NADA 101-479

Densie M. Kovacs

Regulatory Compliance Specialist
Schering-Plough

1095 Morris Avenue

Union, NJ 07083

Dear Ms. Kovacs:

We refer to your Drug Experience Report dated October 3, 1998 for Banamine (flunixin
meglumine) injectable solution (NADA 101-479).

The promotional material included in this submission consists of Banamine Slides (SPAH-BA-
37), Banamine/Nuflor Pro-Football Promotion (SPAH-BA-38) and Banamine/Nuflor Product
Information (SPAH-BA-38A). In Item SPAH-BA-37, Slide 18 reads, “Banamine also rapidly
lowers fever and controls endotoxins that lead to lung lesions. Banamine-treated cattle look
better and feel better.” The phrase “controls endotoxins” is deemed to be false and misleading
because non-steroidal anti-inflammatories (NSAID’s) do not control endotoxins, rather they
control the effects of endotoxins. Additionally, not only endotoxins but also other bacterial
toxins are responsible for inducing cytokines that lead to an inflammatory response which may
result in lung lesions. To single out endotoxins as the only cause of lung lesions is also false
and misleading.

We wish to remind you of the commitment you made when you signed the New Animal Drug
Application Form, FDA-356V, that the labeling and advertising of your product will
prescribe, recommend, or suggest its use only in accordance with the labeling provided for in
the approved application. We request that you reword this slide so that it is not false and
misleading.

Please inform us of your intentions as soon as possible. If you have any questions, you may
contact us at (301) 827-6642.

Sincerely,
/”
Mohammad 1. Sharar, DVM, MSc
Team Leader, Marketed Products Scientific
And Regulatory Review Team II, HFV-216

Division of Epidemiology and Surveillance
Center for Veterinary Medicine



