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COMPLIANCE CORNER

D rug misbranding is a violation identified by the California 
Veterinary Medical Board (CVMB) during complaint 
investigations and routine practice inspections. Many 

veterinarians may unknowingly be noncompliant, as this topic 
is minimally covered in primary and continuing veterinary 
education. But in fact, several federal and state laws address 
drug misbranding and are directly applicable to veterinary 
practice. This article outlines key regulations, common 
violations, and tips for compliance. 

Drug Misbranding Legal Definition  
Although drug misbranding encompasses several laws and takes 
many forms, California Health and Safety Code section 111330 
provides the easiest definition to help veterinary practices 
decipher whether or not a drug is misbranded: “Any drug or 
device is misbranded if its labeling is false or misleading in any 
particular.” “Particular” is used as a noun in this definition and 
is synonymous with the word “detail.” In general, misbranded 
drugs lack approval from the federal Food and Drug 
Administration (FDA). 

Drug Misbranding in Veterinary Practices  
While several forms of drug misbranding are prevalent in veterinary 
practice, two stand out above the rest: 
1.	Using and/or selling a drug with a false or misleading label (often 

lacking FDA approval).
2.	Improperly repacking or relabeling an FDA-approved drug for in-

house use or client dispensation.

What About Compounded Drugs?
If no suitable FDA-approved drug is available, a veterinarian may have 
that drug compounded by a compounding pharmacy for extra-label 
use or may compound it themselves within the parameters set forth 
in the law. While compounded drugs are technically misbranded by 
legal definition, the FDA exercises enforcement discretion in their 
regard. The CVMB also recognizes that compounded drugs are a 
special component of veterinary drug inventory that must be enforced 
by different labeling rules than those set forth for drug misbranding. 

Drugs compounded in a registered veterinary premises must follow 
Title 16, California Code of Regulations (CCR), sections 2090-2095. 
Per section 2094(b), labels must include: 
•	 Name, strength, and quantity of each ingredient
•	 Expiration date
•	 Lot number or control number assigned by the preparer
•	 Name or initials of the preparer
•	 Date of drug preparation
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Veterinarian’s Legal Liability 
Purchasing from a distributor or manufacturer does not 
guarantee that a drug is not misbranded. Veterinarians are 
legally responsible for ensuring drugs used or dispensed are 
not misbranded. While a myriad of misbranding laws exist, key  
laws include:
•	 California Health and Safety Code section 111440. 

This law states that “it is unlawful for any person to 
manufacture, sell, deliver, hold, or offer for sale any drug 
or device that is misbranded.” Therefore, if a veterinarian 
has in their possession for use in practice or for sale any 
misbranded drug, they are in violation of the law. 

•	 California Business and Professions Code section 4169. 
This law declares that a person cannot purchase, trade, 
sell, or transfer prescription drugs that the person knew 
or reasonably should have known were misbranded. This 
means that a veterinarian must ensure that the drugs they 
purchase are not misbranded. More information is included 
later in this article on how to better determine if a drug is 
misbranded.

•	 California Business and Professions Code section  
4883(g)(3). This law states that the CVMB may deny, revoke, 
or suspend a license or registration or assess a fine for 
unprofessional conduct, which includes but is not limited to 
a violation of any federal or state statute, rule, or regulation 
governing drugs (including controlled substances). 

Therefore, the CVMB has authority to investigate and inspect 
drugs in a veterinary practice, determine if a misbranding 
violation exists, and levy discipline on a veterinarian for 
applicable violations.

Examples of Misbranding
•	 Altering the manufacturer label (for instance, altering the 

drug expiration date)
•	 Misbranding drugs compounded within the veterinary 

practice, as previously mentioned (Image 1). Common 
examples of misbranded drugs compounded in-house: 
diluted acepromazine; “kitty magic” or other preanesthetic/
anesthetic combinations; and intravenous fluids with calcium, 
dextrose, or other agents added.

•	 Combining vials of the same FDA-approved drug and then 
“assigning” an expiration date. Despite the like medications being 
FDA-approved, they may not be identical. Different lot and batch 
numbers and expiration dates may exist between vials. Should 
there be an adverse patient reaction or a manufacturer recall, 
condensing medications into a single vial places patients at risk.

•	 Labeling font too small to read or required information is not 
prominently displayed on the label. California Health and 
Safety Code section 111345 states that the placement and 
choice of wording of required label information must render 
it likely to be read and understood by an ordinary individual 
under customary conditions of purchase and use.

Image 1: Misbranded drugs compounded within a veterinary practice
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•	 Inadequate labeling of secondary drug containers for 
hospital use. Secondary containers for in-house use 
must bear the same FDA-compliant label as the primary 
container. Pyrantel is a common example of a drug 
encountered in non-compliant secondary containers in 
veterinary practices.

•	 Loose capsules/tablets or pre-loaded syringes without 
labels (Image 2)

•	 Placing a non-compliant label over the original drug label. Two 
common scenarios are encountered with this violation:
1.	A label placed on a drug used within the veterinary 

practice must contain the same information as the original 
label it is covering.

2.	A dispensation label (for drugs that are being sent home 
with clients from the veterinary practice stock) must contain 
information specified in 16 CCR, section 2032.2(b) (see the 
next section of this article for label content requirements). 
The dispensation label may cover the original label but must 
contain all of the information specified in the aforementioned 
code in order to remain in compliance. 

•	 Drug mimics (copies) an FDA-approved drug and/or is 
manufactured in a non-FDA-registered facility (Image 3,  
page 23).  

The name of the FDA-registered drug 
manufacturer must be written on the 
label. FDA-approved drugs will bear “A 
New Animal Drug Application” (ANADA 
or NADA) number on the label. To 
determine if the manufacturer is properly 
registered with FDA to produce the 
drug, search the FDA Greenbook for the 
drug using the QR code. 

Dispensation Labels
Dispensing a drug means that it is being taken out of the 
veterinary practice stock and labeled to give to the client. 
Whether it is in its original packaging or being parsed into a 
secondary container, a dispensation label must be affixed to 
comply with 16 CCR section 2032.2(b). The label contents  
must include:
1.	Name, address, and telephone number of the facility
2.	Client's name
3.	The species and name, number, or other identifying 

information for the animal
4.	Date dispensed
5.	Directions for use, including, if applicable, withdrawal time

Image 2: Loose capsules/tablets or pre-loaded syringes without labels 
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6.	The manufacturer's trade name of the drug or the generic 
names, strength (if more than one dosage form exists), 
quantity of drug, and the expiration date when established 
by the manufacturer

7.	Name of prescribing veterinarian

Per Title 21 of the Code of Federal Regulations, section 290.5, 
any schedule II-IV controlled substance dispensation label must 
state: "Caution: Federal law prohibits the transfer of this drug to 
any person other than the patient for whom it was prescribed."  

When dispensing individually drawn syringes that cannot 
accommodate their own label, place the syringe(s) into a 
labelled drug vial with a child-proof cap.

For tablets that are halved or quartered, indicate that they have 
been halved or quartered on the label to assist the user with 
understanding the prescribed dose.

Tips to Avoid Misbranding Violations
To remain compliant with federal and state misbranding laws, 
veterinarians are obligated to verify that the drugs they are 
administering and dispensing to patients are not misbranded. 
1.	Look for the “A New Animal Drug Application” (ANADA or 

NADA) number on the drug container. Unless the drug is 
counterfeit or fraudulent, the presence of this number on the 
container is a good indicator that it is FDA-approved. 

2.	Don’t confuse a National Drug Code (NDC) number with the 
ANADA number. The NDC number only indicates that the 
FDA is aware of a drug’s existence. It does not mean that the 
drug has undergone safety and efficacy testing for the label 
claim or label components to receive FDA approval.

3.	Routinely look up drugs in 
the FDA Greenbook. The 
FDA Greenbook is a current 
list of all Approved Animal 
Drug Products and is updated 
monthly. The FDA offers the 
public an online database 
searchable by the drug trade 
name or the generic name. 

Access the FDA Greenbook by scanning the QR code.
4.	When in doubt, contact the drug manufacturer. An FDA-

approved drug will have the name of the manufacturer on 
the label (the absence of such information is confirmation 
of misbranding). The drug manufacturer should be able to 
confirm that the drug is FDA-approved.

5.	Properly label all drugs used in house and dispensed to 
clients. Follow the labeling requirements for secondary drug 
containers used in the veterinary practice and for drugs 
dispensed from practice stock to clients. Instructions for both 
are provided above.

Drug misbranding can compromise patient safety and lead 
to serious legal consequences. Veterinarians have a legal 
responsibility to understand drug misbranding and ensure 
that all drugs in their practice are lawful to possess and are 
properly labeled. 

This article is for informational and general educational purposes only. It is not intended 
to take the place of legal advice nor should it be considered as a legal interpretation. 
Although significant effort has been made to ensure the accuracy and completeness of 
the information at the time of publication, the CVMA shall not be responsible for any 
errors or omissions, or any agency’s interpretation, application, or enforcement of the 
information presented herein.

Image 3: Drug mimics (copies) an FDA-approved drug and/or is 
manufactured in a non-FDA-registered facility



Drug Misbranding Laws 

California Business and Professions Code 
4022 – Defines “Dangerous drug” or “dangerous device” means any drug or device unsafe 
for self-use in humans or animals. 

4169(a)(3) – A prescriber shall not dispense drugs or dangerous devices to patients in the 
prescriber’s office or place of practice unless all of the following conditions are met: The 
Medical Board of California, the California State Board of Optometry, the California Board of 
Naturopathic Medicine, the Dental Board of California, the Podiatric Medical Board of 
California, the Osteopathic Medical Board of California, the Board of Registered Nursing, the 
Veterinary Medical Board, and the Physician Assistant Board shall have authority with the 
California State Board of Pharmacy to ensure compliance with this section, and those 
boards are specifically charged with the enforcement of this chapter with respect to their 
respective licensees. 

4170(c) – Provides exceptions for certain entities (such as clinics or licensed professionals) 
from wholesaler licensure requirements under limited circumstances. 

4342(a) – The board may institute any action or actions as may be provided by law and 
that, in its discretion, are necessary, to prevent the sale of pharmaceutical preparations and 
drugs that do not conform to the standard and tests as to quality and strength, provided in 
the latest edition of the United States Pharmacopoeia or the National Formulary, or that 
violate any provision of the Sherman Food, Drug, and Cosmetic Law 

4883(g)(3) – The board may deny, revoke, or suspend a license or registration or assess a 
fine as provided in Section 4875 for any of the following: A violation of any federal statute, 
rule, or regulation or any of the statutes, rules, or regulations of this state regulating 
dangerous drugs or controlled substances. 

California Code of Regulations, Title 16 
2030(f)(6) – Requires veterinarians to ensure all drugs and biologicals shall be maintained, 
administered, dispensed and prescribed in compliance with state and federal laws.  

California Health and Safety Code 
111330 – Any drug or device is misbranded if its labeling is false or misleading in any 
particular. 

111335 – Defines misbranding and lists criteria that make a drug misbranded, such as false 
or misleading labeling. Any drug or device is misbranded if its labeling or packaging does 
not conform to the requirements of Chapter 4 

https://leginfo.legislature.ca.gov/faces/codes_displaySection.xhtml?lawCode=BPC&sectionNum=4022.
https://leginfo.legislature.ca.gov/faces/codes_displaySection.xhtml?lawCode=BPC&sectionNum=4169.
https://leginfo.legislature.ca.gov/faces/codes_displaySection.xhtml?lawCode=BPC&sectionNum=4170.
https://leginfo.legislature.ca.gov/faces/codes_displaySection.xhtml?lawCode=BPC&sectionNum=4342.
https://leginfo.legislature.ca.gov/faces/codes_displaySection.xhtml?lawCode=BPC&sectionNum=4883.
https://cvma-watchdog.net/wp-content/uploads/2025/06/2030f6.pdf
https://leginfo.legislature.ca.gov/faces/codes_displaySection.xhtml?sectionNum=111330&lawCode=HSC
https://leginfo.legislature.ca.gov/faces/codes_displaySection.xhtml?sectionNum=111335&lawCode=HSC


111430 – States that a drug or device is misbranded if it was manufactured in an 
establishment not duly registered with the Secretary of Health, Education, and Welfare of 
the United States. 

111440 – It is unlawful for any person to manufacture, sell, deliver, hold, or offer for sale 
any drug or device that is misbranded. 

111450 – Makes it is unlawful for any person to receive in commerce any drug or device 
that is misbranded or to deliver or proffer for delivery any drug or device. 

United States Code of Federal Regulations 

21 USC 331(a),(c) – The following acts and the causing thereof are prohibited: The 
introduction or delivery for introduction into interstate commerce of any food, drug, device, 
tobacco product, or cosmetic that is adulterated or misbranded. (a) The receipt in interstate 
commerce of any food, drug, device, tobacco product, or cosmetic that is adulterated or 
misbranded, and the delivery or proffered delivery thereof for pay or otherwise. (c) 

21 USC 333(b)(1) – Provides for criminal penalties (including fines and imprisonment) for 
intentional violations related to misbranding and adulteration. 

21 USC 351(a)(5) – A drug or device shall be deemed to be adulterated—if it is a new 
animal drug which is unsafe within the meaning of section 360b of this title  

21 USC 352(a)(1) – A drug or device shall be deemed to be misbranded—If its labeling is 
false or misleading in any particular. 

21 USC 352(o),(w) – Addresses misbranding for animal drugs, including failure to register 
facilities (o) and possession/use of unapproved new animal drugs (w). 

 

 

 

https://leginfo.legislature.ca.gov/faces/codes_displaySection.xhtml?sectionNum=111430&lawCode=HSC
https://leginfo.legislature.ca.gov/faces/codes_displaySection.xhtml?sectionNum=111440&lawCode=HSC
https://leginfo.legislature.ca.gov/faces/codes_displaySection.xhtml?sectionNum=111450&lawCode=HSC
https://cvma-watchdog.net/wp-content/uploads/2025/06/21-USC-331a.pdf
https://cvma-watchdog.net/wp-content/uploads/2025/06/21-USC-331c.pdf
https://cvma-watchdog.net/wp-content/uploads/2025/06/21-USC-333b1.pdf
https://cvma-watchdog.net/wp-content/uploads/2025/06/21-USC-351a5.pdf
https://cvma-watchdog.net/wp-content/uploads/2025/06/21-USC-352a1.pdf
https://cvma-watchdog.net/wp-content/uploads/2025/06/21-USC-352o.pdf
https://cvma-watchdog.net/wp-content/uploads/2025/06/21-USC-352w.pdf
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