CENTER FOR
FOOD SAFETY

DATE: December 2, 2024
TO: EPA Biopesticide staff

RE: Docket ID number: EPA-HQ-OPP-2024-0133. Applicant: Oxitec Ltd. 71, Innovation Drive, Milton Park,
Abingdon, Oxfordshire 0X14 4RQ, United Kingdom. Product name: Friendly ™ acdesacanti. Active

ingredient: Tetracycline Trans-Activator Variant (tTAV-0X5034) protein and the genetic material (from
vector pOX5034) necessary to produce the protein in vivo. Proposed use: Insecticide.

FROM: Center for Food Safety and the following groups:

Friends of the Earth, US-Dana Perls

Florida Keys Environmental Coalition-Barry Wray

Pesticide Action And Ecology Network (PAN)-Margaret Reeves, PhD.
Northwest Center for Alternatives to Pesticides-Sharalyn Peterson

Food and Water Watch-Seth Gladstone

Beyond Pesticides-Jay Feldman

International Center for Technology Assessment-Steve Suppan, PhD
IFOAM Seeds Platform-David Gould, PhD

Bioscience Resource Project-Jonatham Latham, PhD and Allison Wilson, PhD.
Californians for Pesticide Reform-Angel Garcia, Raul Garcia, Jane Sellen
Maryland Pesticide Education Network-Bonnie Raindrop

Family Farm Defenders-John E. Peck

GenekEthics, Ltd-Australia-Bob Phelps

Institute for Responsible Technology-Jeffery M. Smith
GMOScience.org-Michelle Perro, MD

We request that EPA deny Oxitec’s commercial use permit application. We are very disturbed that the
EPA is considering approving a nationwide approval for Oxitec these mosquitoes without releasing any
data from the latest EUP trial in Florida. EPA should have published all the data from both trials and the
data required by the expanded experimental use permit with requirements sent to Oxitec on March 7
2022  for public review.

Lack of Transparency:

To date neither the EPA nor Oxitec has released any data from the second EUP and the additional
requirements from your March7 2022 amendment. This expanded EUP adds 8 additional
requirements that expand the monitoring and safety of the EUP including what to do in the case of
hurricanes and other storms.
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The company should explain its decision to withdraw from the Tulare County release program. The
EPA should explain why it plans to approve this national commercial release with only two small
releases in the Florida Keys. EPA required Mosquito Mate to test its Wolbachia infected Ades
albopictus mosquitoes in some 10 locations." And then only approved Mosquito Mate for 20 states
citing the ecological needs of the Mosquito Mate mosquitoes. Why are you requiring only one
location for the Oxitec mosquitoes? How will you know whether the Keys EUP endangered species
assessment and the NEPA assessment will apply to the entire US?

Despite the additional requirements in the March 7 2022 memo from EPA#, neither the Oxitec
website nor the EPA website pages for the Oxitec EUP contain any information on how those new
requirements or the one from the entire EUP have been met. The Center for Food Safety has filed
FOIA requesting data from this last trial. We have received none despite following up personally
with staff of the Biopesticide program.

At the conclusion of the EUP, Oxitec was required to provide EPA with annual reports and a final
report that includes the 8 additional items in the amended 93167-EUP-2. EPA’s failure to release
these documents for public examination undermines public confidence in both Oxitec and the
EPA'’s oversight of a new pesticide strategy. You have previously rejected our suggestion of
convening a Significant New Use Review (SNUR) panel for this biopesticide," but outside review
by scientists and the public would do much to persuade the public in the safety and efficacy of this
product. You require SNURs for many other new pesticides, you should do likewise for these new
biopesticides

We are footnoting where to find CFS comments on the Section G ‘review of the first trial in Florida
which raised concerns that apply to this trial where we have no data on Risk Assessment issues,
human and environmental health.

We urge you to delay approval of the commercial application until you have posted the results of
this latest EUP, including the final report from Oxitec with your analysis. We also urge you to
consider whether you can approve the application when the company has failed to perform trials in
additional states in accordance with its EUP. Studies in additional states would allow EPA to make
a more informed decision on the Endangered Species Act effects and would have strengthened
your assessment of the Environmental Impacts of this engineered insect overall. Finally, EPA
should develop specific regulations to govern its work on GE insects and archnids before any
commercial applications are approved.

Sincerely,

Jaydee Hanson
Policy Director
Center for Food Safety

i EPA memo to Oxitec amending EUP, March 7 2022. Experimental Use Permit Amended for 93167-EUP-2
to Allow Releases of OX5034 Aedes aegypti in Florida and California Experimental Use Permit No.: 93167-
EUP-2 OPP Case No.: 00295569 Effective Dates: For OX5034 Aedes aegypti: Immediately until April 30,
2024 (pesticide applications and associated activities, e.g., post-release monitoring activities) available at
Docket: EPA-HQ-OPP-2019-0274-0470

i Schairer CE, Najera J, James AA, Akbari OS, Bloss CS. Oxitec and MosquitoMate in the United States:
lessons for the future of gene drive mosquito control. Pathog Glob Health. 2021 Sep;115(6):365-376. doi:
10.1080/20477724.2021.1919378. Epub 2021 Jul 27. PMID: 34313556; PMCID: PMC8592615. See chart of
MosquitoMate EUPs at end of article.

i Op cit. EPA memo to Oxitec amending EUP, March 7 2022



v Memorandum: EPA’s Response to Comments Received on the September 11, 2019, Notice for an
Experimental Use Permit Application for OX5034 Aedes Aegypti Mosquitoes Expressing Tetracycline Trans-
Activator Variant (tTAV-OX5034) Protein May 1, 2020. Available at EPA-HQ-OPP-2019-0274-0354

v Comment submitted by Center for Food Safety (CFS) on section G.

The Center for Food Safety noted in its review of the original proposed release of Oxitec OX5034 GE
mosquitoes... Jaydee Hanson, Policy Director, Center for Food Safety... September 30, 2021 Center for
Food Safety comments on EPA review of Oxitec Application 93267-EUP-2... The Center for Food Safety
noted in its review of the original proposed release of Oxitec OX5034 GE... Center for Food Safety
previously expressed concerns about potential impacts to threatened and endangered... Jaydee Hanson,
Policy Director, Center for Food Safety Jenny Loda, Staff Attorney, Center for Food... Safety i 16 U.S.C. §
1536(a)(2). Posted Oct 1, 2021 available at Docket ID EPA-HQ-OPP-2019-0274-0396



