinarian documenting their
brucellosis-free and/or tuberculosis-free status. The surveillance program shall be
documented and the official annual written State brucellosis-free and/or tuberculosis-
free certification shall be retained on file with the State Regulatory Agency. This
official annual written State brucellosis-free and/or tuberculosis-free certification shall
include a current list of Grade “A” non-cattle dairy herds and/or flocks (goats, sheep,
water buffalo, camels, etc.) that are covered within the documented surveillance
program and contained within the official annual written State brucellosis-free and/or
tuberculosis-free certification.

d. Tuberculosis and/or Brucellosis certificates on file as required by the Regulatory Agency.
e. Notice of status changes readily available to the Regulatory Agency.
f. 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.
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6. Individual water supply, reclaimed water and recirculated cooling water samples collected,
tested and reports on file as required (Grade “A” PMO, Section 7, Appendix D. Standards For
Water Sources and Appendix G. Chemical And Bacteriological Tests). Prorate by the number of
dairy farms in compliance. A dairy farm missing one (1) water sample during a required time
period shall not receive any credit for this Item.

NOTE: A single dairy farm BTU 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.

a. Samples of individual water supplies, reclaimed water and recirculated cooling water
systems, including sweet water and glycol systems, taken upon initial construction/installation;
and within thirty (30) days after extensive repairs or alterations.

b. Individual water supplies sampled every three (3) years.

c. Hauled water (cisterns) sampled in at least four (4) months out of six (6), at the point of
use.

d. Reclaimed and recirculated water sampled every six (6) months.

e. Water supplies with buried well seals sampled every six (6) months.

NOTE: Refer to Grade “A” PMO, Section 7., Item 8r, Administrative Procedures #7, as a
guide: "To determine if water samples have been taken at the frequency established in this
Section, the interval shall include the designated three (3) year or six (6) month period,
respectively, plus the remaining days of the month in which the sample is due."

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

g. Appropriate follow-up investigation and re-sampling of the water supply/system following
a positive bacteriological result. (Within thirty (30) days.)

h. E. coli and heterotrophic count performed when required by Appendix G. of the Grade
“4” PMO.

1. Samples submitted to a laboratory acceptable to the Regulatory Agency.

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

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

For Example: If the applicable Government Water Control Authority’s law required more
frequent individual water supply samples to be taken, an SRO or PHS/FDA MS conducting a
rating or PHS/FDA check rating, respectively, which includes that dairy farm, shall give that dairy
farm full credit for water sample frequency, if the Grade “A” PMO minimum sampling frequency
requirement is met, even though the applicable Government Water Control Authority’s frequency
is not met.

Supplies other than individual water supplies, which have been approved as safe by the applicable
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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 NCIMS
purposes, without further inspection of the spring, well or reservoir treatment facility(ies), testing
records, etc.

7. At least four (4) samples collected in at least four (4) separate months from each dairy farm’s
Grade “A” raw milk supply, during any consecutive six (6) months, except when three (3) months
show a month containing two (2) sampling dates separated by at least twenty (20) days, and all
necessary laboratory examinations made (Grade “A” PMO, Section 6. Prorate by the number of
dairy farms in compliance.

a. Four (4) Grade “A” raw milk samples taken from each dairy farm during any consecutive
six (6) month period. However, if the production of Grade “A” raw milk is not on a continuous
monthly basis and, therefore, cannot meet the Grade “4” PMO sampling frequency as cited,
then a sample of the Grade “A” raw milk shall be collected during each month of production
for any consecutive six (6) month period. (Refer to Page 10 of this MMSR as a guide.)

NOTE: Refer to Section B., 2., e.2.) of this MMSR as a guide for frequency determination.

b. Required bacterial counts, somatic cell counts, drug residue and cooling temperature
checks performed on each Grade “A” raw milk sample in an Official or Officially Designated
Laboratory (Commercial or Industry Laboratory), if acceptable to the Regulatory Agency.

8. Sampling procedures approved by PHS/FDA evaluation methods (Grade “A” PMO, Section
6; EML; and Standard Methods For The Examination Of Dairy Products (SMEDP)).

NOTE: Use MMSR, “GUIDANCE FOR COMPUTING ENFORCEMENT CREDIT FOR PART
I, GUIDANCE FOR COMPUTING ENFORCEMENT CREDIT FOR PART I ITEM 8 AND/OR
PART II, ITEM 8 OF FORM NCIMS 2359j, SECTION B. Report Of Enforcement Methods
(PAGE 2)”.

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

Category I: Permit Issuance;

Category II: Permit Suspension,;
Category III: Permit Revocation;
Category IV: Permit Reinstatement; and
Category V: Hearing/Court Action.

oRpc o

The Categories relate to the following Sanitation Requirements and Product Compliance.
Compliance shall be prorated based on full compliance with each of the five (5) Categories.
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NOTE: Use FORM NCIMS 2359;-SECTION D. Dairy Farm Enforcement Action And Records
Evaluations (PAGE 4). (Refer to Section J. #4 of this MMSR for an example of the FORM.)

SANITATION REQUIREMENTS

Category I: Permit Issuance

a. Inspected prior to the issuance of a permit.
b. Permit issuance based on compliance.

Category II: Permit Suspension

a. Notice issued for intent to suspend permit if an inspection(s) discloses a violation of a
Grade “A” PMO requirement(s). Reinspection(s) made as required.
b. Permit suspension upon violation of:

1.) Grade “A” PMO, Section 3. for a serious health hazard or interference by the permit
holder in the performance of the Regulatory Agency’s duties; or

2.) Grade “A” PMO, Section 5. for consecutive violation(s) of the same requirements of
Section 7. of the Grade “A” PMO.

c. Grade “A” raw milk produced during permit 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. 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.

Category III: Permit Revocation

Action to revoke a permit taken upon multiple permit suspensions.

Category IV: Permit Reinstatement

Reinstatement procedures followed.
NOTE: Grade “A” PMO, Section 3. states: "Within one (1) week of the receipt of such

notification, the Regulatory Agency shall make an inspection/audit of the applicant’s facility
and as many additional inspections/audits thereafter as are deemed necessary to determine that
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the applicant's facility is complying with the requirements. When the findings justify, the
permit is reinstated."

Category V: Hearing/Court Action
Hearings provided for as required.
PRODUCT COMPLIANCE
Category II: Permit Suspension

a. All Grade “A” raw 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”.

b. When two (2) out of the last four (4) Grade “A” raw milk samples exceed the standards, a
written notice (Warning Letter) is sent, and an additional Grade “A” raw milk sample is taken
within twenty-one (21) days of the date of the written notice (Warning Letter), but not before
three (3) days.

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

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

Category IV: Permit Reinstatement

a. Temporary permit issued as required on reinstatement(s) following somatic cell count
resampling, which indicates the Grade “A” raw milk supply to be within acceptable limits; or
reinspection (bacterial or cooling temperature standards violation) made within one (1) week
following proper notification, except after reinstatement for a drug residue or with resampling
for somatic cell standard.

b. “Reinstating accelerated sample(s)” for bacterial, cooling temperature and/or somatic cell
counts taken at a rate of not more than two (2) per week, on separate days, within a three (3)
week period.

c. All permits reinstated as required by the Grade “4” PMO.

For Example: FORM NCIMS 2359j-PART I, ITEM 9 Calculation (Use FORM NCIMS 2359j -

SECTION D. Dairy Farm Enforcement Action And Records Evaluations (PAGE 4). (Refer to
Section J. #4 of this MMSR, for an example of the FORM.)
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Number Number Percent Weight Credit
Inspected Complying | Complying
Category | 25 25 100 20 20
Category II 25 22 88 20 17.6
Category III 25 25 100 20 20
Category IV 25 25 100 20 20
Category V 25 25 100 20 20

TOTAL CREDIT » 97.6 =98

TOTAL CREDIT to be entered into PART I, ITEM 9 “Percent Complying” column of FORM
NCIMS 2359j. (Refer to Section K. #s 5, 9 and 11 of this MMSR, for examples.)

11. Records systematically maintained and current (Grade “A” PMO, Section 3., Section 5.,
Section 6., and Section 7.). Make use of both general Regulatory Agency official record-keeping
deficiencies and specific dairy farm record-keeping deficiencies to determine the value. The BTU
shall be prorated by the number of identified Regulatory Agency official record-keeping
deficiencies per dairy farm. The four (4) Categories (a-d) listed below shall be utilized for
determining compliance with this Item and each shall possess a value of twenty-five percent (25%)
compliance. Compliance shall be prorated based on full compliance with each of the four (4)
Categories.

NOTE: Use FORM NCIMS 2359 -SECTION D. DAIRY FARM ENFORCEMENT ACTION
AND RECORDS EVALUATIONS (PAGE 4). (Refer to Section J. #4 of this MMSR, 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.

b. Category II: Inspection reports on file as directed by the Regulatory Agency and retained
at least twenty-four (24) months. The results are entered on a milk ledger form or electronic
retrieval system.

c. Category III: All results for bacteria, somatic cells, cooling temperatures, drug residues,
pesticides, (if available), and water analysis are promptly recorded on a milk ledger form, a
computer program or electronic retrieval system for each individual dairy farm. (Use the
arithmetic average calculated by the Regulatory Agency or by personnel approved by the Milk
Laboratory Control Agency at an Official or Officially Designated Laboratory, with industry
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consent where applicable, for bacterial counts, somatic cell counts and cooling temperature
determinations when Grade “A” milk samples are collected from the same dairy farm on the
same day from multiple storage tanks. This arithmetic average is recorded as the official results
for the day on the Regulatory Agency official individual dairy farm record.)

d. Category I'V: Within the Rating Period: Plan review file in order and written approval given
for construction during the rating period.

For Example: FORM NCIMS 2359j-PART I, ITEM 10 Calculation (Use FORM NCIMS 2359j-
SECTION D. DAIRY FARM ENFORCEMENT ACTION AND RECORDS EVALUATIONS
Dairy Farm Enforcement Action And Records Evaluations (PAGE 4). (Refer to Section J. #4 of
this MMSR, for an example of the FORM.)

Number Number Percent Weight Credit
Inspected Complying | Complying
Category | 25 25 100 25 25
Category 11 25 25 100 25 25
Category III 25 23 92 25 23
Category IV 25 25 100 25 25

TOTAL CREDIT » 98

TOTAL CREDIT to be entered into PART I, ITEM 10 “Percent Complying” column of FORM
NCIMS 2359j. (Refer to Section K. #s 5,9 and 11 of this MMSR, for examples.)

MILK PLANT-PART II

ER evaluations are 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 an MC operating under
the ICP possessing a valid MOA with a TPC.

1. All milk plant, receiving station and transfer station operators hold a valid permit (Grade “4”
PMO, Section 3.). All or nothing Item.

a. All milk plants, receiving stations and transfer stations hold a valid permit.
b. Permits retained only by those in compliance with the Grade "A" PMO requirements.
c. Permits not transferable with respect to persons and/or locations.

2. Milk plants and receiving stations inspected at least once every three (3) months (transfer
stations, aseptic milk plants and retort milk plants at least once every six (6) months) (Grade “A”
PMO, Section 5.). Prorate by the number of inspections in compliance with the required
frequency.
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For Example:

= # of three (3) or six (6) month periods with an inspection conducted
Total # of three (3) or six (6) month periods in rating period, back to the last rating

a. Milk plants and receiving stations inspected at least once every three (3) months.
b. Transfer stations, aseptic milk plants, retort milk plants and fermented high-acid, shelf-
stable milk plants inspected at least once every six (6) months.

NOTE: Refer to MMSR, Section E., 1., e. as a guide: "...the interval shall include the designated
period plus the remaining days of the month in which the inspection is due."

3. Inspection sheet posted or available (Grade “A” PMO, Section 5.). All or nothing Item.

A copy of the most recent inspection report shall be available at the milk plant, receiving station
or transfer station.

4. Requirements interpreted in accordance with the Grade "A" PMO as indicated by past
inspections (Grade “A” PMO, Section 7.) Prorate by significant interpretation violation(s) not
noted on previous inspection reports.

NOTE: For each Item that is identified as being misinterpreted, the value to be taken off from a
possible 100 points corresponds to the weight value identified per Item on FORM NCIMS 2359L.

a. Sanitarian's criterion is neither too lenient nor too stringent.

b. Significant violations, including construction, debited by the sanitarian on the most recent
inspection.

c. Sanitarian recognizes violations and debits as appropriate on the previous inspection
reports.

5. Pasteurization equipment tested at required frequency (Grade “A” PMO, Section 7. and
Appendix L.). Includes all required pasteurization equipment tests, including the test(s) following
regulatory seal(s) being broken. This item is prorated by multiplying the number of pasteurization
systems (units) by the number of three (3) month periods (quarters), plus the number of regulatory
seals(s) being broken in the rating period, and less the number of those notifications or required
quarterly pasteurization equipment tests where the testing was not conducted in compliance with
the requirements set forth in Appendix I. of the Grade “4” PMO.

NOTE: Not required for aseptic, retort and fermented high-acid, shelf-stable milk plants, except
when the APPS and/or AQFPSS is utilized to produce aseptically processed and packaged and/or
fermented high-acid, shelf-stable Grade “A” milk and/or milk products and pasteurized and/or
ultra-pasteurized Grade “A” milk and/or milk products. The APPS and/or AQFPSS shall then be
tested by the Regulatory Agency in accordance with the requirements cited in Section 7. and
Appendix L. of the Grade “A” PMO.
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a. Total required pasteurized equipment tests performed, which includes regulatory seal(s)
being broken, based on the number of pasteurization system(s) (units) at the milk plant. Within
each quarter:

(Pasteurization system(s) (units) equals the # number of Vat Pasteurizers, plus the number of
HTST Pasteurizers, plus the number of HHST Pasteurizers, plus the number of APPS, if
applicable as cited above).

For Example:

*=# of three (3) month periods (quarters) X # of pasteurization systems
(Units) in which all of the required tests, which include all milk plant
notifications to the Regulatory Agency of a regulatory seal(s) being broken,
have been properly tested within each three (3) month period (quarter)

divided by

# of three (3) month periods (quarters) X total # of pasteurization systems
(units)

If a milk plant utilizes two (2) pasteurization systems (units) and was last rated two
(2) years ago and one (1) pasteurization system (unit) does not have all of the
required tests properly completed during one (1) quarter; plus there were four (4)
milk plant notifications to the Regulatory Agency of a regulatory seal(s) being
broken, of which one (1) did not have the required test(s) conducted before being
re-sealed by the Regulatory Agency, the compliance is calculated as follows:

8 (Quarters) X 2 (Units) = 16 Required Unit Tests, Plus Two (2) Milk Plant
Notifications due to broken regulatory seals = 18 Required Unit Tests, Less One
(1) Non-Complying Re-seal Test and Less One (1) Non-Complying Quarter Test
for a total of Sixteen (16) of Eighteen (18) in Compliance.

16/18 = 88.8% X 15 Weight = 13.33 Credits

*NOTE: Credit shall not be given for a pasteurization system(s) (unit(s)) unless all the
required tests for an individual pasteurization system (unit), including the test(s) required
following regulatory seal(s) being broken, have been properly completed and recorded.

b. Pasteurization equipment tests shall be performed at the required frequency, including
quarterly and semi-annual tests conducted by the Regulatory Agency, and tests conducted by
the Regulatory Agency following regulatory seal(s) being broken.

NOTE: For the required quarterly and semi-annual pasteurization equipment testing refer to
MMSR, Section E., 4., a.1.) as a guide: "For rating purposes, to determine if equipment testing
have been conducted at the required frequency, the interval shall include the designated period
plus the remaining days of the month in which the test(s) is due."
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c. All required pasteurization equipment tests shall be properly conducted and the individual
test results, including all required calculations, shall be recorded on appropriate forms. The
results shall also be entered on appropriate milk ledger forms. A computer or other information
retrieval system may be used.

NOTE: In the case of the NCIMS HACCP IMS listed milk plants that utilize industry
personnel, acceptable to the Regulatory Agency, for the testing and sealing of pasteurization
equipment, credit shall not be given unless all the applicable equipment testing requirements
cited in Item 16p.(D)-Pasteurization Records, Equipment Tests And Examinations of the
Grade “A” PMO and Appendix 1. are met.

In the case of a Regulatory Agency authorizing on an emergency basis, an industry testing and
temporary sealing program, credit shall not be given unless all the applicable equipment testing
requirements cited in Item 16p.(D) of the Grade “4” PMO and Appendix 1. are met.

6. Individual water supply, reclaimed water and recirculated cooling water samples tested and
reports on file as required (Grade “A” PMO, Section 7., Appendix D., and Appendix G.). Prorate
by the number of water samples tested during the required time period, back to the last rating vs.
the total number of water tests due per water system.

a. Total required water tests performed based on each water system requiring testing at the
milk plant, receiving station or transfer station.

For Example:

= # of test(s) performed at the required frequency per water system X # of water systems
# of test(s) due at the required frequency per water system X # of water systems

b. Samples of individual water supplies, reclaimed water and recirculated cooling water,
including sweet water and glycol systems, taken upon initial construction/installation; within
thirty (30) days after extensive repairs or alterations; and every six (6) months thereafter.

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

d. Condensing water for milk evaporators and water reclaimed from milk or milk products
complying with Appendix D. of the Grade “A” PMO.

e. Hauled water (cisterns) sampled in at least four (4) months out of six (6) months, at the
point of use.

b. Water supplies with buried well seals sampled every six (6) months.

NOTE: Refer to Grade “A” PMO, Section 7., Item 7p, ADMINISTRATIVE PROCEDURES
#8 as a guide: "To determine if 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."

g. Appropriate follow-up investigation and re-sampling of the water supply/system following
a positive bacteriological result. (Within thirty (30) days.)
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h. E. coli or heterotrophic count performed when required by Appendix G. of the Grade “A”
PMO.

1. Samples submitted to a laboratory acceptable to the Regulatory Agency.

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

NOTE: Applicable Government Water Control Authority requirements, which are less stringent
than the Grade “A” PMO, shall be superseded by the Grade “A” PMO. Applicable Government
Water Control Authority requirements, which are stricter than the Grade “A”” PMO, shall not be
considered in determining the acceptability of water supplies during ratings, check ratings, single-
service certification IMS listings and PHS/FDA audits.

For Example: If the applicable Government Water Control Authority’s law required more
frequent individual water supply samples to be taken, a SRO or PHS/FDA MS conducting a rating
or PHS/FDA check rating, respectively, which includes that milk plant, shall give that milk plant
full credit for water sample frequency, if the Grade “4” PMO minimum sampling frequency
requirement is met, even though the applicable Government Water Control Authority’s frequency
1s not met.

Supplies other than individual water supplies, which have been approved as safe by the 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
NCIMS purposes, without further inspection of the spring, well or reservoir treatment facility(ies),
testing records, etc.

7. Samples of each Grade “A” milk plant’s milk and/or milk products collected at the required
frequency and all necessary laboratory examinations made (Grade “A” PMO, Section 6). Prorate
by the number of Grade “A” 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 Grade “A” milk
and/or milk products.)

a. During any consecutive six (6) months, at least four (4) samples of Grade “A” raw milk,
after receipt by the milk plant, including aseptic, retort and fermented high-acid, shelf-stable
milk plants, shall be collected, prior to pasteurization, aseptic processing and packaging, retort
processed after packaging or fermented high-acid, shelf-stable processing and 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.

b. During any consecutive six (6) months, at least four (4) samples of each Grade “A” milk
and/or milk product processed, as defined in Section 1. of the Grade “A” PMO shall be
collected 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 as cited in Section 6. of the Grade
“A4” PMO. However, if the production of any Grade "A" milk or milk product, as defined in
the Grade “A” PMO, is not on a continuous monthly basis and; therefore, cannot meet the
Grade “A” PMO sampling frequency requirement as cited, then a sample of the Grade “A”
milk or milk product shall be collected during each month of production.

c. All required examinations performed on each Grade “A” milk and/or milk product sample
(bacterial, coliform, drug residue, phosphatase, and cooling temperature, as applicable) in an

110



Official or Officially Designated Laboratory (Commercial, if acceptable to the Regulatory
Agency).

NOTE: All Grade “A” 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. Grade “A” 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 Grade “A” 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 Grade “A” fortified milk and/or milk products,
including aseptically processed and packaged Grade “A” low-acid milk and/or milk products,
retort processed after packaging Grade “A” low-acid milk and/or milk products, and fermented
high-acid, shelf-stable milk and/or milk products 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 annually completed and laboratory results/reports are available in the Regulatory
Agency’s official regulatory records. Each vitamin Grade “A” fortified milk and/or milk
product is evaluated separately. (Refer to M-a-98, latest revision, for the specific Grade “A”
milk and/or milk products that have FDA validated and NCIMS accepted test methods for
vitamins.)

8. Sampling procedures approved by PHS/FDA evaluation methods (Grade “4” PMO, Section
6.; EML; and SMEDP).

NOTE: Use MMSR, “GUIDANCE FOR COMPUTING ENFORCEMENT CREDIT FOR PART
1, ITEM 8 AND/OR PART II, ITEM 8 OF FORM NCIMS 2359;-SECTION B. Report Of
Enforcement Methods (PAGE 2).

ITEMS 4-All samplers hold a valid permit and 7-Permit suspension, revocation and reinstatement
action taken as required on FORM NCIMS 2359j- SECTION C. Evaluation Of Sampling
Procedures (PAGE 3) are not applicable for milk plants, receiving and transfer stations when
calculating ERs on FORM NCIMS 2359;-SECTION B. Methods Report Of Enforcement Methods
(PAGE 2), PART II, ITEM 8.

NOTE: Divide by seventy-five (75) instead of 100 when making the calculations for PART II.

9. Permit issuance, suspension, revocation, reinstatement, hearings and/or court action taken as
required (Grade “A” PMO, Section 3., Section 5., Section 6. and Section 16. PENALTIES).
Prorate by required Regulatory Agency enforcement action(s) in compliance.

Five (5) Categories (a-¢) shall be utilized for determining compliance with this Item and each shall
possess a value of twenty percent (20%) compliance. The Categories are as follows:

Category I: Permit Issuance;

Category II: Permit Suspension;
Category III: Permit Revocation;
Category IV: Permit Reinstatement; and
Category V: Hearing/Court Action.

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

NOTE: Use FORM NCIMS 2359;-SECTION E. Milk Plant Enforcement Action And Records
Evaluations (PAGE 5). (Refer to Section J. #5 of this MMSR, for an example of the FORM.)

SANITATION REQUIREMENTS

Category I: Permit Issuance

a. Inspected prior to the issuance of a permit.
b. Permit issuance based on compliance.

Category II: Permit Suspension

a. Notice issued for intent to suspend permit if an inspection(s) discloses a violation of a
Grade “A” PMO requirement(s). Reinspection(s) made as required.
b. Permit suspension upon violation of:

1.) Grade “A” PMO Section 3. for a serious health hazard or interference by the permit
holder in the performance of the Regulatory Agency’s duties; or

2.) Grade “A” PMO Section 5. for sanitation and/or uncorrected critical processing
elements; or

3.) Grade “A” PMO Section 5. for consecutive violation(s) of the same requirements of
Section 7. of the Grade “A” PMO.

c. Grade “A” milk and milk products processed during permit 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.” 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.

Category III: Permit Revocation

Action to revoke a permit taken upon multiple permit suspensions.

Category IV: Permit Reinstatement

Reinstatement procedures followed.
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NOTE: Grade “A” PMO, Section 3. states: "Whenever the permit suspension has been due to
a violation of a requirement other than bacteriological, coliform, somatic cell count, drug
residue test or cooling-temperature standards, the notification shall indicate that the
violation(s) has been corrected. Within one (1) week of the receipt of such notification the
Regulatory Agency shall make an inspection/audit of the applicant’s facility and as many
additional inspections/audits thereafter as are deemed necessary, to determine that the
applicant's facility is complying with the requirements. When the findings justify, the permit
is reinstated."

Category V: Hearing/Court Action

Hearings provided for as required.

PRODUCT COMPLIANCE

Category II: Permit Suspension

a. All Grade “A” milk and/or milk products produced during a permit suspension or while a
monetary penalty is imposed for bacterial count, coliform count, cooling temperature or drug
residue violations are 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.

b. When two (2) out of the last four (4) Grade “A” milk and/or milk product samples exceed
the standards, a written notice (Warning Letter) is sent, and an additional sample is taken within
twenty-one (21) days of the date of the written notice (Warning Letter), but not before three
(3) days.

c. When three (3) out of the last five (5) Grade “A” milk and/or milk product samples exceed
the standards; or a positive drug residue or pesticide residue, the permit is immediately
suspended.

d. Violation of Vitamin Fortification Levels (Refer to Appendix O. Vitamin Fortification Of
Fluid Milk Products of the Grade “A” PMO): Determine the cause and re-sample or withhold
Grade “A” milk and/or milk product from the market.

e. Positive Phosphatase: Determine the probable cause and if the cause is improper
pasteurization, it shall be corrected before further sale of Grade “A” milk and/or milk product
is allowed.

f. Positive Drug Residues or Pesticide Test: Investigate, determine the probable cause and
correct before further sale of Grade “A” milk and/or milk product is allowed.

g. Permit suspension upon violation of:

1.) Grade “A” PMO Section 3. for serious health hazard; or
2.) Grade “A” PMO Section 6. for bacterial counts, coliform counts and cooling

temperature violations if the product is not otherwise withheld.

h. All permits suspended as required by the Grade “A” PMO.
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Category IV: Permit Reinstatement

a. All Grade “A” milk and/or milk product violations followed promptly by an inspection to
determine the cause(s).

b. Temporary permit issued as required on reinstatement(s) and reinspection made within one
(1) week following proper notification except after reinstatement for a drug residue.

c. “Reinstating accelerated samples” for bacterial, cooling temperature, or coliform counts
taken at a rate of not more than two (2) per week, on separate days, within a three (3) week
period.

d. All permits reinstated as required by the Grade “4” PMO.

10. Records systematically maintained and current (Grade “A” PMO, Section 3., Section 4.,
Section 5., Section 6., and Section 7.) Make use of both general Regulatory Agency official
record-keeping deficiencies and specific milk plant record-keeping deficiencies to determine the
value. The four (4) Categories (I-1V) listed below shall be utilized for determining compliance
with this Item and each shall possess a value of twenty-five percent (25%) compliance.
Compliance shall be prorated based on full compliance with each of the four (4) Categories.

NOTE: Use FORM NCIMS 2359;-SECTION E. Milk Plant Enforcement Action And Records
Evaluations (PAGE 5). (Refer to Section J. #5 of this MMSR 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.

b. Category II: Inspection reports and pasteurization equipment tests filed as directed by the
Regulatory Agency and retained for at least twenty-four (24) months. The results are entered
on a milk ledger form or other electronic retrieval system.

c. Category III: All test results for bacterial, coliform, cooling temperature, phosphatase, drug
residues, pesticide (if available), vitamin assay, and water analysis promptly recorded on an
appropriate ledger form, or other electronic retrieval system for each individual Grade “A”
milk and/or milk product. (Use the arithmetic average calculated by the Regulatory Agency
or by personnel approved by the Milk Laboratory Control Agency at an Official or Officially
Designated Laboratory, with industry consent where applicable, for bacterial counts, coliform
counts, and cooling temperature determinations when Grade “A” milk and/or milk samples are
collected of the same milk or milk product from the same milk plant on the same day from
multiple storage tanks or silos. This arithmetic average is recorded as the official results for the
day on the Regulatory official individual milk plant record,)

d. Category III: Records maintained on bacteriological examination of milk containers, if
required.

e. Category III: Vitamin volume control records complete and on file at the milk plant as
required.
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f. Category IV: Within the Rating Period: Plan review file in order and written approval given
for construction during the rating period.

INDIVIDUAL SHIPPER RATING-PART III

1. Referto the “TOTAL CREDIT”, PART I value and multiply by "47", if an attached Grade “A”
raw milk supply (dairy farms) is included with the milk plant listing. (Refer to the instructions
below PART III on FORM NCIMS 2359j-SECTION B. Report Of Enforcement Methods (PAGE
2).) If an attached Grade “A” raw milk supply (dairy farms) is not included with the milk plant
listing, leave this Item blank.

2. Refer to the “TOTAL CREDIT”, PART II value and multiply by “47”, if an attached Grade
“A” raw milk supply (dairy farms) is included with the milk plant listing; or by “94”, if only an
unattached Grade “A” raw milk supply(ies) (dairy farm(s)) is utilized. (Refer to the instructions
below PART III on FORM NCIMS 2359;-SECTION B. Report Of Enforcement Methods (PAGE

2).)
3. All Grade “A” milk and/or milk products properly labeled (Grade “A” PMO, Section 4.).

a. Prorate by Grade “A” Milk and/or Milk Product: Number of different Grade “A” milk
and/or milk products correctly labeled vs. total number of Grade “A” milk and/or milk
products, including Grade “A” raw milk.

b. Include in Label Review:

1.) A representative label(s) for all Grade “A” milk and/or milk products produced,
including Grade “A” raw milk. Grade “A” milk and/or milk products are labeled according
to the Grade “A” PMO definition(s) and requirements and applicable CFRs.

2.) Vehicles hauling Grade “A” milk shall be properly identified with the name and address
of the milk plant or hauler. (Include under Grade “A” raw milk.)

3.) Milk cans from dairy farms properly identified. (Include under Grade “A” raw milk.)
4.) Bills-of-lading and dairy farm weight tickets contain all the required information,
including BTU #. (Include under Grade “A” raw milk where applicable.)

NOTE: All Regulatory Agency official records shall be summarized on an appropriate milk
ledger form. The use of ledgers including other electronic retrieval systems are acceptable.
Records include:

a. Inspections of dairy farms, milk plants, receiving stations and transfer stations, bulk milk
hauler/samplers, dairy plant samplers, industry plant samplers, milk tank trucks, etc.;

b. Laboratory information, i.e., Grade “A” raw milk, finished Grade “A” milk and/or milk
products, vitamin assays, water, cooling media, etc.; and

c. Pasteurization equipment tests.

115



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

FORM NCIMS 2359;-SECTION C. EVALUATION OF SAMPLING PROCEDURES (PAGE 3)
shall be used to determine enforcement credit for PART I, ITEM 8, FORM NCIMS 2359;j-
SECTION B. REPORT OF ENFORCEMENT METHODS (PAGE 2) (Dairy Farms), and PART
I, ITEM 8, FORM NCIMS 2359j-SECTION B. REPORT OF ENFORCEMENT METHODS
(PAGE 2) (Milk Plant). ITEMS 4 and 7 on FORM NCIMS 2359j-SECTION C. EVALUATION
OF SAMPLING PROCEDURES (PAGE 3) do not apply when calculating ERs for milk plants,
receiving stations and transfer stations for FORM NCIMS 2359j-SECTION B. REPORT OF
ENFORCEMENT METHODS (PAGE 2), PART II, ITEM 8.

Item 1. SSOs Properly Certified

a. All SSOs are certified by PHS/FDA.

b. Certification is currently valid (three (3) years and expire at the end of the month from
the date identified on the certificate).

c. SSOs shall be a certified SRO, LEO or in the case of a State or TPC Regulatory Supervisor

hold a valid certificate as a dSSO per "Procedures" Section V., G.

Item 2. Adequate Training Program Provided

Reference material available to samplers.

Training program conforms to established procedures.

Training program implemented.

Copies of training materials and other related information are on file with the Regulatory
Agency for review.

ac o

Item 3. Sampling Surveillance Authority Properly Delegated

a. Proper delegation procedures have been conducted.

b. Only those eligible receive delegated authority.

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 dairy farm, if applicable; one (1) dairy plant
sampler that collects Grade “A” raw and finished Grade “A” 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 Grade “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
dairy farm, if applicable; one (1) dairy plant sampler that collects Grade “A” raw milk and
finished Grade “A” 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 Grade
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“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.
e. Proper certification of industry field personnel when applicable.

Item 4. All Samplers Hold a Valid Permit (Applies to PART I- DAIRY FARMS Only)

a. All bulk milk hauler/samplers have a valid permit.

b. Inspected prior to the issuance of a permit.

c. Only bulk milk hauler/samplers who comply with Ordinance requirements shall be entitled
to receive a permit.

d. Permits not transferable with respect to persons.

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 dSSO every two (2) years. SSOs and/or dSSOs are not required to be evaluated for sampling
collection procedures.

NOTE: Refer to 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.”

b. Proper Agencies are advised of all samplers and of all evaluations annually in accordance
with procedures.

Item 6. Sampling Procedures in Substantial Compliance

a. Appraisal of each sampler’s compliance done by record review.
b. Appraisal of sampler’s compliance.
c. Evaluation criteria neither too stringent nor too lenient.

Item 7. Permit Suspension, Revocation, Reinstatement, Hearings and/or Court Actions
Taken as Required (Applies to PART I- DAIRY FARMS Only)

a. Action taken on repeat violations of sampling requirements.
b. Re-evaluations made as required.

Item 8. Records Systematically Maintained and Current

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

b. Regulatory Agency official records of each sampler evaluation on file and available for
review with the Regulatory Agency official dairy farm or milk plant records.
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c. Regulatory Agency official records for each sampler evaluation entered on individual
ledgers. An electronic ledger or other information retrieval system are acceptable.

d. Regulatory Agency official records of permit issuance, suspension, reinstatement,
revocation and hearings on file and available for review.

e. Regulatory Agency official records of bulk milk hauler/sampler, dairy plant sampler and
industry plant sampler inspections on file.
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APPENDIX B.

TABLE OF DAIRY FARM WATER SUPPLY VIOLATIONS

The following Table was accepted by the NCIMS Executive Board for use as guidance in evaluating
dairy farm water supplies. The Table 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 ratings and PHS/FDA check ratings.

Primary Violation Areas as Defined by the Grade “4” PMO

Water supply is safe and complies with Appendix D. of the Grade “A” PMO,;

No cross-connections between safe and unsafe supplies;

No submerged inlets;

Well location and construction;

New individual water supplies disinfected prior to use;

All containers/tanks used to transport and protect water are protected from contamination;
Periodic sampling; and

Water testing records current.

O NN R

WELLS. SPRINGS AND CISTERNS: CONSTRUCTION AND LOCATION

Major (5 point) Minor (2 point)
1. Any _ openings that allow  direct | 1. Any openings that allow indirect
contamination of the well water, such as: contamination of the well water:
a. Well cap/cover not in proper position on a. Well cap/cover not tight or
top of casing to protect against contamination overlapping (i.e., set screws, etc. not
(i.e., missing, lying on ground, hanging off tightened) but in proper position to
edge of casing, etc.); protect against contamination;
b. Well cap/cover not impervious; b. Proper vent (turned down pipe) but
c. Opening in top of casing (i.e., vent hole, unscreened or damaged screen; and
opening around electrical wires, etc.); c. Loose wires running from the
d. Well casing or top cracked/perforated with outside of the well into the well casing
openings to interior of well; from the side or underside of the well
e. Well seal not watertight; and cap.
f. Frost-free style water hydrant out of the top
of the well casing.
2. Large hole/depression, indication of erosion | 2. Slight depression around well with
around well casing or standing water around | no evidence of standing water.
well casing.
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Major (5 point)

Minor (2 point)

3. Well pit does not meet the following

3. Well pit does not meet the following

requirements:
a. Watertight construction (protected from
ground water/rain water);
b. Watertight impervious cover;
c. Watertight impervious (concrete) floor
sloped to drain;
d. Operational sump pump or traceable drain
to the surface;
e. Dry floor in pit; and
f. Well in bottom of pit protected from
contamination using cover, seals, etc.

requirements:
a. Concrete base for pump/machinery
at least 12 inches (30.5 centimeters)
above the pit floor; and
b. Cover of the overlapping (shoe
box) type.

4. Spring box not properly constructed or

4. Spring box not properly constructed

protected:
a. Spring box and cover do not protect spring

from direct contamination, (i.e., uncovered,
openings in top, cracks in sides, etc.);

b. Surface drainage not diverted away from
spring; and

c. Spring located in open pasture/field with
livestock concentrating within 50 feet (15
meters) as evidenced by trampling of ground,
accumulation of manure, or a stock tank or
cattle feeding area within 50 feet (15 meters)
of spring.

or protected:
a. Overflow piping not screened;

b. Spring box cover not overlapping;
and
c. Minor construction deficiencies.

5. Water reservoir/cistern/tank construction

5. Water reservoir/cistern/tank

and use:
a. Constructed to allow contamination of the
potable water; and
b. Transfer/distribution system constructed
to allow contamination of the water supply or
distribution system.

construction:
Minor construction problems.

6. Buried well seal: With a bad water sample not
brought into compliance.

6. Inaccessibility: Except for seasonal
conditions like snow and insulation wrap
during winter months, the following water
sources/supplies shall be accessible for
routine inspection and rating evaluation:
a. Above ground wells and well pits;
b. Cisterns, reservoirs and springs;
and
c. Stock waterers.

120




Major (5 point)

Minor (2 point)

7. Well within 50 feet (15 meters) of
contamination source (i.e., sewer lines, septic
tank, drain field, cowyard, cattle housing areas
without impervious floors, calf pens, waste
disposal lagoons, buried gasoline tanks,
herbicide/pesticide storage, etc.).

7. Frost-free style water hydrant located
within 10 feet (3 meters) of the well
without an approved atmospheric
vacuum breaker or with the hose
connection threads not cut off.

8. Well casing terminating below or at ground
level. (Does not include well pits or buried well
seals complying with Item 8r of the Grade “A4”
PMO.)

8. Any pit not meeting the construction
standards of the Grade “A” PMO, which
is located within 10 feet (3 meters) of the
well.

9. Well located in a known flood plain with
well casing terminating less than 2 feet (0.6
meters) above the highest known flood level.

10. Well located in open pasture/field with
livestock concentrating within 50 feet (15
meters) of well as evidenced by trampling of
the ground, accumulation of manure, or a
stock tank or cattle feeding area within 50 feet
(15 meters) of the well*.

11. Improperly constructed abandoned well(s)
located within 10 feet (3 meters) of well(s) used
as source of potable water for the dairy.

* If there 1s not any evidence of livestock concentration around a well casing that is located in a

pasture, then this Item should not be debited.
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Major (5 point)

WATER SAMPLING

Minor (2 point)

1. Last water sample unsatisfactory.

1. Last sample on record tested safe,
but the next sample was not collected/
analyzed within the required time
frames:
a. New Permit: Then once every
three (3) years;
b. Buried Well Seal: Every six (6)
months;
c. Hauled Water: At least four (4)
times in separate months during any
consecutive six (6) months; and
d. After Any Well Repair: Within
thirty (30) days.

2. Norecord of an initial bacteriological sample
on file prior to the issuance of a permit for new
dairy farms, without any additional sample
results on file for the rating period.

3. Continuous disinfection system, required by
the Regulatory Agency, is not operational.

4. On dairy farms with interconnected wells, if
the system is constructed and operated so that a
single sample will represent all sources, then a
single sample is sufficient. If a single sample
does not represent all sources, then each
individual well shall be sampled at the required
frequency (M-1-86-9).
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CROSS-CONNECTIONS AND SUBMERGED INLETS:

Major (5 point)

Minor (2 point)

1. Submerged inlets: Into non-potable water,
(i.e.):
a. Submerged line in a stock tank(s)/stock
fountain(s);
b. 2-compartment wash vat(s) containing
water or with the drain plugged;
c. Drinking cups;
d. Pre-cooler outlet;
e. Flush down tanks;
f.  Water inlet to a CIP/wash vat is submerged
in water or solution in the vat; and
g. Chill water tank (sweet water, glycol, etc.).

Potential submerged inlets:

a. Single-cased pipe in a stock tank or
fountain,;

b. Properly working stock tank float
located below the overflow rim of the
tank; and

c. Water inlet (equipped with an
automatic shut-off) to a CIP/wash vat
terminates below the rim of the vat,
but is not submerged in water or
solution.

(NOTE: If the float has stuck and it is
submerged at the time of the
inspection it is a five (5) point debit.)

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
Water Control Authority.

2.

Portable high pressure water

pump (power washer): Without

acceptable protection, such as:

water  supply or

a. Separate
reservoir;
b. Properly functioning low-pressure
cut-off switch with a properly located
test valve; and

c. Other methods acceptable to the
applicable ~ Government = Water

Control Authority.

(NOTE: Lack of a wvalve or
improperly located valve, used to test
the low-pressure cut-off switch is a
two (2) point debit.)

3. Cleaner, sanitizer and udder wash injectors
(pumps) with water supply connection not
properly protected and supply container of
greater than one (1) gallon size. Submerged
inlet(s) in other chemical containers (i.e., bottles
and/or containers of Roundup, 2-4D, etc.),
regardless of the size of the chemical container.
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Major (5 point) Minor (2 point)

4. Anti-siphon vent-type backflow preventer
with vent plugged.

5. Use of non-functional or improper devices to
protect against submerged inlets and/or cross-
connections.

6. Stock tank(s) utilizing center ground pipe as
an overflow, where the overflow is flooded and
not draining.

7. Discharge hose connecting potable water
system directly to the sewer system or manure
handling system (i.e., water line terminating
below the flood rim of a floor drain).

RECLAIMED WATER NOT MEETING THE FOLLOWING CRITERIA:
(Appendix D., VI. - Water Reclaimed from Heat Exchanger Processes or
Compressors on Grade “A” Dairy Farms)

Major (5 point)

Sampled before initial approval;

Sampled at least once in each six (6) month period;

Proper construction of the storage tank (i.e., protected from contamination);
No cross-connections between reclaimed water and non-potable water; and
Approved chemicals used if water is treated.

NE PO
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