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The CVMA Task Force on Pharmaceutical Issues was convened to gather information resources 

and develop guidance on a range of pharmaceutical issues in veterinary medicine. The task force 

is charged to develop information resources for CVMA leadership and members, and to 

formulate recommendations in regard to education and advocacy initiatives CVMA might 

undertake on these issues. The task force is housed within the Commission on Advocacy and 

Outreach. The task force believes the most important pharmaceutical issue facing veterinary 

medicine today is the changing rules and regulations governing compounding. There has been a 

lot of information available recently about the changing nature of compounding and this brief 

article is intended to summarize what we know and direct the reader to more comprehensive 

information. 

 

Compounding is a critical need for veterinarians to be able to effectively treat a wide variety of 

animals. Many times the correct dose and size of medication is not available in commercially 

sold drugs. The importance of compounding to CVMA members was highlighted in a 2013 

survey conducted by CVMA, authored by Dr. Melanie Marsden, which indicated that 97.5% of 

respondent (119/122) to the survey utilize compounded drugs in their practice. Emphasizing the 

importance of compounding to patient care, 64% of the practices used compounded drugs 

weekly or more often and an additional 24% use compounded drugs at least monthly. Although 

some veterinary practices compound drugs in the clinic; the trend has been towards issuing a 

prescription for a compounding pharmacy to fill. (Survey results are available under “Drug 

Compounding” on the Issues page at colovma.org.) 

 

The FDA rules and regulations covering compounding pharmacies are under review with the 

intent to regulate the pharmacies more rigorously and hold them to higher standards of sterility. 

The rules and regulations apply to human compounding pharmacies and to compounding 

pharmacies that sell veterinary drugs, as well as to veterinarians who compound drugs. 

Veterinarians can still compound drugs; however, they will need to have the right facilities to 

ensure sterility and meet FDA regulations. 

 

The policies governing compounding are developed by the FDA with stakeholder input. The 

AVMA is working with the FDA to ensure that veterinarians still have access to compounded 

drugs in order to meet the needs of our patients. The FDA website provides extensive guidance 

on compounding; see the sidebar for an excerpt from the FDA website that focuses on the basics 

of compounding. 

  

https://c.ymcdn.com/sites/colovma.site-ym.com/resource/resmgr/Docs/Drug_compounding_survey_from.pdf
https://colovma.site-ym.com/?Drugcompounding
https://colovma.site-ym.com/?Drugcompounding
http://www.colovma.org/?page=A13
http://www.colovma.org/?page=A13


The Task Force recommends using a compounding pharmacy to prepare a compounded 

medication. Here are a few points about choosing a legitimate compounding pharmacy 

(compiled impressions from various sources): 

  

 Pharmacy complies with all applicable state and federal regulations and guidelines 

 Pharmacy in good standing with state boards of pharmacy  

 Pharmacy compounds per patient-specific prescriptions  

 Pharmacy sources its ingredients from FDA-licensed facilities 

 Pharmacy assures potency and stability of its compounds by using proper references and 

formulations 

 All compounding technicians are directly supervised by a pharmacist 

 Pharmacy discloses its cost upon prescription order and sends new prescriptions and 

refills in a reasonable amount of time 

 

Excellent resources on compounding developed for veterinarians 
 
AVMA Compounding Reference Material 
 
AVMA PLIT 
 
AAEP Drug Compounding website 
 
Compounding and the FDA: Questions and Answers  
1. What is “compounding”?  

In general, compounding is a practice in which a licensed pharmacist, a licensed 
physician, or, in the case of an outsourcing facility, a person under the supervision of a 
licensed pharmacist, combines, mixes, or alters ingredients of a drug to create a 
medication tailored to the needs of an individual patient. 

 
2. Is combining two or more drugs considered compounding? 

Yes, compounding includes the combining of two or more drugs.  

 
3. Why do some patients need compounded drugs? 

Sometimes, the health needs of a patient cannot be met by an FDA-approved 
medication. For example: 
  
 if a patient has an allergy and needs a medication to be made without a certain dye; or 
 if an elderly patient or a child can’t swallow a pill and needs a medicine in a liquid form 

that is not otherwise available. 
 

4. Are compounded drugs approved by the FDA? 
Compounded drugs are not FDA-approved. This means that FDA does not verify the 
safety, or effectiveness of compounded drugs. Consumers and health professionals rely 
on the drug approval process to ensure that drugs are safe and effective and made in 
accordance with Federal quality standards. Compounded drugs also lack an FDA finding 
of manufacturing quality before such drugs are marketed.  

https://www.avma.org/KB/Resources/Reference/Pages/Compounding.aspx
http://www.avmaplit.com/risk-awareness-alert/
http://www.aaep.org/info/drug-compounding
http://www.fda.gov/Drugs/GuidanceComplianceRegulatoryInformation/PharmacyCompounding/ucm339764.htm


Generally, state boards of pharmacy will continue to have primary responsibility for the 
day-to-day oversight of state-licensed pharmacies that compound drugs in accordance 
with the conditions of section 503A of the FDCA, although FDA retains some authority 
over their operations. However, outsourcing facilities that register under section 503B 
are regulated by FDA and must comply with CGMP requirements and will be inspected 
by FDA according to a risk-based schedule.  
 

5. What are the risks associated with compounded drugs? 
There can be health risks associated with compounded drugs that do not meet federal 
quality standards. Compounded drugs made using poor quality practices may be sub- or 
super-potent, contaminated, or otherwise adulterated. Additional health risks include the 
possibility that patients will use ineffective compounded drugs instead of FDA-approved 
drugs that have been shown to be safe and effective.  
  

6. Who regulates and inspects facilities that compound drugs? 
Generally, state boards of pharmacy will continue to have primary responsibility for the 
day-to-day oversight of state-licensed pharmacies that compound drugs in accordance 
with the conditions of section 503A of the FDCA, although FDA retains some authority 
over their operations. For example, the adulteration or misbranding of drugs 
compounded under section 503A, or false or misleading statements in the labeling or 
advertising of such drugs, may result in violations of Federal law. Firms that register with 
FDA as “outsourcing facilities” under section 503B will be regulated by FDA and 
inspected by FDA according to a risk-based schedule.  

 
7. What is FDA doing to implement the new law?  

Please see FDA implementation of the Compounding Quality Act. 
 

8. What is an outsourcing facility? 
The Drug Quality and Security Act, signed into law on November 27, 2013, creates a 
new section 503B in the FDCA. Under section 503B, a compounder can become an 
“outsourcing facility.” The law defines an “outsourcing facility” as a facility at one 
geographic location or address that is engaged in the compounding of sterile drugs; has 
elected to register as an outsourcing facility; and complies with all of the requirements of 
section 503B. 
 
An outsourcing facility can qualify for exemptions from the FDA approval requirements 
and the requirement to label products with adequate directions for use, but not the 
exemption from current good manufacturing practice (CGMP) requirements. Outsourcing 
facilities: 
 
 must comply with CGMP requirements; 
 will be inspected by FDA according to a risk-based schedule; and 
 must meet certain other conditions, such as reporting adverse events and providing 

FDA with certain information about the products they compound 

 

http://www.gpo.gov/fdsys/pkg/USCODE-2010-title21/pdf/USCODE-2010-title21-chap9-subchapV-partA-sec353a.pdf
http://www.gpo.gov/fdsys/pkg/USCODE-2010-title21/pdf/USCODE-2010-title21-chap9-subchapV-partA-sec353a.pdf
http://www.fda.gov/Drugs/GuidanceComplianceRegulatoryInformation/PharmacyCompounding/ucm375804.htm

