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K08 DETAILED PROPOSAL CHECKLIST
PROJECT DETAILS

Funding Announcement: Parent PA-20-203 Mentored Clinical Scientist Research Career Development Award (Parent K08 Independent Clinical Trial Not Allowed)

Project Period: XX, 202X – XX, 202X (X years) 
Budget: Award budgets are composed of salary and other program-related expenses, as described below.

NIH Deadline: XX, 202X
PI: FirstName LastName (Dept.)

Project Title: __________________________________
SUBMISSION TIMELINE
Please feel free to send documents earlier, as they are completed, to allow more time for review and comments. These dates are flexible, but we should aim to get the final application to OCGA by the morning of XX/XX so they have time to conduct a full review of the proposal before the deadline.

The below deadlines are for NEW submissions. For resubmissions, revisions, or for AIDS and AIDS-related applications, please request their deadlines from us.
	Due Dates – Cycle III
	Documents to Send

	Sept. 22, 2022
	Send JCCC the final list of mentors/co-mentors.

	Sept. 27, 2022
	Biosketches, budget (Excel) and budget justification complete

	Oct. 03, 2022
	Remaining documents due to JCCC (send as Word docs: Specific Aims, Research Plan/Strategy, Bibliography; LOSs ok as PDFs). Okay to send any final docs earlier if they are ready.  

Also, send final signed EPASS to JCCC. 

	Oct. 05, 2022
	OCGA deadline. Science docs due to JCCC. JCCC to route online EPASS and application to OCGA for review.

	Oct. 12, 2022
	NIH deadline, including reference letters.


	Due Dates – Cycle I
	Documents to Send

	Jan. 23, 2022
	Send JCCC the final list of mentors/co-mentors.

	Jan. 27, 2022
	Biosketches, budget (Excel) and budget justification complete

	Feb. 01, 2022
	Remaining non-science documents due to JCCC (send as Word docs: facilities, equipment, etc.; LOSs ok as PDFs). Okay to send any final docs earlier if they are ready.  

Also, send final signed EPASS to JCCC. 

	Feb. 06, 2022
	OCGA deadline. Science docs due to JCCC. JCCC to route online EPASS and application to OCGA for review.

	Feb. 13, 2022
	NIH deadline, including reference letters.


APPLICATION CHECKLIST
	Application Attachments
	Requirements/ Page Limits
	Description

	Cover Letter 
	1 page

	Required for mentored applications. Mentored Career Development Award (CDA) applicants must include a cover letter that contains a list of referees (including name, departmental affiliation, and institution).
General Instructions:

The cover letter is for internal use only and will not be shared with peer reviewers. Do not use the cover letter to communicate application assignment preferences. 

The letter should contain any of the following information, as applicable:

1) Application title.

2) Title of FOA (PA or RFA).

3) Explanation of any subaward budget components that are not active for all budget periods of the proposed grant. 

4) Statement that you have attached any required agency approval documentation for the type of application submitted. It is recommended that you include the official communication from an NIH official as part of your cover letter attachment.
5) Include a statement in the cover letter if the proposed studies will generate large-scale human or non-human genomic data as detailed in the NIH Genomic Data Sharing Policy.

6) Include a statement if the proposed studies involve human fetal tissue obtained from elective abortions (HFT), regardless of whether or not Human Subjects are involved and/or there are costs associated with the HFT.

	Project Summary/ Abstract 
	30 lines of text max.
	General Instructions:

The project summary is a succinct and accurate description of the proposed work and should be able to stand on its own (separate from the application). This section should be informative to other persons working in the same or related fields and understandable to a scientifically literate reader. Avoid both descriptions of past accomplishments and the use of the first person. Please be concise.
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 agency). Describe the research design and methods for achieving the stated goals. Be sure that the project summary reflects the key focus of the proposed project so that the application can be appropriately categorized. Do not include proprietary, confidential information or trade secrets in the project summary.

	Project Narrative 
	3 sentences max.
	General Instructions:

Describe the relevance of this research to public health. For example, NIH applicants can describe how, in the short or long term, the research would contribute to fundamental knowledge about the nature and behavior of living systems and/or the application of that knowledge to enhance health, lengthen life, and reduce illness and disability.

	Introduction
	1 page
	Not for new applications.

	Bibliography & References Cited 
	
	General Instructions:

Include any references cited in the Research Plan. When citing articles that fall under the Public Access Policy, were authored or co-authored by the applicant, and arose from NIH support, provide the NIHMS number or PMCID number. If the PMCID is not yet available because the Journal submits articles directly to PMC on behalf of their authors, indicate “PMC Journal – In Process.” 

Citations that are not covered by the Public Access Policy, but are publicly available in a free, online format may include URLs or PubMed ID (PMID) numbers along with the full reference. The references should be limited to relevant and current literature. While there is not a page limitation, it is important to be concise and to select only those literature references pertinent to the proposed research.

You are allowed to cite interim research products. Note: interim research products have specific citation requirements. See http://grants.nih.gov/grants/interim_product_faqs.htm for more information. 

	Facilities & Other Resources 
	
	See the Institutional Environment & Institutional Commitment to the Candidate’s research Career Dev.

· Describe the educational environment, including the facilities, laboratories, participating departments, computer services, and any other resources to be used in the development and implementation of the proposed program. 

· Describe the institutional research environment and the clinician investigator workforce including faculty, research staff, graduate medical staff and students.

· Describe the plan for how this program will benefit from any extant NIH research, training and career development programs, affiliations with other institutions, and academic or non-profit partnerships where program participants might engage in research. 

	Equipment 
	
	See the Institutional Environment & Institutional Commitment to the Candidate’s research Career Dev.

List major items of equipment already available for this project and, if appropriate, identify the equipment's location and pertinent capabilities.

	Biosketches For All Key Personnel 
	Max 5 pages per person; template provided upon request
	Note that Section C is limited to five Contributions to Science. Each Contribution is limited to four citations each. Note that Section D – Research Support has been removed from the biosketch template and the ongoing & recently completed projects are included in Section A, and are limited to ongoing support and support completed in the last 3 years. 

See here for complete biosketch instructions: https://grants.nih.gov/grants/how-to-apply-application-guide/forms-g/general/g.240-r&r-seniorkey-person-profile-(expanded)-form.htm#Instructions 

	Budget and Budget Justification 
	
	R&R Budget

All instructions in the SF424 (R&R) Application Guide must be followed.

Specific to PA-20-203:

Award budgets are composed of salary and other program-related expenses, as described below. The total project period may not exceed 5 years.
Salary

The participating NIH Institutes and Centers will provide salary and fringe benefits for the award recipient (see the Table of IC-Specific Information, Requirements and Staff Contacts). (https://grants.nih.gov/grants/guide/contacts/parent-K08-

BESH.html
). Further guidance on budgeting for career development salaries is provided in the SF424 (R&R) Application Guide. See also NOT-OD-17-094 (https://grants.nih.gov/grants/guide/notice-files/NOT-OD-17-094.html).

The total NIH contribution to salary, however, may not exceed the legislatively mandated salary cap.

See: http://grants.nih.gov/grants/policy/salcap_summary.htm (https://grants.nih.gov/grants/policy/salcap_summary.htm).

Other Program-Related Expenses

These funds may be used for the following expenses: (a) tuition and fees related to career development; (b) research-related expenses, such as supplies, equipment and technical personnel; c) travel to research meetings or training; and (d) statistical services including personnel and computer time.

Salary for mentors, secretarial and administrative assistants, etc. is not allowed.

Indirect Costs

Indirect Costs (also known as Facilities & Administrative [F&A] Costs) are reimbursed at 8% of modified total direct costs (exclusive of tuition and fees and expenditures for equipment), rather than on the basis of a negotiated rate agreement.

Cost Sharing

This FOA does not require cost sharing as defined in the NIH Grants Policy Statement. (//grants.nih.gov/grants/guide/url_redirect.htm?id=11126)

	Specific Aims 
	1 page
	General Instructions:

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 have 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).



	Candidate Section
	12 pages total for combined Candidate  section with the Research Plan section
	I. Candidate Information and Goals for Career Development

a. Candidate’s Background

· Describe the candidate's commitment to a health-related research career. Describe all the candidate's professional responsibilities in the grantee institution and elsewhere and describe their relationship to the proposed activities on the career award.

· Describe prior training and how it relates to the objectives and long-term career plans of the candidate.

· Describe the candidate's research efforts to this point in his/her research career, including any publications, prior research interests and experience.

· Provide evidence of the candidate's potential to develop into an independent investigator.

b. Career Goals and Objectives

· Describe a systematic plan: (1) that shows a logical progression from prior research and training experiences to the research and career development experiences that will occur during the career award period and then to independent investigator status; and (2) that justifies the need for further career development to become an independent investigator.

c. Candidate’s Plan for Career Dev./Training Activities During Award Period
· The candidate and the mentor(s) are jointly responsible for the preparation of the career development plan. A career development timeline is often helpful. The mentor and any co-mentor may form a mentoring team to assist with the development of a program of study or to monitor the candidate's progress through the career development program.

· The didactic (if any) and the research aspects of the plan must be designed to develop the necessary knowledge and research skills in scientific areas relevant to the candidate's career goals.

· Describe the professional responsibilities/activities including other research projects beyond the minimum required 9 person-months (75% full-time professional effort) commitment to the career award. Explain how these responsibilities/activities will help ensure career progression to achieve independence as an investigator

	Research Plan Section
	12 pages total for combined Candidate  section with the Research Plan section
	A Research Plan is required for all types of individual career development awards.

The information in these introductory paragraphs to the Research Plan Section applies to all four Research Plan attachments: Specific Aims, Research Strategy, Progress Report Publication List, and Training in the Responsible Conduct of Research.

The Research Plan is a major part of the overall career development goal. It is important to relate the proposed research to the candidate's scientific career goals. Describe how the research, coupled with other developmental activities, will provide the experience, knowledge, and skills necessary to achieve the objectives of the career development plan. Also, describe how the research and other developmental activities will enable the candidate to launch and conduct an independent research career or enhance an established research career.

For most types of research, the Research Plan Section should include: 

· a specific hypothesis, 

· a list of the specific aims and objectives that will be used to examine the hypothesis, 

· a description of the methods/approaches/techniques to be used in each aim, 

· a discussion of possible problems and how they will be managed, and 

· alternative approaches that might be tried if the initial approaches do not work. 

A Career Development Award (CDA) Research Plan is expected to be tailored to the experience level of the candidate and to allow him/her to develop the necessary skills needed for further career advancement. Reviewers will evaluate the plan accordingly. The plan should be achievable within the requested time period. Pilot or preliminary studies and routine data gathering are generally not appropriate as the sole part(s) of a CDA Research Plan.

Although candidates for mentored career development awards are expected to write the Research Plan, the mentor should review a draft of the plan and discuss it in detail with the candidate. Review by other knowledgeable colleagues is also helpful. Although it is understood that CDA applications do not require the extensive detail usually incorporated into regular research grant applications, a fundamentally sound Research Plan that includes a reasonably detailed Research Strategy section should be provided.

Research Strategy

In general, less detail will be expected in descriptions of research planned for the future years of the proposed CDA compared to the initial years’ descriptions. However, sufficient detail should be provided to enable peer reviewers to determine that the plans for those years, including the approach to be used, are worthwhile and are likely to enable the candidate to achieve the objectives of the Research Plan.

Note for mentored CDA applications: Explain the relationship between the candidate’s research on the CDA and the mentor’s ongoing research program.

Specific instructions, as per PA-20-203:

· A sound research project that is consistent with the candidate's level of research development and objectives of his/her career development plan must be provided. The research description should demonstrate the quality of the candidate's research thus far and also the novelty, significance, creativity and approach, as well as the ability of the candidate to carry out the research.

· The application must also describe the relationship between the mentor's research and the candidate's proposed research plan.

· If the applicant is proposing to gain experience in a clinical trial, ancillary clinical trial or a clinical trial feasibility study as part of his or her research career development, describe the relationship of the proposed research project to the clinical trial.

Training in the Responsible Conduct of Research (1 Page)
All applications must include a plan to fulfill NIH requirements for instruction in the Responsible Conduct of Research (RCR). See SF424 (R&R) Application Guide for instructions.

Mentored CDA applications should describe a plan to acquire instruction in the responsible conduct of research (RCR).

Attach a description of plans for obtaining or providing instruction in RCR. This section should document prior instruction or participation in RCR training during the applicant’s current career stage (including the date instruction was last completed). This section should also propose plans to either receive instruction or provide instruction (e.g., to participate as a course lecturer) to meet the frequency requirement of RCR training (see the “For more information section” below).

The plan must address the five required instructional components outlined in the NIH Policy on Instruction in the Responsible Conduct of Research (RCR), as more fully described in the NIH Grants Policy Statement, Section 12.4.1.4: Training in the Responsible Conduct of Research. 

1. Format: Describe the required format of instruction, i.e., face-to-face lectures, coursework, and/or real-time discussion groups (a plan with only on-line instruction is not acceptable). 

2. Subject Matter: Describe the breadth of subject matter (e.g., conflict of interest, authorship, data management, human subjects and animal use, laboratory safety, research misconduct, research ethics). 

3. Faculty Participation: Describe the role of the mentor(s) and other faculty involvement in the instruction. 

4. Duration of Instruction: Describe the number of contact hours of instruction, taking into consideration the duration of the program.

5. Frequency of Instruction: Instruction must occur during each career stage and at least once every four years. Document any prior instruction during the applicant’s current career stage, including the inclusive dates instruction was last completed.

The plan may include career stage-appropriate individualized instruction or independent scholarly activities. Instruction and activities should enhance the applicant’s understanding of ethical issues related to their specific research activities and the societal impact of that research. The role of the mentor in RCR instruction must be described.



	Mentor, Co-Mentor, Consultant, Collaborator/s Section
	6 pages
	Specific to PA-20-203:

Before submitting the application, the candidate must identify a mentor who will supervise the proposed career development and research experience. The mentor should be an active investigator in the area of the proposed research and be committed both to the career development of the candidate and to the direct supervision of the candidate’s research. The mentor must document the availability of sufficient research support and facilities for high-quality research. Candidates are encouraged to identify more than one mentor, i.e., a mentoring team, if this is deemed advantageous for providing expert advice in all aspects of the research career development program. In such cases, one individual must be identified as the primary mentor who will coordinate the candidate’s research. The candidate must work with the mentor(s) in preparing the application. The mentor, or a member of the mentoring team, should have a successful track record of mentoring individuals at the candidate’s career stage. Where feasible, women, individuals from diverse racial and ethnic groups, and individuals with disabilities should be involved as mentors to serve as role models.
Plans and Statements of Mentor and Co-mentor(s)

· The candidate must name a primary mentor who, together with the candidate, is responsible for planning, directing, monitoring, and executing the proposed program. The candidate may also nominate co-mentors as appropriate to the goals of the program.

· The mentor should have sufficient independent research support to cover the costs of the proposed research project in excess of the allowable costs of this award.

· Include a statement that the candidate will commit at least 9 person-months (75% of full-time professional effort) to the career development program and related career development activities.

· The application must include a statement from the mentor providing: 1) information on his/her research qualifications and previous experience as a research supervisor; 2) a plan that describes the nature of the supervision and mentoring that will occur during the proposed award period; 3) a plan for career progression for the candidate to move from the mentored stage of his/her career to independent research investigator status during the project period of the award; and 4) a plan for monitoring the candidate's research, publications, and progression towards independence.

· Similar information must be provided by any co-mentor. If more than one co-mentor is proposed, the respective areas of expertise and responsibility of each should be described. Co-mentors should clearly describe how they will coordinate the mentoring of the candidate. If any co-mentor is not located at the sponsoring institution, a statement should be provided describing the mechanism(s) and frequency of communication with the candidate, including the frequency of face-to-face meetings.

· The primary mentor must agree to write and provide annual evaluations of the candidate's progress as required in the annual progress report.

· If the applicant is proposing to gain experience in a clinical trial as part of his or her research career development, the mentor or a member of the mentoring team must include a statement to document leadership of the clinical trial, and appropriate expertise to guide the applicant in any proposed clinical trials research experience.

	Letters of Support from Collaborators, Contributors and Consultants
	6 pages
	Specific to PA-20-203:

- Signed statements must be provided by all collaborators and/or consultants confirming their participation in the project and describing their specific roles. Collaborators and consultants do not need to provide their biographical sketches unless also listed as senior/key personnel. However, information should be provided clearly documenting the appropriate expertise in the proposed areas of consulting/collaboration.

- Advisory committee members (if applicable): Signed statements must be provided by each member of the proposed advisory committee. These statements should confirm their participation, describe their specific roles, and document the expertise they will contribute. Unless also listed as senior/key personnel, these individuals do not need to provide their biographical sketches.

	Reference Letters
	Directly to eRA Commons
	Candidates must carefully follow the SF424 (R&R) Application Guide, including the time period for when reference letters will be accepted.

Applications lacking the appropriate required reference letters will not be reviewed. This is a separate process from submitting an application electronically. Reference letters are submitted directly through the eRA Commons Submit Referee Information link (//grants.nih.gov/grants/guide/url_redirect.htm?id=41146) and not through Grants.gov.

	Environmental & Institutional Commitment to the Candidate
	1 page
	Mentored CDA applicants: Describe the institution’s research and career development opportunities related to your area(s) of interest, including the names of key faculty members and other investigators relevant to your proposed developmental plan and capable of productive collaboration with the candidate. Indicate how the necessary facilities and other resources will be made available for both career enhancement and the research proposed in this application – refer to the resources description in G.220 - R&R Other Project Information Form, Facilities and Other Resources in your “Description of Institutional Environment” attachment. Describe opportunities for intellectual interactions with other investigators, including courses offered, journal clubs, seminars, and presentations.

Specific to PA-20-203:

The applicant institution must have a strong, well-established record of research and career development activities and faculty qualified to serve as mentors in biomedical, behavioral, or clinical research.

Description of Institutional Environment:

- The sponsoring institution must document a strong, well-established research and career development program related to the candidate's area of interest, including a high-quality research environment with key faculty members and other investigators capable of productive collaboration with the candidate.

- Describe how the institutional research environment is particularly suited for the development of the candidate's research career and the pursuit of the proposed research plan.

- Describe the resources and facilities that will be available to the candidate.

	
	1 page
	The sponsoring institution must provide a document on institutional letterhead that describes its commitment to the candidate and the candidate’s career development, independent of the receipt of the CDA. It is also essential to document the institution's commitment to the retention, development, and advancement of the candidate during the period of the award.

Specific to PA-20-203:

Institutional Commitment to the Candidate’s Research Career Development (signed by the Dean or Dept. Chair):

- The sponsoring institution must provide a statement of commitment to the candidate's development into a productive, independent investigator and to meeting the requirements of this award. It should be clear that the institutional commitment to the candidate is not contingent upon receipt of this career award.

- Provide assurances that the candidate will be able to devote the required effort to activities under this award. The remaining effort should be devoted to activities related to the development of the candidate’s career as an independent scientist.

- Provide assurances that the candidate will have access to appropriate office and laboratory space, equipment, and other resources and facilities (including access to clinical and/or other research populations) to carry out the proposed research plan.

- Provide assurance that appropriate time and support will be available for any proposed mentor(s) and/or other staff consistent with the career development plan.

	PHS Human Subjects and Clinical Trial Information 
	
	Specific to PA-20-203:

Note: This Funding Opportunity Announcement (FOA) is designed specifically for applicants proposing research that does not involve leading an independent clinical trial, a clinical trial feasibility study, or an ancillary clinical trial. Applicants to this FOA are permitted to propose research experience in a clinical trial led by a mentor or co-mentor.

Applicants proposing a clinical trial or an ancillary clinical trial as lead investigator, should apply to the companion FOA (https://grants.nih.gov/grants/guide/pa-files/PA-20-202.html). Applicants to this FOA are permitted to propose research experience in a clinical trial led by a mentor or co-mentor.

Special Note: Because of the differences in individual Institute and Center (IC) program requirements for this FOA, prospective applicants are strongly encouraged to consult the Table of IC-Specific Information, Requirements and Staff Contacts (https://grants.nih.gov/grants/guide/contacts/parent-K08-CT-not-allowed.html), to make sure that their application is appropriate for the requirements of one of the participating NIH ICs.

	PHS Assignment Request Form 
	Optional; template provided upon request
	All instructions in the SF424 (R&R) Application Guide must be followed. See guidelines for more information: https://grants.nih.gov/grants/how-to-apply-application-guide/forms-g/general/g.600-phs-assignment-request-form.htm

	Vertebrate Animals 
	If applicable
	General Instructions:

If live vertebrate animals are involved in the project, address each of the following criteria: 

1. Description of Procedures: Provide a concise description of the proposed procedures to be used that involve live vertebrate animals in the work outlined in the “Research Strategy” attachment. The description must include sufficient detail to allow evaluation of the procedures. Identify the species, strains, ages, sex, and total numbers of animals by species, to be used in the proposed work. If dogs or cats are proposed, provide the source of the animals. 

2. Justifications: Provide justification that the species are appropriate for the proposed research. Explain why the research goals cannot be accomplished using an alternative model (e.g. computational, human, invertebrate, in vitro). 

3. Minimization of Pain and Distress: Describe the interventions including analgesia, anesthesia, sedation, palliative care and humane endpoints that will be used to minimize discomfort, distress, pain, and injury. Each of the criteria must be addressed. Failure to adequately address the criteria may negatively affect the application’s impact score.

In addition to the 3 criteria above, you should also: 

· Identify all project performance (or collaborating) sites and describe the proposed research activities with vertebrate animals that will be conducted at those sites. 

Explain when and how animals are expected to be used if plans for the use of animals have not been finalized.

	Resource Sharing Plan 
	
	Specific to PA-20-203:

Reviewers will comment on whether the following Resource Sharing Plans, or the rationale for not sharing the following types of resources, are reasonable: (1) Data Sharing Plan (//grants.nih.gov/grants/guide/url_redirect.htm?id=11151); (2) Sharing Model Organisms (//grants.nih.gov/grants/guide/url_redirect.htm?id=11152); and (3) Genomic Data Sharing Plan (GDS) (//grants.nih.gov/grants/guide/url_redirect.htm?id=11153).

General Instructions:

NIH considers the sharing of unique research resources developed through NIH-sponsored research an important means to enhance the value and further the advancement of the research. When resources have been developed with NIH funds, and the associated research findings published or provided to NIH, it is important that they be made readily available for research purposes to qualified individuals within the scientific community. See the NIH Grants Policy Statement, Section 8.2.3: Sharing Research Resources.

Data Sharing Plan: Investigators seeking $500,000 or more in direct costs (exclusive of consortium F&A) in any budget period 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 (for example human subject concerns, the Small Business Innovation Development Act provisions, etc.). Specific FOAs may require that all applications include this information regardless of the dollar level. Applicants are encouraged to read the FOA carefully and discuss their data-sharing plan with their program contact at the time they negotiate an agreement with the Institute/Center (IC) staff to accept assignment of their application. For more information, see the NIH Data Sharing Policy or the NIH Grants Policy Statement, Section 2.3.7.10: NIH Genomic Data Sharing and Section 8.2.3.3: Genomic Data Sharing (GDS) Policy/ Policy for Genome-Wide Association Studies (GWAS), and the GDS website.

Sharing Model Organisms: 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 why such sharing is restricted or not possible. For more information, see the NIH Grants Policy Statement, Section 8.2.3.2: Sharing Model Organisms. 

Genomic Data Sharing (GDS): Applicants seeking funding for research that generates largescale human or non-human genomic data are expected to provide a plan for sharing of these data. Examples of large-scale genomic data include genome-wide association studies (GWAS), single nucleotide polymorphisms (SNP) arrays, and genome sequence, transcriptomic, epigenomic, and gene expression data. Supplemental Information to the NIH GDS provides examples of genomic research projects that are subject to the Policy. For more information see the NIH GDS Policy, the NIH Grants Policy Statement, Section 8.2.3.3: Genomic Data Sharing (GDS) Policy/ Policy for Genome-Wide Association Studies (GWAS), and the GDS website. 

Note on GDS: For proposed studies generating human genomic data under the scope of the GDS Policy, an institutional certification may be submitted at the time of application submission, but it is not required at that time. The institutional certification, however, will be requested as Just-in-Time (JIT) information prior to award. The institutional certification, or in some cases, a provisional institutional certification, must be submitted and accepted before the award can be issued.



	Select Agent Research
	If applicable
	

	Authentication of Key Biological and/or Chemical Resources 
	If applicable,

1 page
	General Instructions:

If applicable to the proposed science, briefly describe methods to ensure the identity and validity of key biological and/or chemical resources used in the proposed studies. A maximum of one page is suggested.

Key biological and/or chemical resources are characterized as follows.

· Key biological and/or chemical resources may or may not have been 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. 

· See NIH's page on Rigor and Reproducibility for more information.



	Appendix 
	Optional
	Limited items are allowed in the Appendix. Follow all instructions for the Appendix as described in the SF424 (R&R) Application Guide; any instructions provided here are in addition to the SF424 (R&R) Application Guide instructions.  

See guidelines for more information: https://grants.nih.gov/grants/how-to-apply-application-guide/forms-g/general/g.400-phs-398-research-plan-form.htm#12 

A maximum of 10 PDF attachments is allowed in the Appendix. If more than 10 allowable appendix attachments are needed, combine the remaining information into attachment #10. Use filenames for attachments that are descriptive of the content. A summary sheet listing all of the items included in the Appendix is encouraged but not required. When including a summary sheet, it should be included in the first appendix attachment.


FORMATTING RULES FOR APPLICATION ATTACHMENTS

	Margins
	Provide at least one-half inch margins (½") - top, bottom, left, and right - for all pages. 

	Font size
	Must be 11 points or larger. Smaller text in figures, graphs, diagrams and charts is acceptable, as long as it is legible when the page is viewed at 100%. Some PDF conversion software reduces font size. It is important to confirm that the final PDF document complies with the font requirements.

	Type density
	Must be no more than 15 characters per linear inch (including characters and spaces).

	Line spacing
	Must be no more than six lines per vertical inch.

	Text color
	No restriction. Though not required, black or other high-contrast text colors are recommended since they print well and are legible to the largest audience.

	Font
	We recommended the following fonts, although other fonts (both serif and non-serif) are acceptable if they meet the above requirements: Arial, Georgia, Helvetica, Palatino Linotype.

	Headers and Footers
	Do not include headers or footers in your attachments. 

	Headings
	(e.g., Significance, Innovation) within the text of your attachments improve readability and are highly encouraged. Some funding opportunity announcement and form instructions provide guidance on organizing the content of attachments including specific headings that must be present. See application checklist for any required headings. 

	Hyperlinks and URLs
	The use of hyperlinks is typically limited to citing relevant publications in biosketches and publication lists. When using them, you must hyperlink the actual URL text so it appears on the page rather than hiding the URL behind a specific word or phrase. 

	See here for more information: https://grants.nih.gov/grants/how-to-apply-application-guide/format-and-write/format-attachments.htm. 


USEFUL LINKS

	Resource
	URL

	Parent PA-20-203 Mentored Clinical Scientist Research Career Development Award (Parent K08 Independent Basic Experimental Studies with Humans Required)
	https://grants.nih.gov/grants/guide/pa-files/PA-20-203.html

	IC-specific requirements
	https://grants.nih.gov/grants/guide/contacts/parent-K08-BESH.html
https://grants.nih.gov/grants/guide/parent_announcements.htm
https://www.cancer.gov/grants-training/training/funding/k08

	SF424 Application Instructions – forms G
	https://grants.nih.gov/grants/how-to-apply-application-guide/forms-g/general-forms-g.pdf
*Forms Version G Series (Released: Oct 25, 2021)

	Related Notices
	Be sure to check the Related Notices section of the funding opportunity announcement to see if any notices apply to your proposal.

	NIH K08 – Mentored Clinical Scientist Research Career Development Award – Program Details
	https://researchtraining.nih.gov/programs/career-development/K08

	NIH Guide to Training and Mentoring
	https://oir.nih.gov/sourcebook/mentoring-training/guide-training-mentoring


