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' Vermiilion, Terry

From: West, Robert
" Sent:  Monday, July 28, 2003 10:57 AM
To: Vermillion, Teny
Ce: _Niemiec, Michael; Boume, David
- Subject: Per your request

Ihad a cohversation this moming with: Dr. Soreth, Mark Goubetger and EdCox regarding Dr. Campbelf and
‘Aventis. 1 briefed them on the entire mvasﬁgaﬁon involving Campbefl and what Aventis knew before they
submitted their NDA. | sugg&sbed to them that it was absolutely necessary for this agency (FDA) to inspect other
cﬁnmlsﬁesﬂiatparﬂamd in the clinical trial. ipmposedﬁoﬁ:anﬂtatwembﬁshacntenafermspec:ﬁm (]
‘that enrolled more than 100 patients) and itnmediately inspect those sites. | also suggested that these sites be
inspected unannounced and with the understanding that fraud could be dedected, | explained that it was my
opinion that these sites could not be inspected normally. We have o go in fo prove or disprove fraud not whether
or not the Pl was in compliance with the protocol. 1 fold them that it was my feeling that Aventis knew sites were
_suspectbut they did nothing to prove or refute their suspicions. 1 told them that it was my opinion that Aventis
"disregarding the safety of i patients with hopes that FDA would approve thelr product. | also told them that! -
. know they have a shorta@ié of personnel but [ think we have to take he necessary sfeps in order fo protect the
consumer. 1 am notinterested in whethier or not this drug works or doesn't work. | am only interested in whether

or not Pis and Aventis blatanfly disregaried the obwous. This is the. key to whether or not we ha\re any action
agamst Aventis or other Pis.

1would like to propose the foﬂew‘ing. { am willing to be involved in any action you deem appropriate.

| feel that dll suspect sSites and those sites that have 100 patients or more be inspected. This could be done by
Bimo personnel or by OCI agents. 1f regulatory inspects, they can issye a notice of inspection and mave forward.
i OC! agents examine documents, we would have to either get the Pl to voluntarlly reledse aft documents or we

woutld have fo'geta US Atlorney’s Office interested for the purpose of issuing subpoenas for those documents.
These documents would include CRFs, Source documients etc. This would probably involve establishing a mmi»

- task force,

The first step has to be establishing criteria for MSpecnon. The next step would-be obtaining the documentation
associated with the clinical trial and then interviewing a random sample of those individuals enrolfed. We are fiot

gomg to pursue Aventis unless we (FDA) take the necessary steps.

1 think the three individuals from CDER understood my feelings and oplmons but | den’t know whether or not the
necessary steps will be accomplished.

Robert JI West

Special Agent .
Nashville Domicile

New Orleans Resident Office
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