Does a study need to be registered on
ClinTrials.gov?

No

Is the study interventional and does the study

evaluate atleast one drug, biologic, or device
product regulated by the FDA? No

Does it meet the NIH definition of a clinical trial?

Yes S :
A research study in which one or more human subjects

The study needs to be listed per
NIH requirements by the awardee

Is the study NIH funded? Yes Is the study a new protocol? Yes are prospectively assigned to one or more interventions (which may Yes
include placebo or other control) to evaluate the effects of those
interventions on health-related biomedical or behavioral outcomes,

or the investigator as the
responsible party

Is the study other than a phase 1 trial of a
drug and/or biological product or is the study
other than a device feasibility study?

The study needs to be listed

per NIH requirements by the

awardee or the invetigator as
the responsible party

Did the study have a competing application
submitted on or after 1/18/2017 which contains a Yeb
new clinical trial?

Is the study federally funded (CDC, HRS, etc.) by an agency other than
NIH?

Does at least one of the following apply?
1. At least one study facility is in the U.S. or a U.S. territory
2. Is the study conducted under a U.S. FDA Investigational New
Drug or investigational Device Exemption?
3. Does the study involve a drug, biological or device product that
g manufactured and exported from the U.S. or a U.S. territory fg
use in another country?

No

Yes

Refer to the FDA/ACT checklist but

Does industry hold the IND/IDE for NG Does the Pl hold the IND/IDE? NO (no | ND/IDE) l most likely it will need to be

the drug or device?

registered on clintrials.gov by the
Pl as the responsible party

Does it meet the ICMJE definition of a clinical trial?
any research project that prospectively assigns people or a group
of people to an intervention, with or without concurrent Yes
comparison or control groups, to study the relationship between a
health-related intervention and a health outcome.

Did the study enroll subjects before July 1,
20057

A copy of the informed consent form will

Refer to the FDA/ACT checklist but

need to be posted on n a publicly
STOP. The sponsor is the responsible party available Federal Web site

in maintaining the clintrials record

most likely it will need to be registered
on clintrials.gov by the Pl as the
responsible party

STOP HERE. Nothing required
at the moment.

The study needs to be listed ICMJE journals will consider trials

per ICMJE requirements if you beginning on or after July 1, 2005

intend to publish in an ICMJE only if registration occurred before
journal. ICMJE expects the the first patient was enrolled. The

authors to ensure that the ICMJE expects the authors to ensure
study is registered that the study is registered
appropriately by the appropriately by the responsible
responsible party party
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