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Federal Food, Drug, and Cosmetic Act.”

July 28, 2026

We write today to express our deep support for excluding three items from the 503B bulks list:
liraglutide, semaglutide, and tirzepatide. Medicines compounded by 503Bs are not subject to the
requirements of the Drug Supply Chain Security Act (DSCSA)." This means that compounded drugs are
unserialized and therefore not traceable in the U.S. drug supply through the DSCSA. The DSCSA has
been critical in protecting patient safety, but if these ingredients were on the 503B bulks list, there would
be significantly more untraceable medicines in the U.S. drug supply.

In this letter we aren’t addressing the nature of the policies that allow when drugs can be compounded.
We note that FDA has, in its docket, stated that it has not received any evidence that would medically
justify compounding these products.

The undersigned entities have helped build the traceable supply chain to the specifications of the
DSCSA. Collectively the industry has spent tens if not hundreds of millions of dollars, hundreds of
thousands of staff hours, and twelve years to put in place a supply chain that meets the requirements of
the DSCSA, allowing regulators and law enforcement to quickly detect counterfeit medicines and, when
necessary, to recall individual packages instead of entire production lots, minimizing disruptions to
patient care. These are the goals the DSCSA was designed to achieve, and after much time, money,
and work, patients are seeing the benefit. Compounded medicines are not serialized and therefore not
traceable, which undermines the patient safety protections of the DSCSA.

There is an enormous volume of compounded medicines in our drug supply today.

One market analyst estimates that 24.3% of all GLP-1 users in the U.S. in 2025 had used a
compounded product.

' See 21 U.S.C. 360eee(13) (exempting from the definition of “product” for purposes of the DSCSA “drug[s] compounded in
compliance with section 503A or 503B” of the Federal Food, Drug, and Cosmetic Act).


https://www.regulations.gov/docket/FDA-2018-N-3240
https://research.contrary.com/report/how-glp-1s-broke-healthcare-distribution

As of October 2025, IQVIA estimated that compounded prescribing has risen to 154,000 patients per
month in the U.S. To put it in perspective, the New England Compounding Center crisis involved 14,000

patients over four months. FDA staff working on the crisis at the time describe the recall process of
tainted compounded product shipped across the country as a nightmare, partially because of the lack of
traceability of the compounded product.

The volume of compounded GLP-1s being distributed today is the equivalent of 11 NECC crises
happening every month. The potential for a public health crisis is staggering and if the compounded
products needed to be traced, it would be difficult or impossible to do so.

Excluding these GLP-1 ingredients from the 503B bulks list creates a safer, more traceable drug
supply.

Should the FDA fail to exclude these three products from the bulks list, 503B outsourcing facilities would
mass produce these unapproved unserialized products. This would increase even further the amount of
untraceable medicine products in our drug supply, diminishing the investment and patient safety gains of
the DSCSA.

We urge you to exclude liraglutide, semaglutide, and tirzepatide from the 503B Bulks List. As pointed out
in FDA's docket, there is no clinical need for them to be compounded and their exclusion protects
American patients from exposure to untraceable medicines.

Signed,

Shabbir Safdar
Executive Director, The Partnership for Safe Medicines

Peter York
Interim Chief Executive Officer, The Pharmaceutical Security Institute

Ryan Kelly
Senior Director, Supply Chain Security & Brand Protection, Rx-360

Eric Marshall
Advisor, Pharmaceutical Distribution Security Alliance


https://www.iqvia.com/locations/united-states/blogs/2025/10/non-traditional-channels-the-compounded-glp-1-market
https://www.iqvia.com/locations/united-states/blogs/2025/10/non-traditional-channels-the-compounded-glp-1-market

