From: OC GCP Questions

To:

Subject: RE: Definition of a Clinical Investigation and written consent language for clinicaltrials.gov [21 CFR 50.25(c)]
Date: Friday, December 01, 2017 10:41:00 AM

Attachments:

Good morning,

The statement required by 21 CFR 50.25(c) must be included in the informed consent document for
trials that meet the definition of an “applicable clinical trial.” FDA has guidance related to this
regulatory requirement which may be found at
https://www.fda.gov/Regulatorylnformation/Guidances/ucm125335.htm Questions 3. and 4. relate
to your question.

The Department of Health and Human Services requirements for registration and submission
of results information for applicable clinical trials is found under 42 CFR part 11 which was
published September 21, 2016 (81 FR 64981). The National Institutes of Health (NIH) issued a
separate policy for NIH-funded clinical trials which may be found at 81 FR 64922. The
regulations at 21 CFR 50.3 and 21 CFR 50.25(c) do not require the submission of information
to ClinicalTrials.gov but rather describe the requirements for informed consent in a clinical
investigation. You may wish to review the NIH Checklist for Evaluating Whether a Clinical Trial or
Study is an Applicable Clinical Trial (ACT) Under 42 CFR 11.22(b) for Clinical Trials Initiated on or After
January 18, 2017 which may be found at http://prsinfo.clinicaltrials.gov/ACT_Checklist.pdf. Any
questions related to the regulations at 42 CFR part 11 or the separate NIH policy should be

addressed to the ClincialTrials.gov staff at the NIH at register@clinicaltrials.gov.

| hope this information is helpful. Please contact us again at gcp.questions@fda.hhs.gov should you
have additional questions.

Patrick J. McNeilly, Ph.D.
Senior Health Policy Analyst

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.

rrom: I

Sent: Thursday, November 30, 2017 4:47 PM

To: OC GCP Questions <gcp.questions@fda.hhs.gov>

Subject: Definition of a Clinical Investigation and written consent language for clinicaltrials.gov [21
CFR 50.25(c)]

Hello,

If a research Proposal meets the definition of a th_gal_lm_es_ugaim [21 CFR 50.3], the written consent
form/ document requires the language for registration in clinicaltrials.gov [21 CFR 50.25(6)]?

It seems the requirement for registration to Clinicaltrials.gov have 3 mechanisms:
- 81 FR 64981
- 81 FR 64922
- 21 CFR 50.3 and 21 CFR 50.25(c)

I hoPe my interpretations (above. sentences 1 and 2) are accurate? I've detailed my observations here:
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