From: Beers Block, Patricia on behalf of OC GCP Questions
Sent: Wednesday, October 30, 2002 8:11 AM

To: [purged]

Subject: RE: informed consent

Dear Mr. [purged],

Thank you for your email about document

FDA the consent y that the person(s) so doing must the study and questions, investigator to personally conduct the consent interview. However, if someone other that the clinical investigator

For additional inform: as other frequently asked 3y want to look & FD They very useful informi You can find all of linical Practice Staff under the heading

1 hope thisis helpful.
Sincerely,

Pat Beers Block

Special Assistant to the Director
Good Clinical Practice Staff

Original Message-——
From: [purged)

Sent: Friday, October 18, 2002 9:28 AM
To: gopquestions@oc.fdagov

Subject: informed consent

Dear s / madam,

1 will start to introduce myself.

My nameis [purged].

1am Quality Assurance Officer for the clnical trials in the [purgec]

Inour

information. The patient

per First
Until e the patient

My question is:

Isit allowed P and the FDA by instead of the physician ?

1/ looking forward to your answer,
Yourssincerely,

[purgec]

sheet. After (appr.) one week the patient

asecond time.

should be formaly delegated by the clinical investigator (.e.,in writing)

this activity.
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