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guestion from CDERFrom: Hommel, Carolyn - OC on behalf of OC GCP Questions
Sent: Monday, December 11, 2006 4.06 PM

To: Fitzpatrick, Cynthia

Subject: RE: question from CDER

Hi, Cindi,

No, we don't have any regulations related to a company obtaining a competitor's
drug to usein acomparison trial.

Carolyn

From: Fitzpatrick, Cynthia

Sent: Friday, December 08, 2006 10:53 AM
To: OC GCP Questions

Subject: question from CDER

| have received a question about regulations relative to pharma co obtaining a
competitors drugs for use by thecompany in comparison clinical trials. Do we
have any regs or guidances on that subject? c

Cindi Fitzpatrick, BSN, CSO

Staff Manager (Detall),

Public Affairs and Information Staff

FDA/ORA/ORO/DFSR

Ph: 301-827-2915

Fx: 301-443-2143

cynthiafitzpatrick@fda.hhs.gov
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