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This is something this group should par�cipate in both as a group submission from

organiza�ons as well as individual scien�sts.

Todd

FDA Requests Comments on Documents related to Certain Biotechnology and Mosquito-

Related Products

Good morning,

The U.S. Food and Drug Administration released today three documents that seek public comment on issues
involving products of new genome editing technologies and certain products related to mosquitoes.

The FDA is requesting public comment on a draft revised guidance on the regulation of animals with
intentionally altered genomic DNA, including animals produced through the use of genome editing and
genetic engineering; a request for comments related to the regulation of foods from plants produced using
genome editing technologies; and a draft guidance that clarifies which mosquito-related products FDA
regulates and which such products EPA regulates, regardless of whether these mosquito-related products are
developed using biotechnology.

These announcements are consistent with the FDA’s commitments outlined in the National Strategy for
Modernizing the Regulatory System for Biotechnology Products (the Strategy; released in September 2016),
which sets forth a vision for ensuring that the federal regulatory system is equipped to assess efficiently the
risks, if any, associated with future products of biotechnology. These FDA announcements follow the recent
White House release of a 2017 Update to the Coordinated Framework for the Regulation of Biotechnology,
which clarifies the current roles and responsibilities of, and coordination among, FDA, EPA, and
USDA/APHIS.

The FDA is accepting public comments on these documents beginning on January 19, 2017.
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Comments will be accepted at any time, but should be submitted no later than the closing date to ensure that
the FDA takes the information into consideration before making further decisions on this issue.

· Draft revised GFI #187: Regulation of Intentionally Altered Genomic DNA in Animals, FDA-2008-
D-0394, closes on April 19, 2017

· Request for Comments: Genome Editing in New Plant Varieties Used For Foods, FDA-2016-N-4389,
closes on April 19, 2017

· Draft GFI #236: Regulation of Mosquito-Related Products, FDA-2016-D-4482, closes on February 21,
2017

For More Information

· CFSAN/CVM Constituent Update: FDA Requests Comments on Documents related to Certain
Biotechnology and Mosquito-Related Products

· FDA Voice: FDA’s Science-based Approach to Genome Edited Products

· GFI #187: Regulation of Intentionally Altered Genomic DNA in Genetically Engineered Animals; Draft
Guidance for Industry

o Animals with Intentionally Altered Genomes – Q&A

· Genome Editing in New Plant Varieties Used for Foods; Request for Comments

o Foods derived from plants produced using genome editing

· GFI #236: Regulation of Mosquito-Related Products; Draft Guidance for Industry

· Modernizing the Regulatory System for Biotechnology Products
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