
ClinicalTrials.gov Registration and Reporting Requirements 

Summary Table 

Definition and 
Scope of 
"Clinical Trial" 

Studies 
Requiring 
Registration 

Studies Not 
Requiring 
Registration 

Registration 
Requirement 

Results Reporting 
Requirement 

Penalties 

FDAAA801 

lnterventional 0 studies (with one or 
more arms) of FDA-regulated drugs, 
biological products, or devices 

• Applicable Clinical Trial (ACT) is
the term used to designate the
scope of trials that may be subject
to the registration and reporting
requirements in FDAAA

• See for FDAAA Definition (page
4) a: (115 KB) and Decision Tools
here � (945 KB) and here �

Applicable Clinical Trials (ACT) � 
(945 KB) regulated by the US FDA 

• Drugs & Biologics: controlled
clinical investigations of products
subject to FDA regulation 0

• Devices:

1. controlled trials with health
outcomes of devices subject to
FDA regulation 0

1. pediatric post market surveillance
of a device as required by FDA

• Phase 1 drug and small feasibility
device trials

• Behavioral interventional trials
(unless funded by NIH)

• Observational studies

• Registries

• Retrospective chart reviews

No later than 21 days after enrollment 
of the first participant - see here 0 

No later than 12 months from the study 
completion date - see here 0 

• Criminal proceedings and civil
penalties (over $14,000/day 0
until noncompliance is resolved)

• Loss of HHS funding

NIH 

A research study in which one or more human 
subjects are prospectively assigned to one or more 
interventions 0 (which may include placebo or 
other control) to evaluate the effects of those 
interventions on health-related biomedical or 
behavioral outcomes 

• See for NIH Definition 0 and Decision Tool 0

Clinical trials that are partially or fully funded by the 
NIH, regardless of whether the trial involves an FDA 
regulated product 

• Observational studies

• Registries

• Retrospective chart reviews

No later than 21 days after enrollment of the first 
participant - see here 0 

No later than 12 months after the study's primary 
completion date - see here 0 

Loss of current or future NIH funding 

ICMJE 

Any research study that prospectively 
assigns human participants or groups of 
humans to one or more health-related 
interventions 0 to evaluate the effects 
on health outcomes 

• See for ICMJE Definition 0

Applies to clinical trials where the 
intention is to publish in an ICMJE 
member journal 

• See here 0 for journals stating that
they follow the ICMJE policy

• Observational studies

• Registries

• Retrospective chart reviews

At or before the first patient is enrolled in 
the study - see here 0 

Results reporting is not required 

Refusal to publish in ICMJE journals 

https://www.ecfr.gov/current/title-42/chapter-I/subchapter-A/part-11
https://cdn.clinicaltrials.gov/documents/ElaborationsOnDefinitions.pdf
https://cdn.clinicaltrials.gov/documents/ACT_Checklist.pdf
https://grants.nih.gov/ClinicalTrials_fdaaa/docs/Flow_chart-ACT_only.pdf
https://grants.nih.gov/grants/guide/notice-files/NOT-OD-15-015.html#:~:text=An%20intervention%20is,and%2C%20diagnostic%20strategies.
https://grants.nih.gov/policy/clinical-trials/definition.htm
https://grants.nih.gov/ct-decision/index.htm
https://www.who.int/news-room/questions-and-answers/item/clinical-trials#:~:text=Interventions%20include%20but%20are%20not%20restricted%20to%20drugs%2C%20cells%20and%20other%20biological%20products%2C%20surgical%20procedures%2C%20radiologic%20procedures%2C%20devices%2C%20behavioural%20treatments%2C%20process%2Dof%2Dcare%20changes%2C%20preventive%20care%2C%20etc.
https://www.icmje.org/about-icmje/faqs/clinical-trials-registration/
https://cdn.clinicaltrials.gov/documents/ACT_Checklist.pdf
https://clinicaltrials.gov/policy/fdaaa-801-final-rule
https://clinicaltrials.gov/policy/fdaaa-801-final-rule
https://www.icmje.org/journals-following-the-icmje-recommendations/
https://clinicaltrials.gov/policy/fdaaa-801-final-rule#WhenDoINeedToRegister
https://www.nih.gov/news-events/summary-hhs-nih-initiatives-enhance-availability-clinical-trial-information#:~:text=The%20Final%20Rule%20requires%20that%2C%20in%20general%2C%20a%20responsible%20party%20register%20an%20applicable%20clinical%20trial%20at%20ClinicalTrials.gov%20no%20later%20than%2021%20days%20after%20enrolling%20the%20first%20participant%20(see%20%C2%A7%2011.24).
https://www.icmje.org/recommendations/browse/publishing-and-editorial-issues/clinical-trial-registration.html#one
https://clinicaltrials.gov/policy/fdaaa-801-final-rule#WhenDoINeedToSubmitResults
https://policymanual.nih.gov/3007#:~:text=Results%20Information%20Reporting%3A,secondary%20outcome%20measure
https://www.ecfr.gov/current/title-45/subtitle-A/subchapter-A/part-102/section-102.3



