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From: OC GCP Questions
To:
Subject: RE: Revised ICF Question
Date: Wednesday, January 18, 2017 3:33:31 PM
Attachments:


Dear 
 
Thank you for your question.  Have you consulted your IRB with your question?  Changes to an informed consent form can occur for
various reasons (e.g., protocol changes, when new information is available about risks to subjects posed by the investigational
article, administrative changes with respect to whom the subject should contact regarding the subject's rights).  The IRB is
responsible for approving any changes to the ICF, determining what the revised ICF includes, and advising whether any subjects
need to sign the revised ICF (e.g., all current subjects and new subjects, or just new subjects).
 
Regarding re-consenting subjects, the draft guidance on Informed Consent
(http://www.fda.gov/downloads/RegulatoryInformation/Guidances/UCM405006.pdf) includes the following:
 


During the clinical investigation, the investigator may need to revise the consent form to address changes to the protocol or
new information, such as significant new findings. The investigator will need to obtain IRB review and approval of the
revised form. (21 CFR 56.109.) In addition, because the consent form is being modified to reflect changes to the protocol or
new information, either of which may affect the willingness of already enrolled and actively participating subjects to
continue in the clinical investigation, the IRB should determine the need to re-consent these enrolled subjects.


 
You may wish to discuss your question with your IRB as they will be familiar with the nature of the changes to the ICF, the reason(s)
for the changes, and may determine whether a fully revised ICF should be issued and signed by all subjects, or whether an
addendum to the ICF may suffice to summarize the changes.
 
I hope this information is useful.  If you need further information and/or have additional questions, please feel free to contact us at
the official GCP mailbox, gcp.questions@fda.hhs.gov.  You may also find it useful to access the set of redacted GCP e-mails found at
http://www.fda.gov/ScienceResearch/SpecialTopics/RunningClinicalTrials/RepliestoInquiriestoFDAonGoodClinicalPractice/default.htm
since we find that many questions and concerns are repeated over time.
 
Sincerely,
Bridget
Bridget A. Foltz, M.S., MT(ASCP)
Health Scientist Policy Analyst  


Office of the Commissioner (OC)
Office of Good Clinical Practice (OGCP)
U.S. Food and Drug Administration
bridget.foltz@fda.hhs.gov


        
 
This communication is consistent with 21 CFR 10.85 (k) and constitutes an informal communication that represents my best judgment at this time but does not
constitute an advisory opinion, does not necessarily represent the formal position of FDA, and does not bind or otherwise obligate or commit the agency to the
views expressed.


This e-mail message is intended for the exclusive use of the recipient named above. It may contain information that is protected, privileged, or confidential, and it
should not be disseminated, distributed, or copied to persons not authorized to receive such information. If you are not the intended recipient, any dissemination,
distribution or copying is strictly prohibited. If you think you have received this e-mail message in error, please e-mail the sender immediately at
bridget.foltz@fda.hhs.gov


 
 
 
From:  
Sent: Monday, January 16, 2017 8:09 PM
To: OC GCP Questions
Subject: Revised ICF Question
 
Good day.  If a site updates their ICF due to administrative changes (such as adding a new sub-investigator to the clinical
trial and that new sub-I's information is noted on the ICF).  Is it a requirement that the participating subject sign this













