CLINCALTRIALS.GOV REGISTRATION GUIDELINES

I Study involves human participants?

Your study is not a

an intervention? clinical trial.
(not observational)

Registration on

ClinicalTrials.gov is

Int(_ervent!on evaluates.a health-related, not required.
biomedical, or behavioral outcome?

Your study is a Clinical Trial
by NIH definition

Fully or partially funded by the NIH?
Registration on

ClinicalTrials.gov is

. Other than a Phase 1 drug/biologic study

required prior to or device feasibility?
enrollment of the

first participant.
YES

Registration on ClinicalTrials.gov is
not required.

For further clarification, contact ocrctgov@pobox.upenn.edu



mailto:ocrctgov@pobox.upenn.edu
https://prsinfo.clinicaltrials.gov/ACT_Checklist.pdf
https://prsinfo.clinicaltrials.gov/ACT_Checklist.pdf
http://www.icmje.org/recommendations/browse/publishing-and-editorial-issues/clinical-trial-registration.html

