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LY

To: Members of the State Board of Health

I COLORADO

Department of Public
Health & Environment

Dedicated to protecting and improving the health and environment of the people of Colorado

From: Paul Klug, Milk Program Coordinator, Division of Environmental Health and
Sustainability

Cary E. Ruble, Regulation Development and Enforcement Coordinator,
Division of Environmental Health and Sustainability

Through: Jeff Lawrence, Director
Division of Environmental Health and Sustainability (/<)

Date: November 16, 2016

Subject: Rulemaking Hearing
Proposed Amendments to 6 CCR 1010-4, Colorado Grade “A” Pasteurized Milk
and Fluid Milk Products and repeal of 6 CCR 1010-3, Colorado Manufactured
Milk & Dairy Products Regulations, for the rulemaking to occur in November
2016

The Division of Environmental Health and Sustainability (“division™) is proposing revisions to 6
CCR 1010-4 and repeal of 6 CCR 1010-3 and is requesting that the Board of Health adopt the
revised regulation and repeal 6 CCR 1010-3 at the November 16, 2016 Board of Health
meeting.

6 CCR 1010-4 was last amended by the Board of Health in August 2014. The current revision
proposes to update the incorporation by reference by incorporating the Grade “A”
Pasteurized Milk Ordinance, 2015 Revision (PMO); Procedures Governing the Cooperative
State-Public Health Service/Food and Drug Administration Program of the National
Conference on Interstate Milk Shipments (NCIMS), 2015 Revision (Procedures); and, Methods
of Making Sanitation Ratings of Milk Shippers and the Certifications/Listings of Single-Service
Containers and/or Closures for Milk and/or Milk Products Manufacturers, 2015 Revision
(Methods). The PMO, Procedures, and Methods are developed by the Federal Food and Drug
Administration (FDA) with the assistance of state and local milk regulatory agencies, the dairy
industry and educational and research institutions for the purpose of assuring uniformity and
effectiveness in state milk sanitation programs. The PMO, Procedures, and Methods also
serve as the official documents setting forth the sanitation requirements that govern the
processing, packaging, sale, and interstate shipment of Grade A milk and milk products. An
electronic copy of these documents is on the division website:

e https://www.colorado.gov/pacific/cdphe/milk-and-dairy-regulations

Also, the 2015 PMO, Procedures, and Methods are posted and available for review on the
following International Dairy Food Association (IDFA) website:

e http://www.idfa.org/news-views/headline-news/article/2016/03/31/2015-pmo-and-
related-documents-now-available-online



https://www.colorado.gov/pacific/cdphe/milk-and-dairy-regulations
http://www.idfa.org/news-views/headline-news/article/2016/03/31/2015-pmo-and-related-documents-now-available-online
http://www.idfa.org/news-views/headline-news/article/2016/03/31/2015-pmo-and-related-documents-now-available-online
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Adoption of the updated 2015 PMO, Procedures, and Methods will ensure that Colorado’s
Grade “A” and manufactured milk and dairy sanitation programs are in conformance with the
latest national standards, thereby permitting Colorado milk and dairy products to move freely
in interstate commerce. No controversial issues, related to the adoption of these federal
documents, have been identified.

In addition, the division is proposing to combine the Grade “A” rules found at 6 CCR 1010-4
with the manufactured milk and dairy rules found at 6 CCR 1010-3 into one regulation, 6 CCR
1010-4, which will be identified as the Colorado Milk and Dairy Products Regulations. 6 CCR
1010-3, Colorado Manufactured Milk & Dairy Products Regulations, which was last amended
by the Board of Health in March 2003, would be repealed in its entirety. The division proposes
this change because both 6 CCR 1010-4 and 6 CCR 1010-3 draw upon the same PMO, the
change better aligns the rule with statute and creates parity across the division’s milk and
dairy program. The PMO is formally revised every two years; the incorporation by reference of
the PMO into the combined regulation would align nationally accepted standards for both
Grade “A” and manufactured milk and dairy producers and create significant efficiencies in
the biennial rulemaking process. The division has engaged stakeholders and to date, none
have expressed concern with consolidating and aligning the regulations.

The division appreciates the Board’s consideration.
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STATEMENT OF BASIS AND PURPOSE
AND SPECIFIC STATUTORY AUTHORITY
for Amendments to
6 CCR 1010-4, Colorado Grade A Pasteurized Milk and Fluid Milk Products
and Repeal of
6 CCR 1010-3, Colorado Manufactured Milk & Dairy Products Regulations

Basis and Purpose.

Revisions to Rules and Regulations Pertaining to Colorado Grade “A” Pasteurized Milk and
Fluid Milk Products, 6 CCR 1010-4 would adopt the revised Grade “A” Pasteurized Milk
Ordinance, 2015 Revision (PMO); Procedures Governing the Cooperative State-Public Health
Service/Food and Drug Administration Program of the National Conference on Interstate Milk
Shipments (NCIMS), 2015 Revision (Procedures); and, Methods of Making Sanitation Ratings
of Milk Shippers and the Certifications/Listings of Single-Service Containers and/or Closures
for Milk and/or Milk Products Manufacturers, 2015 Revision (Methods), since 6 CCR 1010-4
was last amended by the Board of Health in August 2014.

Along with updating the incorporation by reference, 6 CCR 1010-4 would be revised to include
the standards for manufactured milk and dairy products which are currently located in 6 CCR
1010-3, Colorado Manufactured Milk & Dairy Products Regulations and 6 CCR 1010-3, which
was last amended by the Board of Health in March 2003, would be repealed. Rule 6 CCR 1010-
4 and 6 CCR 1010-3 both rely upon the same PMO and the same incorporation by reference, as
applicable, to both the Grade A and the manufactured milk and dairy industry. The result is a
single regulation, 6 CCR 1010-4, Colorado Milk and Dairy Products Regulations.

The PMO is formally revised every two years, the incorporation by reference of the PMO into
the combined regulation aligns nationally accepted standards for both Grade “A” and
manufactured milk and dairy producers and create significant efficiencies in the biennial
rulemaking process.

The revised Colorado Milk and Dairy Products Regulations, 6 CCR 1010-4, would recognize
technological advances, milk plant environment changes, drug residue controls for food
producing animals, and changes in production and processing equipment. The regulation will
maintain Colorado’s conformance with the requirements adopted by other states, thereby
permitting freedom in the movement of milk and dairy products across state lines, to federal
reservations and agencies and to certain school districts, in accordance with the terms of:

A. U.S. Department of Health and Human Services, Public Health Service/Food and Drug
Administration, Grade “A” Pasteurized Milk Ordinance, (Includes provisions from the
Grade “A” Condensed and Dry Milk Products and Condensed and Dry Whey -
Supplement | to the Grade “A” PMO) 2015 Revision, including supplements,
administrative procedures, appendices, and coded Food and Drug Administration
Interpretative Memoranda;

B. Procedures Governing the Cooperative State-Public Health Service/Food and Drug
Administration Program of the National Conference on Interstate Milk Shipments
(NCIMS), 2015 Revision (Procedures); and,
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C. Methods of Making Sanitation Ratings of Milk Shippers and the Certifications/Listings
of Single-Service Containers and/or Closures for Milk and/or Milk Products
Manufacturers, 2015 Revision (Methods).

The incorporation by reference of these documents into the proposed combined regulation
translates new knowledge, technology and methodologies into effective and practicable
public health practices. The PMO, Procedures, and Methods are developed by FDA with
assistance of state and local milk regulatory agencies and all segments of the dairy industry
and educational and research institutions, for adoption by states for the purpose of assuring
uniformity and effectiveness in conducting their programs.

The repeal of 6 CCR 1010-3, Colorado Manufactured Milk & Dairy Products Regulations, the
combining of Grade “A” and manufactured milk and dairy regulations, and the adoption of the
Colorado Milk and Dairy Products Regulations will provide effective public health protection
through the regulation of the Colorado milk and dairy industry.

Specific Statutory Authority.

These rules are promulgated pursuant to the following statutes: Sections 25-1.5-104(1)(b)(1),
25-5.5-103, 25-5.5-107(5) and (6), 25-5.5-205, 25-5.5-309, and 25-5.5-310, C.R.S.

SUPPLEMENTAL QUESTIONS

Is this rulemaking due to a change in state statute?

Yes, the bill number is ; rules are ___ authorized ___ required.
X No
Is this rulemaking due to a federal statutory or regulatory change?
X Yes
No
Does this rule incorporate materials by reference?
X Yes
No
Does this rule create or modify fines or fees?

Yes
X No
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REGULATORY ANALYSIS
for Amendments to
6 CCR 1010-4, Colorado Grade A Pasteurized Milk and Fluid Milk Products
and Repeal of
6 CCR 1010-3, Colorado Manufactured Milk & Dairy Products Regulations

1. A description of the classes of persons who will be affected by the proposed rule,
including classes that will bear the costs of the proposed rule and classes that will
benefit from the proposed rule.

Producers, processors and consumers of milk and dairy products will be affected.

2. To the extent practicable, a description of the probable quantitative and
qualitative impact of the proposed rule, economic or otherwise, upon affected
classes of persons.

At this time, there are no known or foreseen increases in cost to the Colorado milk and
dairy industry or to consumers.

3. The probable costs to the agency and to any other agency of the implementation
and enforcement of the proposed rule and any anticipated effect on state
revenues.

The Colorado Department of Public Health and Environment, Division of Environmental
Health and Sustainability, expects minimal, if any, increase in the costs to this
Department. There is no increase in the inspectional time anticipated. Distribution of
information and guidance relative to the combined milk and dairy regulation may
result in a slight increase in the cost to CDPHE. These potential costs will be offset by
the reduced burden of maintaining one regulation rather than two, as a result of
repealing 6 CCR 1010-3, Colorado Manufactured Milk & Dairy Products Regulations,
and combining the Grade “A” and manufactured milk regulations. The Department
currently provides interpretations, training, and educational materials to regulated
facilities, so little impact is anticipated in continuing these services with the revised
regulations.

Local health agencies will not be involved with the inspection and enforcement of
these facilities and, therefore, there is no associated cost to these agencies.

4. A comparison of the probable costs and benefits of the proposed rule to the
probable costs and benefits of inaction.

This revised regulation will bring Colorado into conformance with the requirements
adopted by other states, thereby permitting freedom in the movement of milk and
dairy products across state lines, to federal reservations and agencies and to certain
school districts, in accordance with the terms of the PMO, Procedures, and Methods
governing Interstate Milk Shippers. The regulations translate new knowledge,
technology and methodologies into effective and practicable public health practices.
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Inaction would result in Colorado’s milk and dairy regulations not being in
conformance with the requirements of the 2015 Grade “A” PMO, Procedures, or
Methods. A failure to keep Colorado’s milk regulations current and in conformance
with other states’ requirements, would result in Colorado milk processors not being
allowed to ship milk and dairy products in interstate commerce or to federal
institutions.

5. A determination of whether there are less costly methods or less intrusive methods
for achieving the purpose of the proposed rule.

Adoption of the 2015 PMO, Procedures, and Methods has been determined to obtain
uniformity between states, higher levels of milk and dairy sanitation practices, and
the facilitation of interstate shipments of quality milk and dairy products. No less
costly or intrusive method for achieving the purpose of this rule was identified.

6. Alternative Rules or Alternatives to Rulemaking Considered and Why Rejected.

Consideration was given to revising the existing manufactured milk and dairy products
regulation to include the incorporation by reference of the PMO, as previously
incorporated into the current Grade “A” milk regulation. As such, and for efficiency in
rulemaking and implementation, the determination was made to incorporate the PMO
into one regulation that combines both the Grade “A” and manufactured milk and
dairy products regulations.

7. To the extent practicable, a quantification of the data used in the analysis; the
analysis must take into account both short-term and long-term consequences.

Quantification of the data is not applicable.
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STAKEHOLDER COMMENTS
for Amendments to
6 CCR 1010-4, Colorado Grade A Pasteurized Milk and Fluid Milk Products
and Repeal of
6 CCR 1010-3, Colorado Manufactured Milk & Dairy Products Regulations

Early Stakeholder Engagement:

The Division has been tracking opportunities to improve and modernize the manufactured
milk and dairy regulations since 2003. Beginning in August 2016, the division notified
stakeholders to discuss proposed changes to the Grade “A” and manufactured milk and dairy
regulations and requested feedback.

The following individuals and/or entities were included in the development of these proposed
rules:

o U.S. Department of Health and Human Services, Public Health Service/Food and Drug
Administration (FDA)

. National Conference On Interstate Milk Shippers (NCIMS)
. CDPHE staff
o0 Paul Klug, Division of Environmental Health and Sustainability,

Milk Program Coordinator

Cary Ruble, Regulation Development and Enforcement Coordinator

Susan Parachini, Milk and Corrections Unit Manager

Sean Scott, Division of Environmental Health and Sustainability, Deputy Director
Jeff Lawrence, Division of Environmental Health and Sustainability, Director
Ben Chouaf, Laboratory Services Division, Physical Scientist

Jeff Groff, Laboratory Services Division, Certification Program Manager

Skip Gossack, Laboratory Services Division, Environmental Microbiologist

OO0OO0OO0OO0OO0OOo

o Milk and Dairy Program Stakeholders

0 Michael Amen, Ugly Goat Milk
Company, LLC

o

Kathy Doty, De La Chiva Dairy, LLC
Steve Fritzler, Leprino Foods -

o

0 Rob and Amy Anderson, Mini-Moos Greeley
Dairy o0 Caille Gash, Cozy Cow Dairy
o0 Wes Bangma, Mile High Dairy o Kim Geraldine, Frozen Matter
o Dan Boyd’ Longmont Dairy Plant 0 John Gibson, Rockin' W Cheese
o Katie Burford, Cream Bean Berry o0 Rob Graves, Morning Fresh Dairy
o Ron Cantwell, Leprino Foods - Fort o0 Karl Guderian, Safeway Stores, Inc.
Morgan Milk Plant
o Peggy Colfelt, Aurora Organic Dairy 0 Jim Heaston, Juniper Valley Farm
o Brett Corsentino, Corsentino Dairy o Charles Hellmer, Haystack Mountain
o Dave Davis, Noosa Yoghurt Goat Dairy _
0 Andrea Davis, Broken Shovels Farm 0 Kyle Hendrix, HX Butterfield
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0 Tim Houck, Dairy Farmers of Foods

America _ o Vallorie Philpott, Philpott Goat Dairy
o Dan James, James Ranch Artisan o Robert Poland, MouCo Cheese

Cheese - Company, Inc.
0 B;‘:’;’; Jump, Jumpin’ Good Goat o Sister Gertrude Read, Abbey of St.
< . Walburga Cheese Plant
o é'r';'e‘]lg;g' Meadow Gold Dairy - o Keith Roehr, DVM, Colorado Dept of
X Agriculture
o] éz?rr;lfer Knoblauch, Laz Ewe 2 Bar o Tony Rosso, Dairy Farmers of
America, Inc. Ft. Morgan Plant
0 Ann Kurronen, AnnaVail Cheese o Scott Roy, Boulder Icg Cream
0 Joel Lederman, Colorado Dairy . o .
Supply 0 Jim Smith, Hi Plains Dairy
o Jacob Lofgren, CDPHE - DEHS 0 Randy Sorenson, Dairy Specialists
o Chris Maes, AMCOR PET Packaging - o] Nic!< Streigel, DVM, Colorado Dept of
North America Agriculture _
o Joe May, Meadow Gold Dairies - o Kendall Tankersly, Third Bowl
Englewood Homemade Ice Cream
o Wade Meek, Dairy Farmers Of o Steve Valente, Bottles Unlimited
America (Transfer Station) o0 Juan Velez, Aurora Organic Dairy
o Paul Minerich, Russell Stover Candies Farms
LLC o Jimmy Warren, Fruition Farms Dairy
o0 Wendy Mitchell, Avalanche Cheese and Creamery
Company o Edith Wilkin, Leprino Foods - Denver
o Amanda Moore, Sinton Dairy Foods 0 Terry Witt, Royal Crest Dairy
Co. LLC _ o Tom and Doris Zubal, Zubal Goat
o Tammie Niemoth, Rich Thompson Dairy

Trucking, Inc.
o Clayton Peherson, Mountain View

Summarize Major Factual and Policy Issues Encountered and the Stakeholder Feedback
Received. If there is a lack of consensus regarding the proposed rule, please also identify
the Department’s efforts to address stakeholder feedback or why the Department was
unable to accommodate the request.

The stakeholder comments received have been positive, resulted in consensus on the
proposed revisions, and has identified opportunities for the development of technical
guidance to assist with implementation of the revised regulations. There were no major
factual or policy issues encountered during the drafting of the proposed regulation.

Please identify health equity and environmental justice (HEEJ) impacts. Does this
proposal impact Coloradoans equally or equitably? Does this proposal provide an
opportunity to advance HEEJ? Are there other factors that influenced these rules?

No HEEJ impacts were identified during revision of the subject regulation. The revised and
proposed regulation will continue to assure uniformity and effectiveness in the state milk and
dairy sanitation programs and promote the full health potential of all Coloradans.
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SUMMARY OF CHANGES TO THE PMO, 2015 REVISION

The following Proposals were passed or passed as amended and addressed changes to
the PMO:

104. Adds consistency to the coliform requirements for Grade A bulk shipped condensed
whey and/or whey products as is other bulk shipped Grade A products in Table 1
Chemical, Physical, Bacteriological, and Temperature Standards on pages 33 and 34 of the
2013 PMO.

105. Removes out dated or not needed language from 2013 PMO, page 38, Item 3r
regarding the cleaning of barn floors.

112. Specifies the applicable requirements of electronic data collection and storage in
Appendix H, IV and V for 18r Raw Milk Cooling.

114. Clarifies, on page 75 of the 2013 PMO, that sanitizing drying and dry product
equipment is only necessary after the equipment has been wet cleaned.

119. The U.S. Department of Agriculture Animal and Plant Health Inspection
Service (USDA APHIS) Programs on Tuberculosis (TB) and Brucellosis eradication were
designed for cattle and bison. While there is little known risk from TB or Brucellosis in
areas where the diseases have been eradicated in cattle and bison there is a concern that
there is not sufficient data to prove there is no risk. This proposal follows the same
options as the conference has allowed on other species for brucellosis and extends the
testing requirements for TB. This includes an option that puts the specifics of each
state plan into the hands of the State Veterinarian, as they are the most knowledgeable
of the risks in their state.

121. From the 2013 PMO, removes the statement quoting the National Mastitis Council
(NMC) on page 164, Milking Methods, paragraph 1, indicating a thirty (30) second
prepare time. On page 165, paragraph 4 removed the statement of machine stripping
the cow. Page 164, paragraph 6, removed the statements on number of units.

124. Clarifies language in the 2013 PMO with regard to Appendix H - Section Il - Air Under
Pressure -Milk Product-Contact Surfaces, final filter efficiency. This proposal also updates
the 2013 PMO's "commercially sterile air" filter efficiency criteria, so that it is consistent
with the current 3-A Accepted Practice (604-05) criteria.

126. Adds additional instruction options to perform high temperature/short time
(HTST) test 9.2.2 on page 304. The option would allow for usage of the raw regenerator
section differential pressure controller sensing element.

128. Allows equipment for testing the holding time on a pasteurization system that does
not conform to equipment that has been used in the past. The start of the system is
important because it uses the operation of a valve to begin the holding time test. As
with other items found in the PMO alternate systems that work as well or better than
existing systems have been allowed. These changes allow for equipment to be used in
the testing of the holding time without the possibility of giving false tests. It simply
allows equipment that is not traditional to be used and to give a very accurate test of the
holding time. By allowing the use of a valve and switch to start the timing of the system
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salt enters the holding tube, starts the timing sequence and then the time stops in the
conventional method through the use of conductivity. We have found very similar
holding times, some faster, to conventional testing methods through this method because
the starting sequence is more reliable.

133. Brings the PMO Appendix J and the 2400 series forms into agreement on sample
size. FDA-National Conference on Interstate Milk Shipments (NCIMS) form 2400i, Pasteurized
Milk containers, rev 10-13, item 26a states one sample is 5-50 square centimeter (cm2 areas
or 250 cm2 of product contact surface). A sample set is 4 times one sample or 4-250 cm
areas. However, the PMO, Appendix J, repeatedly bases regulatory action on 3 out of 4
samples where a sample size is given to be 4-50 cm2 areas. Since the 2400 forms are based
on science it would make sense to change the definition of a sample set for the swab test to
agree with the 2400 forms.

134. Addresses concerns cited in Appendix Q-Operation of Automatic Milking Installations
for the Production of Grade "A" Raw Milk for Pasteurization, Ultra pasteurization or
Aseptic Processing and Packaging, Item Ir-Abnormal Milk, Item 13r-Milk — Flanks, Udders
and Teats of the PMO, and provides guidance for written procedures for milk with
abnormalities, computer system(s) verification, and general computer requirements for
Automatic Milking Installations (AMI). With the increased use of AMIs that utilize
computerized systems and new technologies on Grade "A" dairy farms, this Proposal
provides general guidance for AMI computer systems and clarification as to how AMI
computer systems for the detection of abnormal milk and teat preparation are to be
monitored and maintained.

203. Adds the definition for "inspection/audit report" to the PMO.
207. Adds the definition of “camel milk” to the PMO.

208. Allows electronically generated or hand written inspection/audit reports of all dairy
facility inspections to be provided to the establishment, operator, or other responsible
person.

213. Addresses Proposal 220 from the 2013 NCIMS Conference that was assigned to the
Appendix N Modification Committee addressing the procedure to follow when using a
drug testing method that has NOT been evaluated and accepted by FDA and the NCIMS
when there is a drug testing method AVAILABLE that has been evaluated and accepted
by FDA and the NCIMS (M-a-85, latest revision, and M-1-92-11). It further addresses a
request from FDA to the Appendix N Modification Committee and accepted by the
Appendix N Modification Committee to develop a procedure to follow when using a
drug testing method that has NOT been evaluated and accepted by FDA and the
NCIMS when there is NOT a drug testing method that has been evaluated and
accepted by FDA and the NCIMS available.

216. Modifies the minimum sensitivity requirement, the 50% detection level of the
safe/tolerance level rule, for the acceptance of test methods for drug residue analysis by
making safe levels of drugs not applicable with the exception of penicillin G. The
proposal would delete the word 'safe” from the 50% rule and from the text of the PMO,
where appropriate . For test methods for tetracycline drugs, modify the minimum
sensitivity requirement. Test methods that meet or exceed the 90/95 detection levels for
oxytetracycline and tetracycline of the currently accepted test kit may be accepted for
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Appendix N testing. The 90/95 detection levels for chlortetracycline for the currently
accepted test kit meet the 50% rule.

219. Requires the Regulatory Agency to do the arithmetical averaging of sample results
from producers shipping multiple tanks/loads of raw milk in a day. This proposal allows
personnel in an Official, Commercial or Industry Laboratory approved by the Milk
Laboratory Control Agency to do the arithmetical averaging.

224. Revises wording in Section 6, Laboratory Techniques, of the PMO to allow new
simplified methods for bacterial detection that have been FDA-NCIMS evaluated published
in M-a-98, lasted revision, and accepted into a 2400 series form.

225. Includes in Section 6, The Examination of Milk and/or Dairy Products, the
appropriate somatic cell counting method and appropriate somatic cell count standard
for use with camel milk.

226. Changes PMO bacteriological water standards to address EPA elimination of the
maximum contaminant level (MCL) for Total Coliform and implementation of an E.
coli MCL.

227. Changes the annual tank inspection to a 2-year inspection. Changing the requirement
of the tank truck inspections to a 2 year cycle allows the tanks to be inspected between
1 and 2 years, which would also allow a milk hauler and the state inspector enough time
to keep the inspection current. This would give an inspector a broader timeframe to
inspect a milk tank truck when they have the opportunity at a plant or the milk hauler's
place of business.

229. Requires records of all sample resultsshall be maintained for a minimum of two (2)
years by the industry at the location where the tests were run, and/or another location
as directed by the Regulatory Agency.

301. Provides atwo (2) year extension of the NCIMS Aseptic Pilot Program (APP) to
specifically address aseptically processed and packaged Grade "A" fermented high-acid
milk and/or milk products. The additional two (2) years will be utilized to continue to
evaluate the effectiveness of regulating and rating milk plants producing aseptically
processed and packaged Grade "A" fermented high-acid milk and/or milk products
under the provisions currently in place. The NCIMS Aseptic Program Committee (APC)
is discontinuing their evaluation of aseptically processed and packaged Grade "A"
acidified milk and/or milk products.

306. Adds to the Table of Contents of each NCIMS document a listing of abbreviations
and acronyms that are used throughout the individual PMO, MMSR, Procedures and EML
documents.

309. Develops listing and withdrawal of listing criteria for Single Service Containers
and Closures (SSCC) manufacturers. Develops qualifications, authorization,
certification/recertification procedures, etc. for consultants that currently certify or
wish to certify SSCC manufacturers located outside the geographical boundaries of NCIMS
Member States.

JC1. Addresses the PMO, with Appendices, and the supporting milk plant-specific
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procedures required herein, shall constitute a milk plant’s food safety plan as required by
21 CFR 117.126 to the extent that the procedures address all the hazards identified by the
milk plant as applicable for that milk plant. A milk plant shall have a written Hazard
Analysis for each kind or group of milk and/or milk product processed.

JC3. Addresses food allergen control and a written food recall plan that shall include
procedures as described in 21 CFR Part 7 (Subpart A and C).

JC4. Addresses environmental monitoring.
JC5. Addresses a supplier control program.

JC7. Addresses prerequisite and other program procedures as described in 21 CFR Part 7
(Subpart A and C) in Appendix K-HACCP Program of the PMO.

The following Proposals were passed or passed as amended and addressed changes to
the Procedures Governing the Cooperative State-Public Health Service/Food and Drug
Administration Program of the National Conference on Interstate Milk Shipments

(Procedures):

306. See above.

307. Clarifies that drug residue summary data shall be collected by Third Party Certifiers
(TPCs) and reported to the third party database. Collection and reporting of drug residue
summary data by Third Party Certifiers aligns the requirements of the voluntary
International Certification Program with the domestic NCIMS program.

308. Reduces the number of bulk milk hauler/samplers evaluated during Sampling
Surveillance Officer re-certification. This will make the re-Certification process similar to
the current re-delegation to state regulatory personnel process as established by the
2007 NCIMS found in the 'Procedures Governing the Cooperative State-Public Health
Service | Food and Drug Administration Program of the National Conference on Interstate
Milk Shipments (2013 Revision) " document.

309. See above.

The following Proposals were passed or passed as amended and addressed changes to
the Methods of Making Sanitation Ratings of Milk Shippers (MMSR Methods):

306. See above.
309. See above.

The following Proposals were passed or passed as amended and addressed the formation
or continuation of Pilot Programs:

211. Charges the Appendix N Modification Committee to develop a pilot program
establishing a regulatory framework by which testing raw milk for veterinary drugs
would be required for drugs other than beta-lactams.

301. See above.
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The following Proposals were passed or passed as amended and are of signhificance to
the Grade “A” Milk Safety Program:

JC1, JC3, JC4,
JC5, and JC7:

All Proposals seek to align the PMO with the requirements of the Food Safety Modernization
Act (FSMA) Proposed Rule for Prevention Controls for Human Foods. See above.

211, 213, and 216:

Address testing for non-Beta lactam animal drugs on bulk milk pickup tankers and/or all raw
milk supplies that have not been transported in bulk milk pickup tankers.

211. See above.

213. Establishes a protocol when utilizing a drug test method that has not been evaluated
by FDA and accepted by the NCIMS for initial screening followed by a drug test method that
has been evaluated by FDA and accepted by the NCIMS (M-a-85, latest revision, and M-1-92-
11) for determining a screening test positive (load and/or raw milk supply that has not been
transported in bulk milk pickup tankers confirmation). It also established a protocol when
utilizing a drug test method that has not been evaluated by FDA and accepted by the NCIMS
for initial screening and determining a verified screening positive load and/or raw milk
supply that has not been transported in bulk milk pickup tankers when a drug test method
that has been evaluated by FDA and accepted by the NCIMS (M-a-85, latest revision, and M-
[-92-11) is not available.

216. Identifies a “target testing” level instead of the previously used “safe” level for
individual animal drugs. It also states that new drug test methods, which are submitted to
NCIMS, from FDA, for acceptance, shall not detect drug residues at less than 50% of the
tolerance level or 25% of the target testing level* for individual drugs, with the exception of
penicillin G and tetracyclines.

226. See above.

309. See above.

219. See above.

226. See above.

227. See above.
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COLORADO DEPARTMENT OF PUBLIC HEALTH AND ENVIRONMENT
Division of Environmental Health and Sustainability
6 CCR 1010-4

COLORADO GRABEAPRASTEURIZED MILK AND FEHB-MIEK DAIRY
PRODUCTS REGULATIONS
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COLORADO DEPARTMENT OF PUBLIC HEALTH AND ENVIRONMENT
Division of Environmental Health and Sustainability
6 CCR 1010-4
COLORADO SRADE-ARASTEYRIZED MILK AND FEUHB-MILK DAIRY PRODUCTS REGULATIONS

Adopted by the Board of Health on ; effective,
4.1  Authority
This regulation is adopted pursuant to the-autherity-in-Section 25-1.5-104(1)(b)(1), 25-5.5-103,
25-5.5-107(5), and (6), 25-5.5-205, 25-5.5-309, and 25-5.5-310, Colorado Revised Statute

(C.R.S.) and is consistent with the requirements of the State Administrative Procedures Act,
Section 24-4-101, et seq., C.R.S.

4.2  Scope and Purpose

A. This regulation establishes-previsions-governing shall govern:

1. d-Dairy sanitation, the processing, packaging, transportation and sale of Grade
“A” milk and milk products, and represents the state and federal standard for
Grade “A” milk sanitation-;

2. Sanitary production of milk for manufacturing purposes including its
transportation, grading, use, processing, and the packaging, labeling and
storage of dairy products made there from;

3. Licensure and inspection of dairy farms and dairy plants for the production and
sale of milk or dairy products for manufacturing purposes;

4, Retention of appropriate documentation and records by plants licensed
hereunder; and

5. Licensure of qualified milk or dairy product samplers and testers.

B. Section 4.7 of this regulation incorporates by reference the Grade “A” Pasteurized
Milk Ordinance 20135 Revision, including supplements, provisions, administrative
procedures and appendices (PMO), Procedures Governing the Cooperative State-Public
Health Service/Food and Drug Administration Program of the National Conference on
Interstate Milk Shipments 20135 Revision (Procedures), and Methods of Making
Sanitation Ratings of Milk Shippers 20135 Revision (Methods), in effect as of this date.

4.3  Applicability

A. Pursuant to the provisions of Section 25-1.5-104(1)(b)(l), C.R.S., this regulation shall
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apply to dairy plants, dairy farms, processing plants, receiving stations and other
facilities or establishments handling, transporting or selling any Grade “A” milk and
dairy mik products for human consumption.

The PMO shall apply to regutate dairy sanitation and the labeling and grading of milk
pursuant to the provisions of Section 25-1.5-104(1)(b)(l), C.R.S., in so far as it is
consistent with Colorado statutes and regulations, except that: In the PMO as
indicated, “State of Colorado” shall be inserted in all footnotes numbered (2).

The PMO shall apply to the production of raw milk and cream for manufacturing

purposes, butter, raw aged cheeses, pasteurized cheese and cheese products, frozen
desserts, ice cream, pasteurized ice cream, dry whole milk, nonfat dry milk, dry
buttermilk, dry whey, evaporated milk (whole or skim), condensed whole milk
(excluding sweetened condensed milk), condensed skim milk, cottage cheese, dry curd
cottage cheese, low fat cottage cheese, and other such products for human
consumption, as may be otherwise designated. These products may be produced from
cow, goat, sheep, camel or other milk producing animals.

The PMO shall apply to the production, transportation, processing, handling,

sampling, examination, labeling, and sale of milk and dairy products; the
inspection of dairy farms, milk tank trucks, milk plants, receiving stations, transfer
stations, milk tank truck cleaning facilities, and bulk milk hauler/samplers.

The PMO shall apply to the issuing and revocation of licenses to milk and dairy

producers, dairy farms, bulk milk hauler/samplers, milk tank trucks, milk
transportation companies, milk plants, receiving stations, transfer stations, milk tank
truck cleaning facilities, haulers, and distributors; and the fixing of penalties.

The department shall utilize the PMO or other department approved methods as

4.4

appropriate to assure that non-Grade “A” manufactured milk and dairy products are in
compliance with Section 25-5.5-101, et seq., C.R.S.

Definitions
For the purpose of these rules and regulations:

1. 2-Jurisdiction; (as used in the PMO);-shall means the State of Colorado.

2. 3-—0rdinance+(as used in the PMO);-shal means the rulesand regulations of the
State of Colorado.

3. 1-Reqgulatory Agency;-as-defired-in-the-RMO,-shall means the Colorado

Department of Public Health and Environment and its authorized
representative.
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4, Sale means the transfer of manufactured milk and dairy products from one
individual, partnership, or corporation to another individual, partnership, or
corporation in exchange for cash or any other contractual obligation to pay for

the product.

4.5 License Requirements

Any person desiring to operate a dairy farm, milk or dairy plant or receiving station or to
sample or test milk or cream for the purpose of payment in this state, before undertaking
such operation, shall make application to and, if approved, be licensed by the Department in
accordance with Section 25-5.5-107, C.R.S.

4.6  Denial and Suspension of Licenses

All denials, suspensions or revocations of licenses shall be conducted in accordance with the
provisions of Sections 24-4-104 and 24-4-105, C.R.S.

4.7 Incorporation by Reference

A. Throughout these regulations, standards and requirements of outside organizations
have been adopted and incorporated by reference. The material incorporated by
reference cited herein includes only those versions that were in effect as of 20135,
and not later amendments to the incorporated materials. These rules incorporate by
reference:

1. U.S. Department of Health and Human Services, Public Health Service/Food
and Drug Administration, Grade “A” Pasteurized Milk Ordinance (Includes
provisions from the Grade “A” Condensed and Dry Milk Products and
Condensed and Dry Whey - Supplement | to the Grade “A” PMO 20135
Revision), including supplements, administrative procedures, appendices, and
coded Food and Drug Administration Interpretative Memoranda (PMO);

2. U.S. Department of Health and Human Services, Public Health Service/Food
and Drug Administration and the National Conference On Interstate Milk
Shipments, Procedures Governing the Cooperative State-Public Health
Service/Food and Drug Administration Program of the National Conference on
Interstate Milk Shipments 20135 Revision (Procedures); and,

3. U.S. Department of Health and Human Services, Public Health Service/Food
and Drug Administration, Methods of Making Sanitation Ratings of Milk
Shippers 20135 Revision (Methods).

B. The Division of Environmental Health and Sustainability shall maintain certified copies
of the complete text of the incorporated materials, which shall be available for public
inspection during regular business hours, and shall provide certified copies of the
materials at cost upon request. For information regarding how the incorporated
materials may be obtained or examined, contact:

Division Director
Division of Environmental Health and Sustainability
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This pressure setting shall be adjusted upward by the difference oetween local normal atmospheric
pressure and sea level.

Figure 20. Pressure Switch Setting
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