
Saved by the Paperwork! By Jim Bowker, AADAP program 

Every year, it seems we are responsible for filling out and filing more and more paperwork. Back in the 
early 1990s, Aquatic Animal Drug Approval Partnership (AADAP) program staff was thrown into the 
deep end of the paperwork pool as soon as we began to work within the U.S. Food and Drug 
Administration (FDA) drug approval process.  Over the years, it’s become second nature and we 
document and file pretty much everything so that it can be readily retrieved at a later date.  It’s critical 
that we do so, so that we are ready for audits by FDA investigators, Institutional Animal Care and Use 
Committee, and others who may need to inspect our paperwork. We know that inspections are part of 
the routine in our line of work. Whether it’s providing documentation to an inspector or tracking down a 
forgotten experimental detail for a manuscript, we rely on our complete, well-organized documentation. 
Time and again, we have been saved by the paperwork! 

What about you? Is your paperwork sufficiently in order to be your safety net? If you use veterinary feed 
directive (VFD) drugs, hopefully the answer is yes! Recently, an FDA investigator made a visit to a state 
agency fish health office for a compliance check and needed to see the agency’s VFD paperwork and 
associated fish health diagnostic reports for the last two years. The paperwork was retrieved and the 
investigator found everything to be in order, but the fish hatcheries that had applied the drugs and the 
veterinarian who signed off on their use would be visited within the next 24-48 hours to cross-reference 
the cases and make sure that they had also filed the appropriate paperwork. Although everything 
checked out with the hatcheries and the veterinarian’s files, the process definitely generated some 
temporary anxiety. Kudos to the fish health office for keeping copies of the appropriate VFD paperwork. 
The regulations had simply stated that the completed VFD forms would need to be kept by the feed mill, 
the veterinarian, and the hatchery but nothing about the fish health lab involved in the initial diagnosis. 

How can you be prepared for a visit from a FDA investigator? Maintain complete VFD files, including a 
copy of the diagnostic report and the VFD documentation, in a centralized location. Although the fish 
health office mentioned above had all the right documentation on file, the cases were filed by an 
individual hatchery. Consequently, somebody had to go through all their hatchery file folders to find the 
paperwork. They’ve now chosen to build in a little redundancy and keep two copies of all pertinent 
paperwork: one set will be filed in the appropriate hatchery file and the duplicate will be filed in a 
centralized VFD file, organized by year. The next time the FDA shows up, it’ll be much easier to hand 
over a single VFD file rather than go hunting through documentation for each facility, production lot, etc. 
Hatchery managers should follow suit and create a centralized VFD file folder for duplicate copies for 
easy access during inspection. 
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The AADAP  Update provides recent news and updates from the Aquatic Animal Drug Approval 
Partnership program and its partners. For questions or to offer feedback, email Jim Bowker.
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