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Dear -
 
Thank you for your question.  Requiring a subject to sign the California Bill of Rights is a requirement of the state of California, and is
not an FDA requirement.  However, FDA expects that local and State requirements are met.  You may wish to review the California
Informed Consent Guidelines web site at https://oag.ca.gov/research/consent for more information about this State requirement.
 
It is difficult for us to provide an opinion about the situation you briefly described outside of an FDA inspectional process because of
the many other considerations that go into making an assessment of noncompliance with FDA regulations, as well as an assessment
of whether or not that noncompliance was serious.  However, I suggest that you discuss the issue, and potential consequences of
the scenario you are facing with the appropriate representatives at your organization, the sponsor organization, the IRB and the PI. 
The sponsor may also choose to consult the FDA review division they are working with if they would like additional input.
 
With regard to your question about including the time of signature on an informed consent form, this is not an FDA requirement. 
However, we are aware that some IRBs require this to be documented on the IRB-approved informed consent form.  You may wish
to consult the IRB(s) you are working with to inquire whether documenting the time of the signature on the consent form is an IRB
requirement.
 
The FDA regulations for documentation of informed consent can be found at 21 CFR 50.27 (see
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?fr=50.27).  There are various mechanisms that a site may
use to document that informed consent was sought from prospective subjects prior to the start of the study (e.g., a note in the
chart, or electronic record).  Many sites follow Standard Operating Procedures (SOPs) for the informed consent process and
presentation of the IRB-approved informed consent form.
 
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.
 
Best Regards,
 
Janet
Janet Donnelly, RAC
Policy Analyst

Office of the Commissioner
Office of Good Clinical Practice
U.S. Food and Drug Administration
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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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Hello,
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Can you please what the consequences are for when a PI in California does not provide/obtain subject signature/date on  The
California Research Subjects’ Bill of Rights?
 
Specifically as it pertains to the sponsor’s use of the study data?
 
Would they be similar to not obtaining study and/or HIPAA consent? IE Data may not be used is consent not documented.
 
Is it prudent to obtain time of signature as well to document consent was obtained prior to study consent?
 
Thanks for any insight you can provide. 
 
 

 

 

 
 




