
Overview
A drug is broadly classified by the U.S. 

Food and Drug Administration as any sub-
stance, food, or nonfood intended for di-
agnosis, cure, mitigation, or prevention of 
disease in humans or other animals; any 
substance intended to affect body structure 
or function; or any substance administered 
by infection.1 Effectively, this definition 
implies that any substance used to “treat” 
an animal can be considered a drug.2 

There are two main types of pharmaceu-
tical drugs: those manufactured by phar-
maceutical companies and are FDA ap-
proved; and those that are “compounded” 
by either a licensed veterinarian or phar-
macist.

Compounding is commonly defined as 
“the art and science of mixing ingredients, 
which may be active, inactive, or both, to 
create a specific dosage form to meet a 
specific patient’s needs.”2,3 In other words, 
compounding is manipulating one drug to 
make a different dose for a specific patient. 
This can include mixing two drugs togeth-
er, crushing tablets to make a suspension 
to administer orally, or adding flavoring to 
a commercially available drug.4  

In equine medicine, compounding can 
be considered if a horse needs to be treated 
with a drug, but there is no FDA-approved 
formulation licensed for horses. In this 
case, a veterinarian can write a prescrip-
tion and have a compounding pharmacy 
alter an FDA-approved formulation of the 
same drug licensed for humans to create 
the desired dose, form (liquid, paste, etc.), 
and even flavor the product (e.g., apple, 
cherry) to ease administration. 

Unfortunately, certain pharmacies have 
recognized that the FDA is unable to “po-
lice” veterinary compounding, and some 
pharmacies are selling compounded prod-
ucts in bulk over the Internet (for example) 
that duplicate FDA-approved drugs. This is 
neither permitted by the FDA nor safe for 

the horse being treated with the illegally 
compounded medication. 

In this fact sheet, reasons for compound-
ing drugs and various factors to consider 
that ensure the safety, efficacy, and legiti-
macy of your compounded drug are de-
scribed.

The Value of Compounded Drugs
It takes approximately 10 years and 

costs an estimated $40 million to develop 
a new animal drug.2 In veterinary medi-
cine, pharmaceutical products are needed 
to treat hundreds of conditions in dozens 
of species, yet FDA-approved products in 
the required doses (strengths) and formu-
lations (oral, injectable) do not currently 
exist for many of these species or diseases.2 

This is where compounding is extremely 
valuable, necessary almost, for veterinar-
ians. Compounding allows veterinarians to 
treat patients that would otherwise suffer 
or die as a result of their disease because 
no FDA-approved drug was available. 

Rules of Engagement
Strict guidelines surround the use of 

compounded drugs. For horse owners and 

equine veterinarians, the key points are 
highlighted here:

1. A compounded drug can only be pre-
scribed if a valid veterinary/client/patient 
relationship exists;

2. A drug may not be compounded if 
an FDA-approved commercially available 
animal or human drug already exists that, 
when used in its available dosage form and 
concentration, will effectively treat the pa-
tient;

3. The compounded product must be 
made from an FDA-approved commer-
cially available animal or human drug, not 
from bulk sources; and

4. The compounding must be performed 
by either a licensed veterinarian or phar-
macist.2,3

It is therefore illegal to compound a 
product if there is already an FDA-ap-
proved form of the drug except to make a 
different dose (strength). In this case, the 
FDA-approved drug must be used to make 
the compounded product. It is also illegal 
to compound a drug to charge less than 
the cost of the FDA-approved version of 
the drug.2,3

Based on these rules, there are many 
drugs that are legally allowed to be com-
pounded for use in horses.

On the other hand, there are a number 
of drugs that are currently compounded 
but are, based on the FDA’s regulations, 
illegitimate. These include Regu-Mate (al-
trenogest, which is used to suppress estrus 
in mares), GastroGard and Ulcergard (for 
equine gastric ulcers), the nonsteroidal an-
ti-inflammatory drugs flunixin and phen-
ylbutazone (both brand name and generic 
products), Adequan (an injectable product 
for degenerative joint disease), Protazil 
and Marquis for treating equine protozoal 
myeloencephalitis (EPM), and Ventipul-
min (clenbuterol) for the management of 
airway disease such as chronic obstructive 
pulmonary disease (COPD, heaves).6      
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Concerns Regarding Compounding
FDA-approved drugs are tested for ef-

ficacy, quality, purity, strength, bioavail-
ability, and stability, whereas most com-
pounded drugs are simply presumed to be 
safe and effective.2 In many cases, when 
the horse could suffer or die unless they 
are prescribed the compounded drug, then 
compounded drugs, despite their possible 
inadequacies, are better than not treating 
the horse.3 

Owners do need to be aware, however, 
of the risks associated with compounding. 
For example, mathematical errors can oc-
cur, resulting in a compounded drug that 
contains too little active ingredient (and is 
therefore ineffective) or too much active 
ingredient, which can be fatal.7 Mathemat-
ical errors caused the death of 21 polo po-
nies in 2009 as well as several Thorough-
breds administered illegally compounded 
forms of clenbuterol.

In addition, chemical reactions can oc-
cur between the bulk chemical and other 
components in the compounded product, 
in addition to light, temperature, and hu-
midity all of which impact the stability of 
the product. Labeling errors (either ac-

cidental or intended) occur in which the 
amount of the drug in the compounded 
product does not match the labeled dose. 
For example, one research group found 
that the percent of legally compounded 
amikacin products ranged from 59–140% 
of the labeled content, and not one prod-
uct was within 10% of the labeled amika-
cin content.5 Together, these factors can 
decrease the efficacy of the compounded 
product, resulting in therapeutic failure or 
death.5

Identify and Avoid Illegitimate 
Compounded Drugs

All horse owners and caretakers should 
be committed to providing high quality 
medical care to their horses.5 Following 
these steps will help ensure the safe and 
efficacious use of compounding in veteri-
nary medicine:
■ Always use an FDA-approved drug if it 

is available;
■ Do not purchase illegitimate/illegal/pi-

rated compounded products;
■ Shy away from pharmacies that sell ex-

pensive drugs cheaply;
■ Avoid compounded products that are 

sold in large quantities and without a 
prescription; and

■ Ensure that both the veterinarian and 
owner/caretaker understand the risks 
associated with using compounded 
products. h
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There’s something to be said for knowing that the altrenogest 
you’re giving your mare is produced in a safe, reliable way.  
That’s why we’re for standardized Good Laboratory Practices 
and Good Manufacturing Practices, safety data, efficacy testing 
and all the other verifications that come with FDA approval. If 
your altrenogest doesn’t say Regu-Mate, it’s not FDA-approved.  
And if it’s not FDA-approved, who knows what it actually is.

For the highest level of confidence, trust the original.  
Trust Regu-Mate.  
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