ASEPTIC PILOT PROGRAM IMPLEMENTATION COMMITTEE 2011 NCIMS PROPOSAL

 1/13/2011 
Methods of making sanitation ratings of 
milk shippers
2009 revision
NOTE: Underlined text is proposed new wording and struck through text is wording that is proposed to be deleted.
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23.  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 ………………………..………………………………….

24.  FORM FDA 2359j-MILK SANITATION RATING REPORT-SECTION B. REPORT OF ENFORCEMENT METHODS (PAGE 2) (EXAMPLE: ASEPTIC MILK PLANT)……

Make the following changes to A. DEFINITIONS on Pages 1 and 2:
Page 1

2.
ASEPTIC CRITICAL LISTING ELEMENT (ACLE): An item 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.  The identification of any ACLE element by a SRO or FDA Regional Milk Specialist as not being in compliance, whereby a listing shall be immediately denied or withdrawn.  

3.
ASEPTIC MILK PLANT RATING:  A rating of a milk plant or portion of a milk plant that produces aseptically processed and packaged Grade “A” milk and/or milk products that is rated separately from the rating of pasteurized and/or ultra-pasteurized Grade “A” milk and milk products produced in the milk plant. This rating shall be made for all milk plants producing aseptically processed and packaged milk and/or milk products as defined in the Grade “A” PMO.  An NCIMS HACCP milk plant listing that produces aseptically processed and packaged Grade “A” milk and/or milk products shall have only an NCIMS HACCP listing. NOTE: The raw milk receiving area may be rated with the aseptic milk plant, or with a separately-listed pasteurization and/or ultra-pasteurized milk plant, or separately as a receiving station.
4.
ASEPTIC PROCESSING AND PACKAGING SYSTEM (APPS):  For the purposes of this document, the Aseptic Processing and Packaging System 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.  
25.
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.   
Renumber remaining Definitions accordingly.

Page 2

811.
FDA AUDIT: An evaluation conducted by 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.
Renumber remaining Definitions accordingly.

1013. 
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.  
1114.
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.
1215.
MILK PLANT: A milk plant is any place, premises, or establishment where milk or milk products are collect​ed, handled, processed, stored, pas​teurized, ultra-pasteurized, aseptically processed and packaged, condensed, dried, packaged, or prepared for distribution.

1316.
RECEIVING STATION:  ….

Renumber remaining Definitions accordingly.

Make the following changes to C. RATING METHODS FOR MILK PLANTS, RECEIVING STATIONS AND TRANSFER STATIONS on Pages 9, 10 and 13:
Page 9
2.
COLLECTION OF DATA

a. 
Recording of Inspection Data

3.)
The average number of pounds of milk and milk products processed daily is needed for computing the rating and is entered in the appropriate place at the top of FORM FDA 2359-Milk Plant Inspection Report.   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, HTST, or HHST, or aseptic processing; or product(s) that have not been pasteurized at minimum pasteurization times and temperatures; only the quantity of all products affected by the deficiency, rather than the entire plant’s production, is recorded for use in the computation of the plant’s Sanitation Compliance Rating.  Only violations of Items 16p, 18p and 19p 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 product involved.  All other violations should be considered as affecting the entire production of the milk plant…..
Page 10
b. Recording of Laboratory and Other Test Data

(3)
The SRO may utilize Regulatory Agency’s records in …….Grade “A” PMO.

NOTE: The sampling and testing of aseptically processed and packaged Grade “A” milk and/or milk products is not required, with the exception of the annual vitamin assay analysis to which vitamin(s) A and/or D have been added for fortification purposes.  The sampling and testing requirements of Section 6 of the Grade “A” PMO for raw milk for aseptic processing and packaging is required.
Page 13
c.
Recording of Data for Milk Plants, Receiving Stations and Transfer Stations Being Listed Under the NCIMS HACCP Listing Procedure  ….
B.)
Significant deficiencies involving one (1) or more CLE’s constitute grounds for denial or withdrawal of a plant’s, receiving station’s or transfer station’s NCIMS HACCP Listing. ….
(viii)  HACCP SYSTEM AUDIT FOLLOW-UP ACTION: A series of observations that lead to a finding of a potential HACCP System failure that is likely to result in a compromise to milk or milk product safety.  

NOTE: In the case of a HACCP/aseptic listed milk plant, the identification of any ACLE element 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 by a SRO or FDA Regional Milk Specialist as not being in compliance shall also constitute an ACLE deficiency under the NCIMS HACCP System, whereby a listing shall be immediately denied or withdrawn.  

d.
Recording of Data for Milk Plants and Receiving Stations Being Listed Under the NCIMS Aseptic Processing and Packaging Program
1.) Inspection Criteria
(A.)
The NCIMS Aseptic Processing and Packaging Program includes all low-acid aseptically processed and packaged Grade “A” milk and/or milk products as defined in the Grade “A” PMO.  
(B.)
State Regulatory inspections of a milk plant or portion of a milk plant that is listed to produce aseptically processed and packaged Grade “A” milk and/or milk products shall be conducted in accordance with the Grade “A” PMO at least once every six (6) months. The milk plant's APPS, as defined by the Grade “A” PMO,  shall be inspected by FDA, or the State Regulatory Agency when designated by FDA, in accordance with the applicable requirements of 21 CFR Parts 108, 110 and 113 at a frequency determined by FDA.

(C.)
For milk plants or portions of milk plants that are listed to produce aseptically processed and packaged Grade “A” milk and/or milk products, the APPS, 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 “A” PMO.  These items which are dedicated only to the APPS shall comply with the applicable portions of 21 CFR Parts 108, 110 and 113. The rest of the milk plant, including the receiving area, shall be inspected in accordance with the Grade “A” PMO and rated and listed in accordance with the current NCIMS requirements.  (Refer to Appendix S. Aseptic Processing and Packaging Program of the Grade “A” PMO).
(D.)
When the APPS is utilized to produce aseptically processed and packaged Grade “A” milk and/or milk products and pasteurized and/or ultra-pasteurized Grade “A” milk and/or milk products, the APPS shall be inspected and tested by the Regulatory Agency in accordance with the requirements cited in Section 7 of the Grade “A” PMO.
(E.) NCIMS HACCP listed aseptic milk plants shall be inspected/audited and regulated under the NCIMS HACCP Program with the exception of the APPS which shall be inspected and regulated under the NCIMS Aseptic Processing and Packaging Program.  Provided that 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.
2.)
Criteria and Procedures for Denial or Withdrawal of a Listing

In addition to the current NCIMS requirements for a listing, the identification of any ACLE element on FORM FDA 2359p-NCIMS ASEPTIC PROCESSING AND PACKAGING PROGRAM CRITICAL LISTING ELEMENTS for Low-Acid (pH greater than 4.6) Aseptic Milk and Milk Products by a SRO or FDA Regional Milk Specialist as not being in compliance, requires that a listing shall be immediately denied or withdrawn.  
3.
COMPUTATION OF SANITATION COMPLIANCE RATINGS
Make the following changes to D. COMPUTATION OF ENFORCEMENT RATINGS on Pages 15 and 18:
Page 15
D. COMPUTATION OF ENFORCEMENT RATINGS
For all NCIMS HACCP listings, including aseptic milk plants, complete FORM FDA 2359n-NCIMS HACCP SYSTEM REGULATORY AGENCY REVIEW REPORT.  (Refer to Section H, # 19 for an example.)  Enforcement ratings shall be made for dairy farms that are listed with milk plants, receiving stations, or transfer stations that are listed under the NCIMS HACCP listing procedure.  These enforcement ratings shall be made using the procedures for raw milk for pasteurization addressed in 2. of this Section.
Page 18

4. MILK PLANTS
a. For NCIMS aseptic milk plants, all Items in Part II-Milk Plants, except Number 5, and all Items on Part III-Individual Shipper Rating on Form FDA 2359j-MILK SANITATION RATING REPORT-SECTION B. Report of Enforcement Methods (PAGE 2), shall be evaluated. The total weight, which can be earned in Part II, is eighty-five (85).  Therefore, the sum of the total credits earned in Part II should be divided by eighty-five (85) and multiplied by 100.  

ab.
Milk Plant with an Unattached Supply of Milk  ….

Note:  Re-letter remaining sub items.

Make the following changes to E. PREPARATION OF THE SROs REPORT on Page 21:
Page 21
4.
RECOMMENDATIONS OF THE SRO

…….

For all NCIMS HACCP listings, including aseptic milk plants, complete FORM FDA 2359n-NCIMS HACCP SYSTEM REGULATORY AGENCY REVIEW REPORT, which includes an evaluation of the following: (Refer to Section H, #19 for an example.) ……
Make the following changes to F. PUBLICATION OF THE “INTERSTATE MILK SHIPPER’s REPORT on Page 25:
Page 25

b. 
FORM FDA 2359m-MILK PLANT, receiving station or transfer station NCIMS HACCP SYSTEM AUDIT REPORT and FORM FDA 2359n-NCIMS HACCP SYSTEM REGULATORY AGENCY REVIEW REPORT shall be submitted with all FORM FDA 2359i’s.
4.
PREPARATION OF THE “INTERSTATE MILK SHIPPER’s REPORT” FOR ASEPTIC PROCESSING AND PACKAGING PROGRAM LISTINGS

The provisions of this Section apply to milk plants and receiving stations listed under the NCIMS Aseptic Processing and Packaging Program listing procedure, except that 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 shall be submitted with FORM FDA 2359i for each NCIMS aseptic milk plant listing to the PHS/FDA Regional Office for quality assurance review.  
Make the following changes to G. EXAMPLES OF RATING AND NCIMS HACCP LISTING FORMS on Page 26:
Page 26

G. EXAMPLES OF RATING, AND NCIMS HACCP LISTING, AND ASEPTIC PROCESSING AND PACKAGING PROGRAM LISTING FORMS
2.
FORM FDA 2359j-MILK SANITATION RATING REPORT-SECTION B. REPORT OF ENFORCEMENT METHODS (PAGE 2)…………………………………………….
Note:  Update this FORM as indicated below:
MILK PLANT  
PART II

2
Milk plant and receiving station(s) inspected at least once every three (3) months; aseptic milk plant and transfer station(s) once every six (6) months

5
Pasteurization equipment tested at required frequency (Not required for aseptic milk plants.)

INDIVIDUAL SHIPPER RATING
PART III

INDIVIDUAL SHIPPER ENFORCEMENT RATINGS

Individual Shipper of Raw Milk for Pasteurization:
· Without Milk Plant, Receiving Station, or Transfer Station or Plant:

Individual Shipper of Pasteurized Milk and Milk Products:

· Aseptic Milk Plants:
-  Evaluate all Items PART II., except Number 5. Divide by 85.
· With Attached Raw Supply:

 ……
FORM FDA 2359j (10/08 10/11) (PAGE 2)

Refer to FORM FDA 2359j-MILK SANITATION RATING REPORT-SECTION B. REPORT OF ENFORCEMENT METHODS (PAGE 2) on the next page. 
NOTE: Also make these same changes on Pages 28, 46, 49, 53, and 55.
	MILK SANITATION RATING REPORT
	

	
	Section B. Report of Enforcement Methods

	
	

	SHIPPER
	     
	
	

	
	
	

	DATE OF RATING
	     
	
	Enforcement Rating
	     

	
	
	

	DAIRY FARMS

PART I
	MILK PLANT

PART II
	INDIVIDUAL SHIPPER RATING

PART III

	Number
	Ordinance Section
	Item
	Number Inspected
	Number Complying
	Percent Complying
	Weight
	Credit
	Number
	Ordinance Section
	Item
	Number Inspected
	Number Complying
	Percent Complying
	Weight
	Credit
	Number
	Ordinance Section
	Item
	Number Inspected
	Number Complying
	Percent Complying
	Weight
	Credit

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	1
	3
	All dairy farmers hold a valid permit
	    
	
	
	5
	
	1
	3
	All milk plant, receiving station and transfer station operators hold a valid permit
	
	
	
	5
	
	1
	
	Enter TOTAL CREDIT from PART I under Percent  Complying
	
	
	
	47
	

	2
	5
	All dairy farms inspected at least once every six (6) months or as required in  Appendix "P"


	
	
	
	15
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	2
	5
	Milk plant and receiving station(s) inspected at least once every three (3) months;  aseptic milk plant and transfer station(s) once every six (6) months
	
	
	
	15
	
	2
	
	Enter TOTAL CREDIT from PART II under Percent Complying
	
	
	
	47 /

94
	

	3
	5
	Inspection sheet posted or available
	
	
	
	5
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	4
	7
	Requirements interpreted in accordance with PHS/FDA PMO as indicated by past inspections
	
	
	
	10
	
	3
	5
	Inspection sheet posted or available
	
	
	
	5
	
	3
	4
	All milk and milk products properly labeled
	
	
	
	6
	

	5
	8
	TB & Brucellosis Certification on file as
required
	
	
	
	10
	
	4
	7
	Requirements interpreted in accordance with PHS/FDA PMO as indicated by past inspections
	
	
	
	10
	
	                                                       TOTAL CREDIT, PART III 

	

	6
	7
	Water samples tested and reports on file as

required
	
	
	
	5
	
	5
	7 
App I
	Pasteurization equipment tested at required frequency (Not required for aseptic milk plants.)
	
	
	
	15
	
	INDIVIDUAL SHIPPER ENFORCEMENT RATINGS

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	Individual Shipper of Raw Milk for Pasteurization:

●
Without Milk Plant, Receiving Station, or Transfer Station or Plant:


-
Evaluate all Items PART I. and record.
●
With Receiving Station(s) or Transfer Station(s):


-
Evaluate all Items PART I.


-
Evaluate all Items PART II., except Numbers 5 and 7. Divide by 75.

-
Evaluate all Items PART III.

Individual Shipper of Pasteurized Milk and Milk Products:

●     Aseptic Milk Plants:
     -   Evaluate all Items PART II., except Number 5. Divide by 85.
●     With Attached Raw Supply:


-
Evaluate all Items PART I.


-
Evaluate all Items PART II., use 47 Weight.


-
Evaluate all Items PART III.

●
 With Unattached Raw Supply:


-
Evaluate all Items PART II., use 94 Weight.

-
Evaluate all Items PART III., except Number 1.

	7
	5
	Milking time inspection program established
	
	
	
	5
	
	6
	7
	Individual and cooling water samples tested and reports on file as required
	
	
	
	5
	
	

	8
	6
	At least four (4) samples collected from each dairy farm's supply every six (6) months and all necessary laboratory examinations made
	
	
	
	10
	
	7
	6
	Samples of each plant's milk and milk products collected at required frequency and all necessary laboratory examinations made
	
	
	
	10
	
	

	9
	6
App B
	Sampling procedures approved by PHS/FDA evaluation methods
	
	
	
	10
	
	8
	6
App B
	Sampling procedures approved by PHS/FDA evaluation methods
	
	
	
	10
	
	

	10
	3, 5

6, 16
	Permit issuance, suspension, revocation, reinstatement, hearings, and/or court actions taken as required
	
	
	
	15
	
	9
	3, 5

6, 16
	Permit issuance, suspension, revocation, reinstatement, hearings, and/or court actions taken as required
	
	
	
	15
	
	

	11
	
	Records systematically maintained and current
	
	
	
	10
	
	10
	   
	Records systematically maintained and current
	
	
	
	10
	
	

	TOTAL CREDIT, PART I
	

	
	TOTAL CREDIT, PART II
	

	
	

	Remarks
	Remarks
	Remarks

	     
	     
	     


FORM FDA 2359j  (10/08 10/11)  (PAGE 9)       (PREVIOUS EDITIONS ARE OBSOLETE)

11.
FORM FDA 2359n-NCIMS HACCP SYSTEM REGULATORY AGENCY REVIEW REPORT.…………………………………………………………

Note:  Update this FORM as indicated below:
A narrative description shall be provided as a part of all NCIMS HACCP Listings

and FDA Audits, including aseptic milk plants with NCIMS HACCP Listings.

This report shall include an evaluation of the following requirements:

4. Pasteurization equipment tested as required frequency.  (Not applicable to receiving

and transfer stations and aseptic milk plants.)

FORM FDA 2359n (10/10 10/11)
Refer to FORM FDA 2359n-NCIMS HACCP SYSTEM REGULATORY AGENCY REVIEW REPORT on the next page.
NOTE: Also make these same changes on Pages 41 and 67.
	Department of Health and Human Services

Food and Drug Administration
	NCIMS HACCP SYSTEM REGULATORY AGENCY REVIEW REPORT

(To be included with all NCIMS HACCP Listings and FDA Audits)

	STATE 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 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 the Regulatory Agency at the minimum required frequency.
     

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

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

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

	
	6.
Samples of milk plant’s milk and 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 FDA 2359n  (10/10  10/11)

13.
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  ……………………………………………………………
Note:  Add this new FORM after Page 42 of this Section.

NCIMS ASEPTIC PROCESSING AND PACKAGING PROGRAM 

CRITICAL LISTING ELEMENTS

(Low-Acid (pH greater than 4.6) Aseptic Milk and Milk Products)
(To be included with all NCIMS Aseptic Processing and Packaging Program State Ratings/HACCP Listings and FDA Check Ratings/HACCP Audits.)

MILK PLANT________                    DATE OF RATING     _____________          _

ADDRESS __________                    LICENSE PERMIT NUMBER ____________

RATING AGENCY _______________________________

	EXPLANATION OF CONCERNS NOTED REGARDING CRITICAL LISTING ELEMENTS UNDER THE NCIMS ASEPTIC PROCESSING AND PACKAGING PROGRAM

 (Use additional sheets as necessary.)


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

1. Is the milk plant registered with FDA LACF and are all of the milk plant’s low-acid aseptic Grade “A” milk and milk products covered by a filing with the FDA LACF using Form FDA 2541c or equivalent electronic filing?

2. Are the milk plant’s filed scheduled processes for all of its low-acid aseptic Grade “A” milk and milk products developed by a recognized Process Authority qualified as having expert knowledge of thermal processing requirements?  

3. Are the operators of the milk plant’s aseptic processing and packaging systems under the supervision of a person who has attended a school approved by the FDA (such as Better Process Control School or recognized equivalent)?

4. Is the milk plant currently under an “Order of Determination of Need” for an Emergency Permit?

FORM FDA 2359p  (10/11)




Make the following changes to H. EXAMPLES OF HOW TO PROPERLY COMPLETE RATING AND NCIMS HACCP LISTING FORMS on Pages 43 and 44:
Page 43
H. EXAMPLES OF HOW TO PROPERLY COMPLETE RATING, AND NCIMS HACCP LISTING, AND ASEPTIC PROCESSING AND PACKAGING PROGRAM LISTING FORMS
Page 44
23.  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 ………………………..…………………………………..
24.  FORM FDA 2359j-MILK SANITATION RATING REPORT-SECTION B. REPORT OF ENFORCEMENT METHODS (PAGE 2) (EXAMPLE: ASEPTIC MILK PLANT)……
Add the following two (2) new completed FORMS after Page 71 of this Section.
NCIMS ASEPTIC PROCESSING AND PACKAGING PROGRAM 

MILK PLANT CRITICAL LISTING ELEMENTS
(Low-Acid (pH greater than 4.6) Aseptic Milk and Milk Products)
(To be included with all NCIMS Aseptic Processing and Packaging Program State Ratings/HACCP Listings and FDA Check Ratings/HACCP Audits.)

MILK PLANT _ASEPTIC DAIRY


_DATE OF RATING 10/8-9/2012_

ADDRESS _1000 Plant Drive__ 

    LICENSE PERMIT NUMBER  80-001 _

RATING AGENCY _USA Milk Control Agency__      ____________________

	EXPLANATION OF CONCERNS NOTED REGARDING CRITICAL LISTING ELEMENTS UNDER THE NCIMS ASEPTIC PROCESSING AND PACKAGING PROGRAM

 (Use additional sheets as necessary.)


A narrative description shall be provided as a part of all NCIMS Aseptic Processing and Packaging Program State Ratings/HACCP Listings and FDA Check Ratings/HACCP Audits. This report shall include an evaluation of the following requirements:
1. Is the milk plant registered with FDA LACF and are all of the milk plant’s low-acid aseptic Grade “A” milk and milk products covered by a filing with the FDA LACF using Form FDA 2541c or equivalent electronic filing?
Yes – FCE number  000000; Grade “A” Products:  White Milks (Whole, 2%, 1% and Skim), Flavored Milk, including chocolate (Whole, 2% and Skim)

SID 2005-01-12/001 indirect UHT processor.  SUP SID 2005-01-12/003 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 Grade “A” milk and 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. Are the operators of the milk plant’s aseptic processing and 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 (10/2011); Robert Fixer-Better Processing Control School-WA State University (6/2005); and Jamie Boss-Better Processing Control School-University of Arkansas (8/2010).

4. Is the milk plant currently under an “Order of Determination of Need” for an Emergency Permit?

No.
FORM FDA 2359p  (10/11)


	MILK SANITATION RATING REPORT      (Example: Aseptic Milk Plant)
	

	
	Section B. Report of Enforcement Methods

	
	

	SHIPPER
	      ASEPTIC DAIRY
	
	

	
	
	

	DATE OF RATING
	       10/8-9/2012
	
	Enforcement Rating
	   91

	
	
	

	DAIRY FARMS

PART I
	MILK PLANT

PART II
	INDIVIDUAL SHIPPER RATING

PART III

	Number
	Ordinance Section
	Item
	Number Inspected
	Number Complying
	Percent Complying
	Weight
	Credit
	Number
	Ordinance Section
	Item
	Number Inspected
	Number Complying
	Percent Complying
	Weight
	Credit
	Number
	Ordinance Section
	Item
	Number Inspected
	Number Complying
	Percent Complying
	Weight
	Credit

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	1
	3
	All dairy farmers hold a valid permit
	
	
	
	5
	
	1
	3
	All milk plant, receiving station and transfer station operators hold a valid permit
	
	
	
	5
	5
	1
	
	Enter TOTAL CREDIT from PART I under Percent  Complying
	
	
	NA
	47
	NA

	2
	5
	All dairy farms inspected at least once every six (6) months or as required in  Appendix "P"


	
	
	
	15
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	2
	5
	Milk plant and receiving station(s) inspected once every three (3) months; aseptic milk plant and transfer station(s) once every six (6) months
	4
	3
	75
	15
	11.25
	2
	
	Enter TOTAL CREDIT from PART II under Percent Complying
	
	
	92.06
	47 /

94
	86.54

	3
	5
	Inspection sheet posted or available
	
	
	
	5
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	4
	7
	Requirements interpreted in accordance with PHS/FDA PMO as indicated by past inspections
	
	
	
	10
	
	3
	5
	Inspection sheet posted or available
	
	
	
	5
	5
	3
	4
	All milk and milk products properly labeled
	5
	4
	80
	6
	4.80

	5
	8
	TB & Brucellosis Certification on file as
required
	
	
	
	10
	
	4
	7
	Requirements interpreted in accordance with PHS/FDA PMO as indicated by past inspections
	1
	.90
	90
	10
	9.00
	                                                       TOTAL CREDIT, PART III 

	91.34

	6
	7
	Water samples tested and reports on file as

required
	
	
	
	5
	
	5
	7 
App I
	Pasteurization equipment tested at required frequency (Not required for aseptic milk plants.)
	NA
	NA
	NA
	15
	NA
	INDIVIDUAL SHIPPER ENFORCEMENT RATINGS

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	Individual Shipper of Raw Milk for Pasteurization:

●
Without Milk Plant, Receiving Station or Transfer Station:


-
Evaluate all Items PART I. and record.

●
With Receiving Station(s) or Transfer Station(s):


-
Evaluate all Items PART I.


-
Evaluate all Items PART II., except Numbers 5 and 7. Divide by 75.

-
Evaluate all Items PART III.

Individual Shipper of Pasteurized Milk and Milk Products:

●     Aseptic Milk Plants:

     -   Evaluate all Items PART II., except Number 5. Divide by 85.
●     With Attached Raw Supply:


-
Evaluate all Items PART I.


-
Evaluate all Items PART II., use 47 Weight.


-
Evaluate all Items PART III.

●
 With Unattached Raw Supply:


-
Evaluate all Items PART II., use 94 Weight.


-
Evaluate all Items PART III., except Number 1.

	7
	5
	Milking time inspection program established
	
	
	
	5
	
	6
	7
	Individual and cooling water samples tested and reports on file as required
	6
	6
	100
	5
	5
	

	8
	6
	At least four (4) samples collected from each dairy farm's supply every six (6) months and all necessary laboratory examinations made
	
	
	
	10
	
	7
	6
	Samples of each plant's milk and milk products collected at required frequency and all necessary laboratory examinations made
	5
	4
	80
	10
	8.00
	

	9
	6
App B
	Sampling procedures approved by PHS/FDA evaluation methods
	
	
	
	10
	
	8
	6
App B
	Sampling procedures approved by PHS/FDA evaluation methods
	1
	1
	1
	10
	10
	

	10
	3, 5

6, 16
	Permit issuance, suspension, revocation, reinstatement, hearings, and/or court actions taken as required
	
	
	
	15
	
	9
	3, 5

6, 16
	Permit issuance, suspension, revocation, reinstatement, hearings, and/or court actions taken as required
	1
	1
	100
	15
	15
	

	11
	
	Records systematically maintained and current
	
	
	
	10
	
	10
	   
	Records systematically maintained and current
	1
	1
	100
	10
	10
	

	TOTAL CREDIT, PART I
	

	
	TOTAL CREDIT, PART II
	

	92.06
	

	Remarks
	Remarks
	Remarks

	#2-One (1) of the required six (6) month inspections was missed (12/2011).
#4-Violation of Item 7(b) (4 pts)-Submerged water inlet in the CIP make-up tank; Item 15b(c) (5 pts)-Cross connection between the  raw milk storage silo #2 and the CIP system in the receiving area; and Item 1(a) (1 pt)-The flooring in the APPS room was in very  poor condition, existed but were not debited on the last inspection.
	#7-Aseptic 2% chocolate milk, with vitamins A & D added, did not have a vitamin assay conducted during 2011.
                      78.25/85 = 92.06
	#3-Aseptic nonfat milk was not labeled as Grade “A” and “Keep Refrigerated After Opening”.


FORM FDA 2359j  (10/08 10/11)  (PAGE 2)       (PREVIOUS EDITIONS ARE OBSOLETE)

Make the following changes to APPENDIX A. GUIDELINES FOR COMPUTING ENFORCEMENT RATINGS on Pages 79, 80 and 82:
Page 79
PART II. MILK PLANTS

2. Milk plants and receiving stations inspected at least once every three (3) months (transfer stations and aseptic milk plants once every six (6) months) (Grade “A” PMO, Section 5 - INSPECTION OF MILK PLANTS).  Prorate by number of inspections in compliance with the required frequency.

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

a. Milk plants and receiving stations inspected at least once every three (3) months.

b.
Transfer stations and aseptic milk plants inspected at least once every six (6) months.
NOTE: Use Methods, Section D., 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."

Page 80
5. Pasteurization equipment tested at required frequency (Grade “A” PMO, Section 7 - STANDARDS FOR MILK AND MILK PRODUCTS and APPENDIX I. - PASTEURIZATION EQUIPMENT AND CONTROLS-TESTS).  Prorate by number of units per quarter that were correctly tested within the required testing frequency vs. total number of units.  
NOTE: Not required for aseptic milk plants, except when the APPS is utilized to produce aseptically processed and packaged Grade “A” milk and/or milk products and pasteurized and/or ultra-pasteurized Grade “A” milk and/or milk products.  The APPS shall then be tested by the Regulatory Agency in accordance with the requirements cited in Section 7 of the Grade “A” PMO.
a. Total required tests performed based on pasteurization system(s): equals the (# number of Vat Past. Pasteurizers., + # plus the number of HTST Past. Pasteurizers., + # plus the number of HHST Past. Pasteurizers., + # plus the number of Aseptic Systems APPS, if applicable as cited above, at the milk plant.

For Example: ……
Page 82
7.
Samples of each milk plant’s milk and milk products collected at the required frequency and all necessary laboratory examinations made (Grade “A” PMO, Section 6 - THE EXAMINATION OF MILK AND MILK PRODUCTS). Prorate by number of products in compliance.

a. During any consecutive six (6) months, at least four (4) samples of raw milk, after receipt by the milk plant, including aseptic milk plants, shall be collected, prior to pasteurization, ultra pasteurization, or aseptic 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. …..
e.  Assays of Vitamin A, D, and/or A and D fortified milk and milk products, including aseptically processed and packaged milk and milk products, made at least annually in an IMS Listed Laboratory.  Credit for vitamin-fortified products is not given unless vitamin analysis is completed and records are available. Each fortified product is evaluated separately.


9


