
file:///C|/Documents%20and%20Settings/jxt/My%20Documents/Files%20for%20foi/RE%20Data%20transcriptin%20and%20the%201572.txt

From: Hommel, Carolyn - OC on behalf of OC GCP Questions
Sent: Monday, August 01, 2005 11:31 AM
To: [purged]
Subject: RE: 1572 question

Dear Ms. [purged]:

Your questions were forwarded to me for a response.

You asked "Would data transcription be considered part of the "clinical investigation"?"  Yes, it would be considered part of the clinical investigation.  Whether a separate facility that is used for data transcription should be listed on the 1572, however, is up to you.    

In general, block #3 of the 1572 asks for the name and address of any facility(ies) where study activities will be conducted and study data will be generated or collected.  This includes facilities where subjects will be seen and study procedures performed (for example, the administration of the test article, physical exams).  Facilities where other important study functions are performed may also be identified in block #3 (for example, a research laboratory in which the test article is prepared or a special storage facility for the test article).  There is no specific regulation pertaining to "data transcription" facilities, however, so if the data transcription is taking place at some location other than the facility(ies) where the subjects are seen, this information should definitely be annotated somewhere in the study records.  Listing the data transcription facility on the 1572 would be one way to do this, but there are probably other methods that could be used as well. 

Your site may also wish to consider the need for establishing standard operating procedures to transfer the medical records or other source documents from the site to the data transcription facility.  For example, you may want to ensure that clear procedures are in place (e.g., logging documents and files in and out) to help prevent the subjects' medical records and source documents from being lost or misplaced, and procedures to prevent unauthorized persons from having access to the records. 

You also asked if calling a subject to confirm survival status would be considered part of the "clinical investigation".  You should check the study protocol, as that would indicate all scheduled follow-up visits for the study subjects or other contacts that should be made.  In general, if the protocol requires the site to call subjects to verify that they are still alive, then that would be considered part of the clinical investigation and records about any attempt(s) made to contact the subject should be documented per the protocol (i.e., who made the contact, who provided the information (e.g., the subject, the subject's relative), the date and time of contact, the type of contact (e.g., telephone call(s), in person visit) and the outcome (e.g., is the subject still alive?). 

I hope this is helpful.

Sincerely,

Carolyn Hommel
Consumer Safety Officer
Good Clinical Practice Program
Office of Science and Health Coordination
Office of the Commissioner
U.S. Food and Drug Administration (HF-34)
5600 Fishers Lane, Room 9C24
Rockville, MD  20857

Phone:  301/827-3340
Fax:  301/827-1169

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.  This information 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, July 18, 2005 2:53 PM
To: GCPQuestions@OC.FDA.GOV
Subject: 1572 question

Hello-

I am hoping that I have the right contact email for questions regarding GCP and CFR requirements.  Recently I was asked about adding an additional facility to our 1572.  The question I have is regarding the CFR 312.53 (iii).  This CFR speaks to what needs to be added to the 1572;  " name and address of any facility where the clinical investigation (s) will be conducted.  When I think clinical investigation, I think of where the pt's will be seen, and where all the research procedures are performed. Would data transcription be considered part of the "clinical investigation"?  Also would calling a pt to confirm survival status, be considered part of the "clinical investigation" ?

Hopefully me questions are clear!  Thanks so much for your help?

[purged]

DISCLAIMER:
This message is intended for the sole use of the addressee, and may contain information that is privileged, confidential and exempt from disclosure under applicable law. If you are not the addressee you are hereby notified that you may not use, copy, disclose, or distribute to anyone the message or any information contained in the message. If you have received this message in error, please immediately advise the sender by reply email and delete this message.
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