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From: OC GCP Questions
To:
Subject: RE: Request for advice on the use of a pre-screening informed consent
Date: Wednesday, September 14, 2016 2:00:00 PM


,


 


Thank you for your inquiry about pre-screening informed consents. As you noted, FDA has
Information Sheet guidance on Screening tests prior to study enrolment that can be found
at http://www.fda.gov/RegulatoryInformation/Guidances/ucm126430.htm.


 


Based on the limited information you have provided, it appears that if the general pre-
screening consent identified that personal data collected during the pre-screening
assessment could be stored at the site and used in the analysis of a future clinical trial if
the subject is subsequently eligible/enrolls in a future study, it would seem that the
potential subjects provided consent to that use of their data.  We are aware that some
Phase 1 units or sites may develop a general screening protocol and accompanying
screening informed consent form that are not specific to a particular study but that provide
for general screening procedures to be performed and such information to be retained by
the site for future purposes (e.g,. contacting potential subjects for a future study).


 


Any future study will have  a specific consent (and protocol) for the study and may or may
not mention the pre-screening activities since those pre-screening activities are specific to
the Phase 1 unit or site.  The FDA regulations don’t specifically address your questions so
I recommend that you consult with your IRB/EC on these questions to get an answer
related to the specifics for your studies and situation.  The IRB/EC may or may not decide
whether they want the study-specific consent form to remind a potential subject that the
information the site previously collected via the pre-screening procedures will be utilized in
the specific study.  You may also consider amending your site informed consent process to
remind potential subjects as well.


 


Signing a pre-screening consent can only be considered providing consent to the
screening procedures.  It cannot be considered providing consent to participation in any
specific clinical trial.


 
I hope this information is helpful.  Please contact us again at gcp.questions@fda.hhs.gov
should you have additional questions.


 
Nicole L. Wolanski, CAPT, USPHS
Senior Health Policy Analyst, Office of Good Clinical Practice
Office of Special Medical Programs, FDA, WO32-5108
10903 New Hampshire Avenue
Silver Spring, MD 20993-0002
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nicole.wolanski@fda.hhs.gov
Phone: 301-796-6570
 
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.
 


 


From:  
Sent: Tuesday, September 13, 2016 10:06 AM
To: OC GCP Questions
Subject: Request for advice on the use of a pre-screening informed consent


 


Dear,


 


I have a question regarding the use of a pre-screening informed consent, which is common practice in
Phase 1 units.


 


I am aware of the FDA “Screening Tests Prior to Study Enrollment - Information Sheet” available on
http://www.fda.gov/RegulatoryInformation/Guidances/ucm126430.htm.


 


However, I am in doubt about following situation:


A potential subject signs a pre-screening informed consent form, which is for general use for any future
clinical trial at the site. The form does mention that the personal data collected in this prescreening can
be used for analysis in the clinical trial in case the subject would eventually be enrolled in such a
future trial. So by signing the form, the subject would consent to that. At that time, the protocol of the
clinical trial in question may or may not have been approved yet by all applicable authorities.


The subject is eventually found to be eligible for a clinical trial and also signs the actual study's ICF.
Neither that ICF not the study protocol make any mention of any pre-screening assessments or a
separate pre-screening consent form.


My 2 questions for this situation:


1) since the study protocol / ICF do not mention pre-screening assessments/consent, will it be allowed
to include the pre-screening assessments data in the actual study's clinical database/analysis?


2) Can the pre-screening consent already be considered as "signing informed consent" (as used in
ICH-GCP rationale), even when it is very well possible that the study's protocol has not even been
approved yet at the time of signing the pre-screening consent?


 


Many thanks in advance for your advice,
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