Dear Small Business Research Community,
First I’d like to wish you all a happy and safe Thanksgiving.
Secondly, I know that many of you are working diligently to finalize your SBIR/STTR applications for the upcoming December 5 receipt date, and some of you are feeling like this is a daunting task. So, I thought I would share some information that could help the e-submission process go more smoothly for you. The information is divided into the following three sections:
I. E-Submission: Avoiding Common Errors and Warnings
II. Grantsmanship: Understanding Common Strengths and Weaknesses
III. Cover Letter: A Valuable Tool 
I apologize in advance for the length of the email, and hope that you find at least some of the information to be useful.
I. E-Submission: Avoiding Common Errors and Warnings
A.      Are You Registered in Grants.gov AND NIH eRA Commons?  (If you have not started both registration processes by now, it is highly unlikely that you will be able to submit by December 5. The next standard SBIR/STTR receipt date is April 5, 2008)
B.      Are you Error-Free? Review the Avoiding Common Errors Web page, as a final check – BEFORE you hit the submit button. 
C.      It’s 5 pm. Do you know where your “child” is? Once you submit, Check Submission Status in eRA Commons to assure your application was received error-free by Grants.gov AND NIH. (PS. Suggest not really waiting till 5 pm on Dec 5 to hit submit!)
Although it seems as easy as “A,B,C” … many applicants spend considerable time addressing application errors. 

Do not wait until the last minute/last hour to submit - ideally not the last day.  If you have errors you may need time to fix them. You need to successfully navigate G.gov and the NIH validations.  You must see the grant image on the eRA Commons to be sure you have successfully submitted.  If you do not see an image, NIH does not see an image and cannot assign, review or award.  
Of course, the best way to deal with errors is to avoid making them. 

The best way to avoid making them is to a) follow the SF424 RR application guide and b) learn from others’ common mistakes. 

Below are the 15 Top Errors and Warnings that SBIR/STTR applicants continue to get.
15 Top Errors:  All errors MUST be corrected for successful on-time submission.
1. The <Attachment Name> attachment is not in PDF format, or the filename is invalid.  All attachments must be provided to the agency in PDF format, filenames must be included with no special characters (including brackets), and a .pdf extension must be used.  Filenames will be accepted if they include spaces, hyphens, or underlines. (Use no password protection or security)
2. Senior/Key Person <Person Name>, listed on the 424 RR Detailed Budget Page for budget year <e.g., 1, 2>, must include effort of a value greater than zero in calendar months, academic months, or summer months. Note: use either calendar months or a combination of academic and summer months. For information about calculating person months, see http://grants1.nih.gov/grants/policy/person_months_faqs.htm.
3. The eRA Commons Username must be submitted for the PD/PI in the PD/PI Credential field on the Senior/Key Person page.
4. The organization name for Key Person <Person Name> must be provided on the Senior/Key Person page.
5. Federal Identifier format (SF 424 RR Cover page) is not valid. Please include only the IC and serial number of the prior grant number (e.g., CA123456).
6. Senior/Key Person <Person Name>, listed on the 424 RR Detailed Budget Page for budget year <e.g., 1, 2>, must include effort of a value greater than zero in calendar months, academic months, or summer months. Note: use either calendar months or a combination of academic and summer months.  For information about calculating person months, see http://grants1.nih.gov/grants/policy/person_months_faqs.htm. 

7. The eRA Commons account indicated for the PD/PI in the Credential field on the Senior/Key Person page is not affiliated with the applicant organization. Check with your eRA Commons Account Administrator to make sure you have been affiliated with the applicant organization. See http://era.nih.gov/ElectronicReceipt/faq_prepare.htm#2 

8. Either Exemption Number or Assurance Number must be provided if Human Subjects is "Yes" (Other Project Information, item 1).
9. The eRA Commons Username <Username>, specified on the Senior/Key Person page for PD/PI <Person Name>, is not a recognized eRA Commons account.  

10. When Vertebrate Animals is "Yes", you must provide one of the following: (1) animal welfare assurance number + IACUC approval date, (2) animal welfare assurance number + an indication that IACUC approval is pending OR (3) the word 'None' (Other Project Information, item 2)
11. PD/PI <Person Name>, listed on the 424 RR Detailed Budget Page for budget year <e.g., 1, 2>, must include effort of a value greater than zero in calendar months, academic months, or summer months. Note: use either calendar months or a combination of academic and summer months.  For information about calculating person months, see http://grants1.nih.gov/grants/policy/person_months_faqs.htm.
12. For Phase II SBIR/STTR submissions, the Federal Identifier must be included. Please include the IC and serial number of the prior grant number in the Federal Identifier field on the SF 424 RR Cover page (e.g., CA123456).
13. For resubmissions (amended applications) and renewals (competing continuations), the Federal Identifier must be included. Please include only the IC and serial number of the prior grant number in the Federal Identifier field on the SF 424 RR Cover page (e.g., CA123456).
14. The Biosketch for Senior/Key Person <Person Name> on the Senior/Key Person page is longer than four pages.
15. The Multiple PI Leadership Plan attachment on the PHS 398 Research Plan must be included if multiple PD/PIs have been included on the Senior/Key Person page.
5 Top Warnings: 
(Note: Warnings do not require corrections, and will not prevent the application from getting through for a successful on-time submission, but you should be aware of them to avoid getting the same warning on any subsequent submissions…. )
1.      The Research Plan is limited to 15 pages. This may span 18 pages due to page breaks. If the total space occupied by text does not exceed 15 pages then no action is needed. (This applies to Phase I applications; 25 pages for Phase II and Fast Track)
2.      No degrees have been submitted for the PD/PI.  If you want the degrees to be displayed on the face page of the application image, you should include them on the PHS 398 Cover Page Supplement.
3.      The role of 'Co-PD/PI', indicated for Senior/Key Person <Person Name> on the Senior/Key Person page, is not used by NIH.  For multiple Principal Investigators, use the PD/PI role.  Otherwise, select another role.
4.      The human subject assurance number entered in Other Project Information, item 1a does not match what is in the eRA Commons profile for your organization. There are rare cases where this is permissible. Please make sure that the correct number is entered on the Other Project Information page. If not, correct and resubmit.
5.      The PD/PI degree: <Degree Name>, listed on the PHS 398 Cover Page, is not one of the degrees listed for the eRA Commons account: <List of Degrees on Commons Account>. The application image will display the degrees as submitted. If the degrees listed in the eRA Commons are not current, please update them in the eRA Commons. Instructions on updating profile information are available at https://commons.era.nih.gov/commons-help/216.htm.
Avoiding Common Errors
   Invalid or Missing eRA Commons Username
   Missing Organization Name for Senior/Key Person
   PDF Issues
   Senior/Key Person Effort on SF424 R&R Budget Form Must be More Than Zero
   Federal Identifier Format
How To Submit A Corrected Application
Avoiding Common Warnings*
Role of Co-PD/PI not used by NIH
No degrees submitted for PD/PI 

* Remember that warnings may be fixed at the applicant’s discretion but do not require action for the grant application to move on.

II. Grantsmanship: Understanding Common Strengths and Weaknesses
A.      It is important to understand how you will be evaluated and that reviewers are focusing particularly heavy on the Significance criterion. Rationale….It doesn’t matter how good the approach is, how innovative the idea is, how great the PI/team is, or how excellent the research facilities are if what you are proposing lacks significance or has no relevance to our mission of improving human health. So, be sure to bolster this section of your Research Plan!
B.      It is important that you look beyond the 5 criteria and include information in your application that addresses the questions that follow each of the criteria.
C.      Understand that many of you will need to revise and resubmit your application. About 50% of the applications are unscored. But…. We provide you an opportunity to improve and revise/resubmit two times. You should contact your program director listed on the Summary Statement, discuss the strengths and weaknesses, and resubmit if appropriate. Persistence can really pay off in this program!!
Research Project Evaluation Criteria
All SBIR/STTR Applications 
Significance: Does the proposed project have commercial potential to lead to a marketable product, process or service? Does this study address an important problem? What may be the anticipated commercial and societal benefits that may be derived from the proposed research? If the aims of the application are achieved, how will scientific knowledge or clinical practice be advanced? What will be the effect of these studies on the concepts, methods, technologies, treatments, services, or preventative interventions that drive this field? Does the application lead to enabling technologies (e.g., instrumentation, software) for further discoveries? Will the technology have a competitive advantage over existing/alternate technologies that can meet the market needs? 
Approach: Are the conceptual or clinical framework, design, methods, and analyses adequately developed, well-integrated, well-reasoned, and appropriate to the aims of the project? Is the proposed plan a sound approach for establishing technical and commercial feasibility? Are the milestones and evaluation procedures appropriate? Does the applicant acknowledge potential problem areas and consider alternative tactics? For applications designating multiple PDs/PIs, is the leadership approach, including the designated roles and responsibilities, governance, and organizational structure, consistent with and justified by the aims of the project and the expertise of each of the PDs/PIs?
Innovation: Is the project original and innovative? For example: Does the project challenge existing paradigms or clinical practice; address an innovative hypothesis or critical barrier to progress in the field? Does the project develop or employ novel concepts, approaches, methodologies, tools, or technologies for this area? 
Investigator(s): Are the PD/PI(s) and other key personnel appropriately trained and well suited to carry out this work? Is the work proposed appropriate to the experience level of the PD/PI(s) and other researchers, including consultants and subcontractors (if any)? Do the PD/PIs and investigative team bring complementary and integrated expertise to the project (if applicable)? Are the relationships of the key personnel to the small business and to other institutions appropriate for the work proposed? 
Environment: Do(es) the scientific and technological environment in which the work will be done contribute to the probability of success? Do the proposed studies benefit from unique features of the scientific environment, or subject populations, or employ useful collaborative arrangements? Is there evidence of institutional support? Is there sufficient access to resources (e.g., equipment, facilities)?
Phase II Applications 
In addition to the above review criteria: 
1.      How well did the applicant demonstrate progress toward meeting the Phase I objectives, demonstrating feasibility, and providing a solid foundation for the proposed Phase II activity? 
2.      Did the applicant submit a concise Commercialization Plan that adequately addresses the specific areas described in the SF424 (R&R) SBIR/STTR Application Guide and the SBIR/STTR Information component? 
3.      Does the project carry a high degree of commercial potential, as described in the Commercialization Plan? 
Phase I/Phase II Fast-Track Application Review Criteria: 
For Phase I/Phase II Fast Track applications, the following criteria also will be applied:
1.      Does the Phase I application specify clear, appropriate, measurable goals (milestones) that should be achieved prior to initiating Phase II? 
2.      Did the applicant submit a concise Commercialization Plan that adequately addresses the specific areas described in the SF424 (R&R) SBIR/STTR Application Guide and the SBIR/STTR Information component? 
3.      To what extent was the applicant able to obtain letters of interest, additional funding commitments, and/or resources from the private sector or non-SBIR/STTR funding sources that would enhance the likelihood for commercialization? 
4.      Does the project carry a high degree of commercial potential, as described in the Commercialization Plan? 
Phase I and Phase II Fast-Track applications that satisfy all of the review criteria will receive a single rating.
For Fast-Track applications, the Phase II portion may not be funded until a Phase I final report and other documents necessary for continuation have been received and assessed by IC program staff that the Phase I milestones have been successfully achieved. Items 2-5 of the Research Plan may not exceed 25 pages. That is, the combined Phase I and Phase II plans for a Fast-Track application (for Items 2-5) must be contained within the 25-page limitation.
Phase II Competing Renewal Applications (formerly “Phase II Competing Continuation” applications) 
In addition to the above review criteria described under “All SBIR/STTR Applications,” the following items will be applied to ALL Phase II competing renewal applications in the determination of scientific merit and the priority score. 
1.      Does the activity as proposed address issues related to Federal regulatory approval processes? 
2.      Did the applicant submit a concise Commercialization Plan that adequately addresses the specific areas described in the SF424 (R&R) SBIR/STTR Application Guide and the SBIR/STTR Information component? 
3.      Does the project carry a high degree of commercial potential as described in the Commercialization Plan? 
Additional Review Criteria: 
In addition to the above criteria, the following items will continue to be considered in the determination of scientific merit and the priority score: 
Resubmission Applications (formerly “revised/amended” applications): Are the responses to comments from the previous scientific review group adequate? Are the improvements in the resubmission application appropriate?
Protection of Human Subjects from Research Risk: The involvement of human subjects and protections from research risk relating to their participation in the proposed research will be assessed. See the “Human Subjects Sections” of the PHS398 Research Plan component of the SF424 (R&R). 
Inclusion of Women, Minorities and Children in Research: The adequacy of plans to include subjects from both genders, all racial and ethnic groups (and subgroups), and children as appropriate for the scientific goals of the research will be assessed. Plans for the recruitment and retention of subjects will also be evaluated. See the “Human Subjects Sections” of the PHS398 Research Plan component of the SF424 (R&R). 
Care and Use of Vertebrate Animals in Research: If vertebrate animals are to be used in the project, the adequacy of the plans for their care and use will be assessed. See the “Other Research Plan Sections” of the PHS398 Research Plan component of the SF424 (R&R).
Biohazards: If materials or procedures are proposed that are potentially hazardous to research personnel and/or the environment, determine if the proposed protection is adequate. 
Additional Review Considerations: 
Budget and Period of Support: The reasonableness of the proposed budget and the appropriateness of the requested period of support in relation to the proposed research may be assessed by the reviewers. The priority score should not be affected by the evaluation of the budget. 
What Reviewers are Saying About Strong SBIR/STTR Applications:
       This project addresses an important need in improving human health.
       This is a project of significance.
       The investigators were successful in establishing feasibility and meeting their stated goals.
       The project is innovative and if successful, this approach could offer significant advantages over existing xxx methods
       Amended applications: The investigator responded to the major criticisms by including an expert in field "x" and including experiments in "y"
       A major strength of this innovative application is that the applicant has addressed most of the concerns raised in the previous review, and it is clear from the preliminary data that the xxxx assay should have significant advantages in comparison with current xxxxx detection techniques.
       The applicant has added to the already eminently qualified research team a clinical expert for assistance during the transition to clinical testing.
What Reviewers are Saying About Weak SBIR/STTR Applications:
       Significance is not high or is not clearly stated
       Experimental details are lacking; approach is questionable due to lack of details in methodology
       Innovation is lacking or not well articulated
       Milestones for measuring successful completion of aims are not clearly delineated
       Lack of biological application and usefulness for improving human health
       The applicant lacks/appears to lack experience in the medical field
       The proposal lacks considerable detail in the design of system xxx in order to achieve the desired goals
       The investigators need to establish their rationale more specifically and convincingly
III. Cover Letter: A Valuable Tool 
Applicants are encouraged to include a cover letter with the application. The cover letter is only for internal use and will not be shared with peer reviewers. CSR has the final say, but this does provide you an opportunity to target your application to IC(s) and a SRG.
The letter should contain any of the following information that applies to the application:
1.      Application title.
2.      Funding Opportunity (PA or RFA) title of the NIH initiative.
3.      Request of an assignment (referral) to a particular awarding component(s) or Scientific Review Group (SRG). The PHS makes the final determination.
4.      List of individuals (e.g., competitors) who should not review your application and why.
5.      Disciplines involved, if multidisciplinary.
6.      For late applications (see Late Application policy in Section 2.14) include an explanation of the delay as part of the cover letter attachment. 
7.      When submitting a Changed/Corrected Application after the submission date, a cover letter is required explaining the reason for the Changed/Corrected Application. If you already submitted a cover letter with a previous submission and are now submitting a Changed/Corrected Application, you must include all previous cover letter text in the revised cover letter attachment. The system does not retain any previously submitted cover letters until after an application is verified; therefore, you must repeat all information previously submitted in the cover letter as well as any additional information.
8.      Explanation of any subaward budget components that are not active for all periods of the proposed grant.
Suggested Cover Letter Format
The Division of Receipt and Referral (DRR), Center for Scientific Review (CSR) is responsible for assigning applications to ICs and to scientific review groups (SRGs). DRR will be utilizing knowledge management approaches as an adjunct to the work of referral experts as part of an overall plan to shorten the time from submission to review. Analysis has shown that requests made by investigators are a valuable source of information in this process. In order to facilitate the use of these requests in conjunction with knowledge management analysis of the content of the application, applicants are requested to use the following format when assignment requests are contained in a cover letter.
       List one request per line.
       Place institute/center (IC) and SRG review requests (if both are made) on separate lines.
       Place positive and negative requests (if both are made) on separate lines.
       Include name of IC or SRG, followed by a dash and the acronym. Do not use parentheses.
       Provide explanations for each request in a separate paragraph.
Examples:
Please assign this application to the following:
        Institutes/Centers
                National Cancer Institute - NCI
                National Institute for Dental and Craniofacial Research – NIDCR
        Scientific Review Groups
                Molecular Oncogenesis Study Section – MONC
                Cancer Etiology Study Section – CE
Please do not assign this application to the following:
        Scientific Review Groups
                Cancer Genetics Study Section – CG
The reasons for this request are [provide a narrative explanation for the request(s)].
Thanks for taking the time to read my tome. I hope that you find the information I have provided to be helpful. 

Best wishes for a successful application. 
Have a wonderful Thanksgiving with your friends and family.
Sincerely,
Jo Anne 

Jo Anne Goodnight
NIH SBIR/STTR Program Coordinator
Director, Division of Special Programs
Office of Extramural Programs, OER, NIH, DHHS
6705 Rockledge Drive; Rockledge I Building, Room 3538
Bethesda MD 20892
ph: 301-435-2688. fax: 301-480-0146. email: jg128w@nih.gov
