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	Passed as

Submitted
	Passed as

Amended

	   COUNCIL ACTION
	
	X
	

	   FINAL ACTION
	
	X
	

	C.  Proposed Solution

	Changes to be made on page(s):
	PMO page 121
	of the (X - one of the following):

	X
	2007 PMO
	
	2005 EML

	
	2007 MMSR
	
	2400 Forms

	
	2007 Procedures
	
	2007 Constitution and Bylaws

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

11.  Aseptically processed and packaged milk and milk products in Definition X of this  Ordinance shall be considered to be Grade “A” milk or milk products.  The source of the milk and milk products shall be IMS listed and the aseptic raw milk receiving area/aseptic raw milk receiving station of the milk plant where the aseptic milk and milk products are processed and packaged shall be IMS listed.  The milk plant shall be awarded a Milk Sanitation Compliance Rating of at least ninety percent (90%) and a satisfactory ASEPTIC MILK PLANT REGULATORY AGENCY REVIEW REPORT or a satisfactory HACCP listing by a SRO trained under the NCIMS Aseptic Pilot Program and label its milk and milk products “Grade “A””.  The NCIMS Aseptic Pilot Program will expire on December 31, 2009 2011, unless extended by future conference action.  

The following text is a mandatory part of this solution but will not be placed in an NCIMS document:

NOTE: This provision shall take immediate effect upon the issuance of the IMS-a, Actions from the 2009 National Conference on Interstate Milk Shipments, following FDA’s Concurrence with the NCIMS Executive Board.  State regulatory and rating personnel must be trained in the implementation of the Aseptic Pilot Program prior to an aseptic milk plant being inspected and rated under the pilot program. 

As part of the NCIMS Aseptic Pilot Program, a NCIMS Aseptic Pilot Program Implementation Committee (APPIC) has been formed in accordance with the NCIMS Procedures.  The APPIC is responsible for the oversight of the NCIMS Aseptic Pilot Program in consultation with FDA.  This oversight includes the development of the forms, documents,   guidance, and training necessary to implement and evaluate the NCIMS Aseptic Pilot Program.  The APPIC shall provide a report to the 2011 NCIMS.

All milk plants producing aseptically processed and packaged milk or milk products as defined by the PMO and regulated under the NCIMS program shall participate in the Aseptic Pilot Program. 
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	Proposal #:
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	Committee:
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	   COUNCIL ACTION
	
	
	X
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	C.  Proposed Solution

	Changes to be made on page(s):
	322 and Form FDA 2359m (10/06), Milk Plant, Receiving Station or Transfer Station NCIMS HACCP System Audit Report; 
	of the (X - one of the following):

	XX
	2007 PMO
	
	2005 EML

	
	2007 MMSR
	
	2400 Forms

	
	2007 Procedures
	
	2007 Constitution and Bylaws

	APPENDIX K, SECTION IV, TRAINING & STANDARDIZATION, #1, page 322
 
. . . The industry individual(s) performing the functions identified in this Appendix requiring training or listed in Part 2 of this Section shall have successfully completed appropriate training in the application of HACCP principles to milk and milk product processing at least equivalent to that received under the Dairy HACCP Core Curriculum. Alternatively, job experience may qualify an individual to perform these functions if the experience has provided knowledge at least equivalent to that provided through the standardized curriculum. 

2. Industry Personnel: Only industry individuals who have met the requirements of Part 1 of this Section shall be responsible for the following functions: 

a. Developing PPs Prerequisite Programs; 
a. b. Developing the hazard analysis, including delineating control measures, as required; 
b. c. Developing a HACCP Plan that is appropriate for the specific milk plant, receiving station or transfer station, in order to meet these requirements; 
c. d. Validating and modifying the HACCP Plan in accordance with the corrective action procedures and the validation activities as specified; and 
d. e. Performing required HACCP Plan records reviews. 

Correct Form FDA 2359m (10/06), Milk Plant, Receiving Station or Transfer Station NCIMS HACCP System Audit Report 
Section 11: HACCP SYSTEM TRAINING (Individuals trained according to Appendix K or alternatively, have equivalent job experience)

 FORMCHECKBOX 
  A.  PPs Prerequisite Programs developed by trained personnel
            Employees trained in monitoring operations.

 FORMCHECKBOX 
  B.  Hazard analysis developed by trained personnel

            HACCP Plan reassessment performed by trained individual. 

 FORMCHECKBOX 
  C.  HACCP Plan developed by trained personnel

            Records review performed by trained individual.
 FORMCHECKBOX 
  D.  HACCP Plan validation, modification or reassessment performed by trained    

            personnel       Employees trained in PP operations.

 FORMCHECKBOX 
  E.  HACCP Plan records review performed by trained personnel
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	   COUNCIL ACTION
	
	X
	

	   FINAL ACTION
	
	X
	

	C.  Proposed Solution

	Changes to be made on page(s):
	Form FDA 2359?? (2359n 10/06)NCIMS HACCP System Regulatory Agency Review Report
	of the (X – one of the following):

	
	2007 PMO
	
	2005 EML

	
	2007 MMSR
	
	2400 Forms

	
	2007 Procedures
	
	2007 Constitution and Bylaws

	1. Delete item 12C from Form FDA 2359m (10/06), Milk Plant, Receiving Station or Transfer Station NCIMS HACCP System Audit Report which states, “State Milk Plant, Receiving Station or Transfer Station HACCP System Audit Report issues and follow-up conducted as required (HACCP Listing Audits and FDA Audits Only).” Reletter the remaining sections of 12 according to this deletion.

2b. Modify #2 of Form FDA 2359n 10/06)NCIMS HACCP System Regulatory Agency Review Report to read as follow, “Milk plant, receiving station or transfer station audited by the Regulatory Agency at the minimum required frequency and follow-ups conducted as required.”
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Amended

	   COUNCIL ACTION
	
	X
	

	   FINAL ACTION
	
	X
	

	C.  Proposed Solution

	Changes to be made on page(s):
	121
	of the (X - one of the following):

	XX
	2007 PMO
	
	2007 EML

	
	2007 MMSR
	
	2400 Forms

	
	2007 Procedures
	
	2007 Constitution and Bylaws

	Make the following change to the 2007 PMO.

Strike out text to be deleted and underlined text to be added.

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

ADMINISTRATIVE PROCEDURES

9.  The foreign supplies have been awarded a satisfactory listing, by an NCIMS Certified Third Party Rating Officer standardized by the FDA, under the NCIMS International Certification Pilot Program.  This provision will expire December 31, 2009 2011, unless extended by future conference action.
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	Committee:
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	   COUNCIL ACTION
	
	
	X

	   FINAL ACTION
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	C.  Proposed Solution

	Changes to be made on page(s):
	
	of the (X - one of the following):

	
	2007 PMO
	
	2005 EML

	
	2007 MMSR
	
	2400 Forms

	
	2007 Procedures
	
	2007 Constitution and Bylaws

	Change the International Certification Pilot Program as defined in IMS-a 45 to allow each TPC to Certify up to 6 plants located outside geographic boundaries of NCIMS member states. That once a TPC has their existing two (2) plants IMS listed, the TPC may request from the ICCP Committee permission to add up to two (2) additional plants for a maximum of four (4) listed plants. 
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	Proposal #:
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	Committee:
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	                                                                                                         *New Procedure

	
	No

Action
	Passed as

Submitted
	Passed as

Amended

	   COUNCIL ACTION
	
	
	X

	   FINAL ACTION
	
	
	X

	C.  Proposed Solution

	Changes to be made on page(s):
	MMSR-Pages 1-2, 22-24, 33, 35, 40, 54, 56, 61, 63 and 64

Procedures-Pages 2-3, 7, and 30
	of the (X - one of the following):

	
	2007 PMO
	
	2005 EML

	X
	2007 MMSR
	
	2400 Forms

	X
	2007 Procedures
	
	2007 Constitution and Bylaws

	Make the following changes to the 2007 MMSR:

Strike out text to be deleted and underline text to be added.

A. DEFINITIONS
Pages 1-2

1.  AREA RATING: An area rating, if used, shall apply to raw milk for pasteurization only.  An area rating consists of more than one (1) producer group operating under the supervision of a single Regulatory Agency and which is rated as a single entity.  An individual dairy farm shall only be included in one (1) IMS Listing.  

3.
BULK TANK UNIT (BTU): A dairy farm or group of dairy farms from which raw milk for pasteurization is collected under the routine supervision of one (1) Regulatory Agency and rated as a single entity and given a Sanitation Compliance and Enforcement Rating.  An individual dairy farm shall only be included in one (1) IMS Listing.

10. 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 plant producing other Grade “A” milk or milk products, provided each listing holds a separate permit.  An individual dairy farm shall only be included in one (1) IMS Listing.  

f. publication of the “interstate milk shipper’s report”

Pages 22-24
2. preparation of the “interstate milk shipper’s report”
a. Individual Shipper of Raw Milk for Pasteurization

This shipper is commonly referred to as a BTU.  Following the computation of the Sanitation Compliance Rating on Form FDA 2359k-Status of Raw Milk for Pasteurization and Part I of Form FDA 2359j-MILK SANITATION RATING REPORT-SECTION B. Report of Enforcement Methods (PAGE 2), the resultant data will be transferred to Form FDA 2359i-Interstate Milk Shipper’s Report.  The earliest rating date shall be the date of the first day of the rating.  (Refer to Section H, #s 12 and 13 for an example).

NOTE: If the Enforcement Rating 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 and will have an expiration rating date six (6) months from the earliest rating date.  For example, the earliest rating date is 6/15/2009, then the expiration date would be 12/14/2009.
b.
Receiving Station or Transfer Station
Following the computation of the Sanitation Compliance Rating on Form FDA 2359k-Status of Raw Milk for Pasteurization, Form FDA 2359L-Status of Milk Plants, and Parts I, II and III of Form FDA 2359j-MILK SANITATION RATING REPORT-SECTION B. Report of Enforcement Methods (PAGE 2), the resultant data will be transferred to Form FDA 2359i-Interstate Milk Shipper’s Report.  The earliest rating date shall be the date of the first day of the rating.  When receiving and/or transfer stations wish a separate listing and receive raw milk for pasteurization from one (1) or more rated and listed BTUs for trans-shipment, the procedures to be followed shall be that of Section F. Publication of the “Interstate Milk Shipper’s Report, 2., c.2) or 2., c.3).

NOTE: If the Enforcement Rating 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 and will have an expiration rating date six (6) months from the earliest rating date.  For example, the earliest rating date is 6/15/2009, then the expiration date would be 12/14/2009.
c.
Milk Plant
1.) Attached Supply Only: A plant with a single source of raw milk, both under the jurisdiction of the same Regulatory Agency.

Following the computation of the Sanitation Compliance Rating on Form FDA 2359k-Status of Raw Milk for Pasteurization, Form FDA 2359L-Status of Milk Plants, and Parts I, II and III of Form FDA 2359j-MILK SANITATION RATING REPORT-SECTION B. Report of Enforcement Methods (PAGE 2), the resultant data will be transferred to Form FDA 2359i-Interstate Milk Shipper’s Report.  The earliest rating date shall be the date of the first day of the rating of the farms or plant, whichever is earliest in time.  

NOTE: If the Enforcement Rating 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 and will have an expiration rating date six (6) months from the earliest rating date.  For example, the earliest rating date is 6/15/2009, then the expiration date would be 12/14/2009.
2.) Attached Supply and Unattached Supplies: A plant with a source of raw milk for pasteurization under the jurisdiction of the same Regulatory Agency as the plant and one (1) or more sources of raw milk for pasteurization from other separate rated and listed sources.

Following the computation of the Sanitation Compliance Rating on Form FDA 2359k-Status of Raw Milk for Pasteurization, Form FDA 2359L-Status of Milk Plants, and Parts I, II and III of Form FDA 2359j-MILK SANITATION RATING REPORT-SECTION B. Report of Enforcement Methods (PAGE 2), the resultant data will be transferred to Form FDA 2359i-Interstate Milk Shipper’s Report. The earliest rating date and the Raw Milk Sanitation Compliance Rating shall be computed by the following method:

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

NOTE: If the Enforcement Rating 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 and will have an expiration rating date six (6) months from the earliest rating date.  For example, the earliest rating date is 6/15/2009, than the expiration date would be 12/14/2009.
3.)
Unattached Supplies Only: A plant with one (1) or more sources of raw milk received from other rated and listed sources.

Following the computation of the Sanitation Compliance Rating on Form FDA 2359L-Status of Milk Plants and Parts II and III of Form FDA 2359j-MILK SANITATION RATING REPORT-SECTION B. Report of Enforcement Methods (PAGE 2), the resultant data will be transferred to Form FDA 2359i-Interstate Milk Shipper’s Report.  The earliest rating date and the Milk Sanitation Compliance Rating shall be computed by one (1) of the following two (2) options:

NOTE: If the Enforcement Rating 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 and will have an expiration rating date six (6) months from the earliest rating date.  For example, the earliest rating date is 6/15/2009, then the expiration date would be 12/14/2009.
FORM FDA-2359 (INTERSTATE MILK SHIPPER’s REPORT)

Pages 33, 35, 54, 56 and 61  (Refer to the attachment to this Proposal.)
G. EXAMPLES OF RATING AND NCIMS HACCP LISTING FORMS

and

H. EXAMPLES OF HOW TO PROPERLY COMPLETE RATING AND NCIMS HACCP LISTING FORMS

Pages 40, 63 and 64

Permission for Publication
Interstate Milk Shipper’s Listing
SHIPPER’S NAME

     
ADDRESS

     
You are hereby advised that on (date[s])
     
a State Rating or
a State 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 is hereby granted to release and publish the above-stated Rating or HACCP Listing for use by State and Territorial Milk Control Authorities 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, may result in immediate removal of this listing.
It is further agreed that 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 Mmilk Ssanitation Ccompliance Rrating of less than ninety percent (90%) shall be immediately withdrawn from the Interstate Milk Shipper’s List.
SIGN AND RETURN TO
DAYS OF RECEIPT.
     
WITHIN FIVE (5)
(Name of Agency)

NAME OF SHIPPER

     
SIGNATURE OF REPRESENTATIVE

TITLE

     
DATE

     
FORM FDA 2359o (10/068)
Make the following changes to the 2007 procedures:

Strike out text to be deleted and underline text to be added.

SECTION III. DEFINTIONS

Pages 2-3
B.  AREA RATING: An area rating, if used, shall apply to raw milk for pasteurization only.  An area rating consists of more than one (1) producer group operating under the supervision of a single Regulatory Agency and which is rated as a single entity.  An individual dairy farm shall only be included in one (1) IMS Listing.  

C.
BULK TANK UNIT (BTU): A dairy farm or group of dairy farms from which raw milk for pasteurization is collected under the routine supervision of one (1) Regulatory Agency and rated as a single entity and given a Sanitation Compliance and Enforcement Rating.  An individual dairy farm shall only be included in one (1) IMS Listing.

J. 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 plant producing other Grade “A” milk or milk products, provided each listing holds a separate permit.  An individual dairy farm shall only be included in one (1) IMS Listing.  

SECTION IV.  OVERSIGHT AND RESPONSIBILITIES

 A.
PHS/FDA RESPONSIBILITIES 

Page 7

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.cfsan.fda.gov/~ear/ims-toc.html. 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 dairy milk plants must achieve a Sanitation Compliance Rating of 90 percent (90%) or better higher in order to be eligible for a listing in the IMS List.  Sanitation Compliance Rating scores for transfer and receiving stations and dairy milk plants will not be identified in the IMS List. 
PHS/FDA shall update the IMS List not less than monthly.

C.
PHS/FDA HACCP Responsibilities 

Page 30
5.  Electronic Publication of Sanitation Compliance and Enforcement Ratings

Section IV., A. 5. shall apply as written, except that for purposes of this Section:  

a.

PHS/FDA shall provide an electronic publication of the IMS List on their web site.  The HACCP listings and expiration listing dates contained in the electronic publication are certified by the State Rating Agency to be those established by HACCP audits conducted in accordance with the MMSR by certified SROs when the FORM FDA 2359i-Interstate Milk Shipper’s Report is signed and submitted to the PHS/FDA Regional Office for electronic publication. 

Dairy Milk plants, receiving stations, and transfer stations must achieve an acceptable HACCP listing in order to be eligible for a listing in the IMS List.

NOTE: An effective date shall be the close of the Conference at which this Proposal is adopted.  NOTE: An effective date shall be the close of the Conference at which this Proposal is adopted correspond to the issuance of the IMS-a addressing the actions from the 2009 NCIMS Conference.
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	C.  Proposed Solution

	Changes to be made on page(s):
	Page 41
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	Strike out text to be deleted and underline to be added.

Page 41

SECTION VIII. PROCEDURES GOVERNING THE CERTIFICATION OF MILK PLANT, RECEIVING STATION AND TRANSFER STATION NCIMS HACCP SYSTEMS FOR IMS LISTED SHIPPERS

E. QUALIFICATIONS AND CERTIFICAGTIONS

6. Certification Procedures for SROs Who Will Conduct HACCP Listing Audits

c. 
Continuous Certification

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

1.) Milk Plant Technical Knowledge

The Candidate shall continue to meet the requirements for certification of a SRO for milk plants.

During the three (3) year certification period, the SRO, certified to conduct NCIMS HACCP listings, will complete the minimum training requirements established to maintain proficiency regarding the NCIMS HACCP Program. including having  attended at least one (1) training course in the auditing of dairy plant HACCP Systems and NCIMS listing for the period of qualification.  The NCIMS HACCP Implementation Committee has developed and accepted for this required training both a comprehensive multi-day course presented by members of the NCIMS HACCP Implementation Committee and an abbreviated individual instruction that may be presented to individuals or small groups by any of the HACCP Certified FDA Regional Milk Specialists.
Small group training with practical exercises and other appropriate training that may include written examinations will be used to evaluate the SROs technical knowledge for continuing certification.  



