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This document is designed to serve as an abbreviated template. It does NOT replace the detailed information available within the relevant funding opportunity announcement, the funding agency’s forms, instructions, or review criteria. For any questions, please refer directly to the FOA or the current NIH Application Guide.

How to use this template:  
Required subheadings are indicated in bold, black text. Please delete all notes, instructions, and examples (indicated by blue text) prior to finalizing and uploading your text.

[bookmark: bookmark1][bookmark: bookmark0]Content Instructions

· See the NIH Table of Page Limits for your funding mechanism’s Research Strategy page limit, unless otherwise specified in the FOA.

· Hyperlinks and URLs may not be used in this section unless specified as allowed in the FOA. 

· Organize the Research Strategy with sections in the order shown below – Significance, Innovation, then Approach – unless otherwise specified in the FOA. Include the information specified under each section heading below, taking care to include any specific additional information required by your funding mechanism and/or FOA. 

· Clearly state the expected significance of the work, the relationship of the work to the present state of knowledge in the field and to your work in progress under other support, the Specific Aims, and the work to be undertaken. 

· Outline the general plan of work, including the broad design of activities to be undertaken, and, where appropriate, provide a clear description of experimental methods and procedures. Where appropriate, use preliminary data and include data visualizations to justify your approach to the proposed work. 

· Cite published experimental details and provide full references in R&R Other Project Information Form: Bibliography and References Cited. 

· Additional Instructions for Applicants with Multiple Specific Aims: You may address the Significance, Innovation, and Approach either for each Specific Aim individually or for all the Specific Aims collectively.

· Additional Instructions for Applications Proposing the Use of Human Fetal Tissue: If the use of human fetal tissue obtained from elective abortions (HFT) (as defined in the NIH Grants Policy Statement) is included in the proposed project, you are required to include specific information in the Approach section. See note in Approach, below. 

· Additional Instructions for SBIR/STTR Applications: Include a tentative sequence or timetable for the project as part of the Research Strategy. 






Review Criteria and/or Questions to Consider

· Has the PI addressed a highly significant problem in the context of current scientific challenges and opportunities, either for advancing knowledge within the field or more broadly?

· Does the scientific background justify the proposed study?

· Is the proposed project innovative?

· Can the Specific Aims be achieved within the time allotted for the grant? Are there clear endpoints?

· Is there a hypothesis that is well focused and testable by the aims and experiments?

· Are there experiments outlined to address the aims? Are the experiments feasible?

· Is there a high potential for the project to produce unbiased, reproducible, robust data? 

· Are there appropriate controls in place?

· Is the sample size sufficient and well-justified?

· Do the investigator(s) have sufficient background, training, and/or expertise (as appropriate for their career stage) to conduct the proposed work? 

Suggested outline
We have provided a suggested outline on the third page of this document. If you would like, you can enter your text directly below each subsection header (delete additional guiding comments). This document is already formatted appropriately (0.5 inch margins, Arial font, 11 point text). Just delete the first page and you are on your way to a complete draft!


















RESEARCH STRATEGY

A. Significance

The goal of this section is to describe how your proposed project will solve a critical problem or barrier (in other words, to establish the scientific premise that forms the basis for your proposed project). Begin with an opening sentence that immediately captures the reviewers’ attention and highlights the NIH-relevant area that the proposed project will address. Briefly describe the state of current knowledge in your project area and identify the problem or critical barrier to progress that your project will solve/overcome. 

Use the second paragraph(s) to explain the importance of the problem or critical barrier to progress that your project addresses. This may be presented in subsections broken up by topic/idea, or as one large section. Go into the state of current knowledge in your field in more detail here, citing the literature to back up your statements, and provide a brief description of your preliminary data, if applicable. Describe the strengths and weaknesses in the scientific rigor of the prior research (both published and unpublished) that serve as key support for the proposed project. (Note: the NIH’s definition of ‘scientific rigor’ is “the strict application of the scientific method to ensure robust and unbiased experimental design, methodology, analysis, interpretation, and reporting of results. This includes full transparency in reporting experimental details so that others may reproduce and extend the findings.”) 

Finally, state the overarching goal and specific aims of your project and explain how the proposed project will improve scientific knowledge, technical capability, and/or clinical practice in one or more broad fields. We recommend including an overview figure summarizing the main problem(s)/barrier(s) motivating your project, the project’s goal and aims, and the project’s anticipated impact. 

· For Research (R) proposals and multi-project (both overall and other components) proposals, describe how the concepts, methods, technologies, treatments, services, or preventative interventions that drive the field will be changed if you achieve your proposed aims.  

· For SBIR/STTR proposals, explain the project’s potential to lead to a marketable product, process, or service. 
· For Phase II, CRP, Fast-Track, and Phase IIB Competing Renewal proposals, explain how the commercialization plan demonstrates a high probability of commercialization. 

B. Innovation

The goal of this section is to convey what is innovative about your proposed project. This is generally the shortest section of the Research Strategy. The goal of this section is to explain how the application you are proposing challenges and seeks to shift the current research or clinical practice paradigms. Be sure to cite the literature where appropriate.

In this section, describe any novel theoretical concepts, approaches or methodologies, instrumentation, interventions to be developed or used, and any advantage over existing methodologies, instrumentation, or interventions. Use language like “novel”, “innovative”, “for the first time”, etc. Also explain any refinements, improvements, or new applications of existing or currently practiced theoretical concepts, approaches or methodologies, instrumentation, or interventions. 

C. Approach

The goal of this section is to explain how you will complete each of your Specific Aims. This should be the longest section of the Research Strategy. Begin by reiterating the project’s overarching goal and summarizing your overall strategy for accomplishing it at a high level, outlining how the project will be completed from start to finish without going into methodological detail. 

· If the project is in the early stages of development, describe any strategy to address feasibility, and address the management of any high-risk aspects of the proposed work. 

· If the project is proposing to study only one sex, provide strong justification from the literature and any other relevant considerations that explain or demonstrate the need for this choice. Refer to NOT-OD-15-102: Consideration of Sex as a Biological Variable in NIH-funded Research for more information on NIH’s policy.

· If the project proposes research on Human Embryonic Stem Cells (hESCs), but an approved cell line from the NIH Human Embryonic Stem Cell Registry cannot be chosen, provide a strong justification for why an appropriate cell line cannot be chosen from the registry at this time. 

Then, break the rest of the section into subsections for each Specific Aim as follows. 

C.1 Specific Aim 1: [insert Specific Aim 1]
Include a brief introductory section putting this Aim into the context of the rest of the project (how does it relate to the other Specific Aims?), stating the hypothesis if you have one, and stating the intended outcome(s) and/or output(s). 

C.1.a. Justification
Describe weaknesses in the rigor of prior research that serve as key support for Specific Aim 1 (a.k.a., the scientific premise for Specific Aim 1), and your plans to address those weaknesses. 

C.1.b. Feasibility
Break this section into two subsections: literature review and preliminary studies. 

C.1.b.1 Background. Present a brief review of relevant literature that is necessary to understand your chosen approach for Specific Aim 1.

C.1.b.2. Preliminary Studies. Present any preliminary data you have collected that justify the chosen approach, with data visualizations as needed. Discuss the PD/PI’s relevant experience. Early-stage investigators (ESIs) are not exempt from including preliminary data.

· If the project is proposing to study only one sex, provide preliminary data to justify this choice.
 
· Preliminary data may not be needed (or available) for Exploratory/Development Grants (R21/R33), Small Research Grants (R03), and Academic Research Enhancement Award (AREA) Grants (R15).

· For SBIR/STTR proposals: 
· Preliminary data are not required for Phase 1 applications, but they are recommended as they may assist reviewers in assessing the project’s likelihood of success. 
· Preliminary data are not required, but are expected, for Fast-Track applications.
· Preliminary data are required for Direct Phase II applications. Summarize the Specific Aim(s) of the preliminary work that serves as the basis for the Phase II application, quantitative milestones for each Aim, and the importance of the findings. Emphasize the progress made toward each Aim’s achievement. Describe the technology developed, its intended use, and who the users will be. Provide data or evidence of the capability, completeness of design, efficacy, and rationale for selection of the criteria used to validate the technology, prototype, or method. Describe the current status of the project (e.g., under development, commercialized, in use, or discontinued). 
· If applicable, describe the status of FDA approval for the product, process, or service (e.g., continuing pre-IND studies; filed on IND; in Phase I, II, or III clinical trials; applied for approval; review ongoing; approved; or not approved). List the generic and/or commercial names of the product. Do not include a list of publications, patents, and other printed materials (these should be included in Item 5: Progress Report Publication List). 

C.1.c. Research Design
Describe the experimental design and methods to be used to accomplish Specific Aim 1, including how data will be collected to achieve robust and unbiased results. You may prefer to further split this section into subsections describing the study population, databases to be used, new data to be collected, etc. Resources and tools for designing rigorous experiments can be found here: Enhancing Reproducibility through Rigor and Transparency | grants.nih.gov. 

· For projects involving vertebrate animals and/or humans, explain how relevant biological variables, such as sex, are factored into the experimental design. 

· For projects involving procedures, situations, or materials that may be hazardous to personnel, describe the precautions to be exercised. Refer the reader to the Select Agent Research attachment for a full discussion on the use of select agents. 

C.1.d. Rigorous Scientific Design
NIH defines scientific rigor as “the strict application of the scientific method to ensure robust and unbiased experimental design, methodology, analysis, interpretation, and reporting of results” and expects “full transparency in proposing and reporting experimental details so that reviewers may assess the proposed research and others may reproduce and extend the findings.” In this section, highlight key elements of rigor in your research design. 

Describe the analyses and interpretations of data to be performed in Specific Aim 1. Reference any Resource Sharing Plans and the Data Management and Sharing Plan (DMSP) as appropriate. 

· For projects with trials that randomize groups or deliver interventions to groups, describe how your methods for analysis and sample size are appropriate for your participant assignment and intervention delivery plans. These methods can include a group- or cluster-randomized trial or an individually randomized group-treatment trial. Additional information is available here: Research Methods Resources.

· For projects involving vertebrate animals and/or humans, explain how relevant biological variables, such as sex, are factored into the analyses.

C.1.e. Expected Outcomes
State the results you expect from Specific Aim 1 and how you will know if you successfully accomplished the Aim (benchmarks for success). 

C.1.f. Potential Problems and Alternative Approaches
Discuss potential problems you anticipate and alternative strategies you will use to achieve Specific Aim 1 if those problems occur. 

C.1.g. Timeline
Make a Gantt chart (recommended) or other visual representation of when you will complete key tasks associated with Specific Aim 1, including sharing your findings with the scientific community. 

C.1.h. Future Directions
Wrap up Specific Aim 1’s Approach section by summarizing the key anticipated takeaways from this Aim that provide a foundation for Specific Aim 2 as well as future research beyond this project’s projected timeline.  

Repeat this subheading structure for each Specific Aim. 

· For applications proposing the use of Human Fetal Tissue (HFT) obtained from elective abortions as defined in the NIH Grants Policy Statement, include a section with the heading “Human Fetal Tissue Research Approach”. In this section, describe the proposed characteristics, procurement, and procedures for the research use of HFT. Justify the use of HFT by answering:
· Why can’t the research goals 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? Provide results from the literature as justification. 
· What plans are in place for the treatment of HFT and the disposal of HFT when research is complete?
· What is the planned written, voluntary, informed consent process for cell/tissue donation? Include a description and documentation of the process if cells/tissue were already obtained.

· For renewal and revision applications, include a section titled Progress Report. In this section, provide the beginning and end dates for the period covered since the last competitive review. Do not duplicate information that is presented elsewhere in the application, or a list of publications, patents, or other printed materials. Do include: 
· A summary of the Specific Aims of the previous project period and the importance of the findings, emphasizing the progress made toward the achievement of the Aims.
· An explanation of any significant changes to the Specific Aims and any new directions, including changes resulting from significant budget reductions.
· A discussion of previous participant enrollment (e.g., recruitment, retention, inclusion of women, minorities, children, etc.) for any studies meeting the NIH definition for Clinical Research. 
· If changing from a single PD/PI to multiple PD/PIs (or vice versa) or changing the number or makeup of multiple PD/PIs, provide a rationale for the change and reference the required Multiple PD/PI Leadership Plan. 
· For SBIR/STTR applications, in addition to the above, describe the technology developed from the previously funded SBIR/STTR award. If different from the proposed application, describe its intended use and who will use it. Describe the current status of the product (e.g., under development, commercialized, in use, or discontinued).
· If applicable, describe the status of FDA approval for the product, process, or service (e.g., continuing pre-IND studies; filed on IND; in Phase I, II, or III clinical trials; applied for approval; review ongoing; approved; or not approved). 






