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Dear 

FDA’s regulations only address signing and dating an informed consent form by the study
subject, or a subject’s legally authorized representative, or if a short form is used, the study
subject, or a subject’s legally authorized representative and a witness – see excerpts of
the regulations below:

21 CFR 50.27 Documentation of Informed Consent

(a) Except as provided in 56.109(c), informed consent shall be documented by the use
of a written consent form approved by the IRB and signed and dated by the subject or
the subject's legally authorized representative at the time of consent. A copy shall be
given to the person signing the form. (b) Except as provided in 56.109(c), the consent
form may be either of the following:

(1) A written consent document that embodies the elements of informed consent
required by 50.25. This form may be read to the subject or the subject's legally
authorized representative, but, in any event, the investigator shall give either the
subject or the representative adequate opportunity to read it before it is signed.

(2) A short form written consent document stating that the elements of informed
consent required by 50.25 have been presented orally to the subject or the subject's
legally authorized representative. When this method is used, there shall be a witness
to the oral presentation. Also, the IRB shall approve a written summary of what is to
be said to the subject or the representative. Only the short form itself is to be signed
by the subject or the representative. However, the witness shall sign both the short
form and a copy of the summary, and the person actually obtaining the consent shall
sign a copy of the summary. A copy of the summary shall be given to the subject or
the representative in addition to a copy of the short form.

The FDA informed consent regulations do not require the investigator to sign the informed
consent form.  While not required by the regulations, we are aware that some
sponsors/sites/IRBs require the investigator to also sign the IRB-approved informed
consent form and this requirement is typically spelled out in an SOP.  You should consult
the sponsor/site/IRB to determine expectations of whether or not the signature scenario
you describe in your question is acceptable per the SOP.

In general, most of the time the dates of the signatures on the informed consent form will
likely be the same, but it is conceivable that the dates may differ if a potential subject
wants to take the consent form home to discuss it with family members.  If the sequence of
events that led to the investigator signing the informed consent form a day after the subject
signed are adequately described in the study records, it should be clear why the dates
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differ.  However, you need to consult your sponsor/site/IRB to get a determination of
whether or not this is in compliance with any applicable SOPs.  You may want to consider
whether you advise future subjects who may want to take the informed consent form home
to discuss with family members not to sign the form until they make a decision and come
back to the site.  Again, you should discuss your informed consent process options with
the appropriate study personnel.

The following information is excerpted from the FDA Information Sheet for IRBs and
Clinical Investigators; A Guide to Informed Consent". I have pasted an excerpt below for
your convenience. Here's a link to the complete text:
http://www.fda.gov/RegulatoryInformation/Guidances/ucm126431.htm  .

The IRB should be aware of who will conduct the consent interview. The IRB should
also be informed of such matters as the timing of obtaining informed consent and of
any waiting period (between informing the subject and obtaining the consent) that will
be observed.

In addition to signing the consent, the subject/representative should enter the date of
signature on the consent document, to permit verification that consent was actually
obtained before the subject began participation in the study. If consent is obtained the
same day that the subject's involvement in the study begins, the subject's medical
records/case report form should document that consent was obtained prior to
participation in the research.

A copy of the consent document must be provided to the subject and the original
signed consent document should be retained in the study records. Note that the FDA
regulations do not require the subject's copy to be a signed copy, although a
photocopy with signature(s) is preferred.

ICH E6 (GCP) is a guidance document that is recognized by FDA. Guidance documents
provide FDA’s current thinking on a topic, but are generally recommendations and not
requirements, unless a regulation is specifically cited.
 
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
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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.
 
 
From:  
Sent: Thursday, January 26, 2017 10:15 AM
To: OC GCP Questions
Cc: 
Subject: RE: <External> Question on ICF consenting process - timing of signatures on the ICF
 
Good morning,
Can you please provide guidance on the following ICF consenting process for a Ph 1 study in HVs.
The ICF used in a study has three signature lines, one for the subject, one for the individual
explaining/obtaining the consent and the third for the PI.
Given the following situation:
The subject consents after discussion with the individual explaining/obtaining the consent. Both
signatures  ( subject and person explaining the ICF) are on the ICF.
Screening procedures including labs are performed.
The PI reviews the data and then signs the third line of the ICF on the same day, within 1-2 hours of
the procedures performed.
All information is documented in the source and time stamped.
Is this process in direct violation to ICH GCP 4.8.11 and 21CFR 50.27
 
Thank you in advance for your assistance.
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