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2011 NCIMS PROPOSAL
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PROCEDURES GOVERNING THE CoOPERATIVE STATE-PUBLIC HEALTH SERVICE/FOOD AND DRUG ADMINISTRATION PROGRAM OF THE NATIONAL CONFERENCE ON INTERSTATE MILK SHIPMENTS
2009 Revision
NOTE: Underlined text is proposed new wording and struck through text is wording that is proposed to be deleted.
Make the following changes to SECTION II.  SCOPE on Page 1:
Page 1

A.
PRODUCTS COVERED

Agreements adopted by the NCIMS shall apply to Grade “A” raw milk and milk products for pasteurization, heat-treated products, pasteurized, ultra-pasteurized, and aseptically processed and packaged milk and milk products, condensed and dry milk products, and whey and whey products produced under the NCIMS program. 

Make the following changes to SECTION III. DEFINITIONS on Pages 2 and 3:
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SECTION III.  DEFINITIONS

C.
ASEPTIC PROCESSING AND PACKAGING SYSTEM (APPS):  For the purposes of this document, the Aseptic Processing and Packaging System in a milk plant is comprised of the processes and equipment used to process and package aseptic Grade "A" milk or milk products.  The APPS shall be regulated in accordance with the applicable requirements of 21 CFR Parts 108, 110 and 113.  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 or equipment that are considered critical to the commercial sterility of the product.  
CD.  BULK TANK UNIT (BTU): …..

Re-letter the remaining Definitions accordingly.
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i.J
IMS Listed Shipper: An interstate milk shipper (BTU, receiving station, transfer station, or milk plant), which has been certified by the State Rating Agency as having attained the milk Sanitation Compliance and Enforcement Ratings necessary for inclusion in the IMS List. The ratings are based on compliance with the requirements of the Grade “A”PMO and were made in accordance with the procedures set forth in the Methods of Making Sanitation Ratings of Milk Shippers (MMSR). For milk plants that produce aseptically processed and packaged Grade “A” milk and/or milk products, prior to the milk plant participating in the NCIMS Aseptic Processing and Packaging Program, the State’s regulatory and rating personnel shall have completed a training course that is acceptable to the NCIMS and PHS/FDA addressing the procedures for conducting regulatory inspections and ratings under the NCIMS Aseptic Processing and Packaging Program.
JK. Individual Rating: An individual rating is the rating of a single producer group, milk plant, receiving station, and/or transfer station under the supervision of a single Regulatory Agency.  Milk plants producing Grade “A” condensed 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 or milk products, provided each listing holds a separate permit. Milk plants that produce both aseptically processed and packaged Grade “A” milk and/or milk products and pasteurized and/or ultra-pasteurized Grade “A” milk and/or milk products shall be rated separately.  Provided that an NCIMS HACCP milk plant listing that produces aseptically processed and packaged Grade “A” milk and/or milk products shall have only an NCIMS HACCP listing. An individual dairy farm shall only be included in one (1) IMS Listing.  
Re-letter the remaining Definitions accordingly.

OP.
MILK PLANT: A milk plant is any place, premises, or establishment where milk or milk products are collected, handled, processed, stored, pasteurized, ultra-pasteurized, aseptically processed and packaged, condensed, dried, packaged, or prepared for distribution.
Re-letter the remaining Definitions accordingly.

Make the following changes to SECTION IV. OVERSIGHT AND RESPONSIBITIES on Pages 8, 10, 11 and 16:
A. 
PHS/FDA RESPONSIBILITIES
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5.
Electronic Publication of Sanitation Compliance and Enforcement Ratings
a. PHS/FDA shall provide an electronic publication of the IMS List on their web site.  The electronic IMS List is available at http://www.fda.gov/Food/FoodSafety/Product-SpecificInformation/MilkSafety/FederalStatePrograms/InterstateMilkShippersList/
default.htm. The Sanitation Compliance and Enforcement Ratings of Regulatory Agencies and the IMS Listed shippers’ expiration rating dates contained in the electronic publication are certified by the State Rating Agency to be those established by ratings conducted in accordance with the MMSR by certified SROs when the FORM FDA 2359i-Interstate Milk Shipper’s Report is signed and submitted to the PHS/FDA Regional Office for publication. 

Transfer stations, receiving stations and milk plants Milk plants, receiving stations and transfer stations must achieve a Sanitation Compliance Rating of 90 percent (90%) or higher, except as cited in Section VIII., C.,5. for HACCP listings, in order to be eligible for a listing in the IMS List.  Sanitation Compliance Rating scores for transfer and receiving stations and milk plants will not be identified in the IMS List. 
PHS/FDA shall update the IMS List not less than monthly.
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7.
Interpretations and Editorial Updates

b.
After each Conference and/or request by the NCIMS Executive Board, PHS/FDA shall incorporate editorial updates into the Constitution of the National Conference on Interstate Milk Shipment, Bylaws of the National Conference on Interstate Milk Shipment, Grade “A” PMO, the MMSR, the Procedures and the EML in accordance with the guidelines to be developed jointly by PHS/FDA and the NCIMS Executive Board.
8.
Check Ratings of the Sanitation Compliance Status of Listed Interstate Milk Shippers
a. PHS/FDA shall conduct, each year, check ratings of the Sanitation Compliance status of listed interstate milk shippers.  To conduct check ratings of aseptic milk plants, the PHS/FDA Regional Milk Specialist shall have completed a training course that is acceptable to the NCIMS and PHS/FDA addressing the procedures for conducting check ratings under the NCIMS Aseptic Processing and Packaging Program.  Within a State, check ratings will be made of a representative number of IMS Listed shippers.  The selection of shippers for check rating in a given State will be made randomly.
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g. Enforcement Ratings will shall be made conducted as part of check ratings.  
B.
STATE RESPONSIBILITIES
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7.
Challenges and Remedies
c.
Action to be Taken if the PHS/FDA Check Rating Indicates the Listed Rating is Not Justified:

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

C.) Withdrawal of Certification


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

Make the following changes to SECTION V. QUALIFICATIONS AND CERTIFICATIONS on Pages 17, 18, 19, 22, 23 and 25:
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A.
SUPERVISION REQUIREMENTS

3.
Sampling procedures and laboratory examinations are a fundamental and basic component of supervision.  The surveillance of sample collection procedures shall be conducted as prescribed in the EML Grade “A” PMO.  Samples from each dairy farm and each pasteurization milk plant shall be examined for the prescribed tests at the frequency prescribed in the PHS/FDA recommended Grade “A” PMO.

C.
SANITATION COMPLIANCE AND ENFORCEMENT RATINGS REQUIRED
D.
MILK SANITATION RATING PERSONNEL
2.
Have been standardized by PHS/FDA as a SRO and hold a valid certificate of qualification in one (1) or any combination of the following categories: milk pasteurization plants, including HACCP and/or aseptic processing and packaging if appropriate, dairy farms and transfer/receiving stations, including HACCP if appropriate.  The PHS/FDA will issue a certificate, valid for three (3) years, to each individual who meets the criteria listed below, as applicable.  Certification of a SRO shall qualify that SRO to perform ratings or HACCP listings, if applicable, in any State, upon the request of that State’s Regulatory/Rating Agency as long as the Officer’s certification is valid.
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3. 
A SRO applicant for initial standardization …. following number of dairy facilities:

b. 
Five (5) pasteurization milk plants. Milk Plants plants of varying sizes using, vat, HTST, HHST pasteurization and/or aseptic processing and packaging, if applicable, should be included in these evaluations. One (1) transfer or receiving station may also be included as one (1) of the required five (5) pasteurization milk plants.  …

6.
To conduct ratings of aseptic processing and packaging milk plants, the applicant shall have completed a training course that is acceptable to the NCIMS and PHS/FDA addressing the procedures for conducting the rating and the implementation of the NCIMS Aseptic Processing and Packaging Program. 
67.
Applicants must demonstrate the ability to conduct and compute Milk Sanitation Compliance and Enforcement Ratings by completing all of the necessary forms.

Re-number all remaining Items accordingly.
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78.
A certified SRO shall be re-standardized once three (3) years …. number of dairy farms.

b. 
Three (3) pasteurization milk plants. Milk Plants plants of varying sizes using, vat, HTST, HHST pasteurization and/or aseptic processing and packaging, if applicable, should be included in these evaluations.  

c. 
One (1) dry milk plant, if applicable. The dry milk plant may be used as one (1) of the required three (3) pasteurization milk plants. 
d. 
If HACCP certified for milk plants, receiving or transfer stations, in addition to meeting the requirements listed above for pasteurization milk plants for a SRO, one (1) recertification audit is required.  The recertification audit can be done independent as a mock-listing audit or as part of an official HACCP listing audit, at the discretion of the PHS/FDA REGIONAL MILK SPECIALIST Regional Milk Specialist and SRO.  (Refer to Section VIII., E.6. for additional HACCP certification procedures.) 
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H.  THE HEARING PROCEDURE FOR REVOKING THE CERTIFICATION OF A SRO, SSO, OR LEO
1.  Certification Hearing Panel Members
c.  The Director of the Division of Cooperative Programs Plant and Dairy Food Safety or 
designee.  ….
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3.  
Request for a Hearing
The SRO, SSO, or LEO, after being notified of PHS/FDA’s intent to revoke his or her certification, may request a hearing.  This request must be received by the Director of the Division of Cooperative Programs Plant and Dairy Food Safety within fifteen (15) days of the date the SRO, SSO, or LEO receives written notification of the intent to revoke his or her certification.  The hearing request must identify one (1) or more substantial issues of fact for which a hearing is requested. ….
If the Certification Hearing Panel determines that the material submitted by the SRO, SSO, or LEO does not raise any genuine and substantial issue of fact, the request for the hearing will be denied.  The Certification Hearing Panel will notify the SRO, SSO, or LEO of the decision in writing, and the revocation of the certification shall be effective immediately. If the Certification Hearing Panel determine that the material submitted by the SRO, SSO, or LEO raises one (1) or more genuine and substantial issues of fact, the Certification Hearing Panel will notify the SRO, SSO, or LEO and the PHS/FDA Standard in writing that a hearing  will be held….
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J.
INDIVIDUAL RATINGS

3.
If an aseptic milk plant has any ACLE identified by a SRO or PHS/FDA Regional Milk Specialist as not being in compliance on FORM FDA 2359p-NCIMS ASEPTIC PROCESSING AND PACKAGING PROGRAM CRITICAL LISTING ELEMENTS for Low-Acid (pH greater than 4.6) Milk and/or Milk Products, the listing shall be immediately denied or withdrawn.
34.
If an IMS listed shipper receives an Enforcement Rating of less than ninety percent ……

Make the following changes to section vi. STANDARDS on Page 27:
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I.
LABORATORY PROCEDURES

Laboratory procedures used to examine milk and milk products of interstate milk shippers shall conform to the procedures in the current edition of SMEDP, published by the American Public Health Association, and the OMA.  Vitamin testing shall be performed in a laboratory which has been accredited by PHS/FDA and which is acceptable to the Regulatory Agency using test methods acceptable to PHS/FDA and other official methodologies that give statistically equivalent results to the PHS/FDA methods.

Make the following changes to section viii. Procedures Governing the Certification of Milk Plant, receiving station and transfer station nCIMS HACCP Systems for IMS Listed shippers on Pages 28, 29, 32, 33, 37, 39, 40 and 43:
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A.
PURPOSE AND SCOPE
2.
Products Covered Under HACCP Listings
Agreements adopted by the NCIMS shall apply to Grade “A” raw milk and milk products for pasteurization, heat-treated products, pasteurized, ultra-pasteurized, and aseptically processed and packaged milk and milk products, condensed and dry milk products, and whey and whey products produced under the NCIMS program.  Listings made under the voluntary HACCP listing system described in this Section, may be made for milk plants, receiving stations and transfer stations.

B.
haccp definitions:

1.
AUDIT:  An evaluation of the entire milk plant, receiving station, or transfer station facility, and HACCP System to ensure compliance with the HACCP System and other NCIMS regulatory requirements, with the exception of the APPS for aseptic processing and packaging milk plants.
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4.
PHS/FDA AUDIT: An evaluation conducted by PHS/FDA of the entire milk plant, receiving station, or transfer station facility to ensure compliance with the HACCP System and other NCIMS regulatory requirements, with the exception of the APPS for aseptic processing and packaging milk plants.
7.
LISTING AUDIT: An evaluation conducted by a SRO of the entire milk plant, receiving station or transfer station facility to ensure compliance with the NCIMS HACCP Program and other NCIMS regulatory requirements, with the exception of the APPS for aseptic processing and packaging milk plants.
8.
State Program Evaluation: Definition ST. in Section III shall apply as written, except that for purposes of this Section the words "check ratings of IMS Listed Shippers" shall include "PHS/FDA audits of IMS Listed Shippers".
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C. 
PHS/FDA RESPONSIBILITIES

8.
PHS/FDA Audits of HACCP Listing

a. 
PHS/FDA shall conduct, each year, PHS/FDA audits of HACCP listed shippers.  To conduct audits of HACCP/aseptic processing and packaging milk plants, the PHS/FDA Regional Milk Specialist shall have completed a training course that is acceptable to the NCIMS and PHS/FDA addressing the procedures for conducting the audit and the implementation of the NCIMS Aseptic Processing and Packaging Program.  Within a State conducting the NCIMS HACCP Program, PHS/FDA audits will be made of a representative number of IMS HACCP listed shippers.  The selection of shippers for auditing in a given State will be made randomly.  ….
h. PHS/FDA shall conduct on-site milk plant, receiving station and transfer station audits of the HACCP compliance status of listed interstate milk shippers.  These PHS/FDA HACCP audits shall be conducted using the procedures for State HACCP listing audits as described in the MMSR. These audits will be used in the overall State Program Evaluation.  Provided, that for NCIMS HACCP listed milk plants producing aseptically processed and packaged Grade “A” milk and milk products, PHS/FDA HACCP audits shall be conducted using the procedures identified in the NCIMS Aseptic Processing and Packaging Program related to the inspection/auditing and regulation of the APPS, as described in the Grade “A” PMO and MMSR, along with the completion of FORM FDA 2359p-NCIMS ASEPTIC PROCESSING AND PACKAGING PROGRAM CRITICAL LISTING ELEMENTS for Low-Acid (pH greater than 4.6) Milk and Milk Products.  
i.
PHS/FDA shall review the Regulatory Agency records for the milk plant, receiving station or transfer station being audited. In the event that there is reason to doubt the safety of any State's milk or milk products that are HACCP listed, PHS/FDA shall immediately investigate the State’s Milk Safety Program and may evaluate/audit the milk plants, receiving stations or transfer stations affected.  This applies even if the HACCP listing of the milk plant, receiving station or transfer station being audited is sustained.  
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Based on this investigation, if there are substantial milk or milk product safety program weaknesses, PHS/FDA shall send a written notice requiring corrections to the State Regulatory Agency with a copy to the Rating Agency. If after thirty (30) days, PHS/FDA determines that the corrections were not made, PHS/FDA shall notify the affected industry and receiving States.

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

This written notification will specify that the State has 180 days from the date of the written notification to show to PHS/FDA's satisfaction that the State has made appropriate corrections and is once again able to fulfill its obligations under the NCIMS HACCP Program.  …
D.
STATE HACCP RESPONSIBILITIES

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

c. 
When the Sanitation Compliance status of a listed shipper's supply changes as a result of a new listing made within the twenty-four (24) month eligibility period, the most recent listing and FORM FDA 2359m-MILK PLANT, RECEIVING STATION OR TRANSFER STATION NCIMS HACCP SYSTEM AUDIT REPORT and the FORM FDA 2359n- NCIMS HACCP SYSTEM REGULATORY AGENCY REVIEW REPORT, shall apply and shall be submitted to PHS/FDA.  Provided that for NCIMS HACCP listed milk plants producing aseptically processed and packaged Grade “A” milk and milk products, FORM FDA 2359p-NCIMS Aseptic PROCESSING AND PACKAGING PROGRAM Milk Plant CRITICAL LISTING ELEMEntS for Low-Acid (pH greater than 4.6) Aseptic Milk and Milk Products shall also be completed and  submitted to PHS/FDA. 
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C.)
Withdrawal of Certification

1.) A HACCP listing shall be requested to be withdrawn when CLE’s have been noted on FORM FDA 2359m-MILK PLANT, RECEIVING STATION OR TRANSFER STATION NCIMS HACCP SYSTEM AUDIT REPORT indicating that the milk plant, receiving station or transfer station has failed to recognize or correct a deficiency(ies) or nonconformity(ies) indicating:  ….
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8.
HACCP SYSTem audit follow-up actions: …
3.) A HACCP/aseptic listing that includes aseptically processed and packaged Grade “A” milk and/or milk products shall be requested to be withdrawn when any ACLE is identified as not being in compliance on FORM FDA 2359p-NCIMS ASEPTIC PROCESSING AND PACKAGING PROGRAM CRITICAL LISTING ELEMENTS for Low-Acid (pH greater than 4.6) Aseptic Milk and Milk Products.

34.)  When PHS/FDA audit data indicates that the milk plant, receiving station and/or transfer station requires a withdrawal of certification, the Rating Agency, upon written recommendation of the PHS/FDA, shall immediately withdraw the current certification of the shipper and notify such shipper, PHS/FDA, and all known receiving States thereof.  In case of withdrawal, a new listing shall be made in not less than thirty (30) days and not to exceed sixty (60) days, unless the Rating Agency has reason to believe a new listing within a lesser time period would result in an acceptable listing. The effective date for action shall be determined from the date of the letter of notification by the Rating Agency.  Such letter shall be dated within five (5) working days following the date of the official notification.  


Re-number remaining Items accordingly.
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E. Qualifications and Certifications

3. 
HACCP Listing
a.
An acceptable HACCP listing shall be substituted for an acceptable Sanitation Compliance and Enforcement Rating for a milk plant, receiving station or transfer station participating in the NCIMS HACCP Program.  FORM FDA 2359m-MILK PLANT, RECEIVING STATION OR TRANSFER STATION NCIMS HACCP SYSTEM AUDIT REPORT and FORM FDA 2359n-NCIMS HACCP SYSTEM REGULATORY AGENCY REVIEW REPORT shall be completed as a part of all milk plant, receiving station or transfer station HACCP listing audits. Provided that for NCIMS HACCP listed milk plants producing aseptically processed and packaged Grade “A” milk and/or milk products, FORM FDA 2359p-NCIMS Aseptic PROCESSING AND PACKAGING PROGRAM Milk Plant CRITICAL LISTING ELEMEntS for Low-Acid (pH greater than 4.6) Aseptic Milk and Milk Products shall be completed as a part of all HACCP/aseptic listing audits. 
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6.
Certification Procedure for SROs Who Will Conduct HACCP Listing Audits

d. 
Paperwork Review 

FORM FDA 2359m-MILK PLANT, RECEIVING STATION OR TRANSFER STATION NCIMS HACCP SYSTEM AUDIT REPORT, with attachments, FORM FDA 2359n-NCIMS HACCP SYSTEM REGULATORY AGENCY REVIEW REPORT, and FORM FDA 2359o-PERMISSION FOR PUBLICATION (Interstate Milk Shipper’s Listing) shall be submitted with FORM FDA 2359i for each NCIMS HACCP Listing Audit to the PHS/FDA Regional Office for quality assurance review.  Provided that for NCIMS HACCP listed milk plants producing aseptically processed and packaged Grade “A” milk and/or milk products, FORM FDA 2359p-NCIMS Aseptic PROCESSING AND PACKAGING PROGRAM Milk Plant CRITICAL LISTING ELEMEntS for Low-Acid (pH greater than 4.6) Aseptic Milk and Milk Products shall also be completed and submitted for quality assurance review.
These reviews will be used to enhance uniformity and strengthen each individual’s skills and will be used to assist in identifying needs for future training. ….
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