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 Compounding is best described as 
combining, mixing, or altering the 
ingredients of an FDA approved drug 
by a licensed veterinarian or 
pharmacist to meet the specific needs 
of an individual animal patient 



 1938 - Federal Food, Drug, and Cosmetic Act 
 1953 - Veterinary division of Federal Drug 

Administration (FDA)  
 1984 – Center for Veterinary Medicine Drug 
 1994 – Animal Medicinal Drug Use 

Clarification Acts (AMDUCA) 
  2016 - FDA CVM regulates pharmaceuticals, 

including compounded medications, used by 
veterinarians in their practice. 
 



 NOT FDA approved medications 
 May not work effectively in the horse  
 May be more or less potent  
 May be misbranded 
 May be contaminated 
 May be adulterated 



 Specific animal patient 
 Appropriately labeled  
 Made from FDA approved medications 
 Cannot be made from bulk substances 
◦ Raw ingredients used to make FDA products  

 Cannot be made in large amounts and 
sold/carried by veterinarians for resale 

 FDA does acknowledge need for large 
amounts under limited circumstances  
 



 FDA-Approved “Pioneer” or 
“Legend” Drugs 
◦ Specific for use in the horse 
◦Use in other animals 
◦Use in human beings  

Generic Drugs 
Compounded Drugs 



 Dosage 
 Efficacy 
 Safety 
 Withdrawal Times 

(food animals) 
 Manufacturing  

 Stability 
 Labeling 
 Packaging 
 Advertising 
 Adverse Events 

FDA approval process 



FDA Approved 
Medication Compounded Substances 

 Significant research  
 Safety trials 
 Efficacy trials 
 Stability tests 
 Requirements for 

consistent 
concentration of 
medication 

 No research 
 No safety, efficacy, 

stability requirements 
 No guarantee of 

consistent medication 
concentrations 

 No purity requirements 
 Are not the same as 

generic medications 



 Veterinarian assumes all liability for 
damages due to use of  compounded 
medication 
 

 Veterinarian cannot profit from use of 
compounded medication 
 

 Compounded medications include 
mixtures of FDA approved 
medications, flavorings 
 

 



 It is illegal to compound a specific product when 
there is an approved drug form of that specific 
product except to make a different dosing form. 
 

 When this occurs, the approved product must be 
used to make the compounded new dose form. 













Not 2x, not 3x 
But 1.5 x  









 Marketed as Baycox 
(Toltrazuril/Pyrimethamine 
Oral Paste) 
 

  Sold to a trainer  
 

 4 positives for levamisole 
from the same veterinarian 
 

 





Illegal Compounding Legal Compounding 

 Must be done for a 
specific horse based 
upon a valid 
client/patient 
relationship and a 
specific diagnosis 

 Must be done from 
legend drugs 

 Must be labeled 
appropriately 

 Even when done 
appropriately, this does 
not mean that it is an 
FDA approved 
medication 
 

 Uses bulk drugs 
 Bulk manufacturing 
 Inappropriate labeling 
 Not based on a 

diagnosis 
 No valid patient/client 

relationship 



 Mixing 2 injectable drugs for a specific horse 
◦ Corticosteroids and hyaluronic acid for intra-articular 

injections 
◦ Butorphanol and detomidine for sedation/pain relief 

 Crushing tablets to create an oral suspension 
◦ Methocarbamol tablets mixed with karo syrup 

 Adding flavoring to a commercially available 
medication 
◦ Apple flavored phenylbutazone 

 Mixing several ointments together 











  

Chlorhexidine 
DMSO 
Furacin 
Griseofulvin 
Dexamethasone  
+ 
Triamcinolone 



FURACIN 
DMSO 
DEXAMETHASONE 
 







 Bulk drugs used  
◦ Methylprednisolone not from label products 

 Bulk manufacturing 
◦ 30 tubes of omeprazole paste  

 Inappropriate labeling 
◦ Lacks required information 

 Not based on a diagnosis 
◦ Entire barn is on omeprazole/ranitidine paste 

 No valid patient/client relationship 
◦ Ordered via the internet 











 Omeprazole + 
Misoprostol 
◦ FDA Cease and 

Desist Issued 
◦ Sold over the 

counter directly to 
trainers 
◦ Repackaged and 

still being sold 
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