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Good morning –
 
Your question seems to imply that consent documents expire after 30 days. If the study subject is
enrolled in a trial of greater duration than 30 days, neither the informed consent process nor specifically
the signing of the informed consent document needs to be renewed at a set interval. However, if the
study is of a prolonged duration such that it is likely to be helpful to subjects to be reminded of the
study interventions (including what they are expected to do to be in compliance with the protocol as
well as their rights as subjects), then this refresher can be accomplished without the necessity of re-
signing a another informed consent document. In particular, if nothing has changed in the study as
described in the original informed consent document then there would be no need to sign another
informed consent at the 30 day mark.
 
The scenario you describe above should be distinguished from the need for enrolled subjects to be re-
consented if there is a change in research resulting in a revision to the informed consent document. In
this case, a new informed consent process is warranted with signatures on the updated IRB approved
informed consent document. In this case, use of the new ICF and re-consent of subjects would have to
be initiated regardless of how long the subject has been enrolled in the trial.
 
Again FDA regulations do not dictate the time limit on the consenting process. Whether or not a
"reconsent" is needed depends upon the nature of the change in the study protocol or information
about the study that warranted the change. For example, if the informed consent was updated because
new adverse effects (AEs) were detected at some study sites, it is extremely important to convey that
information to all study subjects. Depending upon the nature and/or severity of the AEs, some existing
subjects may choose to discontinue their participation in the study. Therefore, capturing the renewed
consent of those who choose to remain in the study is also significant.
 
However, if the change is due to a new test, procedure, or treatment that was added to the study
protocol and only new study subjects will be subject to the addition(s), then it would not be necessary
to inform existing study subjects.
 
Additionally you are correct the informed consent process is ongoing. Please the guidance document
below for reference.
 
Guidances > A Guide to Informed Consent - Information Sheet
 
www.fda.gov/RegulatoryInformation/Guidances/ucm126431.htm
 
I hope this information is helpful. Please contact us again at gcp.questions@fda.hhs.gov should you
have additional questions.
 
Kind regards,
 
Doreen M. Kezer, MSN
Senior Health Policy Analyst
Office of Good Clinical Practice
Office of the Commissioner, FDA
 

http://www.fda.gov/RegulatoryInformation/Guidances/ucm126431.htm
mailto:gcp.questions@fda.hhs.gov


 
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.
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Hi,
 
I am writing as a sponsor to obtain information and guidance for my
participating sites. My organization runs early phase oncology investigator initiated
trials and I wanted to obtain certification for documentation. 
 
I had always understood that it was either GCP or a best practice, given consent is a
continuing process, to re-consent a patient if there is more than 30 days between
their initial consent and their start of treatment. I vaguely remember there was
something referred to about this in the literature, but now looking at current
guidance I do not seem to see a reference to this, outside of the emphasis on the fact
that consenting is a continual process. We have set up our trials so that if a consent
is signed > 30 days from patient's day 1 of treatment we do require re-consent, but I
wondered if you could provide FDA GCP guidance on this and materials that may
reference a best practice, as I have been unsuccessful in finding it in my most recent
search. 
 
Thank you

 




