
 
 
 
NIH Human Subjects and Clinical Trials Guide   (To be used after January 2018) 
 
NIH has changed their data collection strategy, and some of the forms have been consolidated. 
 Please watch the Youtube video and follow the instructions below. 
 
PHS HOW TO VIDEO    YOUTUBE   

https://www.youtube.com/watch?v=nz9NWFhYOG8&list=PLOEUwSnjvqBJeHcb4yai7_fDnFZFPEmQK&index=1 
 

• The answers to the Research & Related Other Project Information form drive (auto input) the PHS Human 

Subjects and Clinical Trials form (R&R)  

 
 

A. If NO to Human Subjects:  Stop here. 

B. If YES to Human Subjects:  You MUST provide at least (1) Study Record in the PHS HS/CT form AND at least (1) 

Inclusion Enrollment Report: 

(A Full Detail Study Record OR a Delayed Onset Study Record) 

 

PHS Human Subjects and Clinical Trials Information 

 

 
 

 

 

 

 

 

 

 

https://www.youtube.com/watch?v=nz9NWFhYOG8&list=PLOEUwSnjvqBJeHcb4yai7_fDnFZFPEmQK&index=1


 

 

 

 

 

(A) Full Study Record (5 sections)  

The first four questions (1.4 a-d) under Human subjects determines if your project meets the definition of a Clinical Trial. 
If the answer to ALL four questions is YES, then the proposal meets the definition of Clinical Trials  
 

 
 

 
 

 

 

 

 



 

 

 

 

 



 
 

For HUMAN SUBJECTS ONLY: Respond to ALL questions and STOP after 3.2 (Multi-Site question) is answered. 

For CLINICAL TRIALS ONLY:  Complete the rest of the application fields:  3.3-3.5, Section 4 and 5. 
 

 
 

STOP after 3.2 for Human Subjects 

Only. The rest is to be completed for 

Clinical Trials. 

 

 



 
 

 

 
 

(B) Delayed Onset Study Record  (not Delayed Start) 

(NIH glossary) Delayed Study Record is defined as human subjects research that is anticipated within the period of 
award, but definite plans for this involvement cannot be described in the application. 
 Identify a Study title 

a) Check the Anticipated Clinical Trial 

b) Upload a justification as to why the CT is delayed, and the details are not available at the time of 

application. Include an assurance that all clinical policies will be followed, IRB and plans for the 

dissemination of CT information in the commentary. 
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