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Academy Participates in Senate Briefing on Compounding 
Pharmacies 
 
The Academy today participated in a stakeholder's meeting with the 
U.S. Senate Committee on Health, Education, Labor, and Pensions 
regarding compounding pharmacies. During the meeting, committee 
staff outlined details of a legislative proposal for the regulation and 
oversight of compounding pharmacies. 
 
The proposal establishes a clear distinction between two kinds of 
compounding pharmacies: the traditional kind, which make drugs 
intended for individual patients with a prescription, and those that 
produce large batches of compounded drugs without receiving specific 
prescriptions for them. The draft bill would give states continued 
primary oversight of the traditional compounding pharmacies, while 
the U.S. Food and Drug Administration (FDA) would regulate 
“compounding manufacturers” that make sterile products without a 
prescription and sell them across state lines. Compounding 
manufacturers would also include entities that repackage a drug using 
sterile preservative-free single dose vials or pool sterile drugs. 
  



The draft bill would require compounding manufacturers to: register 
with the FDA; pay an annual fee to cover the cost of FDA oversight; 
label their products as compounded drugs; and comply with federal 
good manufacturing practices. The draft bill exempts compounding 
manufacturers from some requirements imposed on drug companies, 
such as approval requirements for new drugs, which can be very 
expensive. 
  
Traditional compounding pharmacies would continue to make drugs 
intended for individual patients with a prescription. Under the proposal, 
traditional compounding pharmacies could also produce limited 
quantities of compounded drugs without prescriptions. However, this 
would only be allowed when there is an established order history and 
relationship between the pharmacists, physician and patient. 
  
The draft bill also would direct the secretary of U.S. Department of 
Health and Human Services (HHS) to create a list of drugs that cannot 
be compounded under any circumstances. It suggests that this do-not-
compound list could include complex-dosage drugs and biologics, but it 
does not mandate that biologics be covered. 
  
The Academy is working with both state and federal lawmakers and 
regulators to ensure that access to safely compounded products is 
maintained in any new legislation. We will be preparing comments for 
submission to the Senate committee on its proposal, including 
suggested improvements to the legislation. The Academy continues to 
educate officials about the important role safely compounded products 
play in diagnostic and surgical settings, as well as urgent and 
emergent cases of many conditions, including age-related macular 
degeneration, neovascular glaucoma, infectious endophthalmitis and 
bacterial corneal ulcers. 
  
For questions, please contact Cathy Cohen, Vice President of 
Governmental Affairs. 
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