
Human Subjects Requirements 

The MICHR Pilot Grant Program (PGP) is required to comply with the National Center for Advancing 
Translational Sciences (NCATS) policy regarding research involving human subjects. According to the policy, 
NCATS must review and approve all pilot projects that involve human subjects before funding can be released 
and work on the project can begin.   

If your application is deemed fundable by the MICHR Scientific Review Committee, and it proposes human 
subjects research, it will proceed to a second level of review by NIH-NCATS. From the time you are notified of 
your fundable score by the PGP, you will have four months to submit your protocol to the IRB and six months 
to obtain approval. If approval is not obtained within this timeframe, the PGP reserves the right to deny funding. 

For your reference, the supplemental NIH-NCATS checklist and required documentation are below. The PGP 
facilitates submission of these materials to NCATS. Once received, NCATS anticipates a minimum of 30 days 
for review. 

Please refer to the NCATS FAQ page for answers to common questions: 
https://ncats.nih.gov/funding/grantees/approval-faq. 
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Instructions: Checklist and Human Subjects Documentation 
 
1. Fill in text boxes A, B, and C or enter NA. 
2. For statements # 1-13, mark the appropriate box with a X.  

a. For any statements marked ‘YES’, attach the corresponding Word or PDF documentation with 
appropriate naming conventions shown in red. 

3. Send the completed checklist and corresponding documentation to MICHR-PilotGrants@umich.edu. 
 

PI First Name and Last Name  

Title of Pilot Grant Project  

A. Title of Proposed Clinical Study 
Protocol  

 

B. Title of Proposed Clinical Study 
Protocol Submitted to IRB (if 
different than above) 

 

C. Title and PI of Parent Study (if 
proposed clinical study is 
ancillary to another study) 

 

 

 

1. IRB approval of the proposed clinical study  

 ☐Yes ☐ Not applicable 

Save as (example: “SmithM_IRB Approval.pdf”) 

 

2. The NIH Biosketch for the pilot project investigator conducting the NCATS-supported clinical research 

 ☐Yes    

Save as (example: “SmithM_Biosketch.pdf”) 

 

3. The clinical research protocol (as submitted to or approved by the IRB), including pagination and a face page 

with a table of contents. 

 ☐Yes 

Save as (example: “SmithM_Protocol.pdf”) 
 

4. The informed consent (and assent document, if applicable).  Check all that apply. 

 ☐Written informed consent 

 ☐Assent document 

 ☐Verbal informed consent (provide transcript) 

Save as (example: “SmithM_Consent.pdf”) (example: “SmithM.Assent.pdf”) 

 

5. Inclusion Plans for women, minorities, and children 

 ☐Yes ☐ No, an explanation is included in the request. 

Save as (example: “SmithM_Inclusion.pdf”) 

 

6. Targeted enrollment table or inclusion data record (IDR) 

 ☐Yes    ☐No, an explanation is included in the request 

mailto:MICHR-PilotGrants@umich.edu


7. Assurance or certification that the pilot project awardee and any Key Personnel directly involved in the study 

have taken appropriate education in protection of human subjects. Please note the Pilot Grant Program will 

include your PEERS certification transcript if you mark this box. Otherwise, you may attach confirmation of 

human subjects training obtained through other educational opportunities.  

 ☐Yes ☐No, an explanation is included in the request   ☐ Use my PEERS certification transcript 

Save as (example: “SmithM_HS Edu.pdf”) 

 

8. Is there a data and safety monitoring plan (DSMP) in place for the proposed clinical study? 

 ☐Yes, a copy is included with this request  

 ☐No, efforts to protect participant privacy and confidentiality are described in the request  

Save as (example: “SmithM_Safety.pdf”) 

 

9a. Is the clinical study considered an amendment or a sub-study/ancillary study of an IRB approved  

 parent protocol? 

 ☐Yes ☐No 

 

9b. If the answer to question 9a is “Yes”, include a parent protocol summary (<500 Words). 

 

 Please do not include the entire parent protocol.  You should include a summary (<500 words) of the parent 

 protocol with an explanation of how the NCATS-supported amendment or sub-study connects to it. 

Save as (example: “SmithM_NCATS Support Explain.pdf”) 

 

10a. Does the research include an investigational new drug (IND) or device exemption (IDE)? 

 ☐Yes ☐No 

 

10b.  If the research includes an IND or IDE, provide the following documentation: 

I. The IND number or letter from the FDA that the study is IND-exempt (drug) or a letter from 

the IRB if an investigational device is involved. 

II. The approved product label, the investigator brochure, or description of the device, as 

applicable. 

Save as (example: “SmithM_IND IDE.pdf”) 

Save as (example: “SmithM_Product Info.pdf”) 

 

11.  Provide a line item research budget that lists the supplies, services, and personnel supported by NCATS 

 funding.  For brevity, no more than ten budget line items should be listed. 

Save as (example: “SmithM_Budget.pdf”) 

 

 

 

 

 

 


