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Executive Summary

The U.S. Food and Drug Administration is widely believed to the gold standard for regulatory
review in the world so that patients who take medicines in America can have confidence in
their safety and effectiveness.

However, an increasing number of medicines not approved by FDA are reaching patients —
compounded medicines are chief among them — without adequate education about what
they are or the risks they carry. While compounding has long played an important role in

patient care, FDA makes clear that “compounded drugs pose a higher risk to patients than

FDA-approved drugs because [they] do not undergo FDA premarket review for safety,

quality, or effectiveness.” Because of this risk, the law only permits compounding in limited
circumstances, such as when the FDA-approved drug is on FDA's shortage list or when a
prescriber has determined that a compounded drug is necessary for an identified patient (e.g.,
altering a dose for pediatric use or removing an allergen).

In 2024, driven by immense consumer demand that pharmaceutical manufacturers were
unable to meet, FDA placed GLP-1 medicines on its shortage list. Because these drugs
were on FDA’s shortage list, 503B outsourcing facilities were permitted to compound them.
Compounding pharmacies, telehealth companies, and med-spas rushed to compound and
market unapproved compounded GLP-1s to patients. However, despite the end of the shortage,
compounders continue to flood the market with compounded GLP-1s. IQVIA estimated that
18% of all prescriptions for weight loss injections were dispensed as compounded drugs in
2025. This unapproved drug supply has reached the highest volume in two decades, driven
by commercial interests exploiting the statutory provisions governing compounding to build
a mass-market, parallel drug supply that operates largely outside of the FDA's patient safety
system. In fact, one pharmaceutical manufacturer estimated that as of January 2026, 1.5
million people were still actively using compounded versions of its GLP-1 drug.’

Over this same period, adverse events including reports of serious injuries and hospitalizations
from compounded medicines have increased.? In September 2025, the FDA reported receiving
1,150 such reports, and poison control centers have reported a nearly 1,500 percent increase
in calls since 2019 due to overdose or side effects, with people often reporting dosing errors,
taking as much as 10 times the recommended dose.?

1 Reuters, Novo Nordisk CEO flags 1.5 million US users of compounded GLP-1 drugs. January 12, 2026.

2 Expert Opinion On Drug Safety, Safety analysis of compounded GLP-1 receptor agonists: a pharmacovigilance study using the FDA adverse
event reporting system, McCall et al., April 2025.

3 NCL Issues a Second Alert to Heed Warnings About Unregulated Versions of GLP-1 Weight Loss Drugs, National Consumers League, February
4,2026.
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https://www.fda.gov/drugs/human-drug-compounding/fda-alerts-health-care-providers-compounders-and-patients-dosing-errors-associated-compounded
https://www.reuters.com/business/healthcare-pharmaceuticals/novo-nordisk-ceo-flags-15-million-us-users-compounded-glp-1-drugs-2026-01-12/
https://pubmed.ncbi.nlm.nih.gov/40285721/
https://pubmed.ncbi.nlm.nih.gov/40285721/
https://nclnet.org/ncl-issues-a-second-alert-to-heed-warnings-about-unregulated-versions-of-glp-1-weight-loss-drugs/
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To protect patient safety, FDA has recently taken actions including:

* In September 2025, FDA established a “Green List” to restrict importation of active
pharmaceutical ingredients (APIs) from facilities that have not been FDA inspected nor found
compliant with current Good Manufacturing Practices (cGMPs).

* In March 2026, FDA issued 30 warning letters to telehealth companies for making false or
misleading claims regarding compounded GLP-1 products offered on their websites.

* In April 2026, FDA issued a proposal to exclude three high-demand GLP-1 receptor agonists
from the FDA 503B Bulk Drug Substances List determining there is no clinical need for
outsourcing facilities to compound these medications from bulk active pharmaceutical

ingredients (APIs).

* In June 2026, FDA issued another 25 warning letters to telehealth companies for making
false or misleading claims regarding compounded GLP-1 products offered on their websites.

These are important first steps, not solutions. This document serves as a roadmap for
additional actions required to uphold patient safety, organized under two pillars.

PILLAR | — CONSISTENT ENFORCEMENT
OF EXISTING LAWS AND POLICIES TO
PREVENT:

* 503A and 503B compounding violations
* Foreign APl imports

» Marketing and distribution of unapproved
substances

» Deceptive advertising
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PILLAR Il — NEW LAWS AND POLICIES
NEEDED FOR:

* Closing legislative gaps through a statutory
definition of “essentially a copy”

* Pre-market 503B inspection requirements
* 503A volume reporting
* DSCSA-style supply chain traceability

« State-level med spa regulation


https://www.fda.gov/drugs/human-drug-compounding/503b-bulk-drug-substances-list
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Background

INTEGRITY OF THE AMERICAN DRUG SUPPLY CHAIN

Americans benefit from one of the safest drug supplies in the world. This isn't by accident.
Decades of investment in public health institutions, pharmaceutical research and development,
and a regulatory framework that places patient safety first and is the gold standard review,
have helped ensure the integrity of the United States drug supply chain. Continued patient
safety and incentives for innovation depend on maintaining and strengthening this framework.

WHAT COMPOUNDING IS — AND WHEN IT'S APPROPRIATE

Drug compounding can serve a legitimate and important role in specific, medically

justified circumstances to meet the clinical needs for individuals or, for outsourcing facility
compounding, in times of shortage. For example, a licensed compounding pharmacist can
prepare a liquid formulation for a patient who cannot swallow a medicine only commercially
available by pill. 503B compounding is also permitted when a prescription drug is in shortage
and patients may otherwise go without treatment.

Federal law establishes two categories of licensed compounding entities:

503A Pharmacies 503B Outsourcing Facilities

Compounding pharmacies that prepare Outsourcing facilities that produce
individualized prescriptions for identified compounded drugs in bulk, primarily for
patients. They are prohibited from hospital and clinical use. They are permitted

compounding “inordinate amounts” of drugs  to only compound drugs on FDA’s approved
that are “essentially a copy” of commercially ~ bulk drug substances list or drugs in active
available FDA-approved products. FDA shortage.

has indicated that four “essentially a copy”

prescriptions per month represents the

appropriate ceiling.

Important distinction: Compounded drugs are not FDA-approved. The FDA does not
verify their safety, effectiveness, or quality. As the agency has stated, unnecessary use of
compounded drugs may expose patients to potentially serious health risks.

A Call to Action: Restoring and Strengthening America’s Patient Safety System 5
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THE MASS COMPOUNDING PROBLEM

In recent years, compounding interests have exploited ambiguities in federal statutes to build
what amounts to a parallel, lesser-regulated drug supply. The commercial popularity of GLP-1
medications for obesity and diabetes created the most visible, unprecedented example.

Since the GLP-1 shortages ended more than a year ago, the most common justification

for compounding the medicines is “personalization” — typically the addition of ancillary
ingredients such as vitamin B12 or B6. This rationale is medically unsound and not supported
by research.

Adding any ingredient to an approved drug is not mere customization — it creates a new
substance with new potential therapeutic effects and new side effects. A drug manufacturer
seeking to do the same would be required to demonstrate safety and efficacy and submit to
FDA for review and approval. Compounders making these new, unapproved combinations are
seeking no such approval. The result is an enormous, unsanctioned human trial that is both
unsafe and unethical.

The conduct of actors throughout the compounding supply chain has deepened these risks:

» Some compounders have encouraged patients to forgo evidence-based medical care in favor
of unproven treatments in which the compounder holds a direct financial interest.

* Foreign distributors and manufacturers have profited from the illegal sale of unsafe and
misbranded drug ingredients to U.S. consumers.

« Some compounders have exploited statutory exemptions to operate a parallel drug supply
chain with dramatically reduced regulatory oversight.

The cumulative effect: increased patient risk, deceptive marketing, an untraceable drug supply,
and widespread distribution of compounded drugs not subject to the safety, labeling, or supply
chain requirements that govern FDA-approved medicines.

A Call to Action: Restoring and Strengthening America’s Patient Safety System 6
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Pillar I: Enforcement of Existing Laws and Policies

Much of what is occurring in the compounding market today is already illegal. 503A
pharmacies are prohibited from producing essentially-a-copy drugs in inordinate amounts.
503Bs may only compound from bulk drug substances that are on the FDA bulks list or that are
on FDA's shortage list . Unapproved substances are sometimes used in compounding despite
being impermissible. Deceptive advertising is subject to FDA authority. The central failure has
been enforcement, and the lack of consequences has emboldened an entire industry to test
the limits of regulatory tolerance. The following actions fall within existing legal authority and
should be pursued without delay.

I-A. ENFORCE “ESSENTIALLY A COPY” PROHIBITIONS AGAINST 503A AND 503B
FACILITIES

Congress prohibited 503A pharmacies from compounding inordinate amounts of “essentially-
a-copy” drugs. That prohibition is being widely violated. Many pharmacies are producing at
volumes far exceeding what FDA guidance permits, a standard FDA reiterated as recently as
April 1,2026: four “essentially-a-copy” prescriptions per month.

Compounders willing to flout this rule signal a broader disregard for patient safety, and
regulators have documented exactly that in cases involving unapproved ingredients,
inappropriate packaging, and inadequate cold storage.

503B outsourcing facilities face a parallel enforcement gap. Despite semaglutide and
tirzepatide being neither on the bulks list nor in shortage, some 503Bs have continued to
compound these drugs, wagering that FDA will not act.

Solution: State Boards of Pharmacy should make “essentially-a-copy” compliance a
standard component of 503A relicensing procedures. FDA should pursue enforcement
against documented violators in both the 503A and 503B categories. When credible
evidence of active illegal 503B compounding is provided to FDA or a Board of Pharmacy,
investigation and license suspension should be a priority response.

I-B. FLAG AND INTERCEPT EXCESSIVE FOREIGN API IMPORTS

The Partnership for Safe Medicines has documented the significant quantities of active
pharmaceutical ingredient (API) for GLP-1 medications being imported into the U.S. and
purchased by wholesalers, licensed compounders, and unlicensed compounders, sometimes
directly from foreign manufacturers operating entirely outside FDA oversight.

A Call to Action: Restoring and Strengthening America’s Patient Safety System 7
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These import volumes bear no reasonable relationship to legitimate, individualized
compounding needs. Few documented patient conditions require GLP-1 products compounded
from bulk ingredients at anything approaching the current scale of API entering the country.

Solution: U.S. Customs and Border Protection should report GLP-1 APl imports in
quantities inconsistent with lawful 503A compounding (i.e., more than needed for four
“essentially-a-copy” prescriptions per month) to FDA and the relevant state boards of
pharmacy. Such reports should trigger a records request for quantities compounded
and dispensed. Boards of pharmacy should treat excessive API purchases as a primary
indicator of “essentially-a-copy” violations during inspections.

I-C. STOP THE COMPOUNDING OF UNAPPROVED AND IMPERMISSIBLE SUBSTANCES

Federal law limits the substances that may be used in compounding. Despite this, some
compounders are marketing and dispensing compounded drugs using prohibited bulk
substances.

Doctor Prescribed RETA !

One active example: certain compounders are marketing
retatrutide, a compound currently under clinical investigation
with no FDA-approved indication, directly to consumers.
Patient surveys confirm that most individuals do not
recognize this distinction and mistakenly assume that
marketed treatments carry federal authorization.

Inspection reports from licensed compounding ingredient

wholesalers confirm that some licensed compounders are
actively working with impermissible substances. Beyond the direct patient safety risk, this
conduct undermines the drug development system. When compounders can profit from
investigational substances without seeking FDA approval, they erode the incentives that drive
manufacturers to invest in the rigorous approval process.

Solution: Compounding from impermissible bulk substances by licensed pharmacy
entities is already illegal. Unlicensed compounding is already illegal. FDA should prioritize
enforcement action against both, with particular urgency when the substances involved
are under active clinical investigation.

A Call to Action: Restoring and Strengthening America’s Patient Safety System 8
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I-D. ENFORCE AGAINST DECEPTIVE MARKETING AND ADVERTISING

Most Americans cannot distinguish a compounded drug from an FDA-approved one. They are
not scrutinizing regulatory labels when targeted by digital advertising promising fast service,
lower prices, and transformative results.

Telehealth platforms exploit this knowledge gap.

They compare compounded products to FDA-approved medicines in ways that imply
equivalency, suggest therapeutic benefits without evidence, and omit material information
about side effects and unapproved status.

FDA's Office of Prescription Drug Promotion already has authority to regulate prescription drug
advertising. That authority extends to compounded medicines marketed to consumers and
should be exercised accordingly.

Solution: FDA's Office of Prescription Drug Promotion should require submission of all
consumer-facing marketing for compounded prescription medicines at the time of first
use. All such advertising must clearly disclose that the product is not FDA-approved and
include side effect information consistent with requirements applied to FDA-approved
drugs.

A Call to Action: Restoring and Strengthening America’s Patient Safety System 9
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Pillar Il: New Laws and Policies Needed

Enforcement of existing law is necessary but not sufficient. Ambiguities and outdated federal
statutory provisions have been systematically exploited by compounders. Congress must act
to close legislative gaps, sharpen key definitions, and modernize oversight structures that were
not designed for the current reality of mass, commercially driven, non-medically necessary
compounding.

I1-A. DEFINE “ESSENTIALLY A COPY” IN FEDERAL STATUTE

Federal law prohibits (for 503Bs) or limits (for 503As) compounding essentially a copy of FDA-
approved products and yet, rogue actors treat this as a loophole arguing that adding ancillary
ingredients (vitamins, trace minerals, or other adjuncts with no established clinical rationale)
renders a compounded product distinct enough from the approved drug to not be considered
“essentially a copy.” While FDA can and should currently enforce against these rogue actors
engaging in sham “personalization,” explicitly confirming in statute that these practices are
illegal would further help protect patient safety and maintain incentives for seeking FDA
approval.

Solution: The SAFE DRUGS Act includes a definition of “essentially a copy” that would
directly address the explosion of mass compounding under the guise of “personalization.
Congress should pass this provision. Additionally, FDA's April 1, 2026 guidance says

that 503A’s may compound four ‘essentially a copy’ prescription per month before they
are subject to enforcement. As currently drafted, the SAFE DRUGS Act would increase
the number of permissible “essentially-a-copy” prescriptions a 503A may compound

per month by 500%, providing clarity for 503A compounders and acknowledging the
important, yet intentionally narrow, role that 503A compounders may serve.

11-B. REQUIRE FDA PRE-MARKET INSPECTION OF 503B OUTSOURCING FACILITIES

Current law allows 503B outsourcing facilities to begin shipping mass quantities of
compounded drug products without first undergoing an FDA inspection. That policy was
written for an era that did not contemplate the current scale of commercially driven, non-
medically necessary compounding. The absence of a pre-market inspection requirement
means that a 503B facility can begin supplying large volumes of compounded product before
any federal regulator has confirmed that its practices meet minimum standards.

A Call to Action: Restoring and Strengthening America’s Patient Safety System 10
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Solution: Congress should require that 503B outsourcing facilities pass an FDA
inspection before being authorized to ship compounded drug products. This provision is
included in the SAFE DRUGS Act.

I1-C. REQUIRE 503A FACILITIES TO REPORT COMPOUNDING VOLUMES AND ADVERSE
EVENTS

FDA's ability to protect patients depends on visibility into the drug supply. For FDA-approved
drugs, that visibility is robust. 503B facilities already have production reporting obligations
to FDA. But 503A pharmacies have no comparable requirements. Without this data, FDA and
state boards of pharmacy cannot run meaningful risk-based inspection programs. They are
allocating limited oversight resources blindly because they don't know where the volume of
503A compounding is being done, nor do they have the benefit of studying adverse event
clusters because adverse event reporting is not required. The compounding industry has
opposed all efforts to require this reporting, a business position that should not be mistaken
for a patient safety argument.

Solution: 503A pharmacies should be required to report to their state board of pharmacy
and to FDA the quantities of compounded medicines they produce with an active
ingredient found in a commercial product above a reasonable threshold for out of state
patients. The SAFE DRUGS Act implements this for numbers of interstate prescriptions
over twenty per month. 503A facilities should also be required to report adverse events.

11-D. EXTEND SUPPLY CHAIN TRACEABILITY TO COMPOUNDED MEDICINES

The DSCSA is a foundational element of America’s drug supply chain safety infrastructure.

Its track-and-trace requirements have already been used to identify counterfeit medicines

in the supply chain, even before full rollout to all trading partners. Compounded medicines
were exempted from the DSCSA when it was enacted. At the time, this appeared a reasonable
policy for a small-volume, individualized practice. It is not a reasonable policy for a market

in which 18% of all GLP-1 prescriptions are compounded, untraceable, and concentrated in a
therapeutic area with a well-documented history of fraud.

Federal and state regulators should know the source and quantity of compounded medicines
in the drug supply. Right now, they do not.

A Call to Action: Restoring and Strengthening America’s Patient Safety System 11
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Solution: Congress should extend DSCSA serialization and traceability requirements to
503B compounded drugs and to 503A compounded drugs when produced above the
volume reporting thresholds established under Pillar II-C. This would give regulators
the visibility needed to conduct genuine risk-based oversight and identify counterfeit or
unsafe compounded products before they reach patients.

II-E. REQUIRE STATE-LEVEL REGULATION OF MED SPAS AND NON-TRADITIONAL
DISPENSING FACILITIES

lllegal and unlicensed dispensing of compounded drugs in med spas and other non-traditional
healthcare settings has reached alarming levels. These facilities have exploited gaps in state
pharmacy laws to function as de facto dispensing operations with little to no regulatory
oversight. They are typically governed only by the licensing boards of individual practitioners
— boards well-suited to assess clinical competency but without the institutional mandate

or technical expertise to audit pharmaceutical handling, storage conditions, or dispensing
practices.

The result: Facilities that are rarely, if ever, inspected for pharmaceutical compliance, where
non-compliant actors operate with minimal consequence.

Solution: Every state should pass legislation requiring that med spas and other non-
traditional healthcare providers that purchase, store, prepare, or dispense prescription
medication be subject to oversight by the state Board of Pharmacy — the regulator with
the expertise and authority to enforce pharmaceutical safety standards.

A Call to Action: Restoring and Strengthening America’s Patient Safety System 12
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Conclusion

Americans have long trusted that the medicines they receive — whether from a hospital, a
clinic, or a neighborhood pharmacy — meet the highest safety standards in the world. That
trust is the foundation of America’s drug safety system.

The compounded weight loss medication market has become a case study in what happens
when financial incentives outpace regulatory oversight. Patients are being prescribed,
marketed to, and supplied with medicines not subject to the same requirements as FDA-
approved drugs, often without knowing it. They expect that what they receive is as safe as
what their pharmacist dispenses from an FDA-approved manufacturer. Too often, that's far
from reality.

Prescribers are part of the solution and must be part of the response. Physicians are not
typically trained in the regulatory distinctions between compounded and FDA-approved
medicines, and many prescribe compounded drugs without fully understanding the clinical and
safety implications. Educating prescribers so that compounded medicines are recommended
only when there is a genuine clinical basis is an essential, if often overlooked, component of
any comprehensive reform agenda.

The path forward is clear. FDA must enforce the limits that already exist. Congress must close
the legislative gaps that allow compounders to operate a parallel, lesser-regulated drug supply.
State boards of pharmacy must treat compounding oversight as the patient safety obligation
it is. And prescribers must be equipped with the knowledge to guide their patients toward safe,
appropriate treatment.

Patients deserve medicines they can trust. The systems built to protect them are under strain.
The time to act is now.
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