K99-R00 PAR-25-333 NIDCR Dual Degree Dentist Scientist 
(Clinical Trial Not Allowed) Review

Application #: 1K99DE035581-01A1
Principal Investigator(s): Makkar, Hardik
Overall Impact 
Reviewers will provide an overall impact score to reflect 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 in consideration of the following five scored review criteria, and additional review criteria. An application does not need to be strong in all categories to have a major impact.

	Overall Impact Write a paragraph summarizing the factors that informed your Overall Impact score.

	This is an exceptional candidate who has a broad clinical and research training background well supported by numerous publications and a postdoctoral fellowship. Their primary mentor is junior but extremely well accomplished at their career stage and is further enabling candiate training by inclusion of a senior co-mentor and world-class secondary mentor team. The candidates prior training leaves them well positioned to initiate the work and the exceptionally thorough training plan well spells out how the candidate will advance to independent faculty. There are few reasons for concern with this proposal and the sole weak spot of the application are nonspecific space and protected time allocations given by the administration. Other than that singular concern this reviewer found little lacking in this candidate, mentor team and proposed research.




Scored Review Criteria
Reviewers will consider each of the five review criteria below in the determination of the candidate’s qualifications, scientific and technical merit of the proposed research, career development plan, mentor’s qualifications and mentoring plan, environment and institutional commitment to the candidate, and give a separate score for each.

	1. Candidate 
· Based on the candidate’s prior research and training experience, track record, referee’s evaluations, and the quality and originality of prior research and the current application, what is the candidate’s potential to become a highly successful, independent investigator who will contribute significantly to their chosen field of biomedical, behavioral, or clinical related research?
· Considering the years of postdoctoral research experience to date, what is the candidate’s record of research productivity, including the quality of peer-reviewed scientific publications?
· Are the candidate's prior research training activities, with respect to development of scientific and technical expertise, appropriate to undertake the proposed project?
· Given the candidate’s prior training, proposed career development plan, and the referees’ evaluations, is it reasonable to expect that the candidate will be able to achieve an independent, tenure-track or equivalent faculty position within the time period requested for the K99 phase of this award?

	Strengths
· Broad experience (clinician, scientist, endodontist) is a strength and relevant to the proposed work / has done translational research. 
· Considerable publication output and awards
· R90 fellowship recipient.
Weaknesses
· None noted



	2. Career Development Plan/Career Goals & Objectives 
· Are the content and duration of the proposed components of the career development plan appropriate and well-justified for the candidate’s current stage of scientific and professional development and proposed research career goals?
· To what extent does the proposed career development plan meaningfully enhance or augment the candidate’s research training and skills acquisition to date?
· Is the proposed career development plan likely to contribute substantially to the scientific and professional development of the candidate, and facilitate his/her successful transition to independence?
· To what extent are the plans for evaluating the K99 candidate's progress adequate and appropriate for guiding the candidate towards a successful transition to the independent phase of the award?
· Is the timeline planned for transition to the independent phase of the award appropriate for the candidate’s current stage of scientific and professional development, anticipated productivity, and the career development proposed for the K99 phase of the award? 
· If proposed, will the clinical trial experience contribute to the applicant’s research career development?
Specific to this NOFO
· If clinical dental specialty training is proposed during the R00 phase of the award, will it enhance the academic research career of the candidate?

	Strengths
· Extremely thorough, detailed and refined training plan. 
· This plan if followed should leave the candidate well positioned to carry out their goals. 
Weaknesses
· None noted



	3. Research Plan
· Is the proposed K99 phase research significant and scientifically sound?
· 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 of 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 proposed K99 phase research significant and scientifically sound?
· Are the scientific and technical merits of the K99 research appropriate for developing the research skills described in the career development plan, and appropriate for developing a successful R00 research program?
· Is the proposed R00 phase research significant, scientifically sound, and does it appropiately build on the K99 phase research? Is there evidence of long-term viability of the proposed R00 phase research plan?
· Does the R00 phase project address an innovative hypothesis or challenge existing paradigms? Does the project develop or employ novel concepts, approaches, methodologies, tools, or technologies?
· To what extent is the proposed R00 phase research likely to foster the career of the candidate as a successful, independent investigator in biomedical, behavioral, or clinical research?
· If proposed, will the clinical trial experience contribute to the research project?

	Strengths
· This reveiwer appreciates the overall structure and justifications present in the research plan
· K99/R00 phase transitions in experimentation are clear. 
· Research is signficant and exciting different direction in a highly studied area. 
Weaknesses
· 



	4. Mentor(s), Co-Mentor(s), Consultant(s), Collaborator(s) 
· To what extent does the mentor(s) have a strong track record in training future independent researchers?
· To what extent are the mentor’s research qualifications and experience, scientific stature, and mentoring track record appropriate for the candidate’s career development needs?
· Is the supervision proposed for the mentored phase of support adequate, and is the commitment of the mentor(s) to the candidate’s career development appropriate and sufficient?
· Does the mentor provide an appropriate plan that addresses the candidate’s training needs, and that is likely to foster the candidate’s continued development and transition to independence?
· Does the mentor describe an acceptable plan for clear separation of the candidate’s research and research career from the mentor’s research, including identifying the components of the research plan that the K99 candidate may take to an independent research position?
· If applicable are the consultants’/collaborators’ research qualifications appropriate for their roles in the proposed K99 phase of the award? If applicable, are the Advisory Committee members’ qualifications appropriate for their roles in the proposed K99 phase of the award? 
· If the applicant is proposing to gain experience in a clinical trial as part of his or her research career development, is there evidence of the appropriate expertise, experience, and ability on the part of the mentor(s) to guide the applicant during participation in the clinical trial?

	Strengths
· The assembled mentor team is solid. While the direct mentor (Vining) is a relatively new junior faculty member, they are R35 funded and have a good track record of directly relevant work in the field. This is further complemented by a quite senior Co-mentor (Wells). The extended mentor team are all senior world-class faculty researchers all with a strong record of developing independent investigators. 
· Roles provided by the training team are appropriate to the project and complement the candidates expertise / training areas desired. 
Weaknesses
· None noted



	5. Environment and Institutional Commitment to the Candidate 
· To what extent does the institution provide an environment appropriate for the candidate’s development during the K99 phase of the award?
· To what extent are the research facilities and educational opportunities, including collaborating faculty, adequate and appropriate for the candidate’s research and career development goals during the K99 phase of the award? Is adequate evidence provided that the K99 sponsoring institution is strongly committed to fostering the candidate’s development and preparation for transition to independence?
· Is there adequate assurance that the required minimum of 9 person months (75% of the candidate’s full-time professional effort) will be devoted directly to the research career development and research activities proposed for the K99 phase of the award?

	Strengths
· Environment is world-class as are the collaborating faculty already involved with the award. Enthusiasm is high about the candidate in this exceptional training and experiential environment. 
Weaknesses
· Space and protected time allocations are referred to in the dean’s institutional commitment letter, but no specifics are given! (no 75%)



Additional Review Criteria
As applicable for the project proposed, reviewers will consider the following additional items in the determination of scientific and technical merit, but will not give separate scores for these items. 
· A response for Protections for Human Subjects, Vertebrate Animals, and Biohazards is required from reviewers for all applications.  
· A response for Inclusion Plans is required from reviewers for applications proposing Human Subjects Research, except those designated Exemption 4.
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	Protections for Human Subjects

	[bookmark: ProtectHS_DropDown][bookmark: ProtectHS_DropDown]
Comments (Required Unless Not Applicable):
· [bookmark: ProtectHS_Comments_Copy_1]      
Data and Safety Monitoring Plan (Applicable for Clinical Trials Only):
[bookmark: ClinTrials_DropDown][bookmark: ClinTrials_DropDown]
Comments (Required Unless Not Applicable):
· [bookmark: ClinTrials_Comments_Copy_1]     



	Inclusion Plans Applicable Only for Human Subjects research and not Human Subjects Exemption #4.

	· [bookmark: Gender_DropDown][bookmark: Gender_DropDown]Sex:  
· [bookmark: Minority_DropDown][bookmark: Minority_DropDown][bookmark: Minority_DropDown_Copy_1]Race and Ethnicity:   
· [bookmark: Trials_DropDown][bookmark: Trials_DropDown]For NIH-Defined Phase III trials, Plans for valid design and analysis:  
· [bookmark: Children_DropDown][bookmark: Children_DropDown]Inclusion/Exclusion Based on Age:  
Comments (Required Unless Not Applicable):
·       



	Vertebrate Animals 

	[bookmark: Vertebrate_DropDown][bookmark: Vertebrate_DropDown]
Comments (Required Unless Not Applicable):
· [bookmark: Animals_Comments_Copy_1] All good except missing an IACUC number / approval date for the protocols it refers to as in progress in mentors labs



	Biohazards 

	[bookmark: Biohazards_DropDown][bookmark: Biohazards_DropDown]
Comments (Required Unless Not Applicable):
· [bookmark: Biohazards_Comments_Copy_1]      



	Resubmissions

	Comments (if applicable):
· [bookmark: Resubmission_Comment_Copy_1] Resubmission provides ample areas of modification in direct response to prior reviewer comments. 



Additional Review Considerations
As applicable for the project proposed, reviewers will address each of the following items, but will not give scores for these items and should not consider them in providing an overall impact score.

	Training in the Responsible Conduct of Research 

	[bookmark: RCRTraining_DropDown][bookmark: RCRTraining_DropDown]
Comments on Format (Required):
· [bookmark: RCR_format_Comments_Copy_1]Hybrid
Comments on Subject Matter (Required):
· [bookmark: RCR_subject_Comments_Copy_1]Acceptable for NIH criteria
Comments on Faculty Participation (Required; not applicable for mid- and senior-career awards):
· [bookmark: RCR_faculty_comments_Copy_1]Faculty participate
Comments on Duration (Required):
· [bookmark: RCR_duration_Comment_Copy_1]6+ 1-1.5hr in person meetings
Comments on Frequency (Required):
· [bookmark: RCR_freq_Comments_Copy_1]Annual



	Select Agent Research 

	[bookmark: SelectAgent_DropDown][bookmark: SelectAgent_DropDown]
Comments (Required Unless Not Applicable):
· [bookmark: SelectAgent_Comments_Copy_1]      



	Resource Sharing Plans 

	[bookmark: RsrcSharing_DropDown][bookmark: RsrcSharing_DropDown]
Comments (Required if Unacceptable):
· [bookmark: RsrcSharing_Comments_Copy_1]      



	Authentication of Key Biological and/or Chemical Resources

	[bookmark: Rigor_DropDown][bookmark: Rigor_DropDown]
Comments (Required if Unacceptable):
·       



	Budget and Period of Support 

	[bookmark: Budget_DropDown][bookmark: Budget_DropDown]
Recommended budget modifications or possible overlap identified:
·       



