ADMINISTRATION

72 I U.S. FOOD & DRUG

October 3, 2022

Dustin Bryce, Public Relations

Interest Of Justice

Entrega General, Lista Correos

San Isidro, San Jose, PEREZ ZELEDON
Costa Rica, 11901

Sent via email to.: contact@interestofjustice.org

Dear Petitioner:

Your submission requesting that the Commissioner of Food and Drug revoke FDA Authorization for
Moderna, Pfizer-BioNTech Bivalent COVID-19 Vaccines for Use as a Booster Dose, and revoke all
other authorization for mRNA Gene Therapies misbranded as vaccines which do not confer immunity
because FDA January 2020 guidance: "Long Term Follow-Up After Administration of Human Gene
Therapy Products Guidance for Industry," states the use of these experimental products affects DNA
with an unreasonable risk to use in more than a few people at a time was received and processed
under CFR 10.30 by this office on 09/30/2022.

It was assigned docket number FDA-2022-P-2411. Please refer to this docket number in future
correspondence on this subject with the Agency.

Please note, the acceptance of the petition for filing is a procedural matter and in no way reflects
the Agency’s decision on the substantive merits of the petition.

Sincerely,

Digitally signed by
Ka ren P- Karen P. Malvin -S
. Date: 2022.10.03
Malvin -S 55 500

Karen Malvin

Acting Director

Dockets Management Staff
FDA/Office of Operations (OO)

U.S. Food & Drug Administration
10903 New Hampshire Avenue, Silver Spring, MD 20993

www.fda.gov
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