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Dear -
 
Thanks for your question.  As you know, I’m not able to address the revised Common Rule but can share that the FDA plans to
harmonize its regulations with the final Common Rule, to the extent appropriate and permissible, based on the FDA’s and OHRP’s
missions and statutory authorities.  So my response to your question is specific to FDA-regulated clinical investigations.  If you have
questions about the revised Common Rule, you must contact OHRP.
 
FDA considers 21 CFR part 11 to be applicable to the following records and signatures in electronic format:

Records that are required for clinical investigations to be maintained under predicate rule requirements and that are maintained
in electronic format in place of paper format. This would include all records that are necessary for FDA to reconstruct a study.
Records that are required for clinical investigations of medical products and that are maintained in electronic format and where
the electronic record is relied on to perform regulated activities.
Records for clinical investigations that are submitted to FDA in electronic format under predicate rules, even if such records are
not specifically identified in FDA regulations (see § 11.1(b)).
Electronic signatures required for clinical investigations that are intended to be the equivalent of handwritten signatures, initials,
and other general signings.

 
In addition, Part 11 requirements apply to electronic systems and software that are used to create, modify, maintain, archive, retrieve,
submit, or transmit any of the above electronic records.
 
As stated on page 2 of the joint FDA and OHRP electronic informed consent guidance (see
http://www.fda.gov/downloads/drugs/guidancecomplianceregulatoryinformation/guidances/ucm436811.pdf):
 

This guidance clarifies that when implementing an eIC, a variety of approaches may be used to fulfill HHS and FDA
regulatory requirements for informed consent and IRB review (45 CFR part 46 and 21 CFR parts 50 and 56) and FDA
regulations for electronic records and electronic signatures (21 CFR part 11).

 
It is not clear what you are referring to as the “required record set under Part 11”.  There are multiple FDA predicate rules that require
a signed and dated informed consent form to be included in the investigator records (e.g., 21 CFR 312.62; 21 CFR 812.140) so
compliance with 21 CFR part 11 is required for FDA-regulated clinical investigations that utilize electronic informed consent.  That
said, please note that FDA continues to support and promote the narrow and practical interpretation of part 11 as stated in the 2003
Guidance for Industry, “Part 11, Electronic Records; Electronic Signatures – Scope and Application” including the FDA’s continuing
intent to exercise enforcement discretion regarding certain part 11 requirements for validation, audit trails, record retention, and record
copying (for more information about the part 11 requirements for validation, audit trails, record retention, and record copying, see §
11.10(a) through (c) and (e) and the corresponding requirements in § 11.30).  We remind you, however, that records must still be
maintained or submitted in accordance with the underlying predicate rules, and the Agency can take regulatory action for
noncompliance with such predicate rules.  In addition, we continue to encourage you to use a risk-based approach, as described in the
2003 part 11 guidance, when deciding to validate electronic systems, implement audit trails, or archive required records for clinical
investigations.
 
For more information, see 21 CFR Part 11 regulations (https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?
CFRPart=11) and also see Guidance for Industry, Part 11, Electronic Records; Electronic Signatures – Scope and Application
(http://www.fda.gov/downloads/RegulatoryInformation/Guidances/ucm125125.pdf).
 
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.
 
 

From:  
Sent: Sunday, January 22, 2017 9:32 AM
To: OC GCP Questions
Subject: e-consent and Part 11
 
Dear FDA
 
Now that the revised common rule specifically comptemplates e-consent and the FDA issued that very nice guidance on the topic of
e-consent, I am anicipating some will start to wonder if part 11 applies to e-consent. My thought is not since consent forms are not
part of the required record set under Part 11.
Is that correct? 




