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General Comment

I support the FDA’s proposal on fixing the lack of clear information companies have about drugs that are
used on rare species because it improves how the drugs are reviewed and regulated for the animals. Drugs
that are used on animals that are uncommon on earth are often overlooked and they don’t have a clear
plan of action for them. It can be difficult to guarantee the safety of these animals if there are not enough
precautions taken. By forcing the companies to follow a list of rules and submitting detailed information,
it can help create a more reliable system for the animals. I believe that having this rule is positively
impacting the animal and guaranteeing them a longer lifespan.

This role is important because it guarantees that the companies provide enough data for the FDA to look
over the animal drugs. In the past, there has been unclear information and reports made about drugs given
to animals, and it is hard to know if these drugs are actually safe. By requiring companies to submit
reports and following specific procedures, the FDA can make sure they take the right course of action
when it comes to drugs for rare animals. This not only protects species, but also helps veterinarians and
animal owners feel more comfortable with what they are giving their animals.

Although the rule improves safety and makes the system organized, it also brings along some challenges
for smaller companies, such as more paperwork and the increase in price. I think the FDA should shorten
the reporting process or help small businesses meet the requirements that are needed for the animal drugs.
For example, they could provide clear templates or make guides to help companies have an easier path to
reporting drugs. By adding these additions, the FDA can maintain a high level of safety while also
ensuring that it is possible for small companies to go through this process. By doing all this, drugs can be
given to rare animals in a safe and efficient way.



