Retooling to NIH’s New 2010 SBIR/STTR Proposal Structure
 
As many of you know and some of you have seen, NIH has significantly revised the structure and content requirements for their grant proposal Research Plans including SBIR and STTR Research Plans.  The good news is that the length of the Research Plan has been cut in about half with Phase I proposals reduced to 7 pages and Phase II proposals reduced to 13 pages.  The bad news is that the content requirements and emphases are different, which pose somewhat of a learning curve for past applicants and will take some getting used to.  As I begin my own mental retooling, I thought it might be helpful to some of you for me to share some suggestions to consider based upon how I am responding to the new requirements in the proposals I assist with.
 
NIH has aligned the structure and content of the Research Plan to better reflect their proposal evaluation criteria.  Many of the questions from their review criteria have simply been reworded as instructions in the Research Plan.  The most significant and visible change is that three sections of the previous Research Plan (Background and Significance, Preliminary Studies/Progress Report, and Research Design and Methods) have been consolidated into a single new section within the Research Plan entitled Research Strategy. 
 
The new Research Strategy section is sub-divided into three parts: Significance, Innovation, and Approach and limited to a total of 6 pages.  Essentially NIH is much more interested in the innovativeness of your proposal including the significance and impact of the innovation.  They are no longer interested in the detail of your research design and methods.  
 
Starting with the Specific Aims, which term NIH uses interchangeably with objectives, there is little noticeable change.  What is new is that they ask you to address the impact that your results are expected to have on the research field(s) involved.  In addition, NIH’s past recommendation of 1 page for the Specific Aims is now a limit.  
As in the past, your Aims are the approximately 2-5 key tasks or key groups of tasks that once successfully completed and given a budget of typically $100,000-200,000 will best demonstrate the feasibility of your envisioned commercial product to reviewers.  Remember to identify one or more technical questions that you will have to answer in order to complete each objective.  Surprisingly despite the clarity with which they are requested the failure to specify these questions is one of the most common weaknesses among proposals across all agencies.  Remember to also identify one or more milestones for each aim.  A milestone is an objective measure, or the evidence that will prove that you have successfully completed the Aim.
 
I have consistently advised entrepreneurs to get started on their proposals by identifying their Specific Aims.  If you don’t propose to do the right things that reviewers agree are the most important to accomplish in Phase I in order to demonstrate feasibility, your proposal is unlikely to get funded. While that hasn’t changed, I am now suggesting to the early birds who have already begun writing their proposal for April 5 that the second thing they do is to discuss the Innovation.  Innovation is part b. of the new Research Strategy section. 
I suggest that the part b. Innovation component of the Research Strategy be at least 1 page in length and a maximum of 2 pages.  I also recommend at least 1 page and up to a maximum of 2 for part a. Significance.  In addition to the importance of the problem you are addressing, you are also asked in part a. to discuss the anticipated impact of your project.
 
The new part c. Approach component of the Research Strategy is essentially a summary of the former Research Design and Methods (RD&M) section.  As I did for the old RD&M section, I recommend that you write your Approach to your Specific Aims cutting and pasting each one into this part.  Although there is no room to discuss each of your individual tasks or subtasks, I recommend that you identify each of them according to their corresponding Aim in your timeline.  
 
I suggest approximately 3 pages for discussion of your Approach.  If you have preliminary data, you can probably take up to 4 pages.  However, I would be reluctant to reduce the total combined space allocation for part a. Significance and part b. Innovation below 2 pages.
 
In the past, I have typically recommended that entrepreneurs include a subsection at the end of their research design and methods discussion entitled Determination of Feasibility.  I asked them to discuss how they will determine that they have successfully demonstrated feasibility upon conclusion of the project.  This could be as simple as a statement that “We will conclude that we have successfully demonstrated the feasibility of… (state the technology or envisioned commercial product) upon achieving the milestones for each of our objectives, as follows: (followed by a restatement of the milestones, as requested in the Specific Aims section).”  This is now specifically requested in part c. Approach. 
I welcome your questions, comments and correction.  My intent is simply to develop some evolving guidelines to facilitate our collective transition to NIH’s new requirements and enhance our prospects for success.   
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