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Dear 
 
Responses are below each of your questions. 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, June 22, 2017 1:02 PM
To: OC GCP Questions
Subject: ClinicalTrials.gov Regulation Inquiry
 
Good Afternoon,
 
I am writing to request some clarification regarding 42 CFR Part 11:
 

1.  If a trial is designed as a Phase I/Phase II single protocol under an IND, is this type of
trial exempt from the Clinicaltrials.gov registration requirements and the ICF language



mandate?
Please be advised that FDA cannot provide legal advice regarding whether your
trial is an “applicable clinical trial.”  Under Title VIII of the Food and Drug
Administration Amendments Act of 2007 (FDAAA) and 42 CFR 11 certain
applicable clinical trials are required to register and submit results information to
the ClinicalTrials.gov databank. The determination of whether a trial is an
“applicable clinical trial” has to be made by the sponsor/responsible party
associated with that trial and familiar with all aspects of the clinical trial.   FDA
cannot make that determination for any party. 
 
The ClinicalTrials.gov website has a checklist to help you determine whether or not
your study is an applicable clinical trial. It can be found at
https://prsinfo.clinicaltrials.gov/ACT_Checklist.pdf . Discussion of Phase 1 studies
begins on page 7 of the document.  You can find additional information in the
Protocol Registration and Results System (PRS) page, which provides updated
information regarding the final rule for clinical trials registration information at
https://prsinfo.clinicaltrials.gov/ 
 
If you have questions about registering a study, you may wish to contact the
ClinicalTrials.gov staff at register@clinicaltrials.gov.
 

 
2.  If a trial is exempt from the registration requirement (i.e. a Phase I trial), but the

investigators choose to voluntarily register the trial due to future publication
inducements, etc., should the ICF mandated language be used in the ICF to inform trial
participants that the trial has been voluntarily registered on ClinicalTrials.gov?
FDA’s guidance, Questions and Answers on Informed Consent Elements, 21 CFR
§50.25(c), has two questions that may be helpful to you. They are copied here for
your convenience:
 
18. If a clinical trial is not subject to the rule, do investigators have to inform trial
participants about the availability of clinical trial information on
www.ClinicalTrials.gov?
No, if the clinical trial is not subject to the rule (not an applicable clinical trial), then
investigators/sponsors do not need to inform participants about the availability of
information on the www.ClinicalTrials.gov website. The required statement should not be
included in informed consent documents or processes for clinical trials that are not
applicable clinical trials. However, if investigators/sponsors independently believe that
reporting data on www.ClinicalTrials.gov may influence subjects’ willingness to
participate, nothing in this regulation prevents investigators/sponsors from voluntarily
reporting trial data and informing trial participants in an appropriate manner.
 
19. Should investigators/sponsors include the statement in consent documents for a
trial that is not an “applicable clinical trial?”
Because U.S. law only requires that applicable clinical trials be submitted to
www.ClinicalTrials.gov, the new statement only applies to the legal requirements for
applicable clinical trial informed consent documents. Again, the new rule does not prevent
investigators from voluntarily reporting data from clinical trials that do not meet the
definition of an applicable clinical trial to www.ClinicalTrials.gov and sharing that
information with participants.



The guidance can be found at
https://www.fda.gov/downloads/RegulatoryInformation/Guidances/UCM291085.pdf

3. If the investigators of voluntarily registered “non-applicable” clinical trials  are
obligated to inform subjects of the trial registration, would it be appropriate to
include the following redacted language in the ICF?

a. "A description of this clinical trial will be available on
http://www.ClinicalTrials.gov, as required by U.S. Law. This Web site will not
include information that can identify you. At most, the Web site will include a
summary of the results. You can search this Web site at any time."

b. Note: The logic behind the redaction would be that a “non-applicable” clinical
trial is not legally required to register on CT.gov.

As noted in Q/A18 above, if the study is not an ACT, the sponsor is not required
to use the statement in 50.25(c).

Thank you kindly for your consideration.

Best,




