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NIH Clinjcal Trial

Does the study involve human participants?

Are Participants prospectively
assigned to an intervention?

Is the study
evaluating the effect of intervention
on the participants?

Is the effect being evaluated a
health-related biomedical or
behavioral outcome?

This study is a clinical trial.

If the study received NIH Not a

funding and the funding
application was submitted on or
after Jan18, 2017, then NIH
policy applies. Registration &
Results Required
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NIH Dissemination Policy requires NIH funded clinical trial to be registered
and results reported in the clincialtrials.gov (effective on Jan 18,2017)

How Does NIH Define a Clinical Trial?

“A research study in which one or more human subjects are prospectively assigned to one
or more interventions (which may include placebo or other control) to evaluate the effects
of those interventions on health-related biomedical or behavioral outcomes”
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Prospectively Assigned: a pre-defined process (e.g., randomization)
specified in an approved protocol that stipulates the assignment of research
subjects (individually or in clusters) to one or more arms (e.g., intervention,
placebo) of a clinical trial

Interventions: a manipulation of the subject or subject’s environment for
the purpose of modifying one ore more health-related biomedical or
behavioral process and/or endpoints

Health-related biomedical or behavioral outcomes: the pre-specified goal(s)
or condition(s) that reflect the effect of one or more interventions on human
subjects’ biomedical or behavioral status or quality of life


https://www.federalregister.gov/documents/2016/09/21/2016-22379/nih-policy-on-the-dissemination-of-nih-funded-clinical-trial-information
https://www.federalregister.gov/documents/2016/09/21/2016-22379/nih-policy-on-the-dissemination-of-nih-funded-clinical-trial-information
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