[bookmark: _GoBack]Project summary/abstract 	Comment by Bill Gabello: PROJECT SUMMARY/ABSTRACT
Should provide a succinct, accurate description of proposal when separated from the application.
Should be informative to other persons working in same or related fields and insofar as possible understandable to a scientifically or technically literate reader.
State broad, long-term objectives and specific aims, making reference to health relatedness of project (i.e., relevance to mission of the agency). 
Describe concisely the research design and methods for achieving the stated goals. 
Must be no longer than 30 lines of text 
Do not include proprietary, confidential information or trade secrets.

[SF424 (R&R) Application Guide: Part I, §4.4, item 7. For K-award applications, see Part I, §7.4.3, item 7. For T-award applications, see Part I, §8.4.3, item 7.] 
[start text here]



Project Narrative	Comment by Bill Gabello: PROJECT NARRATIVE
In no more than two or three sentences, describe the relevance of this research to public health. 
Be succinct and use plain language that can be understood by a general, lay audience.

[SF424 (R&R) Application Guide: Part I, §4.4, item 8. 
For T-award applications, see Part I, §8.4.3, item 8.]
[start text here]



Specific Aims	Comment by Bill Gabello: ITEM  2 of 16.
SPECIFIC AIMS
For instructions for completing each of the 16 items, see the SF424 (R&R) Application Guide: Part I, § 5.5, which is the source for all of the guidelines given below for each of the 16 items. 

State concisely the goals of the proposed research and summarize the expected outcome(s), including the impact that the results of the proposed research will exert on the research field(s) involved. 
List succinctly the specific objectives of the research proposed, e.g., to test a stated hypothesis, create a novel design, solve a specific problem, challenge an existing paradigm or clinical practice, address a critical barrier to progress in the field, or develop new technology. 

Specific Aims page is limited to one page (which does not count toward the total of 6 or 12 for the Research Strategy).	Comment by Bill Gabello: REMEMBER:
The Overall Impact reflects the “likelihood for the project to exert a sustained, powerful influence on the research field(s) involved,” with likelihood derived from investigator, approach, and environment criteria and sustained powerful influence derived from significance and innovation criteria.
[start text here]




Research Strategy	Comment by Bill Gabello: ITEM  3 of 16.
RESEARCH STRATEGY
General Note: If you have multiple Specific Aims, then you may address Significance, Innovation and Approach for each Specific Aim individually, or may address Significance, Innovation and Approach for all of the Specific Aims collectively.
Significance	Comment by Bill Gabello: SIGNIFICANCE guideline:
 Explain the importance of the problem or critical barrier to progress in the field that the proposed project addresses.  
 Explain how scientific knowledge, technical capability, and/or clinical practice in the one or more broad fields will be improved. 
 Describe how the concepts, methods, technologies, treatments, services, or preventative interventions that drive this field will be changed if the proposed aims are achieved. 
[start text here]



Innovation	Comment by Bill Gabello: INNOVATION guideline:
  Explain how the application challenges and seeks to shift current research or clinical practice paradigms by using novel theoretical concepts, approaches or methodologies, instrumentation, or intervention(s).
 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.
[start text here]



Approach	Comment by Bill Gabello: APPROACH guideline: 
 Describe the overall strategy, methodology, and analyses to be used to accomplish the specific aims of the project. Unless addressed separately in Resource Sharing Plan (Item 15), include how the data will be collected, analyzed, and interpreted as well as any resource sharing plans as appropriate. 
 Discuss potential problems, alternative strategies, and benchmarks for success anticipated to achieve the aims. 
OGSP Advice: Note the highlighted terms in the above guideline. These form the basis for the recommended organization of the Approach section shown.
 If in the early stages of development, describe strategy to establish feasibility, and address the management of high risk aspects of proposed work. 
Point out any procedures, situations, or materials that may be hazardous to personnel and precautions to be exercised. A full discussion on the use of Select Agents should appear in Select Agent Research (item 11).
Overall Strategy and Rationale
[start text here]



Preliminary Studies 	Comment by Bill Gabello: PRELIMINARY STUDIES guideline: 
You may place this information within the Research Strategy (i.e., Significance, Innovation, or Approach) where it makes the most sense for your application.
New applications: (except for R21, R33, R03, R15, R41/R43) Discuss preliminary studies, data, and/or experience pertinent to establishing the likelihood of success of proposed project. 
Early Stage Investigators: include preliminary data.
[start text here]



Specific Aim 1. [restatement of specific aim]
Rationale/Hypothesis. [start text here]

Experimental Design. [start text here]

Methodology. [start text here]

Analyses. [start text here]

Expected Results and Benchmarks for Success. [start text here]

Potential Problems and Alternative Strategies. [start text here]

Specific Aim 2. [restatement of specific aim]
Rationale/Hypothesis. [start text here] 

Experimental Design. [start text here]

Methodology. [start text here]

Analyses. [start text here]

Expected Results and Benchmarks for Success. [start text here]

Potential Problems and Alternative Strategies. [start text here]

Project Timeline
[start text here]
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[bookmark: Human_Subjects_ClinicalTrials_Gov][bookmark: Human_Subjects_Instruct_Inclusion_Women][bookmark: Human_Subjects_Inclusion_Women][bookmark: Human_Subjects_Inclusion_Children]Vertebrate Animals 	Comment by Bill Gabello: ITEM 10 o f 16.
VERTEBRATE ANIMALS guideline:
See the SF424 (R&R) Application Guide: Part I, § 5.5 (Other Research Plan Sections, Item 10).
If vertebrate animals are involved in the project, address each of the five points below. This section should be a concise, complete description of the animals and proposed procedures. While additional details may be included in the Research Strategy, the responses to the five required points below must be cohesive and include sufficient detail to allow evaluation by peer reviewers and NIH staff. If all or part of the proposed research involving vertebrate animals will take place at alternate sites (such as project/performance or collaborating site(s)), identify those sites and describe the activities at those locations. Although no specific page limitation applies to this section of the application, be succinct. Failure to address the following five points will result in the application being designated as incomplete and will be grounds for the PHS to defer the application from the peer review round. Alternatively, the application's impact/priority score may be negatively affected. Do not use the vertebrate animal section to circumvent the page limits of the Research Strategy. 
Use of Animals 
[start text here]
Provide a detailed description of the proposed use of the animals for the work outlined in the Research Strategy section. Identify the species, strains, ages, sex, and numbers of animals to be used in the proposed work.
Justification
[start text here]
Justify the use of animals, the choice of species, and the numbers to be used. If animals are in short supply, costly, or to be used in large numbers, provide an additional rationale for their selection and numbers.
Veterinary Care
[start text here]
Provide information on the veterinary care of the animals involved.
Procedures
[start text here]
Describe the procedures for ensuring that discomfort, distress, pain, and injury will be limited to that which is unavoidable in the conduct of scientifically sound research. Describe the use of analgesic, anesthetic, and tranquilizing drugs and/or comfortable restraining devices, where appropriate, to minimize discomfort, distress, pain, and injury.
Euthanasia
[start text here]
Describe any method of euthanasia to be used and the reason(s) for its selection. State whether this method is consistent with the recommendations of the American Veterinary Medical Association (AVMA) Guidelines on Euthanasia. If not, include a scientific justification for not following the recommendations.
Letters of Support	Comment by Bill Gabello: ITEM 14 of 16.
LETTERS OF SUPPORT guideline:
Include a list of all attached letters.
[SF424 (R&R) Application Guide: Part I, § 5.5 (Other Research Plan Sections, Item 14).]]
[start text here]
Attach all appropriate letters of support, including any letters necessary to demonstrate the support of consortium participants and collaborators such as Senior/Key Personnel and Other Significant Contributors included in the grant application. Letters are not required for personnel (such as research assistants) not contributing in a substantive, measurable way to the scientific development or execution of the project. For consultants, letters should include rate/charge for consulting services.
Resource Sharing Plan(s)	Comment by Bill Gabello: ITEM 15 of 16.
RESOURCES SHARING PLAN(S) guideline:
[SF424 (R&R) Application Guide: Part I, § 5.5 (Other Research Plan Sections, Item 15).]
Data Sharing Plan
[start text here] 
Investigators seeking $500,000 or more in direct costs (exclusive of consortium F&A) in any year are expected to include a brief 1-paragraph description of how final research data will be shared, or explain why data-sharing is not possible. Specific FOAs may require that all applications include this information regardless of the dollar level. Applicants are encouraged to read the specific opportunity carefully and discuss data-sharing plans with their program contact at the time they negotiate an agreement with the Institute/Center (IC) staff to accept assignment of their application. See Data-Sharing Policy or http://grants.nih.gov/grants/guide/notice-files/NOT-OD-03-032.html. 
Sharing Model Organisms 
[start text here]
Regardless of the amount requested, all applications where the development of model organisms is anticipated are expected to include a description of a specific plan for sharing and distributing unique model organisms or state appropriate reasons why such sharing is restricted or not possible. See Sharing Model Organisms Policy, and NIH Guide NOT-OD-04-042.
Genome-Wide Association Studies (GWAS)
[start text here]
Regardless of the amount requested, applicants seeking funding for a genome-wide association study are expected to provide a plan for submission of GWAS data to the NIH-designated GWAS data repository, or provide an appropriate explanation why submission to the repository is not possible. GWAS is defined as any study of genetic variation across the entire genome that is designed to identify genetic associations with observable traits (such as blood pressure or weight) or the presence or absence of a disease or condition. For further information see Policy for Sharing of Data Obtained in NIH Supported or Conducted Genome-Wide Association Studies, NIH Guide NOT-OD-07-088, and http://grants.nih.gov/grants/gwas/.
