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From: Beers Block, Patricia on behalf of OC GCP Questions
Sent: Tuesday, August 30, 2005 2:17 PM

To: [purged]

Subject: RE: question regarding submission of 1572

Dear Dr. [purged],

In your message below, you mention a"change in the clinical research
associate”". 1'm not completely certain what this change involves and therefore
not certain about the exact situation to which you allude in your message below.
For that reason | am providing you information on two scenarios. one where a
new investigator will lead the conduct of the study; the second where a
subinvestigator is now working with the (lead) investigator. If thispersonis
anew investigator responsible for the conduct of the study (also colloquially
known asthe "principa" or "lead" clinical investigator), the new
investigator would need to prepare and sign a Form FDA-1572. If thisclinical
research associate is a subinvestigator (who would normally be included in block
#6 of the 1572), the existing 1572 would not need to be replaced by a new one.
The sponsor could provide thisinformation to FDA in an amendment; and the
study records would need to reflect the responsibilities of this new
subinvestigator.
| hope thisinformation is helpful to you.

Sincerely,

Patricia M. Beers Block

Specia Assistant to the Director

Good Clinical Practice Programs

OSHC/Office of the Commissioner

301-827-3340

This communication does not constitute a written advisory opinion under 21 CFR
10.85, but rather is an informal communication under 21 CFR 10.85(k) which
represents the best judgment of the employee providing it. Thisinformation
does not necessarily represent the formal position of FDA, and does not bind or
otherwise obligate or commit the agency to the views expressed.

----- Original Message-----

From: [purged]

Sent: Monday, August 22, 2005 5:38 PM

To: gcpquestions@oc.fda.gov

Subject: question regarding submission of 1572
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Hi,

The question is, if the gene therapy study is closed to accrual, no patients

are being treated, and only long follow up of the patientsis being conducted,

do | need to submit a 1572 updating the FDA in change of the clinical research

associate (involve in contacting the institutional regulatory committees,

drafting the annual report)? The Pl is overseeing the study activities and

signs off all paperwork.
Thank you for your help and reply.

SECURITY/CONFIDENTIALITY WARNING: This message and any attachments are
intended solely for the individual or entity to which they are addressed. This
communication may contain information that is privileged, confidential, or
exempt from disclosure under applicable law (e.g., personal health
information, research data, financial information). Because this e-mail has
been sent without encryption, individuals other than the intended recipient
may be able to view the information, forward it to others or tamper with the
information without the knowledge or consent of the sender. If you are not the
intended recipient, or the employee or person responsible for delivering the
message to the intended recipient, any dissemination, distribution or copying
of the communication is strictly prohibited. If you received the communication
in error, please notify the sender immediately by replying to this message and
del eting the message and any accompanying files from your system. If, due to
the security risks, you do not wish to receive further communications via
e-mail, please reply to this message and inform the sender that you do not
wish to receive further e-mail from the sender.
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