
Drug compounding was intended to meet individual patient needs or temporarily 
bridge shortages — but GLP-1s have broken that model.

Today, emboldened by a lack of regulatory enforcement, telehealth companies and compounding entities are 
mass-producing and marketing unapproved compounded GLP-1s. Produced outside the FDA’s rigorous review 
and approval process, these unapproved versions put patient health and informed decision-making at risk.

The Partnership for Safe Medicines published an action plan to ensure enforcement of compounding  
violations, foreign imports, and deceptive marketing, and guide the creation of new laws and policies that  
will keep patients safe.

Protecting Patients from the Risks 
of Mass Drug Compounding
Actions to Restore and Strengthen America’s Patient Safety System

Scope of the Problem
GLP-1 drug shortages ended in early 2025, but the compounding market has only grown.

Our Recommendations: Restoring Patient Safety

The FDA and Congress must act now: Enforce the laws already on the books  
and pass the SAFE Drugs Act (H.R. 6509 / S. 3794) to close the gaps that remain.

18%
of all weight-loss prescriptions 
in 2025 were for compounded 
versions – even after 
shortages were resolved

1.5M+ 
people were still using 
compounded GLP-1s, as of 
January 2026

1,700+ 
adverse events were 
associated with compounded 
GLP-1 ingredients reported to 
the FDA, as of May 2026

1,500% 
increase in poison control 
calls related to compounded 
medicines since 2019

Pillar 2: New Laws & Policies Needed

•	 Pass the SAFE Drugs Act to codify a 
definition of “essentially a copy” in federal 
statute.

•	 Require 503B outsourcing facilities pass an 
FDA inspection, a provision included in the 
SAFE Drugs Act

•	 Require 503A facilities to report 
compounding volumes and adverse events 
to state boards of pharmacy

•	 Extend DSCSA serialization and supply 
chain traceability to 503B/applicable 503A 
drugs

•	 Introduce oversight of med spas and other 
non-traditional healthcare providers by state 
boards of pharmacy

Problem: “Essentially a copy” 
violations: 503A/503B facilities 
exceed FDA’s guidance

Solution: State boards of pharmacy 
should audit at relicensing; FDA should 
pursue documented violators

Problem: Unchecked foreign APIs: 
Ingredients are sourced outside FDA 
oversight

Solution: Customs and Border 
Protection should flag suspicious 
import volumes and report to FDA and 
state boards of pharmacy

Problem: Unapproved substances: 
Compounders are using ingredients 
with no FDA-approved indication

Solution: FDA should prioritize 
enforcement against impermissible 
substances

Problem: Deceptive marketing: 
Consumers can’t tell compounded 
from FDA-approved products

Solution: FDA should require upfront 
disclosure in all consumer-facing ads

Pillar 1: Enforcement of Existing Laws and Policies



Voices in Support of Reform

“Patients deserve to know that the 
medicines they receive are safe, effective, 
and held to meaningful standards. This 
report offers a timely and necessary 
vision for protecting patients from the 
risks created when commercial interests 
out pace regulatory oversight.”

– Michael Stepanovic, PharmD, MS
Assistant Professor, UNC Eshelman School 
of Pharmacy

“The patient safety risks we’re seeing 
have grown too big to ignore, and this 
call to action is an excellent blueprint 
outlining the steps needed for positive 
change.”

– John Hertig
Board Chair, Coalition for Evidence-Based 
Medicines

“PSM’s Call To Action For Patient Safety 
rightly elevates the risks associated 
with the online marketing and sales of 
compounded drugs. The title is perfect 
— indeed, let this be a call to action for 
anyone who cares about patient safety, 
period.”

– Libby Burstein
Partner, Faegre-Drinker & Advisor to the 
Alliance for Safe Online Pharmacies

“These proposals represent a meaningful 
step forward in improving patient 
safety, quality, and accountability in the 
compounded medication space.”

– Adonis Saremi, MD, MS, DABOM
Triple Board-Certified Physician, Obesity/
Internal Medicine/Clinical Informatics

We urge policymakers to support the SAFE Drugs Act 
and deliver the protections patients expect.

Read the full report at 
safemedicines.org

Contact us at editors@safemedicines.org

https://www.safemedicines.org/wp-content/uploads/2026/06/PSM-Call-to-Action-GLP-1-compounding.pdf
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