K08 (Clinical Trial Not Allowed) Review
Application #: 1K08DE036343-01
Principal Investigator(s): Pandya, Mirali 
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 proposal investigates the use of succinate as a biomarker for metabolomic assessment of periodontitis progression and severity. The candidate is a productive and experienced clinician and researcher with a good publication record. The mentor team is exceptionally well regarded and well positioned to support the candidate. The overall research proposed appears feasible and well within the trainees experience and ability to carry out within the proposal timeframe. Despite these strengths there are concerns that diminish enthusiasm. The training plan for the candidate does not seem to well address specific training areas of need for the candidate and exactly how they will be addressed, instead it opts for a “lab meeting as training” approach for most of the award period. Likewise the candidates statements do not provide much insight into their own training goals beyond wanting to become independently funded. The institution and mentor statements give the minimum required establishment of protected time and mentor time commitments to the candidate but there is no indication of the candidate having any lab space of their own, despite training multiple masters and dental students at present. Overall this is a good research project coupled to a vague and not well guided training plan that does little to give a clear direction for development of a successful independent candidate. 



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 
· 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?

	Strengths
· Candidates prior training and research are suitable for the proposal. Their desire and steps toward independence are evident. 
· Candidate reference letters are adequate. 
Weaknesses
· Candidates biosketch is quite minimal and doesn’t provide large insight into experimental accomplishments beyond listing papers with minimal context. 
· Candidates biosketch statement mentions working in Singapore College of Dentistry, but no position or title is indicated anywhere else in the document. 
· Candidate reference letters are adequate. 
· It is unclear when the candidate is actually working as an Assistant professor vs simply a high level member of their mentors lab. 



	2. Career Development Plan/Career Goals & 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?
· If proposed, will the clinical trial experience contribute to the applicant's research career development?

	Strengths
· 
Weaknesses
· What training areas are lacking and how they will be addressed is largely only able to be identified from context and not directly stated. Specific training goals are not well stated and vaguely nod to interactions / working alongside mentors through the project to accomplish them. 



	3. 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?
· If proposed, will the clinical trial experience contribute to the research project?

	Strengths
· Nice structured experiments and clear independent aims
· The overall significance of the work is high and rests on solid prior work and preliminary data. 
· Experimental goals seem clear cut and achievable within the fellowship timeframe. 
· Research is highly relevant to the candidates stated interests and career goals. 
Weaknesses
· (minor) Aim 1 seems just to be an expansion of preliminary / prior studies. While useful unclear how much it will add to the study beyond a single assessment. 
· Research plan as structured makes it hard to tell which areas of prelim data are supporting which aims rational and experiments. 
· Hypotheses are declarative, and not always directly tied to a question that they should be attempting to answer. This and the previous comment underlie the issue that the structure of the research plan makes it more difficult to understand the rationale for experiments and justification for the stated hypothesis. This is especially evident compared to the much better job done in the Aims page itself to clarify these things. 



	4. Mentor(s), Co-Mentor(s), Consultant(s), Collaborator(s) (5)
· 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 their 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 recipient’s progress toward independence?
· Are the mentor’s research qualifications, scientific stature, experience, and mentoring track record appropriate for the candidate's research career development needs?
· Are the nature and extent of the proposed mentorship adequate and appropriate, and is the commitment of the mentor(s) to the candidate's advanced research career development appropriate?
· Does the mentor(s) have a history of research productivity and support?
· 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 mentors are highly productive with a great track record of successfully developing trainees into independent work. Further the mentors have adequate support and access to the candidate to facilitate their training.
Weaknesses
· It is unclear from the mentors letter what areas the candidate is lacking training in and that they will provide. This is only spoken of in general terms. 
· Basic deficiencies in the candidates biosketch raise the question of if they have had any mentor input or review prior to submission, which discourage enthusiasm for support. 



	5. Environment and 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 the candidate’s scientific and professional development 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?

	Strengths
· 75% protected time given in writing. Other stated commitments seem appropriate for the application. 

Weaknesses
· (minor) Dean’s letter on commitment seemed non-specific / boilerplate but did meet minimum criteria. 
· (minor) Institutional commitment / mentor statement letters are similar to the Dean’s letter in overall enthusiasm. They cover the minimum expected support. 
· The candidate is titled as an Assistant Professor yet their facilities and equipment only list mentor labs. Only the mentor/co-mentor letter lists providing access to laboratory space. For a junior faculty member establishing independence, there is no clear impression of how they will work independently, instead of in their mentors lab throughout the award. This is on top of the fact that the candidate is “guiding 5 residents for their Master’s thesis project” and “supervising 3 dental students in research”. This speaks to an unresolved need for the trainees own laboratory space for independence. 



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] No population description or demographics of the study population are given, even if this is a post-hoc analysis of discarded material from the clinic we cannot ascertain the distribution of sample sources in any way as described. 
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]      



	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]      



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 in person / remote
Comments on Subject Matter (Required):
· [bookmark: RCR_subject_Comments_Copy_1]Not stated
Comments on Faculty Participation (Required; not applicable for mid- and senior-career awards):
· [bookmark: RCR_faculty_comments_Copy_1]not stated
Comments on Duration (Required):
· [bookmark: RCR_duration_Comment_Copy_1]Ten 1hr meetings mixed in lecture / small group format
Comments on Frequency (Required):
· [bookmark: RCR_freq_Comments_Copy_1]annually



	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:
·       



