
Compounding Frequently Asked Questions 

 
1. What is compounding? 

 

Compounding that is consistent with the FDA Extra-Label Drug Use regulations is the customized 

manipulation of an approved drug(s) to meet the needs of a particular patient. For example, mixing two 

injectable drugs is compounding. Preparing a paste or suspension from crushed tablets is another 

example of compounding. 

 

2. Can veterinarians compound medications in California? 

 

Yes. According to the California Business and Professions Code Section 4826.5:  

  

“Notwithstanding any other law, a licensed veterinarian or a registered veterinary technician under the 

supervision of a licensed veterinarian may compound drugs for animal use pursuant to Section 530 of 

Title 21 of the Code of Federal Regulations and in accordance with regulations promulgated by the 

board. The regulations promulgated by the board shall, at a minimum, address the storage of drugs, the 

level and type of supervision required for compounding drugs by a registered veterinary technician, and 

the equipment necessary for the safe compounding of drugs. Any violation of the regulations adopted 

by the board pursuant to this section shall constitute grounds for an enforcement or disciplinary action.” 

 

3. Are there any exceptions to state compounding law which allow veterinarians to alter 

medications in house? 

 

Yes.  According to the California Code of Regulations, Title 16, Section 1735(b): “Compounding” does 

not include reconstitution of a drug pursuant to a manufacturer's direction(s), nor does it include the 

sole act of tablet splitting or crushing, capsule opening, or the addition of flavoring agent(s) to enhance 

palatability. 

 

4. What about the Food and Drug Administration regulations which outline parameters for 

veterinarians to compound medications?  Do those apply to veterinarians in California? 

 

Yes.  If you take a closer look at Title 21, Section 530.13 of the Federal Code of Regulations, section 

(b)(6) defers to state laws and regulations regarding compounding practices.  Because our state law 

(California Business and Professions Code Section 4826.5) references the federal regulations, they do 

apply. 

 

5. What is the difference between “generic” and “compounded?” 

 

Generic drug products are very different from compounded preparations. Generic drug products are 

FDA-approved, which requires a demonstration of bioequivalence of safety and efficacy with the 

pioneer drug product. Generic animal drug products are identified by an Abbreviated New Animal Drug 

Application (ANADA) number on their label or in FDA drug references. In contrast to generic drugs, 

compounded preparations lack FDA approval. 

 

6. Are veterinary practices allowed to administer compounded medications to animals in house? 

 

Yes.  The law does not restrict veterinarians in using compounded medications on in-patients. 

 

http://leginfo.legislature.ca.gov/faces/codes_displaySection.xhtml?lawCode=BPC&sectionNum=4826.5.
https://govt.westlaw.com/calregs/Document/I745777569E33470FBFDF1560B07F9194?originationContext=Search+Result&listSource=Search&viewType=FullText&navigationPath=Search%2fv3%2fsearch%2fresults%2fnavigation%2fi0ad600240000015950b07ea95e250164%3fstartIndex%3d1%26Nav%3dREGULATION_PUBLICVIEW%26contextData%3d(sc.Default)&rank=1&list=REGULATION_PUBLICVIEW&transitionType=SearchItem&contextData=(sc.Search)&t_T1=16&t_T2=1735&t_S1=CA+ADC+s
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?fr=530.13


7. Can veterinary practices dispense compounded medications to clients to take home? 

 

Yes, there are no limitations on how much of a compounded medication a veterinarian can send home.  

However, pharmacies may limit how much of a compounded medication that they will provide to a 

veterinarian for in-house use and distribution to clients.  Therefore, veterinarians may need to work with 

multiple compounding pharmacies in order to obtain the amount of compounded medication that is 

needed.   

 

8. How do I determine if a product is compounded or FDA-approved? 

 

FDA-approved animal drug products can be identified by the six-digit New Animal Drug Application 

(NADA) number for brand-name drug products or the six-digit ANADA number for generic drug 

products. The NADA or ANADA number and the statement “Approved by FDA” can usually be found on 

the drug product’s label including the package insert. It may also be helpful to cross-check with a drug 

reference, such as the FDA’s online databases, Animal Drugs @ FDA and FDA Orange Book, which 

list approved animal and human drug products, respectively. The presence of a National Drug Code 

(NDC) number on a product label does not confer FDA approval. 

 

9. Where can I find more resources relating to veterinary compounding? 

 

Login to the CVMA InLine website (cvma-inline.net) and visit the Regulatory Compliance section  

Resources box in the lower right hand column.  Under “Pharmaceutical” there will be a section on 

compounding. 

 

 

http://www.cvma-inline.net/

