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Dear ,

FDA's draft guidance, Informed Consent Information Sheet (July 2014), contains the
following statements, which may be helpful to you:

Sponsors and investigators may seek to review patient medical records for a
variety of reasons related to a clinical investigation. Whether the record review is
considered part of the clinical investigation, as defined under FDA's regulations at
21 CFR 50.3(c) and 21 CFR 56.102(c), is determined on a case-by-case basis. If
the record review is part of the clinical investigation, then informed consent from
the subject for the record review is required under 21 CFR part 50.

A survey of patient records at a site may be performed to determine whether the
site has a sufficient number of patients with the condition of interest for the
clinical investigation to be feasible. Such a survey is in preparation for a clinical
investigation and does not fall within the definition of a clinical investigation and,
therefore, does not require informed consent under FDA's regulations. Sponsors
and investigators will need to comply with all applicable HIPAA privacy
protections in these circumstances.

This draft guidance, when finalized, will represent the current thinking of the Food and
Drug Administration on this topic. This section of the draft guidance may be found at
https://www.fda.gov/RegulatoryInformation/Guidances/ucm404975.htm#patientrecords

I hope this information is helpful to you. If you need further assistance, please feel
free to contact the GCP mailbox at gcp.questions@fda.hhs.gov .

Best regards,

Sheila

 

Sheila Brown, RN, MS

Policy Analyst

Office of the Commissioner (OC)

Office of Good Clinical Practice (OGCP)

U.S. Food and Drug Administration

Tel: 301-796-6563



sheila.brown@fda.hhs.gov

       

This communication does not constitute a written advisory opinion under Title 21 CFR
10.85, but rather is an informal communication under Title 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: 
Sent: Tuesday, July 18, 2017 7:31 AM
To: OC GCP Questions
Subject: Ref- prescreening consent

Good Morning Madam,

I saw Different organization have different rules.

When I worked at  I saw everybody was prescreening study
subject through electronic medical record without prescreening consent. ( patients
which are on  principle investigators clinic schedule)

In general my question is , if prescreening consent is required to do so.

I would appreciate if you can provide some input

Thanks and Regards




