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What is a GFI document? 

Guidance for Industry (GFI) and Compliance Policy Guides (CPGs) are similar in that they both state the 
FDA’s interpretation and plan to enforce laws.  These documents are not laws and do not have the legal 
authority of laws; however, they indicate the FDA’s current thought process.  They are subject to change 
and frequently do.   

Here is an example: A stretch of road has a posted speed limit of 60 mph.  However, the local police 
department instructs its officers not to pull anyone over for speeding unless they are going faster than 70 
mph.  Technically it’s illegal to drive faster than 60 mph, but the police department is exercising its 
regulatory discretion by choosing to not enforce the speed limit for drivers going between 60 and 70 mph. 

Why is this document necessary? 

In 1968, the Food, Drug, and Cosmetic (FD&C) Act was modified to include veterinary drugs.  This made 
all extra-label use illegal.  Therefore, AMDUCA was finalized in 1994 to allow extra-label use with certain 
restrictions.  Since compounds are not approved medications, they don’t have approved labels so are 
always considered extra-label.  AMDUCA specifically permits compounding by using the approved 
medication as the source of active drug.  However, it does not permit compounding by using bulk 
chemicals as the source of active drug. 

Multiple documents (CPG 608.400 and GFI #231 draft) have existed over the years to address 
compounding from bulk chemicals, but the draft of GFI #231 was withdrawn in November 2017, and we 
have been without guidance since then.   

Why is compounding from bulk chemical concerning? 

Compounded medications in general have a higher inherent risk compared to the use of manufactured 
products.  Manufactured products have been reviewed by the FDA for evidence that they are safe, 
effective, properly manufactured and accurately labeled.  Food animal products are also evaluated for 
their potential to result in drug residues.  Compounded medications are not subject to this level of 
oversight.  However, compounded medications are often necessary to treat our patients.   

When compounds are prepared by modifying a commercial product, there is a guarantee that the drug 
source contains what it is labeled to contain.  When bulk chemical is used, there is no guarantee that the 
power is pure drug.  Using bulk chemical also opens the door for unethical compounding where it starts 
to turn into a backdoor way around drug approval.  Due to these risks, the FDA wants to limit 
compounding from bulk chemical to instances when it is necessary to create a suitable, high-quality 
product.  

What are some reasons when compounding from bulk chemical is necessary? 



There are a number of instances when using a bulk chemical is necessary for producing a suitable 
compound.  These include: 

- Dosage forms that create a poor product when crushing commercial tablets due to excipients (i.e. 
transdermals, and solutions) 

- Medications that are not available as approved products (i.e. cisapride and potassium bromide) 
- Patient intolerance to an excipient (i.e. allergy to a coloring agent in a commercial product) 
- Approved product is on backorder 

What are the FDA’s main areas of concern? 

The FDA is issuing this guidance because they understand the above cases where bulk chemical is 
necessary, but they also have concerns with bulk chemicals that meet any of the following criteria: 

- Present particular human or animal safety concerns 
- Are intended for use in food-producing animals 
- Are copies of marketed FDA-approved, conditionally approved, or indexed drugs 
- Are compounded without a patient-specific prescription 

How does this affect us at the U of I VTH? 

From a clinical standpoint, you likely won’t notice much difference for medications prepared in the VTH 
Pharmacy.  We are already largely complying with the proposed requirements of this GFI with just some 
minor labeling changes required to comply with the draft as written.  For example, we prepare our 
suspensions by utilizing commercial tablets when possible and only use powders when the quality of the 
suspension is decreased by using commercial tablets.   

Where you may see a difference is with obtaining office use compounds from outside pharmacies.  
Theoretically, the future list of bulk chemicals allowed to be used for preparing office use compounds will 
cover all necessary drugs to prepare compounds that can’t be prepared from commercially available 
products.  However, there may be an adjustment period for many compounding pharmacies that have 
been compounding solely from bulk chemicals.   

Where can I find more information? 

You can download the draft GFI document at https://www.fda.gov/media/132567/download.  

The comment period is open until February 18, 2020.  You can leave comments by going to 
www.regulations.gov and search for FDA-2018-N-4626.   



HOW TO RECOGNIZE A VET SHOPPER 
• New clients bringing in seriously injured animals with  
 vague  histories

• Old, incomplete, or missing veterinary care records

• Describing clinical signs that are inconsistent with !ndings  
 on examination of the patient

• Describing clinical signs that require speci!c medications

• Requesting medications by name (e.g., Tramadol or Xanax)

• Refusing medications as prescribed and  
 suggesting alternatives

• Requesting early re!lls of medication

• Claiming medications were lost or stolen

• Requesting re!lls, while missing appointments

• Uncooperative and aggressive behavior

WAYS TO MINIMIZE DRUG DIVERSION
• Be thorough about documentation when using or  
 prescribing narcotics

• Restrict access to prescription pads

• Maintain strict re!ll policies

• Remind clients to turn in unused portions of medications to a  
 controlled substance disposal location

• Minimize the use of commonly abused drugs, if possible 

• Strictly control access, and regularly check inventory 

• Look for signs of animal abuse during physical exams

• Contact police if you see suspicious behavior

For more information visit: 
AVMA.org/opioids

Brought to you by the American Veterinary Medical Association

vet shopping and drug diversion 
A GUIDE FOR VETERINARIANS

“Vet shopping” refers to the practice of soliciting multiple veterinarians under false 
pretenses to obtain prescriptions for controlled substances. Drug diversion is the 
illegal distribution or abuse of prescription drugs.


