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Disclaimers

• Speaker Disclosure

• Daniel R. Eliav, Esq., of Eliav Legal, PC, has no relevant financial relationships 
with ineligible companies to disclose.

• Educational Disclaimer

• This presentation is provided solely for educational and informational purposes 
and does not constitute legal advice. It reflects general legal and regulatory 
principles and is not intended to address any specific client, matter, or factual 
situation. 

• Clinical Content Statement

• Any discussion of clinical decision-making, treatment selection, or comparative 
clinical considerations is presented solely for general educational purposes. 
Emerging, evolving, off-label, or non-consensus matters are identified as such 
and are discussed to promote balanced academic discussion, not to endorse 
any particular product, treatment, prescribing decision, or clinical approach.



Overview

• GLP-1 Gold Rush

• FDA Approved vs. Compounded GLP-1s

• Prescribing Compounded GLP-1s



GLP-1 Gold Rush



GLP-1 Gold Rush

Demand for GLP-1 weight-loss treatment grew rapidly 
as public attention and consumer interest surged.



GLP-1 Gold Rush

Telehealth and medical-aesthetics channels 
accelerated market entry and expanded consumer 
access at scale.
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GLP-1 Gold Rush

As the market expanded, compounded GLP-1 products became a 
major focus of both commercial opportunity and regulatory scrutiny.



FDA Approved vs. Compounded Drugs

FDA-approved

• Reviewed by FDA for safety and 

effectiveness for approved uses

•Manufactured and distributed under 

the approved product framework

• Promoted subject to FDA/FTC rules 

requiring truthful, non-misleading, 

substantiated claims

Compounded 

• Not FDA-approved

• Not reviewed by FDA for safety, 

effectiveness, or quality before 

marketing

• May be compounded only within 

applicable federal compounding 

limits

• Should not be presented as 

equivalent or interchangeable with 

an FDA-approved product



How Compounding Became a Major Part 
of the GLP-1 Gold Rush

• High out-of-pocket costs for branded products made lower-cost 
alternatives commercially attractive.

• Much of the surrounding market developed on a cash-pay basis, 
which increased price sensitivity and intensified direct-to-consumer 
marketing pressure.

• Telehealth and medical-aesthetics channels accelerated availability of 
compounded drugs.



Is Compounding of GLP-1s Allowed? 
• For traditional 503A compounding, the key issue is often whether the 

compounded product is “essentially a copy” of a commercially available drug.

• If the compounded product has the same active ingredient, the same or easily 

substitutable strength, and the same usable route of administration as a 

commercially available FDA-approved drug, FDA may view it as “essentially a 

copy.”

• Shortage-based compounding is no longer the primary path.

• Tirzepatide injection shortage was resolved in October  2024.

• Semaglutide injection shortage was resolved in February 2025.

• One potential basis for compounding under 503A is a prescriber’s 

documented determination that, for an identified individual patient, the 

compounded version will produce a significant difference.



What qualifies as a clinical difference? 

Possible examples:

• Change in dosage strength (e.g., > 10%)

• Omission of allergens or certain excipients

• Addition of another ingredient where supported by a genuine patient-specific 

clinical rationale.

• Different route of administration

• Differences in formulation to improve stability or adherence

NOT ALLOWED

• Increased access by lowering costs is NOT a sufficient reason. 



Documented on the Prescription

The patient-specific clinical basis should be documented on the 
prescription.  



What qualifies as a clinical difference? 

All sample clinical difference statements provided in this 
presentation are hypothetical illustrations requiring 
independent clinical support and patient-specific 

documentation.



10% or More Change in Dosage Strength

• Sample clinical difference statements

• Patient requires a 3x weekly microdosing 
schedule due to gastrointestinal intolerance with 
standard weekly dosing.

• Multi-dose vial needed for gradual 0.5mg 
increment titration; patient experienced 
hypoglycemia with standard titration protocol.

• Patient requires precise dose adjustments; 
commercial strengths do not align with the 
patient’s metabolic profile.

What qualifies as a clinical difference? 



Omission of Allergens or Certain Excipients

• Sample clinical difference statements

• Patient cannot tolerate the preservative system in the commercial product; requires 
an alternative formulation.

• Patient experiences allergic reactions or injection site issues due to polysorbate 80 
in the commercial product; requires a modified formulation.

• Patient develops injection site reactions to excipients in the commercial product; 
requires a tailored formulation.

What qualifies as a clinical difference? 



Added Active Ingredients
• In some cases, adding another ingredient may 

support a patient-specific significant-difference 
rationale, depending on the facts and clinical 
support.”  

• Sample clinical difference statements

• Patient discontinued commercial product due 
to nausea and vomiting; Addition of B6 
required to reduce nausea and vomiting.

• Addition of ondansetron required to minimize 
nausea.

• B6 addition necessary to stabilize glucose 
fluctuations and reduce hypoglycemia risk.

• B6 needed to boost energy and reduce fatigue, 
enhancing patient well-being.

What qualifies as a clinical difference? 



Different Route of Administration

• Commercially Available Products

• Semaglutide is available in an oral form (tablets). 

• Semaglutide is NOT commercially available in a sublingual 
form. 

• Tirzepatide is not commercially available in oral form 
tablets or sublingual. 

• Criticized as “snake oil” in Open Loop lawsuit

• Sample clinical difference statements

• Patient unable to tolerate injections due to adverse 
reactions; requires oral formulation.

• For sublingual form: patient struggles with swallowing 
tablets or managing injections.

What qualifies as a clinical difference? 



Recent FDA Warning Letters and Enforcement

• Sept. 9, 2025

• Feb. 4, 2026

• Feb. 6, 2026

• Mar. 3, 2026



Recent FDA Warning Letters and Enforcement

• Sept. 9, 2025

• FDA issued 58 warning letters to telehealth firms challenging claims that 
compounded GLP-1 products were “the same as,” “generic,” or used the same 
active ingredient as FDA-approved drugs and also challenged “clinically 
proven” claims.

• 1000’s of letter to pharmaceutical companies



Sept 9, 2025 – FDA Warning Letter

• The following claims concerning compounded semaglutide and tirzepatide 
products appear on your website:

• “Clinically proven success”

• “Clinically proven weight loss treatments”

• “The same active ingredients as Ozempic or Mounjaro”

• “Prescription weight loss with the same active ingredients as Mounjaro & 
Zepbound.”

• “While we don’t prescribe Ozempic, Wegovy, Zepbound, or Mounjaro directly, 
we may prescribe treatments containing the same active ingredients.”



Recent FDA Warning Letters and Enforcement



Sept 9, 2025 – FDA Warning Letter



Recent FDA Warning Letters and Enforcement

• Feb. 4, 2026

• FDA published warning about unapproved semaglutide, tirzepatide, and 
retatrutide products falsely labeled “for research purposes” or “not for human 
consumption” but sold directly to consumers for human use.



Is Compounding of GLP-1s Allowed? 



Feb. 4, 2026 – FDA Warning Letter

• Compounded drugs do not undergo FDA review for safety, 
effectiveness, and quality. 

• Improper storage during shipping may affect quality

• Foreign-sourced GLP-1 may be adulterated

• Foreign-sourced APIs considered for detention without physical examination 
(DWPE), except for the products and firms identified on the Green List of Import 
Alert 66-80

• False information on the product label associated with adverse events.

• Dosing errors leading to adverse events.

• Retatrutide, cagrilintide, and salt forms prohibited. 

• Versions sold falsely for research purposes or not for human 
consumption



Recent FDA Warning Letters and Enforcement

• Feb. 6, 2026

• FDA publicly announced a broader enforcement push against non-FDA-
approved GLP-1 drugs and misleading direct-to-consumer marketing. This was 
an enforcement announcement, not a new batch of warning letters.



Feb. 6, 2026 – FDA Warning Letter



Recent FDA Warning Letters and Enforcement

• Mar. 3, 2026

• FDA announced 30 additional warning letters to telehealth companies, focusing 
on both sameness/equivalency claims and branding or labeling that obscured 
the actual compounder or product source.



Mar. 3, 2026 - FDA Warning Letters



Mar. 3, 2026 - FDA Warning Letters

“The compounded semaglutide and tirzepatide products displayed on your 

website identify “Premium Health” on the pictured label, suggesting Premium 

Health is the compounder of those drugs when in fact it is not.2 Accordingly, the 

representations on your website that Premium Health is the compounder of these 

drug products are false or misleading, and the products are therefore misbranded 

under sections 502(a) and 502(bb) of the FDCA [21 U.S.C. §§ 352(a) and (bb)].”



Mar. 3, 2026 - FDA Warning Letters

December 9, 2025 Today



Day vs. OpenLoop Health Inc.



Day vs. OpenLoop Health Inc.
The OpenLoop oral tirzepatide lawsuit highlighted class action litigation risk 
around how compounded GLP-1 products are positioned and described in 
the market. 

The complaint focused on alleged performance, safety, and equivalence-
related marketing claims.

Particular attention was drawn to alleged statements presenting oral 
tirzepatide pills as a “safe and effective equivalent and alternative” to FDA-
approved GLP-1 products.

High-risk positioning includes describing compounded products as safe or 
effective without adequate support and suggesting equivalence, 
interchangeability, or comparability to FDA-approved injectable tirzepatide.  



Patent and Trademark Issues
• Earlier litigation often focused on trademark and unfair-competition 

theories rather than patent claims.

• More recent litigation has included patent theories, which materially 
increases the risk profile for companies marketing compounded or 
copycat GLP-1 products.

• In February 2026, Novo sued Hims after Hims announced a 
compounded oral semaglutide product, and Reuters reported that 
this was Novo’s first U.S. patent case against a compounder.

• Novo publicly stated that it was taking legal and regulatory action to 
protect patients, its intellectual property, and the integrity of the FDA 
drug-approval framework.

• The practical takeaway is that GLP-1 litigation risk is no longer limited 
to marketing and labeling theories; patent exposure is now part of the 
landscape. 



Summary and 
Conclusion

Compounding remains lawful only within narrow statutory 
limits.

Shortage status was temporary and has ended

The ‘essentially a copy’ rule and patient-specific significant-
difference standard are central.

Any claim that implies equivalence or approved-drug 
sameness increases enforcement and litigation risk.

Documentation is a key risk-control tool, not a cure-all.



Daniel R. Eliav, Esq.

Eliav Legal, PC

daniel@eliavlegal.com

(877) 74-ELIAV

ELIAV LEGAL
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