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A Preview of Expected 2014 FDA and Legislative
Actions Relating to the Food Industry

2013 was a pressure packed year for the Food & Drug Administration
(“FDA”) and legislation in the food area and 2014 promises to continue at the
same pace. The FDA is under looming Court imposed deadlines for the
completion of regulations implementing the Food Safety Modernization Act.
Additionally, the FDA as well as legislative action is attempting to tackle
difficult issues such as Trans-Fats, GMOs, food safety, and other general
labeling requirements. Below are some of the things you can expect to see in
food regulations this year:

|. Food Safety Modernization Act*

A. Produce Safety

Pending Proposed Regulation: Standards for the Growing, Harvesting,
Packing, and Holding of Produce for Human Consumption, Docket Number:
FDA-2011-N-0921, was issued on 1/4/2013.

e  Although the public comment period closed on11/22/2013, both
stakeholders and politicians have been asking for a reissuance of
portions of the proposed rule, seeking additional time to comment
on the new revisions.

* Per court order, the FDA must issue all final rules under the FSMA by 6/30/2015.

Atlanta | Chattanooga | Chicago | Dallas | Denver | Edwardsville | Jefferson City | Kansas City | Los Angeles | New York

Overland Park | Phoenix | St. Joseph | St. Louis | Springfield | Topeka | Washington, D.C. | Wilmington polsinelli.com


http://www.fda.gov/Food/GuidanceRegulation/FSMA/ucm334114.htm
http://www.fda.gov/Food/GuidanceRegulation/FSMA/ucm334114.htm
http://www.regulations.gov/#!docketDetail;D=FDA-2011-N-0921
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B. Human Food Risk Analysis Preventive Controls for Food for Animals
Docket Number: FDA-2011-N-0922, was issued on
Pending Proposed Regulation: Current Good 10/29/2013.
Manufacturing Practice and Hazard Analysis and Risk-Based
Preventive Controls for Human Food, Docket Number: FDA- *  2/26/2014 - The public comment period is
2011-N-0920, was issued on 1/16/2013. scheduled to close on the outstanding proposed
rule.

e 11/22/2013 - The public comment period closed

on the outstanding proposed rule. e Perthe Focused Mitigation Strategies to Protect

Food Against Intentional Adulterationissued on

e Perthe Focused Mitigation Strategies to Protect 12/24/2013, amendments will be issued to the
Food Against Intentional Adulterationissued on language of this proposed rule to require that risk-
12/24/2013, amendments will be issued to the based analysis consider certain types of intentional
language of this proposed rule to require that risk- adulteration. Additional public comment will be
based analysis consider certain types of intentional allowed for these amendments.
adulteration. Additional public comment will be
allowed for these amendments. F. Mitigation Against Intentional Adulteration
C. Foreign Supplier Verification Pending Proposed Regulation: Focused Mitigation
Strategies to Protect Food Against Intentional Adulteration,
Pending Proposed Regulation: Foreign Supplier Docket Number: FDA-2013-N-1425, was issued on
Verification Programs (FSVP) for Importers of Food for 12/24/2013.
Humans and Animals’ Docket Number: FDA-2011-N-0143, was
issued on 7/26/2013. e 2/20/2014 — Public meeting to discuss the

proposed rule.

e 1/27/2014 — The public comment period is scheduled
to close on the outstanding proposed rule. * 2/27/2014—Public meeting to discuss the
proposed rule in Chicago.

D. Accreditation of Food Safety Auditors

Pending Proposed Regulation: Accreditation of Third-
Party Auditors/Certification Bodies to Conduct Food Safety
Audits and to Issue Certifications, Docket Number: FDA-2011-
N-0146, was issued on 7/26/2013.

e 1/27/2014 - The public comment period is scheduled
to close on the outstanding proposed rule.

E. Animal Food Risk Analysis

Pending Proposed Regulation: Current Good
Manufacturing Practice and Hazard Analysis and Risk-Based
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http://www.fda.gov/Food/GuidanceRegulation/FSMA/ucm366510.htm
http://www.fda.gov/Food/GuidanceRegulation/FSMA/ucm366510.htm
http://www.fda.gov/Food/GuidanceRegulation/FSMA/ucm366510.htm
http://www.regulations.gov/#!docketDetail;D=FDA-2011-N-0922
http://www.fda.gov/Food/GuidanceRegulation/FSMA/ucm378628.htm
http://www.fda.gov/Food/GuidanceRegulation/FSMA/ucm378628.htm
http://www.fda.gov/Food/GuidanceRegulation/FSMA/ucm361902.htm
http://www.fda.gov/Food/GuidanceRegulation/FSMA/ucm361902.htm
http://www.fda.gov/Food/GuidanceRegulation/FSMA/ucm361902.htm
http://www.regulations.gov/#!docketDetail;D=FDA-2011-N-0143
http://www.fda.gov/Food/GuidanceRegulation/FSMA/ucm361903.htm
http://www.fda.gov/Food/GuidanceRegulation/FSMA/ucm361903.htm
http://www.fda.gov/Food/GuidanceRegulation/FSMA/ucm361903.htm
http://www.regulations.gov/#!docketDetail;D=FDA-2011-N-0146
http://www.regulations.gov/#!docketDetail;D=FDA-2011-N-0146
http://www.fda.gov/Food/GuidanceRegulation/FSMA/ucm366510.htm
http://www.fda.gov/Food/GuidanceRegulation/FSMA/ucm366510.htm
http://www.regulations.gov/#!docketDetail;D=FDA-2011-N-0922
http://www.fda.gov/Food/GuidanceRegulation/FSMA/ucm378628.htm
http://www.fda.gov/Food/GuidanceRegulation/FSMA/ucm378628.htm
http://www.fda.gov/Food/GuidanceRegulation/FSMA/ucm378628.htm
http://www.fda.gov/Food/GuidanceRegulation/FSMA/ucm378628.htm
http://www.regulations.gov/#!docketDetail;D=FDA-2013-N-1425
http://www.fda.gov/Food/GuidanceRegulation/FSMA/ucm366510.htm
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e 3/13/2014—Public meeting to discuss the proposed
rule in Anaheim.

e 3/31/2014 - The public comment period is scheduled
to close on the outstanding proposed rule.

G. Sanitary Transportation of Food

Pending Proposed Regulation: On 1/31/2014 the FDA
released its draft of its final proposed regulation relating to
the sanitary transportation of food, published 2/5/2014.

e 2/27/2014—Public meeting to discuss the proposed
rule in Chicago.

e 3/13/2014—Public meeting to discuss the proposed
rule in Anaheim.

e 3/20/2014—Public meeting to discuss the proposed
rule in Maryland.

e 5/31/2014—The public comment period is scheduled
to close on the outstanding proposed rule.

H. Anticipated Amendments to Regulations

e Perthe Focused Mitigation Strategies to Protect Food
Against Intentional Adulterationissued on
12/24/2013, amendments will be issued to the
language of pending proposed regulations relating to
Human Food Risk-Analysis and Animal Food Risk-
Analysis to require consideration of economically
motivated adulteration that could result in serious
adverse health consequences or death. The FDA is
also proposing to amend the current seafood and
juice HACCP regulations and the dietary supplement
current good manufacturing practice (CGMP) rule to
require consideration of this type of intentional
adulteration. Public comment will be allowed for
these amendments.

© 2014 Polsinelli

I. Pending Proposed Guidance Documents

o Comments may be submitted anytime - What You
Need to Know About Administrative Detention of
Foods; Small Entity Compliance Guide, Guidance
for Industry, Docket Number: FDA-2011-D-0643

o Comments may be submitted anytime - What You
Need To Know About Registration of Food
Facilities; Small Entity Compliance Guide, Guidance
for Industry, Docket Number: FDA-2012-D-1003

o Comments may be submitted anytime - Questions
and Answers Regarding Food Facility Registration
(Fifth Edition) Guidance for Industry, Docket
Number: FDA-2012-D-1002.

o Comments may be submitted anytime - Necessity
of the Use of Food Product Categories in Food
Facility Registrations and Updates to Food Product
Categories, Guidance for Industry, Docket Number:
FDA-2012-D-0585

o Comments may be submitted anytime - Questions
and Answers Regarding Establishment and
Maintenance of Records By Persons Who
Manufacture, Process, Pack, Transport, Distribute,
Receive, Hold, or Import Food (Edition 5), Guidance
for Industry, Docket Number: FDA-2011-D-0598
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http://www.fda.gov/Food/GuidanceRegulation/FSMA/ucm378628.htm
http://www.fda.gov/Food/GuidanceRegulation/FSMA/ucm378628.htm
http://www.fda.gov/Food/GuidanceRegulation/GuidanceDocumentsRegulatoryInformation/FoodDefense/ucm342588.htm
http://www.fda.gov/Food/GuidanceRegulation/GuidanceDocumentsRegulatoryInformation/FoodDefense/ucm342588.htm
http://www.fda.gov/Food/GuidanceRegulation/GuidanceDocumentsRegulatoryInformation/FoodDefense/ucm342588.htm
http://www.regulations.gov/#!docketDetail;D=FDA-2011-D-0643
http://www.fda.gov/Food/GuidanceRegulation/GuidanceDocumentsRegulatoryInformation/FoodDefense/ucm331957.htm
http://www.fda.gov/Food/GuidanceRegulation/GuidanceDocumentsRegulatoryInformation/FoodDefense/ucm331957.htm
http://www.fda.gov/Food/GuidanceRegulation/GuidanceDocumentsRegulatoryInformation/FoodDefense/ucm331957.htm
http://www.regulations.gov/#!documentDetail;D=FDA-2012-D-1003-0001
http://www.fda.gov/Food/GuidanceRegulation/GuidanceDocumentsRegulatoryInformation/FoodDefense/ucm331959.htm
http://www.fda.gov/Food/GuidanceRegulation/GuidanceDocumentsRegulatoryInformation/FoodDefense/ucm331959.htm
http://www.fda.gov/Food/GuidanceRegulation/GuidanceDocumentsRegulatoryInformation/FoodDefense/ucm331959.htm
http://www.regulations.gov/#!documentDetail;D=FDA-2012-D-1002-0001
http://www.fda.gov/Food/GuidanceRegulation/GuidanceDocumentsRegulatoryInformation/FoodDefense/ucm324778.htm
http://www.fda.gov/Food/GuidanceRegulation/GuidanceDocumentsRegulatoryInformation/FoodDefense/ucm324778.htm
http://www.fda.gov/Food/GuidanceRegulation/GuidanceDocumentsRegulatoryInformation/FoodDefense/ucm324778.htm
http://www.fda.gov/Food/GuidanceRegulation/GuidanceDocumentsRegulatoryInformation/FoodDefense/ucm324778.htm
http://www.regulations.gov/#!documentDetail;D=FDA-2012-D-0585-0017
http://www.fda.gov/Food/GuidanceRegulation/GuidanceDocumentsRegulatoryInformation/FoodDefense/ucm292746.htm
http://www.fda.gov/Food/GuidanceRegulation/GuidanceDocumentsRegulatoryInformation/FoodDefense/ucm292746.htm
http://www.fda.gov/Food/GuidanceRegulation/GuidanceDocumentsRegulatoryInformation/FoodDefense/ucm292746.htm
http://www.regulations.gov/#!documentDetail;D=FDA-2011-D-0598-0001
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o Comments may be submitted anytime - What You for any food products that contain GMO ingredients, but
Need to Know About Administrative Detention of there are a number of proposals to the FDA, federal and
Foods, Guidance for Industry, Docket Number: FDA- state legislation, and ballot initiatives for GMO labeling
2011-D-0643. requirements. Future actions to monitor include:

o Comments may be submitted anytime - e Continued requests made of FDA to provide a clear
Implementation of the Fee Provisions of Section 107 -definition of “natural” that would include
of the FDA Food Safety Modernization Act, Guidance genetically modified foods. (the FDA has continued
for Industry, Docket Number: FDA-2011-D-0721. to “respectfully decline” to formally define the

term “natural” as recent as January 6, 2014 in letter

o Comments may be submitted anytime - Fish and requests from three federal judges, we will
Fishery Products Hazards and Controls Guidance, continue to monitor and provide updates)
Guidance for Industry, Docket Number: FDA- 2011-D-

0287. e Federal legislation that calls for the FDA to develop
a “voluntary” federal labeling standard for
Il. Trans-Fats genetically modified food (this proposed action

would supersede any state labeling requirements).

Pending Proposed Regulation: Tentative Determination

Regarding Partially Hydrogenated Oils; Request for Comments e Additional ballot initiatives on the horizon. Last

and for Scientific Data and Information, Docket Number: FDA- year saw the passage of GMO labeling
2013-N-1317, was issued on 11/8/2013. requirements in Connecticut and Maine (these bills
further require additional States to pass GMO
e 3/8/2014 - The public comment period is scheduled labeling requirements before each go into effect).
to close on the outstanding proposed rule. California and Washington both saw defeat of
ballot initiatives for the requirement of GMO
I1l. GMOs labeling in 2013. In 2014, it is estimated that
between 20-30 states will continue to move
No Pending Proposed FDA Regulation: The FDA has forward legislation and/or initiatives on GMO
continued to provide no additional oversight or requirements labeling requirements.
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http://www.gpo.gov/fdsys/pkg/FR-2013-11-08/pdf/2013-26854.pdf
https://www.federalregister.gov/articles/2013/11/08/2013-26854/tentative-determination-regarding-partially-hydrogenated-oils-request-for-comments-and-for
https://www.federalregister.gov/articles/2013/11/08/2013-26854/tentative-determination-regarding-partially-hydrogenated-oils-request-for-comments-and-for
http://www.gpo.gov/fdsys/pkg/FR-2013-11-08/pdf/2013-26854.pdf
http://www.fda.gov/Food/GuidanceRegulation/GuidanceDocumentsRegulatoryInformation/Seafood/ucm2018426.htm
http://www.fda.gov/Food/GuidanceRegulation/GuidanceDocumentsRegulatoryInformation/Seafood/ucm2018426.htm
http://www.regulations.gov/#!documentDetail;D=FDA-2011-D-0287-0001
http://www.regulations.gov/#!documentDetail;D=FDA-2011-D-0287-0001
http://www.regulations.gov/#!documentDetail;D=FDA-2011-D-0721-0001
http://www.fda.gov/Food/GuidanceComplianceRegulatoryInformation/GuidanceDocuments/FoodSafety/ucm274176.htm
http://www.fda.gov/Food/GuidanceComplianceRegulatoryInformation/GuidanceDocuments/FoodSafety/ucm274176.htm
http://www.fda.gov/Food/GuidanceRegulation/GuidanceDocumentsRegulatoryInformation/FoodDefense/ucm276871.htm
http://www.fda.gov/Food/GuidanceRegulation/GuidanceDocumentsRegulatoryInformation/FoodDefense/ucm276871.htm
http://www.fda.gov/Food/GuidanceRegulation/GuidanceDocumentsRegulatoryInformation/FoodDefense/ucm276871.htm
http://www.regulations.gov/#!documentDetail;D=FDA-2011-D-0643-0001
http://www.regulations.gov/#!documentDetail;D=FDA-2011-D-0643-0001
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For More Information

The Food & Agriculture Group at Polsinelli will continue to keep you updated on all updates and changes in the
law.

The Food & Agriculture Group at Polsinelli is a cross-disciplinary group comprised of attorneys who practice law in every
practice area. We can assist you with your business at every step of the food chain from R&D through transportation and delivery
of the end product. For questions regarding any aspect of your own business, please contact any of the professionals in the Food &
Agriculture Group.

For questions about this proposed rule, how it fits within the overall framework of the FSMA and, more importantly, how it
affects your business, please contact the authors of this alert:

m  Michael A. Williamson | Practice Area Vice Chair | 816.360.4168 | mwilliamson@polsinelli.com
m Kathleen A. Hardee | Practice Area Vice Chair | 816.520.4903 | khardee@polsinelli.com
m Quentin L. Jennings | 816.360.4108 | gjennings@polsinelli.com

m Robert S. Goldstein | 720.931.1164 | rgoldstein@polsinelli.com

To contact another member of our Food and Agriculture law team, click here or visit our website at www.polsinelli.com >
Industries > Food and Agriculture > Related Professionals.

To learn more about our Food and Agriculture practice, click here or visit our website at www.polsinelli.com > Industries > Food
and Agriculture.
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http://www.polsinelli.com/industries/food-and-agriculture
http://www.polsinelli.com/professionals?industry=13674496-07b6-4b87-8fec-3eb9e9c0c6b8
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About Polsinelli

real challenges. real answers.”"

Serving corporations, institutions, entrepreneurs, and individuals, our attorneys build enduring relationships by providing legal counsel
informed by business insight to help clients achieve their objectives. This commitment to understanding our clients' businesses has helped us
become the fastest growing law firm in the U.S. for the past five years, according to the leading legal business and law firm publication, The
American Lawyer. With more than 700 attorneys in 18 cities, we work with clients nationally to address the challenges of their roles in health
care, financial services, real estate, life sciences and technology, energy and business litigation.

The firm can be found online at www.polsinelli.com.

Polsinelli PC. In California, Polsinelli LLP.

About this Publication

If you know of anyone who you believe would like to receive our e-mail updates, or if you would like to be removed from our e-distribution list,
please contact Kim Auther via e-mail at KAuther@polsinelli.com.

Polsinelli provides this material for informational purposes only. The material provided herein is general and is not intended to be legal advice.
Nothing herein should be relied upon or used without consulting a lawyer to consider your specific circumstances, possible changes to

applicable laws, rules and regulations and other legal issues. Receipt of this material does not establish an attorney-client relationship.

Polsinelli is very proud of the results we obtain for our clients, but you should know that past results do
not guarantee future results; that every case is different and must be judged on its own merits; and that

the choice of a lawyer is an important decision and should not be based solely upon advertisements.

Polsinelli PC. In California, Polsinelli LLP.
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