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Mentored Research Scientist Development Award (K01)

Mentored Patient-Oriented Research Career Development Award (K23)

Mentored Clinical Scientist Research Career Development Award (K08)
The primary purpose of the NIH Mentored Clinical Scientist Research Career Development Awards (K08) program is to prepare qualified individuals for careers that 
have a significant impact on the health-related research needs of the Nation. This program represents the continuation of a long-standing NIH program that provides 
support and "protected time" to individuals with a clinical doctoral degree for an intensive, supervised research career development experience in the fields of 
biomedical and behavioral research, including translational research.

The purpose of the NIH Mentored Research Scientist Development Award (K01) is to provide support and protected time (three to five years) for an intensive, 
supervised career development experience in the biomedical, behavioral, or clinical sciences leading to research independence. Although all of the participating NIH 
Institutes and Centers (ICs) use this support mechanism to support career development experiences that lead to research independence, some ICs use the K01 
award for individuals who propose to train in a new field or for individuals who have had a hiatus in their research career because of illness or pressing family 
circumstances

The purpose of the NIH Mentored Patient-Oriented Research Career Development Award (K23) is to support the career development of individuals with a 
clinical doctoral degree who have made a commitment to focus their research endeavors on patient-oriented research.

The objective of the NIH Mentored Patient-Oriented Research Career Development Award (K23) program is to provide salary and research support for a 
sustained period of "protected time" (3-5 years) to ensure a future cadre of well-trained scientists conducting Patient-Oriented Research (POR).

The specific objectives of the Mentored Patient-Oriented Research Career Development Award are to:
o Encourage research-oriented clinicians to develop research skills and gain experience in advanced methods and experimental approaches needed to 
become independent investigators conducting patient-oriented research;
o Increase the pool of clinical researchers who can conduct patient-oriented studies, capitalizing on the discoveries of biomedical research and translating 
them to clinical settings; and
o Support the career development of investigators who have made a commitment to focus their research endeavors on patient-oriented research.

What is the purpose and objective of K awards?



Scored review criteria

•Candidate
•Career Development Plan
•Research Plan
•Mentor(s), Consultant(s), and Collaborator(s)
• Environment and Institutional Commitment



Scored review criteria

•Candidate
•Career Development Plan
•Research Plan
•Mentor(s), Consultant(s), and Collaborator(s)
• Environment and Institutional Commitment
•Additional criteria

• Timeline for recruitment, human subjects, inclusion, vertebrate 
animals, biohazards, and resubmission (if applicable)



For each section,
the program announcement has specific 
instructions on what to include and 
criteria for review



Section IV. Application and Submission Information
2. Content and Form of Application Submission



Candidate Section

Candidate Information and Goals for Career Development
Candidate’s Background

• Describe the candidate's commitment to an academic career in Patient-Oriented Research (POR). Describe all of the 
candidate's professional responsibilities in the grantee institution and elsewhere and describe their relationship to the 
proposed activities on the career award.

• Present evidence of the candidate's ability to interact and collaborate with other scientists.
• 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.
• If applicable, describe the candidate's prior clinical trials research efforts, prior research interests and experience.

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.

• The candidate must demonstrate they have received training or will participate in courses such as: data management, 
epidemiology, study design (including statistics), hypothesis development, drug development, etc., as well as the legal and 
ethical issues associated with research on human subjects and clinical trials.

Candidate’s Plan for Career Development/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 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

Research Strategy
• 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 more than one mentor is proposed, the respective areas of expertise and responsibility should be described.

• While the focus of the K23 award is on POR, complementary laboratory research directly related to patient-oriented research may be proposed in the 
application, thereby providing an opportunity for a career development experience in translational research.

• Applicants proposing a clinical trial, ancillary or feasibility study should describe the planned analyses and statistical approach and how the expected 
analytical approach is suited to the available resources, proposed study design, scope of the project, and methods used to assign trial participants and 
deliver interventions.

• If proposing an ancillary clinical trial, provide a brief description of its relationship to the larger clinical trial.

• If proposing a feasibility study, to begin to address a clinical question, provide justification why this is warranted and how it will contribute the 
overall goals of the research project including planning and preliminary data for future, larger scale clinical trials.

• Describe the proposed timelines for the proposed clinical trial, feasibility or ancillary study, including any potential challenges and solutions (e.g., 
enrollment shortfalls or inability to attribute causal inference to the results of an intervention when performing a small feasibility study).

• Describe how the proposed clinical trial or ancillary study will test the safety, efficacy or effectiveness of an intervention that could lead to a 
change in clinical practice, community behaviors or health care policy. (This would not apply to a feasibility study.)



Mentor, Co-Mentor, Consultant, Collaborators Section

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.

• The mentor or mentoring team must provide evidence of expertise, experience, and ability to guide the applicant in 
the organization, management and implementation of the proposed clinical trial, ancillary or feasibility study and help 
him/her to meet timelines.



Environmental and Institutional Commitment to the Candidate

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, including any clinical trial-related resources, such 
as specialized administrative, data coordinating, enrollment, and laboratory/testing support. If applicable, include a description 
of the resources and facilities available at international sites.

Institutional Commitment to the Candidate’s Research Career Development
• 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.

• Candidates who will be using the resources within a Clinical and Translational Science Award (CTSA) during the course of the 
award are requested to include a letter of agreement from PD/PI of the the CTSA program as part of the application.



Section V. Application Review Information
1. Criteria

For this particular announcement, note the following: Reviewers should evaluate the candidate’s 
potential for developing an independent research program that will make important contributions to the 
field, taking into consideration the years of research experience and the likely value of the proposed 
research career development as a vehicle for developing a successful, independent research program.



Overall Impact
Reviewers should provide their assessment of the likelihood that the proposed career development and 
research plan will enhance the candidate’s potential for a productive, independent scientific research 
career in a health-related field, taking into consideration the criteria below in determining the overall 
impact score.



Candidate
• Does the candidate have the potential to develop as an independent and 

productive researcher?
• Are the candidate's prior training and research experience appropriate for 

this award?
• Is the candidate’s academic, clinical (if relevant), and research record of 

high quality?
• Is there evidence of the candidate’s commitment to meeting the program 

objectives to become an independent investigator in research?
• Do the reference letters address the above review criteria, and do they 

provide evidence that the candidate has a high potential for becoming an 
independent investigator?

• Does the candidate have the potential to organize, manage, and implement 
the proposed clinical trial, feasibility or ancillary study?

• Does the candidate have training (or plans to receive training) in data 
management and statistics including those relevant to clinical trials?



Career Development Plan/Career Goals and Objectives
• What is the likelihood that the plan will contribute substantially to the 

scientific development of the candidate and lead to scientific 
independence?

• Are the candidate's prior training and research experience appropriate 
for this award?

• Are the content, scope, phasing, and duration of the career 
development plan appropriate when considered in the context of prior 
training/research experience and the stated training and research 
objectives for achieving research independence?

• Are there adequate plans for monitoring and evaluating the 
candidate’s research and career development progress?



Research Plan
• Are the proposed research questions, design, and methodology of significant scientific and technical merit?
• Is the prior research that serves as the key support for the proposed project rigorous?
• Has the candidate included plans to address weaknesses in the rigor of prior research that serves as the key support for 

the proposed project?
• Has the candidate presented strategies to ensure a robust and unbiased approach, as appropriate for the work 

proposed?
• Has the candidate presented adequate plans to address relevant biological variables, such as sex, for studies in 

vertebrate animals or human subjects?
• Is the research plan relevant to the candidate's research career objectives?
• Is the research plan appropriate to the candidate's stage of research development and as a vehicle for developing the 

research skills described in the career development plan?
• Are the scientific rationale and need for a clinical trial, feasibility or ancillary study well supported by preliminary data, 

clinical and/or preclinical studies, or information in the literature or knowledge of biological mechanisms?
• If proposing a small feasibility study, is the study warranted and will it contribute to planning and preliminary data needed

for design of future larger scale clinical trials?
• Is the clinical trial or ancillary study necessary for testing the safety, efficacy or effectiveness of an intervention, or in the 

case of a feasibility study necessary to establish feasibility of future clinical trial?
• Is the study design justified and relevant to the clinical, biological, and statistical hypothesis(es) being tested?
• Are the plans to standardize, assure quality of, and monitor adherence to, the protocol and data collection or distribution 

guidelines appropriate?
• Are planned analyses and statistical approach appropriate for the proposed study design and methods used to assign 

participants and deliver interventions, if interventions are delivered?
• For trials focusing on mechanistic, behavioral, physiological, biochemical, or other biomedical endpoints, is this trial 

needed to advance scientific understanding?



Mentor(s), Co-Mentor(s), Consultant(s), Collaborator(s)
• Are the qualifications of the mentor(s) in the area of the proposed research appropriate?
• Does the mentor(s) adequately address the candidate's potential and his/her strengths and areas 

needing improvement?
• Is there adequate description of the quality and extent of the mentor's proposed role in providing 

guidance and advice to the candidate?
• Is the mentor's description of the elements of the research career development activities, 

including formal course work adequate?
• Is there evidence of the mentor's, consultant's, and/or collaborator's previous experience in 

fostering the development of independent investigators?
• Is there evidence of the mentor's current research productivity and peer-reviewed support?
• Is active/pending support for the proposed research project appropriate and adequate?
• Are there adequate plans for monitoring and evaluating the career development awardee's 

progress toward independence?
• Does the mentor or mentoring team have the expertise, experience, and ability to guide the 

applicant in the organization, management and implementation of the proposed clinical trial, 
ancillary, or feasibility study and help him/her to meet timelines?



Environment & Institutional Commitment to the Candidate
• Is there clear commitment of the sponsoring institution to ensure that the required minimum of the 

candidate's effort will be devoted directly to the research described in the application, with the 
remaining percent effort being devoted to an appropriate balance of research, teaching, administrative, 
and clinical responsibilities?

• Is the institutional commitment to the career development of the candidate appropriately strong?
• Are the research facilities, resources and training opportunities, including faculty capable of productive 

collaboration with the candidate adequate and appropriate?
• Is the environment for scientific and professional development of the candidate of high quality?
• Is there assurance that the institution intends the candidate to be an integral part of its research 

program as an independent investigator?
• Are the administrative, data coordinating, enrollment and laboratory/testing centers, appropriate for the 

trial proposed?
• Does the application adequately address the capability and ability to conduct the trial feasibility or 

ancillary study at the proposed site(s) or centers? If applicable, are there plans to add or drop 
enrollment centers, as needed, appropriate?

• If international site(s) is/are proposed, does the application adequately address the complexity of 
executing the clinical trial?



Additional Review Criteria

Study Timeline for Clinical Trials
Is the study timeline described in detail, taking into account start-up activities, the anticipated rate of enrollment, and planned follow-up assessment? 
Is the projected timeline feasible and well justified? 
Does the project incorporate efficiencies and utilize existing resources (e.g., CTSAs, practice-based research networks, electronic medical records, administrative 
database, or patient registries) to increase the efficiency of participant enrollment and data collection, as appropriate?
Are potential challenges and corresponding solutions discussed (e.g., strategies that can be implemented in the event of enrollment shortfalls)?
Protections for Human Subjects
For research that involves human subjects but does not involve one of the categories of research that are exempt under 45 CFR Part 46, the committee will evaluate 
the justification for involvement of human subjects and the proposed protections from research risk relating to their participation according to the following five review 
criteria: (1) risk to subjects, (2) adequacy of protection against risks, (3) potential benefits to the subjects and others, (4) importance of the knowledge to be gained, 
and (5) data and safety monitoring for clinical trials.
For research that involves human subjects and meets the criteria for one or more of the categories of research that are exempt under 45 CFR Part 46, the committee 
will evaluate: (1) the justification for the exemption, (2) human subjects involvement and characteristics, and (3) sources of materials. For additional information on 
review of the Human Subjects section, please refer to the Guidelines for the Review of Human Subjects.
Inclusion of Women, Minorities, and Individuals Across the Lifespan
When the proposed project involves human subjects and/or NIH-defined clinical research, the committee will evaluate the proposed plans for the inclusion (or 
exclusion) of individuals on the basis of sex/gender, race, and ethnicity, as well as the inclusion (or exclusion) of individuals across the lifespan (including children and 
older adults) to determine if it is justified in terms of the scientific goals and research strategy proposed. For additional information on review of the Inclusion section, 
please refer to the Guidelines for the Review of Inclusion in Clinical Research.
Vertebrate Animals
The committee will evaluate the involvement of live vertebrate animals as part of the scientific assessment according to the following criteria: (1) description of 
proposed procedures involving animals, including species, strains, ages, sex, and total number to be used; (2) justifications for the use of animals versus alternative 
models and for the appropriateness of the species proposed; (3) interventions to minimize discomfort, distress, pain and injury; and (4) justification for euthanasia 
method if NOT consistent with the AVMA Guidelines for the Euthanasia of Animals. Reviewers will assess the use of chimpanzees as they would any other application 
proposing the use of vertebrate animals. For additional information on review of the Vertebrate Animals section, please refer to the Worksheet for Review of the 
Vertebrate Animal Section.
Biohazards
Reviewers will assess whether materials or procedures proposed are potentially hazardous to research personnel and/or the environment, and if needed, determine 
whether adequate protection is proposed.
Resubmissions
For Resubmissions, the committee will evaluate the application as now presented, taking into consideration the responses to comments from the previous scientific 
review group and changes made to the project.



Overall Impact Impact Score Descriptor Additional Guidance on Strengths/Weaknesses

High 1 Exceptional Exceptionally strong with essentially no weaknesses

2 Outstanding Extremely strong with negligible weaknesses

3 Excellent Very strong with only some minor weaknesses

Moderate 4 Very Good Strong but with numerous minor weaknesses

5 Good Strong but with at least one moderate weakness

6 Satisfactory Some strengths but also some moderate weaknesses

Low 7 Fair Some strengths but with at least one major weakness

8 Marginal A few strengths and a few major weaknesses

9 Poor Very few strengths and numerous major weaknesses

https://nexus.od.nih.gov/all/2009/06/01/need‐help‐interpreting‐the‐new‐review‐scores/

Understanding your scores



Keys to success

• Tell a compelling story about you
• Make it easy on your reviewers

• White space
• LAWYC (limit acronyms whenever you can)
• Clearly present review criteria
• Write for a non‐expert

• Give yourself time to get feedback
• Read other K’s
• Take time to reflect



Thank you! houghc@ohsu.edu
@Terri_Hough


