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Content (see Research Strategy instructions from NIH Application Instructions, Forms-I):
Organize the Research Strategy in the specified order and use the instructions provided below unless otherwise specified in the FOA. Start each section with the appropriate heading – Significance, Innovation, Approach. You may address the Significance, Innovation, and Approach either for each Specific Aim individually or for all of the Specific Aims collectively.
Significance
· Explain the importance of the problem or critical barrier to progress that the project addresses.
· Describe the strengths and weaknesses in the rigor of the prior research (published and unpublished) that serves as key support for the proposed project.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.
· For Research Proposals: Describe how concepts, methods, technologies, treatments, services, or preventative interventions that drive this field will be changed if proposed aims are achieved.
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 interventions 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.
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; reference Resource Sharing Plans and Data Management and Sharing Plans as appropriate.
· Discuss potential problems, alternative strategies, and benchmarks for success.
· Point out any procedures, situations, or materials that may be hazardous to personnel and the precautions to be exercised. A full discussion on the use of select agents should appear in the Select Agent Research attachment below.
· For trials that randomize groups or deliver interventions to groups: describe how your methods for analysis and sample size are appropriate for your plans for participant assignment and intervention delivery. Methods can include a group- or cluster-randomized trial or an individually randomized group-treatment trial.
· 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.
· For studies in vertebrate animals and humans: Explain how relevant biological variables, such as sex, are factored into research designs. For example, strong justification from the scientific literature, preliminary data, or other relevant considerations, must be provided for applications proposing to study only one sex. 
· For studies on Human Embryonic Stem Cells (hESCs): If an approved cell line from the NIH hESC Registry cannot be chose, provide a strong justification for why an appropriate cell line cannot be chosen from the registry at this time.

Formatting guidelines:
· At least 0.5 inch margins, all sides
· 11 pt or larger font (suggested Arial, Georgia, Helvetica, or Palatino Linotype)
· Six lines of text per vertical inch (single-spaced)

Check your FOA to determine the page limit of your Research Strategy. FOA guidance supersedes guidance given in the NIH Page Limits webpage.  

Note, this is just one of many general ways to organize your Research Strategy. Make sure you read the solicitation for your program in case there is specific additional information you must include. 

Delete this line and all text above.
Research Strategy

Significance 

I. Introduce the problem and the knowledge gap you will address.
· Introduce the big picture problem. What is the broader public health challenge that your proposed project addresses?

· Describe the progress your field has made towards solving the problem. What knowledge or solutions have been established in your field to solve this problem? 

· Identify the knowledge gap in our current understanding that your project will address. What is the bottleneck in your field that is impeding progress towards addressing this problem?

· State your long-term goal and how it bridges the knowledge gap. What is your overarching goal, and how will that fill in the knowledge gap you identified?

II. Review prior research that supports your proposed work.
· Summarize the relevant prior work and/or preliminary research. What previous work supports that the project you’re proposing is feasible and needed?
i. Be intellectually honest about the strengths & weaknesses of the previous work. Demonstrate the work’s rigor by pointing out strengths, but don’t be afraid to state how your project will improve upon any weaknesses in previous work (e.g., controlling for a previously unconsidered variable).

· What research question will you address or what hypothesis will you test, and how is it connected to previous work? To achieve your overall goal, what question needs to be answered or what hypothesis needs to be tested? How will it advance what work has already been done?

III. State the significance explicitly.
· Tie back to the knowledge gap to drive home the significant impact of the project. What impact will your project’s expected outcomes have on the field and beyond?

Innovation 

Innovation can come in many forms, including:
· Conceptual innovation: people have originally thought of this work according to this theory, concept, understanding, etc.; in contrast, we are proposing a new/refined theory, concept, understanding, etc.
· Technical innovation: people have originally done this work using this method, clinical intervention, instrumentation, etc.; in contrast, we are proposing a new/refined method, clinical intervention, instrumentation, etc.

You can structure this section in many ways, such as focusing on only conceptual or technical innovation, focusing on both in separate sections, etc. What is critical is that you (1) point out the contrast between the previous paradigm and each innovation and (2) state the impact of each innovation (on your narrow field or in a broader sense).

Approach

I. Introduction/overview. What is the overall research design? How will the aims work together to achieve the project goals? Do you need to provide background information on the study population, setting, data sources, etc.? 

II. Aim 1
· Rationale
· Purpose of the aim. Why is this aim important for completing the project?

· Background/preliminary data. What prior work or preliminary data is needed for the reviewer to understand this aim, your approach, and its feasibility?

· Research question and/or hypothesis. What specific question will you be answering in this aim, or what hypothesis will you be testing?

· Research design - break down each aim into specific tasks.
· Task I. 
· Purpose. Why do you need this task to complete the aim?
· Methodology. What techniques will you employ to complete the task?
· Outcome. What does this task provide that is needed for the aim?

· Task II.

· Task III.

· Expected outcomes.
· Highlight what you expect to learn and why it matters. What knowledge, product, analysis, etc. will be generated by this aim? How does that achieve the purpose of the aim and contribute towards the goal of the overall project?
 
· Problems & solutions.
· Discuss potential problems and how they could be addressed. What could go wrong, and what alternative approaches could be employed?

III. Aim 2

III. Aim 3

IV. Project Timeline – e.g., a Gantt chart or a timetable showing what activities are completed during each year, semester, quarter, etc.


