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INDIANAPOLIS

* 410 TOTAL REGISTRATIONS
» 161 STATE REGULATORY

» 193 DAIRY INDUSTRY

» 44 FDA STAFF

* 12 OTHER (USDA, ACADEMIC,
ETC.)




2023 CONFERENCE
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REGISTRANTS FROM:
 DENMARK
* |SRAEL
 NEW ZEALAND
* UNITED KINGDOM



Appendix N Modification Committee
Aseptic Program Committee
Constitution and Bylaws Committee
Document Review Committee

HACCP Implementation Committee
Hauling Procedures Committee
International Certification Pilot Program

Laboratory Committee

Liaison Committee

Local Arrangements Committee

Methods for Making Sanitation Ratings (MMSR) Committee
Other Species Milk Committee

Program Committee

Repackaing Grade A Dairy Products

Scientific Advisory Committee

NCIMS
COMMITTEES



Council | Standing Committees:
Scientific Advisory Committee

Single Service Container and Closure Committee
Technical Engineering Review Committee

Council Il Standing Commiittees:
Hauling Procedures Committee

Laboratory Committee
Methods of Making Sanitation Ratings Committee
Other Species Committee

Appendix “N" Modification Committee (2005-243)

Council lll Standing Commiitiees:
Constitution and Bylaws Committee

Document Review Committee

Liaison Committee

HACCP Implementation Committee International Certification
Program Committee

Aseptic Program Implementation Committee

Council IV....




NCIMS Executive Board Policy

Supervision and Operation of NCIMS Councils and Committees

Purpose: To establish: (i) basic expectations for participation in NCIMS Councils and
committees; (ii) uniform rules for the operation of NCIMS Councils and committees; (iii)
minimum committee meeting, reporting and outcome requirements; and (iv)
responsibility for regular supervision and reporting on the status of NCIMS committees
to the NCIMS Executive Board.

Participation on Councils and Committees:

The goal of NCIMS Councils and committees is to advance the mission of the
Conference — to assure the safest possible milk supply for all the people — and requires
strong commitment by those involved, including preparation for and active participation
during all meetings. Active participation includes attending scheduled meetings or
conference calls, contributing to dialogue and asking questions, and identifying,
proposing, or evaluating potential solutions. Assignment to a Council or committee
involves more than simply providing comment or perspective, it is working in the
collaborative and cooperative spirit characteristic of the Conference, and provides an
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2023 NCIMS CONFERENCE HIGHLIGHTS

CONFERENCE POST-CONFERENCE PROPOSAL
FORMS AND M-IS TIMELINE HIGHLIGHTS



MILK PLANT INSPECTIC

rment of H
Public Health

MILK PLANT EQUIPMENT
TEST REPORT

RESULTS OF TEST

CULTURAL PROCEDURES-GENERAL REQUIREMENTS
i
o c FDAINCIMS Revision 10/19
<
(Fal f i o

1. Work Area

DEPARTMENT OF HEALTH AND HUMAN SERVICES INTERSTATE MILK SHIPPER’s REPORT
(Submit an original and two
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* FORMS THAT FDA USES ARE REQUIRED
TO COMPLY WITH THE PAPERWORK
REDUCTION ACT (PRA).

d and agreed b
review and appraise
i

FORM

FORMTDA 2359 (10118) FRONT [




FUTURE STEPS FOR
FORMS

GROUP #1:OUTSIDE OF THE SCOPE OF

PRA

TRANSITION FROM FDA FORMS TO NCIMS

FORMS

EDIT TO REFLECT THESE ARE NCIMS FORMS

(HEADERS, NAMES)
UPDATE CONFERENCE DOCUMENTS

MOVE FORMS FROM FDA.GOV TO
NCIMS.ORG

MILK PLANT INSPECTION REPORT
Includ

oariment of Health and Human Sen
Public Health Service Food a

prevet adueraton wit

e
162, REGENERKTIVE HEATBIC
tin o

mply Witn 1lems 110 15(R) &
ply with Items 1,4, 8,7,

FORM FDA 22339 (10H18)



FUTURE STEPS FOR

PLANT or BTU e PRODUCT CODE #a

RVEY DATA
o Tnous S

INDVIDUAL

e THE NCIMS EXECUTIVE BOARD HAS
AGREED THAT FORM NAMES CAN BE
UPDATED AS AN EDITORIAL CHANGE BY
FDA — ON THE FORMS AND IN
CONFERENCE DOCUMENTS.

* CHANGES TO THE CONTENT OR USE OF
A FORM WILL REQUIRE A CONFERENCE
PROPOSAL.




 THE NAMES OF THE MAJORITY OF
FORMS IN THE GRADE “A”
PROGRAM WILL BE CHANGING.

»  WITH THE EXCEPTION OF
FOrRM FDA 23591 AND
FOrRM FDA 2359D

FORMS

o AFTER 2023, ALL GRADE “A”
PROGRAM FORMS WILL COMPLY
WITH PRA, WITH MINIMAL IMPACT
ON THE CONFERENCE.




MEMORANDA IN THE

1} 1 PROCEDURES
GOVERNING THE COOPERATIVE STATE-PUBLIC

HEALTH SERVICE/FOOD AND DRUG
ADMINISTRATION PRO! 1 OF THE NATIONAL
CONF ;.

ON
INTERSTATE MILK SHIPMENTS

e IMS-A: MEMORANDUM OF CONFERENCE
ACTIONS

* M-A: MEMORANDUM OF INTERPRETATION

e M-B: MEMORANDUM OF MILK ORDINANCE
EQUIPMENT COMPLIANCE

e M-I: MEMORANDUM OF INFORMATION

(NCIMS PROCEDURES, PAGE 5)




MEMORANDA IN THE GRADE “A” PROGRAM

Memorandum

IMS-a

Memorandum of Conference
Actions

M-a

Memorandum of Interpretation

M-b

Memorandum of Milk Ordinance
Equipment Compliance

M-

Memorandum of Information

Definition
Provides the tfransmittal of information

related to actions taken at the NCIMS
Conferences

Provides clarification of the intent or
meaning of wording related to the PMO
or EML

Provides notice of FDA's review of
equipment related to compliance with
the PMO

Provides the fransmittal of administrative
and miscellaneous information




MEMORANDUM OF
INFORMATION (M-1)

e M-I: PROVIDES THE TRANSMITTAL OF
ADMINISTRATIVE AND MISCELLANEOUS
INFORMATION

* DO NOT CREATE PROGRAM REQUIREMENTS
* DO NOT CONVEY AGENCY INTERPRETATION

e M-A: PROVIDES CLARIFICATION OF
THE INTENT OR MEANING OF WORDING
RELATED TO THE PMQO OR EML

5001 Camps
College Park, MD 20740

FROM:

SUBJECT:

Following are an: esti d from the field
FDA training cou k Protection,

d during fiscal year 2017
In accordance with procedures established throug

uation or installation, and the condition as
nable judgment

version of this memorandum is available for distribution to Milk
k Regulatory/Rating Agencies, Laboratory Evaluation Offi and
g n your region. The elactronic version should be
y distributed to representatives of the dairy industry and other interested
will be available on the FDA WA
later date.

If you would like an electronic version of this document prior to it being
on the FDA Web Site, please e-mail your request to monica metz@fda hhs

Branc ief
Milk and Milk Products Branch

1 Ma




Meet the M-

Definition
GROUPINGS Related to ©
OF M-IS Conference Proposal

Do not meet the M-
Definition



FUTURE STEPS FOR M-IS

: .
% Remain unaffected, no change

e “Pop-up” box will be added

* M-Is will sunset in October 2023

e “Pop-up” box will be added
e M-Is will sunset in October 2025




FUTURE STEPS FOR ANSWERING QUESTIONS

* FDA WILL PROVIDE DIRECT RESPONSES, NOT PUBLISH COMPILATIONS
* FDA RESPONSES WILL NOT INCLUDE INTERPRETATIONS

« POTENTIAL MEANS FOR SHARING INFORMATION:

e PROPOSAL AT CONFERENCE
MODIFICATION TO A TRAINING COURSE
GUIDANCE DOCUMENT
RULEMAKING PROCESS
FDA FAQ PAGE FOR THE GRADE “A” PROGRAM
M-Is



TAKE HOME
MESSAGE:
M-IS

WE ARE BEGINNING A MULTI-YEAR
PROCESS TO ALIGN WITH
CONFERENCE EXPECTATIONS FOR
FDA COMMUNICATIONS

M-IS ARE NOT ENFORCEABLE.

THERE ARE OPTIONS FOR
ANSWERING QUESTIONS, SHARING
INFORMATION.

WE NEED YOUR HELP!
— EXPLORE GAMS
(HTTPS://GAMS.FDA.GOV/)




POST-NCIMS CONFERENCE TIMELINE

Conference

transcript is sent
to FDA for review

Concur letter is

IMS-a becomes

discussed with FDA and effective (1 year
Board, issues resolved after publishing)

FDA sends
concur/nonconcur

letter to NCIMS Board

FDA drafts IMS-a, DRC
reviews, NCIMS Board

approves, and IMS-a is
published




SIGNIFICANT PROPOSALS FROM 2023 NCIMS

e PROPOSAL #1071 ESTABLISHES THE ADULTERATION PREVENTION STUDY COMMITTEE.

* OBJECTIVE: TO DEVELOP PREVENTION STRATEGIES TO ADDRESS CONTAMINATION OF GRADE "“A"
PRODUCTS WITH CHEMICAL SANITIZERS.

» POTENTIAL IDEAS INCLUDE REGULATORY ACTIVITIES, OUTREACH, AND TRAINING

» CHAIR: SOFIA STIFFLEMIRE (TX) AND
VICE CHAIR: BRAD SUHLING (PRAIRIE FARMS)



SIGNIFICANT PROPOSALS FROM 2023 NCIMS

e PROPOSAL # 108 INCORPORATES M-I-06-5 INTO THE PMO.

e CLARIFYING LANGUAGE FROM THE M-l IS BEING MOVED INTO THE PMQ,
TO ASSIST STATES AND MILK SPECIALISTS DURING FARM INSPECTIONS AND
AUDITS.

* ADDRESSES HOMEOPATHIC DRUGS AND MEDICATED FEEDS, AS WELL AS
THEIR LABELING.



* PROPOSAL #207 ESTABLISHES A STUDY
SIGNIFICANT
P RO P OSA LS « THE COMMITTEE WILL ALIGN THE PMO

WITH BIOSECURITY BEST PRACTICES.

F ROM 2023 » THE NCIMS DAIRY FARM FOOD

DEFENSE STuDY COMMITTEE HAS BEEN

N C I MS CHARGED WITH THIS WORK AND WILL

REPORT BACK AT THE 2025
CONFERENCE.



SIGNIFICANT PROPOSALS FROM 2023
NCIMS

e PROPOSALS #213, 214, AND 215 PROVIDES
CLARIFICATION TO THE LANGUAGE IN APPENDIX
N.

* PART OF AN EFFORT BY THE APPENDIX N COMMITTEE
TO PROVIDE CLARITY, WITH NO NEW PROGRAM
REQUIREMENTS.

» UPDATES FORMATITING, ADDS DEFINITIONS AND FLOW
CHARTS, AND RE-ORGANIZES SECTIONS OF APPENDIX
N.



SIGNIFICANT PROPOSALS FROM 2023 NCIMS

e PROPOSAL #218 ELIMINATES THE EVALUATION OF THE MILKING
TIME INSPECTION PROGRAM.

 THE MILKING TIME CATEGORY AND ITS 5 POINTS WERE
REMOVED.

 ALL 10 ITEMS IN PART 1 WERE INCREASED IN VALUE BY 0.5
POINTS.

e PART | WILL STILL TOTAL 100 POINTS.



SIGNIFICANT PROPOSALS FROM 2023 NCIMS

e PROPOSALS #224 AND 304 ESTABLISH STUDY
COMMITTEES TO IDENTIFY AND PILOT STRATEGIES TO GAIN
EFFICIENCIES IN THE LAB PROGRAM.

e BOTH PROPOSALS WERE ASSIGNED TO THE NCIMS
L ABORATORY COMMITTEE.

e THIS WORK WILL INFORM FUTURE LONG-TERM UPDATES
TO THE NCIMS LAB PROGRAM.



SIGNIFICANT PROPOSALS FROM 2023 NCIMS

e PROPOSAL #306 INCORPORATES M-I-03-12, THE STATE
PROGRAM EVALUATION PROCESS/CRITERIA, INTO THE PROCEDURES
DOCUMENT.

e NO CHANGE FROM THE CONTENT IN THE CURRENT M-I.

o ALLOWS FOR UPDATES THROUGH FUTURE CONFERENCE PROPOSALS.



SIGNIFICANT PROPOSALS FROM
2023 NCIMS

PROPOSAL #JC-4 ELIMINATES THE POTENTIAL
IMS LIST REMOVAL OF A MILK PLANT FOR AN
APPENDIX T FAILURE.

ALIGNS ENFORCEMENT OUTCOMES OF
APPENDIX T OF THE PMO WITH PC RULE FOR
OTHER FOOD FACILITIES.

IT REQUIRES A PLAN OF CORRECTION TO BE
DEVELOPED BY THE STATE, FDA, AND MILK
PLANT.




SIGNIFICANT PROPOSALS FROM 2023 NCIMS

 RESOLUTION #1171 ESTABLISHES A STUDY COMMITTEE TO
EVALUATE THE LANGUAGE IN SECTION 8 OF THE PMO
AND THE MMSR.

e WILL REVIEW TUBERCULOSIS AND BRUCELLOSIS TESTING
REQUIREMENTS

e THIS WORK WAS ASSIGNED TO THE NCIMS OTHER SPECIES
COMMITTEE
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