NIH Parent R01 (Clinical Trial Required) Submission CHECKLIST 
Funding Opportunity PA-25-305 
Application due date: Standard due dates (by 5:00 pm EST) 

This document is designed only to serve as a project management tool. It does NOT replace the detailed information available within the relevant funding solicitation, the funding agency’s forms, instructions, or review criteria. For any questions, please refer directly to the funding solicitation or contact your program officer.
Current SF424 (Forms I) Instructions: https://grants.nih.gov/grants/how-to-apply-application-guide.html
NIH Formatting Requirements: 11 pts; Arial, Georgia, Helvetica, or Palatino Linotype; 0.5 inch margins; 6 lines per vertical inch; smaller text in figures, graphs, diagrams, charts acceptable as long as it’s legible when page viewed at 100% 
Before you get started:
1. Confirm PI eligibility
2. Identify pre-award specialist in your unit (e.g., SPA 2.0) and SPA Research Administrator
3. Create a new proposal entry in UVMClick (*Note: Enter Opportunity ID for System-to-System (S2S) submission)

	REQUIRED Documents
(uploaded as separate PDFs)
	Notes

	Narrative
	2-3 sentences: state relevance to public health

	Project Summary (Abstract)
	Limit: 30 lines of text

	Specific Aims
	Limit: 1 page

	Research Strategy
	Limit: 12 pages

	Bibliography & References Cited
	No page limit

	Biographical sketches
	Limit: 5 pages; *Required for all key personnel
NOTE: Beginning May 24, 2025, all biosketches must be completed and certified in SciENcv.

	Budget Form
	Determine whether to use: modular budget form (for requests <$250K/year, unless specified by RFA) or detailed R&R budget forms
* Easiest to build budget directly in UVM Click – interfaces with PeopleSoft for accurate salary information, prepopulates budget forms in the SF424

	Budget Justification
	*if modular budget, limited justification needed

	Resource Sharing Plan
	No page limit

	Facilities & Other Resources
	No page limit

	Equipment
	No page limit

	Data Management and Sharing Plan
	Recommended 2 pages




	Documents to Complete If Applicable
	Notes

	Introduction
	Limit: 1 page
Required for RESUBMISSION applications only

	Progress Report Publication List
	Required for RENEWAL applications only

	Letters of Support
	Save as a single PDF

	Human Subjects Study Record
	Required for human subjects or clinical trial studies

	Vertebrate Animals
	Required for studies involving vertebrate animals

	Select Agent Research
	Required for studies using hazardous agents

	Multiple PD/PI Leadership Plan
	For grants with Multiple PIs

	Consortium/Contractual Arrangements
	Required for subawards

	Authentication of Key Biological and/or Chemical Resources
	Required for ensure validity of key biological and/or chemical resources used in the study

	Foreign Justification
	R&R Other Project Information Form: If you answer “yes” to Question 6: “Does this project involve activities outside of the US or partnerships with international collaborators?”, must attach a justification in Field 12: Other Attachments

	Appendices
	Generally not allowed, follow SF424 instructions regarding allowable materials

	UVM Cost Share Approval Request Form 
	Required if proposal includes cost share from multiple Departments and/or Colleges.  



	PHS Human Subjects and Clinical Trials Information – Major Document Attachments
	Notes

	Inclusion of Individuals Across the Lifespan
	Required for Human Subjects and Clinical Trails

	Inclusion of Women and Minorities
	Required for Human Subjects and Clinical Trails

	Recruitment and Retention Plan
	Required for Human Subjects and Clinical Trails

	Study Timeline
	Required for Clinical Trials only

	Protection of Human Subjects
	Required for Human Subjects and Clinical Trails
MUST follow very specific headings and subheadings. Major headings are: 1) Risks to Human Subjects; 2) Adequacy of Protection Against Risks; 3) Potential Benefits of the Proposed Research to Research Participants and Others; 4) Important of the Knowledge to be Gained

	Data and Safety Monitoring Plan
	Required for Clinical Trials only

	Overall Structure of the Study Team
	Optional, but recommended

	Study Design
	Required for Clinical Trials only 
This is a text box in the form, but is asking for a long (~5,000 characters) narrative description of the study (text box allows up to 32,000 characters)

	Statistical Design and Power
	Required for Clinical Trials only

	Dissemination Plan
	Required for Clinical Trials only



	Subawards (if applicable - Required Documents from an external collaborator)
	Notes

	Subrecipient Commitment Form 
(including endorsement/signature from subrecipient’s Authorized Official)
	Required UVM internal form. If subrecipient participates in the FDP Expanded Clearinghouse, can substitute a signed document by an authorized representative containing similar information.

	Scope of Work
	Short narrative, for UVM’s records

	Budget
	Required as part of NIH application – use SF424 (R&R) Subaward budget attachment

	Budget Justification
	Required as part of NIH application

	Biographical Sketches
	Required as part of NIH application for key personnel

	Facilities & Other Resources
	Add collaborator information into main document

	Equipment
	Add collaborator information into main document



	Forms (for reference – all forms will be filled out through the System-to-System interface with UVM Click)
	Notes

	SF424 (R&R)
	Data entry (mostly prepopulated from Click)

	PHS 398 Cover Page Supplement
	Data entry

	PHS 398 Research Plan
	Upload attachments: Specific Aims, Research Strategy, Introduction, Progress Report Publication List, Vertebrate Animals, Select Agent Research, Multiple PD/PI Leadership Plan, Consortium/Contractual Arrangements, Letters of Support, Resource Sharing Plan, Data Management and Sharing Plan, Authentication of Key Biological and/or Chemical Resources

	R&R Other Project Information
	Data entry (mostly prepopulated), AND upload attachments: Project Summary, Narrative, Bibliography, Facilities & Resources, Equipment 

	Project/Performance Site Location(s)
	Data entry (mostly prepopulated from Click)

	R&R Senior/Key Person Profiles
	Data entry (mostly prepopulated) AND attach biographical sketches

	PHS 398 Modular Budget Form OR                      R&R Budget Form                                                     (if applicable) R&R Subaward Budget Attachment(s)
	Select which form(s) to use, budget imports from Click AND attach budget justification(s)

	PHS Human Subject and Clinical Trails Information
	Only for human subjects/clinical trial studies

	Assignment Request Form
	Optional but recommended
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