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 Decision Tree for C linicalTrials.gov Study Registration and Results Requirements   

[Note: more than one of the requirements below may apply] 

Refer to UAMS Policy 16.1.18 for additional information about UAMS ClinicalTrials.gov registration, maintenance, and 
reporting requirements. 

1 NIH Policy on the Dissemination of Clinical Trial Information (NOT-OD-16-149) 
2 A study that uses NIH- funded infrastructure but that does not receive NIH funds to support its conduct is not in scope. 
3 Applies to both initial and competing renewal grant applications. 
4 Visit the NIH website Clinical Trial Requirements for Grants and Contracts which contains the NIH clinical trial definition, definition case 

studies, and FAQs. 

NOTE: The clinical trial definitions used by NIH and ClinicalTrials. gov are synonymous (see NOT-OD-16-149) and are 
aligned with the definition used by publishers (International Committee of Medical Journal Editors [ICMJE]). 

5 For complete definitions of Applicable Drug and Applicable Device Clinical Trials, see the ACT checklist and FAQs. 
6 Publishers require public registration of all clinical trials as a condition of publication. For more information, see the ICMJE Clinical Trial 

Registration Policy, and FAQ ' What is the ICMJE definition of a clinical trial?' 
7 See: ClinicalTrials. gov help on Medicare and Medicaid Services (CMS) billing requirements; National Cancer Institute (NCI) reporting policy; and 

Patient-Centered Outcomes Research Institute (PCORI) reporting policy. 

If you have questions or need assistance, contact ORRAClinicalTrials-govAdmin@uams.edu. 

START 

 

I   

 

 

  

  

 

Is the study an 
interventional 
clinical trial? 

No 

Yes 

Yes 

Is the study an 
NIH-defined 
clinical trial?4 

No 

Yes 

NIH Dissemination  
Policy applies 

Registration and results 
reporting is required 

Applicable Clinical  
Trial (ACT) 

Registration and results 
reporting is required 

Yes 

Yes 

Yes 

Yes 

No 

No 

No 

No 

Is it an  
FDA-regulated  

clinical investigation of a 
drug, biologic, or  

device? 

Was the  
funding  

application submitted  
after Jan 17,  

2017?3 

Does / will the 
study receive any 

NIH funding?2 

Is the study an 
interventional 
clinical trial? 

Requirement 3 

ICMJE Publication 
Requirements6 

Not under  
the scope of the  

NIH Dissemination 
Policy 

Registration  
and results 

reporting not 
required by law/ 

regulations* 

Is it being 
conducted at ≥1 

US site or under an 
IND/IDE? 

Is it a phase 1 
(drug/biologic) or 
device feasibility 

study? 

Registration  
and results 

reporting not 
required by 
publishers 

ICMJE Policy applies 

Registration (but not results 
reporting) is required 

No 
Yes 

*Although the 3 main 
requirements are shown in this 
flowchart, other requirements7 

may apply. 
Continue to 

Requirement 3 

https://secure.compliance360.com/ext/1JvpmktKSAQR65GulBUf4w==
https://grants.nih.gov/grants/guide/notice-files/NOT-OD-16-149.html
https://grants.nih.gov/policy-and-compliance/policy-topics/clinical-trials
https://grants.nih.gov/policy-and-compliance/policy-topics/clinical-trials/definition
https://grants.nih.gov/policy-and-compliance/policy-topics/clinical-trials/case-studies#collapseS2_top
https://grants.nih.gov/policy-and-compliance/policy-topics/clinical-trials/case-studies#collapseS2_top
https://grants.nih.gov/faqs
https://grants.nih.gov/grants/guide/notice-files/NOT-OD-16-149.html
https://prsinfo.clinicaltrials.gov/ACT_Checklist.pdf
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https://clinicaltrials.gov/policy/reporting-requirements#CMS
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