L SIRVICEs,
> G,

§ )
g /A DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service
3% J{( i\) ig L’
e, >
i Mav 11. 2001 Food anc.j Drug Administration
y o 2098 Gaither Road

Rockvilie MD 20850

TION PROCEEDINGS AND
{]

r~-Nrer-
QO M

Between March 14, 2001, and April 18, 2001, Food and Drug Administration
(FDA) investigators, Ms. Dana Daigie, Ms. Barbara Wright, and Mr. Francis
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This inspection was conducted as part of the FDA's Bioresearch Monitoring
Program that inciudes inspections designed to monitor the conduct of research
invoiving investigational products.

DA's New Orleans District Office provided us a copy of a letter dated April 27,
001, submitted on your behalf by Michael D. Skinner of the law firm Onebane,
Bernard, Torian, Diaz, McNamara & Abell and located in Lafayette, Louisiana, in
reference to the inspection.
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Based on our evaluation of information obtained by the Agency, we believe that
you have repeatedly and/or deliberately violated regulations governing the proper
conduct of clinical studies involving investigational products, as published under
Title 21, Code of Federal Regulations (21 CFR), Part 812, Investigational Device
Exemptions (copy enclosed), and repeatedly and/or deliberately submitted false
information.
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You should be aware that neither entry into a consent agreement nor pursuit of a
hearing precludes the possibility of a corollary judicial proceeding or
administrative remedy concerning these violations.

Sincerely yours,

Npwaldbll—

Charma A. Konnor, R.Ph., RAC

Director

Division of Bioresearch Monitoring

Office of Compliance

Center for Devices and
Radiological Health

Enclosures




