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Unassigned: Mot available correct PANGO lineage with low sequence guality because of low viral RNA load.
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[Only Domestic] Weekly Top 30 Stacked Graph (count each week)
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Unassigned: Mot available carrect PANGO lineage with low sequence guality because of low viral RNA load.
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Warning Letters

Subscribe to Email Updates f share | X Post | in Linkedin Email | &= Print

Learn about the types of warning letters on FDA's website.

¢ Matters described in FDA warning letters may have been subject to subsequent
interaction between FDA and the letter recipient that may have changed the
regulatory status of issues discussed in the letter.

¢ To obtain additional available information, contact FDA. Requests to FDA for agency
records should be sent to: Food and Drug Administration Division of Freedom of
Information (HFI-25), 5630 Fishers Lane, Rockville, MD 20857. Instructions for how
to submit an FOI request can be found at How to Make a FOIA Request.

Showing 1 to 10 of 3,271 entries Export Excel | Show| 10 v entries
Letter
Posted Issue Company Response Closeout
Date Date Mame Issuing Office Subject Letter Letter
05/21/2024  04/22/2024 Rash Catering Division of Southwest FSVP/Seafood HACCP
Services, LLC Imports
05/21/2024 02/27/2024 Meditco, Inc. Division of Southwest FSVP/Human and Animal Foods

D.B.A. Phoenicia Imports
Specialty Foods

05/21/2024 04/07/2024 Seatex, LLC Division of CGMP/Finished
Pharmaceutical Quality =~ Pharmaceuticals/Adulterated
Operations II
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WARNING LETTER

March 25, 2024

Dear Mr. Escobedo:

You registered your facility with The U.S. Food and Drug Administration as an
outsourcing facility under section 503B of the Federal Food, Drug, and Cosmetic Act
(FDCA) [21 U.S.C. § 353b]* on March 29, 2018, and most recently on November 8, 2023.
From June 21, 2023, to July 31, 2023, FDA investigators inspected your facility, CAPS
Phoenix located at 2200 South 43rd Avenue, Phoenix, AZ 85043. During the inspection,
the investigators noted serious deficiencies in your practices for producing drug products
intended or expected to be sterile, which put patients at risk.

The FDA issued a Form FDA 483 to your facility on July 31, 2023. The FDA acknowledges
receipt of your facility’s responses, dated August 21, 2023, and November 21, 2023. The
FDA also acknowledges that your firm ceased production of products on August 4, 2023
and ceased distribution of products on July 28, 2023. The FDA further acknowledges that,
on July 14, 2023, and August 17, 2023, your firm initiated voluntarily recalls of drug
products intended or expected to be sterile due to lack of sterility assurance. Based on this
inspection, it appears you produced drugs that violate the FDCA.

A. Compounded Drug Products under the FDCA

Under section 503B(b) of the FDCA, a compounder can register as an outsourcing facility
with the FDA. Drug products compounded by or under the direct supervision of a licensed
pharmacist in an outsourcing facility qualify for exemptions from the drug approval
requirements in section 505 of the FDCA [21 U.S.C. § 355(a)], the requirement in section
502(f)(1) of the FDCA [21 U.S.C. § 352(f)(1)] that labeling bear adequate directions for use
and the Drug Supply Chain Security Act requirements in section 582 of the FDCA [21
U.S.C. § 360eee-1] if the conditions in section 503B of the FDCA are met.
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