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NOTE: Individual Notice of Funding Opportunity (NOFOs) may contain specific instructions about content, format, or length that differ from the general instructions provided by the NIH on its website and in the SF424 (R&R). In these instances, individual NOFO instructions take precedence. 

NIH R01 applications must use FORMS‑I application packages. Applicants must confirm they are using the correct reissued NOFO and Competition ID prior to submission. Many R01 NOFOs now use NIH’s Simplified Peer Review Framework; applicants should review Section V. Application Review Information of the NOFO carefully.

NIH Research Project Grant Programs (R01): NIH Research Project Grant Program (R01) | grants.nih.gov 
· Clinical Trial Not Allowed: PA-25-301
· Clinical Trial Required: PA-25-305
· Basic Experimental Studies with Humans Required: PA-25-303

Applicants should ensure they use the most recently reissued funding announcement. Always check the Release/Posted Date and Expiration Date in the Key Dates section of the NOFO, as Parent R01 announcements are periodically reissued.

Due Dates
Check the specific NOFO to which you are responding to confirm whether standard due dates apply, as some NOFOs use non-standard or single-cycle due dates.    
R01 Standard Due Dates:  	    	
· Cycle 1: February 5 (AIDS/ AIDS Related: May 7)  
· Cycle 2: June 5 (AIDS/ AIDS Related: September 7)  
· Cycle 3: October 5 (AIDS/ AIDS Related: January 7)  

Other Important Dates:   
Scientific Merit Review Dates 		
· Cycle 1: June - July  
· Cycle 2: October - November  
· Cycle 3: February – March  
  
Advisory Council Review Dates 		
· Cycle 1: August or October 
· Cycle 2: January – February
· Cycle 3: May - June
 
 Earliest Project Start Date 		
· Cycle 1:  September or December 
· Cycle 2: April  
· Cycle 3: July  

Purpose
The Research Project (R01) grant is an award made to support a discrete, specified, circumscribed project to be performed by the named investigator(s) in an area representing the investigator's specific interest and competencies, based on the mission of the NIH.
· No specific dollar limit unless specified in NOFO
· Advance permission required for $500K or more (direct costs) in any year
· Generally awarded for 3-5 years
· Utilized by all ICs 
Formatting
Font size:  Must be 11 points or larger. Smaller text in graphics, figures, graphs, diagrams, and charts is acceptable, as long as it is legible when the page is viewed at 100%.
· Recommended fonts:
· Arial
· Georgia
· Helvetica
· Palatino Linotype
· Provide at least one-half inch margins (1/2”)- for all pages.
· Do not include headers, footers, or page numbers.
· File names must be <50 characters and use only standard characters.
Title 
Limited to 200 characters (includes spaces and punctuation marks).  

1. Other Project Information
· If you answer “Yes” to the “Are Vertebrate Animals Used?” question,  you must provide an explanation and anticipated timing of animal use in Research Plan Form, Vertebrate Animals.
· Project Summary (Abstract):  No longer than 30 lines of text.  
· Succinct and accurate description of the proposed work, able to stand on its own (separate from the application). Should be informative to other persons working in the same or related fields and understandable to a scientifically literate reader. Avoid both descriptions of past accomplishments and the use of the first person.
· State the application's broad, long-term objectives and specific aims, making reference to the health relatedness of the project (i.e., relevance to the mission of the agency). Describe the research design and methods for achieving the stated goals. Be sure that the project summary reflects the key focus of the proposed project so that the application can be appropriately categorized. Do not include proprietary, confidential information or trade secrets in the project summary. If the application is funded, the project summary will be entered into an NIH database and made available on the NIH Research Portfolio Online 
· Reporting Tool (RePORT) and will become public information. Note that the "Project Summary/Abstract" attachment is not same as the "Research Strategy" attachment. 
· Project Narrative:  No more than 3 sentences.  
· Describe the relevance to public health: how, in the short or long term, the research would contribute to fundamental knowledge about the nature and behavior of living systems and/or the application of that knowledge to enhance health, lengthen life, and reduce illness and disability. If the application is funded, this public health relevance statement will be combined with the project summary (above) and will become public information. 
· Bibliography/References Cited: this section does not count toward your page limit.
· Should include any references cited in Research Plan Form and in the Human Subjects and Clinical Trials Information Form.
· Should include any references cited in R.400 – PHS 398 Research Plan Form and in the R.500 – PHS Human Subjects and Clinical Trials Information form.
· Facilities and Other Resources: Describe how the scientific environment in which the research will be done contributes to the probability of success (e.g., institutional support, physical resources, and intellectual rapport). In describing the scientific environment in which the work will be done, discuss ways in which the proposed studies will benefit from features of the scientific environment or from unique subject populations or how studies will employ useful collaborative arrangements.
· If there are multiple performance sites, describe the resources available at each site.
· When working with biohazards and any other potentially dangerous substances, describe any special facilities and measures implemented to mitigate threats to human health and the environment. Note: Information about select agents must be described in the Research Plan, Select Agent Research.
· For early stage PIs, describe institutional investment in the success of the investigator. See NIH’s Early Stage Investigator Policies.  
· Equipment: List major items of equipment already available for this project and, if appropriate, identify the equipment's location and pertinent capabilities.
· Other Attachments: Only in accordance with the NOFO and/or agency-specific instructions.

2. Senior/Key Person Profile 
· The PD/PI must have an eRA Commons account with the PI role, and the account must be affiliated with the applicant organization. 
· Biographical Sketch:  NIH requires submission of a Biographical Sketch (biosketch) for each proposed Senior/Key Person and Other Significant Contributor. 

For applications submitted on or after May 25, 2025, NIH requires use of the Common Forms Biographical Sketch and NIH Biographical Sketch Supplement, generated and digitally certified through SciENcv.

All Senior/Key Personnel must link an ORCID iD to SciENcv. While administrators may assist with preparation, certification must be completed by the individual.

Applicants must follow current NIH instructions for page limits or character limits applicable to each section of the Common Forms and Supplement. 
· Education: begin with baccalaureate information.

3. Budget Information: Costs appropriate for the project and a project duration of up to five years may be requested. The size and duration of each award will vary. R01s can be limited in a specific NOFO, so it is important that applicants note any budgetary limits indicated in Part 2. Section 2. Award Budget of the NOFO. 

Applicants requesting $500,000 or more in direct costs in any year (excluding consortium F&A) must contact NIH program staff at least 6 weeks before submitting the application and follow the Policy on the Acceptance for Review of Unsolicited Applications that Request $500,000 or More in Direct Costs as described in the SF 424 (R&R) Application Guide and the NIH Grants Policy Statement. Individual NOFOs may require additional budget information. Review the Application and Submission Information section of the NOFO for detailed instructions.

4. Research Plan 
· Introduction:  Complete an Introduction to Application (for Resubmissions and Revisions)
· Instructions for Resubmission Applications.
· Instructions for Competing Revisions.
· Specific Aims:  
· 1-page limit. The Specific Aims do NOT count toward your Research Strategy, which has a 12-page limit.   
· Concisely state the goals of the proposed research.  
· Summarize the expected outcomes, including impact of research on fields involved.  
· Succinctly list objectives of proposed research (e.g., to test a hypothesis, create a novel design, solve a specific problem, etc.).  
  
· Research Strategy:   
· Cannot exceed 12 pages. This section includes three headings: Significance, Innovation, and Approach.  
· Peer Review Considerations:
Many NIH R01 NOFOs now use the Simplified Peer Review Framework. Under this framework, reviewers evaluate:
· Importance of the Research (Significance and Innovation) – scored
· Rigor and Feasibility (Approach) – scored
· Expertise and Resources (Investigator(s) and Environment) – evaluated for sufficiency
Applicants should ensure that these elements are clearly addressed across the Research Strategy, Investigator(s), and Facilities and Other Resources sections.
 
A. Significance:   
· Explain the importance of the problem or critical barrier to progress in the field that the proposed project addresses.   
· Describe the strengths and weaknesses in the rigor of the prior research (both published and unpublished) that serves as the key support for the proposed project.
· Explain how the proposed project will improve scientific knowledge, technical capability, and/or clinical practice in one or more broad fields.   
· Describe how the concepts, methods, technologies, treatments, services, or preventative interventions that drive this field will be changed if the proposed aims are achieved.   
 
B. Innovation:  
· Explain how the application challenges and seeks to shift current research or clinical practice paradigms.   
· Describe any novel theoretical concepts, approaches or methodologies, instrumentation or intervention(s) to be developed or used, and any advantage over existing methodologies, instrumentation, or interventions.   
· Explain any refinements, improvements, or new applications of theoretical concepts, approaches or methodologies, instrumentation, or interventions.  

C. Approach:   
· Describe the overall strategy, methodology, and analyses to be used to accomplish the specific aims of the project. 
· Describe plans to address weaknesses in the rigor of the prior research that serves as the key support for the proposed project. Describe the experimental design and methods proposed and how they will achieve robust and unbiased results. Include how the data will be collected, analyzed, and interpreted, and reference any Resource Sharing Plans and the Data Management and Sharing (DMS) Plan, as appropriate.
· For trials that randomize groups or deliver interventions to groups, describe how your methods for analysis and samples size are appropriate for your plans.
· Discuss potential problems, alternative strategies, and benchmarks for success anticipated to achieve the aims.  
· If the project is in the early stages of development, describe any strategy to establish feasibility, and address the management of any high-risk aspects of the proposed work.   
· Explain how relevant biological variables, such as sex, are factored into research designs and analyses for studies in vertebrate animals and humans.
· Point out any procedures, situations, or materials that may be hazardous to personnel and precautions to be exercised.   
· [bookmark: _Hlk128042620]If research on Human Embryonic Stem Cells (hESCs) is proposed but an approved cell line from the NIH hESC Registry cannot be chosen, provide a strong justification in the Research Plan Form, Research Strategy attachment. 
· If human fetal tissue is obtained from elective abortions (HFT) include:
· Use the specific heading: “Human Fetal Tissue Research Approach”.
· Describe the proposed characteristics, procurement, and procedures for the research use of HFT. 
· Justify the use of HFT:
· Why the research goals cannot be accomplished by using an alternative to HFT.
· What methods were used (e.g. literature review, preliminary data) to determine that alternatives could not be used.
· Results from a literature review used to provide justifications.
· Plans for the treatment of HFT and the disposal of HFT when research is complete.
· Description of planned written, voluntary, informed consent process for cell/tissue donation, or description, and documentation of process.
· If an early stage PI, include Preliminary Studies in “Approach” Section
· Discuss the PD/PI’s preliminary studies, data, and/or experience pertinent to this application. Preliminary data can be an essential part of a research grant application and can establish the likelihood of success. 
· If a renewing PI, include Progress Report in “Approach” Section  
· Provide the beginning and ending dates since the last competitive review
· Summarize the specific aims of the previous project period and the importance of the findings, and emphasize the progress made toward their achievement.
· Explain any significant changes to the specific aims and any new directions, including changes resulting from significant budget reductions.
· Discuss previous participant enrollment (e.g., recruitment, retention, inclusion of women, minorities, children, etc.) for any studies meeting the NIH definition for clinical research. Use the Progress Report section to discuss, but not duplicate information collected elsewhere in the application.
5. Other Research Plan Section:   
· Vertebrate Animals
· Select Agent Research
· Multiple PD/PI Leadership Plan
· Consortium/Contractual Arrangements
· Letters of Support
· Resource Sharing Plans
· Other Plan(s)
· Data Management and Sharing (DMS) Plan: Required for all R01 applications that generate scientific data. The DMS Plan (typically up to 2 pages) describes how data will be managed, preserved, and shared. NIH Program Staff assess the DMS Plan, and the approved version becomes a Term and Condition of Award. Reasonable data management and sharing costs may be included in the budget.
· Authentication of Key Biological and/or Chemical Resources

Proposal Assistance 
The Proposal Development team provides grant writing and editing support, and can direct you to templates, sample proposals, and other resources. Contact grantdevelopment@utoledo.edu to request assistance. 
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