From: Beers Block, Patrcia on behalf of OC GCP Questions
‘Sent: Monday, Jnary 30, 2006 7:10 AM

To: [purged]
‘Subject: RE: Druginfo Comment Form FDA/CDER Site:
Dear [purged],

Thank you Tast wesk. |

uidance for Indusiry E6 Good Clinical Practice: Cx el the conduct of

The FDy Jnion (EU), Japan, acceptance of clinical e dlinical investiga

prectice. Of course, other or practices.

spor

“To meet theserecommendations, the sponsor may, and often do, devetop SOF

1 por dinica rstead, act

m amonitor qual progress of astucy, aswell s thoseit expects linical P

1 hope thisinformation is hepful to you. Please et me knowif | can beof any further assstance.
Sincerely,

PariciaM. Beers Block
Good Clinical Practice Program (HF-34)
Office of Science and Health Coordination
Office of the Commissioner

opi 21CFR 1085, cFR position of FDA,

Sent: Wednestay, Jenwary 18, 2006 8:19 AM
To: CDER DRUGINFO
Subject: Druginfo Comment Form FDA/CDER Site

Name: [purged]
E-Mal: [purged]

‘Comments: Dear Siror Madam,

| reserch il of investiational drugs to have witen Standard Operaling Procedures in place.
thark you
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