
Wednesday, February 19, 2020

Upcoming Events

Legal Forum 2020
The Legal Forum is the must-attend CPG industry legal event of the year. Top in-
house counsel, defense attorneys and regulatory experts will cover a wide array of
important and timely legal issues. Don't miss the next Legal Forum, February 25 –
26, in Rancho Mirage, CA. Register now.

Regulatory + Science Forum 2020
The Regulatory + Science Forum has convened regulatory and technical
professionals for nearly a decade to get ahead of issues and trends facing the CPG
industry. This year's event will prepare attendees to comply with regulatory
requirements and provide tangible action steps to ensure laws, regulations and
policies are based on sound, current science. Don't miss the next Regulatory +
Science Forum, April 21 – 23, in Washington, D.C. Learn more and register.

Save the Date: Fall Food Labeling Workshop 2020
Remember to secure your spot for our interactive Food Labeling Workshop, October
20 – 22, in Washington, D.C. Our experts will present detailed information on the
regulatory requirements for the labeling of packaged food and beverage products.
Attendees will leave the workshop with the knowledge and skills to identify and apply
statutory authorities and rules governing the labeling of food products regulated by
the U.S. Food and Drug Administration (FDA) and the U.S. Department of
Agriculture's (USDA) Food Safety and Inspection Service (FSIS) and with an
understanding of how to make truthful product quality claims, nutrition claims and
other special statements and claims. Learn more and register.

Community Exchange Calls
The Consumer Brands Association currently offers the following member-only
exchanges: regulatory and technical affairs exchange (formerly the inspection
sharegroup), chemical management exchange and labeling exchange. The purpose
of these exchanges is to network with peers and share learnings on topics of interest.
In addition, some of the exchanges will feature guest speakers to initiate the
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discussion. A calendar invitation for exchanges scheduled through this summer has
been sent out; if you are interested in participating in the exchanges but did not
receive a calendar invitation, please contact Kristen Spotz.

Codex Connections
The Consumer Brands Association recently launched a monthly newsletter, Codex
Connections, to provide regular updates on the work that is going on in Codex. If you
would like to subscribe to this newsletter or have Codex-related inquiries, please
contact Nancy Wilkins.

Opportunity for Comment Development Regarding FDA’s Proposed Rule
on Laboratory Accreditation for Analyses of Foods
Consumer Brands held calls with members on January 27, February 3 and February
12 to develop comments in response to FDA’s proposed rule titled, Laboratory
Accreditation for Analyses of Foods. Calendar invitations for an additional call on
February 19 at 1:00 p.m. EST to continue the comment development process have
been sent out. If you are interested in participating in this comment development
process and do not have the February 19 call on your calendar, please contact
Kristen Spotz. FDA has requested comments by March 3.

Note that the Consumer Brands Association signed onto a letter to FDA with other
trade associations, requesting an extension to the comment period and for a meeting
with the agency to discuss concerns regarding the proposed rule. To date, FDA has
agreed to a meeting to discuss industry concerns with the proposal.

Save the Date: Webinar on FDA’s Coordinated Outbreak Response and
Evaluation Network
The Consumer Brands Association is hosting a free, members-only webinar on FDA’s
Coordinated Outbreak Response and Evaluation (CORE) network. Stic Harris,
director of the CORE network, will be presenting on the structure and goals of the
network, highlighting how it has changed and providing more recent examples of its
work. This webinar is February 27 from 1:00 – 2:00 p.m. EST. Learn more and
register.

2020 Webinar Series: Whole Genome Sequencing
Beginning in January and running through May, a series of five different webinars is
being offered on Whole Genome Sequencing (WGS). The webinar series began by
exploring the basics of WGS and how WGS applies to food safety management.
Upcoming topics for these webinars include sequencing protocols, case studies,
regulatory applications and novel applications of the next generation of WGS,
metagenomics. The Consumer Brands Association is one of the sponsors for this
webinar series.

The second webinar in this series, The Science of Whole Genome Sequencing: An
Overview for the Food Industry, will feature Dr. Jonathan Jacobs, Director of Global
Product Management and Genomic Analysis at QIAGEN. Don't miss this highly
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informative, free webinar on Thursday, February, 27 at 2:00 p.m. EST. Additional
information, including how to register, can be found here.

2020 Dietary Guidelines Advisory Committee's Fifth Public Meeting
On February 13, the U.S. Department of Agriculture (USDA) and the Department of
Health and Human Services (HHS) announced that registration is open for the fifth
2020 Dietary Guidelines Advisory Committee (DGAC) meeting. The meeting will
include presentations by each subcommittee, deliberation by the full committee, and
plans to finalize DGAC’s work. The DGAC Meeting is March 12 – 13 at the USDA,
South Building in Washington, D.C. Additional information on meeting registration can
be found here. Further information from prior 2020 DGAC meetings is available here.
Note: Consumer Brands Association staff will attend this meeting in-person and will
provide a summary report to members. If you would like more information, please
contact Kristen Scott.

Public Meeting of the Plant Variety Protection Board
On February 10, USDA’s Agricultural Marketing Service (AMS) announced a meeting
of the Plant Variety Protection Board (Board). The purpose of the meeting is to
discuss several topics including regulation updates, subcommittee activities, and
program activities that encourage the development of new plant varieties and
address appeals to the Secretary. The meeting is April 30 from 1:00 – 3 p.m. EST at
the USDA in Washington, D.C. Pre-registration is requested by April 1. Further
information on the Plant Variety Protection Office is available here.

Special Research Grants Program - Aquaculture Research
On February 7, USDA’s National Institute of Food and Agriculture (NIFA) announced
a grant funding opportunity in the area of aquaculture research to support the
development of an environmentally and economically sustainable aquaculture
industry in the United States. Grant applications are requested by April 22. Further
information on this grant opportunity and information on previously funded research
projects, is available here.

FDA Announces FY 2020 Funding Opportunity for Collection of
Antimicrobial Use Data in Dogs and Cats
On February 11, FDA announced a funding opportunity and request for applications
to support the collection of data on antimicrobial use in dogs and cats, as part of its 5-
year plan for Supporting Antimicrobial Stewardship in Veterinary Settings. Beginning
on March 2, FDA will accept applications for the Fiscal Year (FY) 2020 Cooperative
Agreement for Data Collection on Antimicrobial Use in Dogs and Cats. The letters of
intent are requested by April 1 with applications due by May 1. Further information on
the application process is available here.

Nominations to Serve on USDA’s Grain Inspection Advisory Committee
On February 10, USDA’s AMS announced they are seeking nominations to serve on
the USDA Grain Inspection Advisory Committee (Advisory Committee); this
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committee advises AMS on the programs and services it delivers under the U.S.
Grain Standards Act. Nominations are requested by March 26.

Meeting of the Board for International Food and Agricultural Development
On February 7, the Agency for International Development announced a public
meeting of the Board for International Food and Agricultural Development. The public
meeting will feature experts that will discuss emerging successes in agricultural and
structural transformation and identification of knowledge gaps. The meeting is March
25 from 9:00 a.m. – 4:00 p.m. EDT in Washington, D.C. and will also be webcasted.

Return to top
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FDA Releases Supplemental Draft Guidance on the Intentional
Adulteration Rule
On February 14, FDA released a supplemental draft guidance designed to support
compliance with the Intentional Adulteration (IA) rule under the Food Safety
Modernization Act. This is the third and last installment of the draft guidance for the
IA rule and adds to the previously published draft guidance with chapters covering
corrective actions, food defense verification, reanalysis and recordkeeping.
Additionally, appendices on FDA’s Mitigation Strategies Database and how
businesses can determine their status as a small or very small business are included
in the draft guidance.

The Consumer Brands Association will be convening members at a future date to
review and discuss the guidance document as well as develop comments. Please
contact Kristen Spotz if you are interested in participating in the group to develop
comments on the draft guidance. Comments are requested by June 15.

CDC Releases Interim Guidance for Businesses to Plan and Respond to
Coronavirus Disease 2019
On February 12, CDC posted interim guidance for businesses and employers to plan
and respond to coronavirus disease 2019 (COVID-19). Additional information from
CDC regarding COVID-19 is available here. Information from FDA on COVID-19 is
available here.

Prevention of Cyclospora Infections
On February 11, FDA published information on Cyclospora that includes how the
agency is working to keep consumers safe from infection with this parasite. FDA
outlined the specific measures it has taken to protect public health from
cyclosporiasis including issuance of import alerts for fresh produce and surveillance
sampling assignments for specific commodities associated with Cyclospora infection.
For more information, see the FDA publication titled Cyclosporiasis and Fresh
Produce Fact Sheet, and FDA’s Produce Safety Network. In addition, information on
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FDA’s fresh herb Cyclospora sampling and testing assignment for FY18 – FY19 is
available here.

Extension of Delayed Implementation of Verification of Revised Appendix
A and B
On February 11, USDA’s Food Safety and Inspection Service (FSIS) published a
notice to their inspection program personnel which reissues the contents of FSIS
Notice 01-19 in its entirety and informs them that establishments which use FSIS
Appendix A and B as scientific support for lethality and/or stabilization may continue
to use the 1999 or 2017 versions until further notice. Later in 2020, FSIS plans on
announcing, in a Federal Register Notice (FRN), the availability of updated versions
of its lethality (Appendix A) and stabilization (Appendix B) guidance, respond to
comments on the 2017 version of this guidance, and announce dates when FSIS will
begin to verify that those establishments that choose to use the safe harbors in this
guidance as scientific support for their food safety systems are using the information
in the most current version, 2020, of the guidance.

Use of Calcium Formate as a Feed Acidifying Agent
On February 11, FDA announced the receipt of a petition proposing that the food
additive regulations be amended to provide for the safe use of calcium formate as a
feed acidifying agent, to lower the pH, in complete feeds for swine or poultry.
Comments can be submitted here

Difenoconazole, a Fungicide, and New Tolerance Requested
On February 10, the Environmental Protections Agency (EPA) published a notice,
Receipt of Several Pesticide Petitions Filed for Residues of Pesticide Chemicals in or
on Various Commodities (December 2019), announcing that the agency has received
several initial filings of pesticide petitions requesting the establishment or modification
of regulations for residues of pesticide chemicals in or on various commodities. The
proposed use for difenoconazole is as a fungicide on the commodity outlined in the
FRN. Comments are requested by March 11.

Fludioxonil, a Fungicide, and New Tolerance Requested
On February 10, EPA published a notice, Receipt of Several Pesticide Petitions Filed
for Residues of Pesticide Chemicals in or on Various Commodities (December 2019),
announcing that the agency has received several initial filings of pesticide petitions
requesting the establishment or modification of regulations for residues of pesticide
chemicals in or on various commodities. The proposed use for Fludioxonil is as a
fungicide in or on the raw agricultural commodities listed in the FRN. Comments are
requested by March 11.

Amended Tolerance Exemption Requested for the Fungicide, Aspergillus
Flavus Strain NRRL 21882
On February 10, a notice, Receipt of Several Pesticide Petitions Filed for Residues of
Pesticide Chemicals in or on Various Commodities (December 2019), announcing
that the agency has received several initial filings of pesticide petitions requesting the
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establishment or modification of regulations for residues of pesticide chemicals in or
on various commodities. EPA has been petitioned to amend an exemption from the
requirement of a tolerance in 40 CFR 180.1254 to include residues of the fungicide
Aspergillus flavus strain NRRL 21882 in or on almonds and pistachios. Comments
are requested by March 11.

FDA Releases Draft Guidance: Pre-Submission Consultation Process for
Animal Food Additive Petitions or Generally Recognized as Safe (GRAS)
Notices
On February 13, FDA announced the release of the draft guidance for industry #262
entitled, Pre-Submission Consultation Process for Animal Food Additive Petitions or
Generally Recognized as Safe (GRAS) Notices. The draft guidance document, when
finalized, will help industry submit information for effective and efficient consultations
with FDA regarding investigational animal food substances. Comments are requested
by April 13.

Return to top

International Policy Intelligence

Addressing Antimicrobial Resistance in the European Union
On February 12, the European Commission (EC) published its 4  progress report on
the implementation of the European One Health Action Plan Against Antimicrobial
Resistance, which was adopted in June 2017. According to the EC, substantial
progress has been made since the mid-year report in 2019. The next progress report
is planned for publication at the end of 2020.

Cannabidiol (CBD) as a Novel Food in the U.K.
On February 13, the Food Standards Agency (FSA) of the U.K. announced they have
established a deadline of March 31, 2021 for CBD businesses to provide more
information about CBD products and their contents. FSA has requested valid novel
food authorization applications for CBD extracts and isolates by March 31, 2021.
After this date, only products which have submitted a valid application will be allowed
to remain on the market. FSA has advised this is the only route to compliance. More
information from the FSA on novel food legislation is available here. Applications can
be submitted here.

Regulatory Issues with Hemp-based Food and Food Supplements on the
Irish Market
On February 13, the FSA of Ireland released findings from a national survey on CBD
products. The survey found that the majority of CBD products analyzed were in
violation of various food laws and some products posed potential safety risks for
consumers. The survey found that 37% of the products tested contained levels of
THC that significantly exceeded the European Food Safety Authority (EFSA) safety
limit. Based on the survey, the FSA of Ireland is adopting a pragmatic approach to
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addressing the many regulatory issues highlighted in this survey, with consumer
safety taking priority.

Return to top

More Information

FDA Release Updates of Sampling Assignments for Fresh Herbs and
Processed Avocado Products
On September 20, FDA released an update regarding its assignment for fresh herbs,
guacamole and processed avocado which involves testing for Cyclospora
cayetanensis. Testing continues with 958 fresh herb and 685 processed avocado or
guacamole samples tested as of July 2019. The agency began to test for Cyclospora
cayetanensis in fresh herb samples in July 2018.

Update: On February 11, FDA released an update regarding its sampling assignment
for fresh herbs and processed avocado or guacamole. Of the fresh herb samples
collected and analyzed, 13 tested positive for Salmonella (4 domestic, 9 import), and
nine tested positive for Shiga-toxin producing E. coli (STEC) (4 domestic, 5
imported). Sampling and testing of fresh herbs continue under this assignment and
no conclusions can be drawn at this time. Of the processed avocado or guacamole
samples collected and analyzed, 15 tested positive for Listeria monocytogenes (13
domestic, 2 import), and two tested positive for Salmonella (both domestic samples).
The FDA concluded its collection of processed avocado and guacamole samples
under this assignment at the end of 2019, is analyzing the results and plans on
publishing the results in a final report.

Compounding Animal Drugs from Bulk Drug Substances
On November 20, FDA requested comments on its new draft guidance for industry
(GFI) #256, entitled Compounding Animal Drugs from Bulk Drug Substances. The
new GFI, if finalized, would advise veterinarians on circumstances under which FDA
does not intend to take action for certain violations of the Federal Food, Drug, and
Cosmetic Act (FFDCA) when pharmacists and veterinarians compound or oversee
the compounding of animal drugs from bulk drug substances. Comments were
requested by February 18.

Update: On February 14, FDA announced its plans to extend the comment period for
draft GFI #256; comments are requested by June 17.

Delayed Implementation of USDA FNS Child and Adult Care Food
Program Grain Ounce Equivalents Requirement
On September 25, USDA’s Food and Nutrition Service (FNS) announced a delay to
the implementation date of the 'ounce equivalents' requirement for crediting grains
served in the Child and Adult Care Food Program (CACFP) from October 1, 2019 to
October 1, 2021. The two-year extension provides more time for FNS to develop
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additional technical assistance materials and for state agencies and sponsoring
organizations to provide technical assistance to support meal planners and promote
nationwide compliance. This action also applies to the crediting of grains served to
infants and toddlers in the national school lunch and school breakfast programs. In
addition, this rule makes a technical correction to the application for free and
reduced-price meals for adult CACFP participants. The final rule, published on April
25, 2016, specified that meal planners must use ounce equivalents to determine the
amount of creditable grain served as part of a reimbursable meal or snack and is
effective on October 1, 2021.

Update: On February 12, FNS issued correcting amendments to the presentation of
tables in the final rule titled, Delayed Implementation of Grains Ounce Equivalents in
the Child and Adult Care Food Program. The final rule included tables presenting
meal pattern requirements for the service of meals to infants in the CACFP, national
school lunch program, and national school breakfast program. However, the
published meal pattern tables did not clearly present the information that meal
planners need to determine which meal components are required and how much of a
food item contributes to a reimbursable meal for infants 6 through 11 months. The
FRN corrects the presentation of tables in the final rule. These corrections are
effective February 12.

EPA Establishes Tolerances for Residues for the Insecticide, Acetamiprid
Update: On February 14, EPA published the final rule, Acetamiprid; Pesticide
Tolerances, announcing the establishment of tolerances for residues of acetamiprid in
or on multiple commodities that are identified and outlined in the FRN. This rule was
effective on February 14. Objections and requests for hearings are requested by April
14.

EPA Establishes Tolerances for Residues for the Fungicide,
Difenoconazole
Update: On February 14, EPA published the final rule, Difenoconazole; Pesticide
Tolerances, announcing the establishment of tolerances for residues of
difenoconazole in or on commodities that are identified in the FRN. This rule was
effective on February 14. Objections and requests for hearings are requested by April
14.

EPA Establishes Tolerances for Residues for the Insecticide,
Cyantraniliprole
Update: On February 14, EPA published the final rule, Cyantraniliprole; Pesticide
Tolerances, announcing the establishment of tolerances for residues of
cyantraniliprole in or on strawberry. This rule was effective on February 14.
Objections and requests for hearings are requested by April 14.

EPA Establishes Pesticide Tolerances with a Regional Registration for a
Plant Growth Regulator, Prohexadione Calcium
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Update: On February 14, EPA published the final rule, Prohexadione Calcium;
Pesticide Tolerances, announcing the establishment of tolerances with a regional
registration for residues of prohexadione calcium in or on commodities that are
identified in the FRN. These tolerances were requested under the FFDCA. This rule
was effective on February 14. Objections and requests for hearings are requested by
April 14.

EPA Establishes Tolerances for Residues for the Pesticide, Flutriafol
Update: On February 14, EPA published the final rule, Flutriafol; Pesticide
Tolerances, announcing the establishment of tolerances for residues of flutriafol in or
on multiple commodities which are identified in the FRN. These tolerances were
requested under the FFDCA. This rule was effective on February 14. Objections and
requests for hearings are requested by April 14.

EPA Establishes Tolerances for Residues for the Insecticide, Chlorfenapyr
Update: On February 14, EPA published the final rule, Chlorfenapyr; Pesticide
Tolerances, announcing the establishment of tolerances for residues of chlorfenapyr
in or on multiple commodities identified in the FRN. These tolerances were requested
under the FFDCA. This rule was effective on February 14. Objections and requests
for hearings are requested by April 14.

Pregnancy Warning Labels on Alcoholic Beverages in Australia and New
Zealand
On October 4, Food Standards Australia New Zealand (FSANZ) announced a
request for public comment on the proposed design and implementation of a
mandatory pregnancy warning label, which is to include both a pictogram and a
warning statement, for packaged alcoholic beverages. Comments were requested by
6:00 p.m. Canberra time on October 27.

Update: On February 17, FSANZ announced the approval of an amendment to the
Australia New Zealand Food Standards Code to require a pregnancy warning label
on packaged alcoholic beverages that are sold in Australia and New Zealand.

Please contact RegRundown@consumerbrandsassociation.org for more
information, questions about these issues or if you or a colleague would like to
subscribe to the Regulatory Rundown.
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