NIH eSubmission Tips for Investigators

Format Specifications

Font for Body Text: Use Arial and a font size of 11 points or larger. 

Font for Figures, Graphs, Diagrams, Charts, Tables, Figure Legends, and Footnotes

You may use a smaller type size but it must be in Arial, black ink, and readily legible (9 point works well).

Page margins: Use one-half inch margins (top, bottom, left, and right) for all pages.  Set margins under document settings in the format menu.

Headers/Footers:  Information in a header/footer is no longer necessary. Headers and footers will be system-generated.  Please do not include headers or footers as they will trigger an error on submission.
Cover Letter
Information to include in a cover letter:
· Funding Opportunity

· Application Title

· Explain collaborations on other applications submitted for the same deadline
· Explain subaward budgets active for partial project period

· Indicate if agency approval documentation is attached, if required

· Explain late submission

· Note PI’s New Investigator or Early Stage Investigator status (as defined by NIH), if applicable

· Note PI’s eligibility for continuous submission
Abstract and Relevance to Public Health

The abstract and relevance to public health sections are uploaded as two separate files:

The Abstract is meant to serve as a succinct and accurate description of the proposed work when separated from the application. State the application's broad, long-term objectives and specific aims, making reference to the health relatedness of the project (i.e., relevance to the mission of the funding agency). Describe concisely the research design and methods for achieving the stated goals. This section should be informative to other persons working in the same or related fields and insofar as possible understandable to a scientifically or technically literate reader. Avoid describing past accomplishments and the use of the first person. This section must be no longer than 30 lines of text and must follow the required font and margin specs above.
The Relevance to Public Health is a separate section. Using no more than two or three sentences, describe the relevance of this research to public health. In this section, be succinct and use plain language that can be understood by a general, lay audience.

NIH Biosketches 
.

• Contribution to Science*: Briefly describe up to five of your most significant contributions to science. For each contribution, indicate the historical background that frames the scientific problem; the central finding(s); the influence of the finding(s) on the progress of science or the application of those finding(s) to health or technology; and your specific role in the described work. For each of these contributions, reference no more than four peer-reviewed publications or other non-publication research products (can include audio or video products; patents; data and research materials; databases; educational aids or curricula; instruments or equipment; models; protocols; and software or netware) that are relevant to the described contribution. The description of each contribution should be no longer than one half page including figures and citations. Also provide a URL to a full list of your published work as found in a publicly available, government digital database such as SciENcv or My Bibliography.

• Page limit is 5 pages
Research Plan (see page limits)
Research Strategy section 
Pursuant to a new NIH-wide focus on “scientific rigor and transparency,” NIH notice NOT-OD-16-011 details revised instructions for the Significance and Approach sections:
Research Strategy has 3 subsections:
• Significance

· Explain the importance of the problem or critical barrier to progress in the field that the proposed project addresses. 

· NEW: Describe the scientific premise for the proposed project, including consideration of the strengths and weaknesses of published research or preliminary data crucial to the support of your application. 

· Explain how the proposed project will improve scientific knowledge, technical capability, and/or clinical practice in one or more broad fields. 

· Describe how the concepts, methods, technologies, treatments, services, or preventative interventions that drive this field will be changed if the 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. NEW: Describe the experimental design and methods proposed and how they will achieve robust and unbiased results. Unless addressed separately in the Resource Sharing Plan, 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. 

· 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 of the proposed work. 

· NEW: Explain how relevant biological variables, such as sex, are factored into research designs and analyses for studies in vertebrate animals and humans. 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. 

· NEW: If your study(s) involves human subjects, you are expected to explain how relevant biological variables are important to the proposed experimental design and analyses. The sections on the Inclusion of Women and Minorities and Inclusion of Children can be used to expand your discussion on inclusion and justify the proposed proportions of individuals (such as males and females) in the sample. 

· NEW: Please refer to NOT-OD-15-102 for further consideration of NIH expectations about sex as a biological variable. 
· 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 be created as a separate document. 

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

· Preliminary studies for new applications

· Progress report for renewal / revision applications

PLEASE NOTE:  For competing renewals only - Publications included in the Progress Report section are uploaded separately from the narrative portion of this section. They are uploaded separately so that the on-line system doesn't count them as part of the research plan page limit.  In compliance with the NIH Public Access Policy, include PMC ID# with any new publications cited. Please create a separate file for the progress report publications list. 

RESEARCH PLAN
	Application Section
	New Page Limit

	Introduction

Except Intro to Resubmission for Ts and K12
	1 page

	Specific Aims
	1 page

	Research Strategy

R03, R13/U13, R21, R36, R41, R43, Fs, SC2, SC3
	6 pages

	Research Strategy

R01, single project U01, R10, R15, R18, U18, R21/R33, R24, R33, R34, U34, R42, R44, DP3, G08, G11, G13, UH2, UH3, SC1
	12 pages

	Research Strategy
For each project and core of multi-component applications, such as Program Project/Center (P)
**Each project or core will follow the page limit of the equivalent activity code.  For example, if a project is equivalent to an R01, the project will be allowed 12 pages.  Review the FOA and IC website for details.
	Generally 6 or 12 pages**

	Candidate Information + Research Strategy

Career Development Awards (Ks, except K12)
	12 pages

	Research Training Program Plan

Including NRSA (Ts), K12 and R25
	25 pages


Greek letters: Under the Insert menu, choose Symbol as the font, choose character from the grid, click insert button.

Single column format: Since a number of reviewers will be reviewing applications as an electronic document and not a paper version, applicants are strongly encouraged to use only a standard, single-column format for the text. Avoid using a two-column format since it can cause difficulties when reviewing the document electronically.
Images:  Use grey-scale images whenever possible.  (There is no guarantee that peer reviewers will view your application in color [via hard copy or electronically] during their review.) If using color images, NIH recommends that the maximum size for images included in applications should be approximately 1200 x 1500 pixels using 256 colors and 300 DPI. This size is consistent with current publication standards. Use an outside image editing software program to edit images to the size needed to fit in the document. Use image compression techniques such as JPEG or PNG.  Images are easier to maneuver if first inserted into a text box in MSWord.  It is recommended that images are inserted into the research plan after the text is final.  Please see your RAA for any help with images.
Facilities & Other Resources
The former R&E has been divided into 2 separate sections

Facilities and Other Resources: NIH encourages PIs to be brief. Describe only those resources that are directly applicable to the proposed work. Scientific Environment  PI should provide a description of how the scientific environment will contribute to the probability of success of the project; and Early-Stage Investigators (ESIs) should describe the institutional investment in the success of the investigator.

Equipment: List major items of equipment already available for this project as a separate section.
Authentication of Key Biological and/or Chemical Resources NEW
NEW SECTION: Briefly describe methods to ensure the identity and validity of key biological and/or chemical resources used in the proposed studies. 

Key biological and/or chemical resources may or may not be generated with NIH funds and: 1) may differ from laboratory to laboratory or over time; 2) may have qualities and/or qualifications that could influence the research data; and 3) are integral to the proposed research. These include, but are not limited to, cell lines, specialty chemicals, antibodies, and other biologics. 

Standard laboratory reagents that are not expected to vary do not need to be included in the plan. Examples are buffers and other common biologicals or chemicals.

Save this information in a single file named “Authentication of Key Resources Plan.” Information in this section must focus only on authentication and/or validation of key resources to be used in the study; all other methods and preliminary data must be included within the page limits of the research strategy. 
Vertebrate Animals 

Revised Instructions
NIH notice NOT-OD-16-006 details changes to the Vertebrate Animals section:

· Updated guidance on criteria to be addressed (description of procedures; justifications; minimization of pain and distress; and euthanasia)

· A description of veterinary care is no longer required

· Justification for the number of animals has been eliminated

· A description and justification of the method of euthanasia is required only if the method is not consistent with AVMA Guidelines for the Euthanasia of Animals 

Information that May Be Included in the Application


Published manuscripts and/or abstracts that are publicly available in a free, online format may be referenced in the application. These publications MAY NOT be included in the appendix.  URLs or NIH PubMed Central (PMC) submission identification numbers may be included along with the full reference in the Bibliography and References Cited section (SF 424RR)/Literature Cited (PHS 398) section, the Progress Report Publication List section and/or the Biographical Sketch section.  While there is no limit to the number of URLs or PMC submission identification numbers that can be cited, applicants should be both judicious and concise.

Applications requiring electronic submission on the SF424 (R&R) may include graphic images of gels, micrographs, photographs, etc. in the Research Plan PDF; however these images MAY NOT be included in the Appendix (except when part of a qualifying publication).  

Appendix Material

Publications:

    Applicants may submit up to 3 of the following types of publications. Any exceptions will be noted in specific FOAs (Funding Opportunity Announcements).

          
• Manuscripts and/or abstracts accepted for publication but not yet published.

          
• Published manuscripts and/or abstracts only when a free, online, publicly available journal link is not available.

          
• Patents materials directly relevant to the project.

Other:

    Surveys, questionnaires, data collection instruments, clinical protocols, and informed consent documents may be submitted in the Appendix as necessary.

Format of Appendix Materials

    For electronic submission using the SF 424 (R&R) forms and Grants.gov, Appendix materials must be submitted in PDF format.


For materials that cannot be submitted electronically or materials that cannot be converted to PDF format; (e.g., medical devices, prototypes, DVDs, CDs), applicants should contact the Scientific Review Administrator for instructions following notification of assignment of the application to a study section. If the SRA is listed in the FOA, they should be contacted in advance to address acceptability of materials.

Miscellaneous

Signature: PIs will sign an in-house assurance form that will be kept on file in OSP.

After Submission:  The PI will receive several emails as the application goes through validations at Grants.gov and NIH.  OSP also receives these emails and is notified of any warnings/errors.  We will be in touch with you if any action needs to be taken on your part after the application is submitted.
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