University of Rochester Medical Center
Clinical and Translational Science Institute (UR CTSI)

Request for Applications - Pilot Studies Program Awards
For Projects Beginning July 1, 2025

The UR Clinical and Translational Science Institute (CTSI) is requesting applications from
investigators for funding of pilot projects (Pilot Studies Program) in translational science and
health equity designed to address fundamental challenges and barriers that are common to
translational research and health equity across diseases and health conditions.

This Pilot Studies Program is funded by the Clinical and Translational Science Award
(CTSA, an NIH-funded grant). The application for renewal of this award was submitted to
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contained within health information systems and electronic health
records. The findings will help incorporate epidemiological and
ecological information into clinical research designs [equity
implications].

« Dissemination and Implementation Science-focused Projects:
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Development of strategies to support optimization of drug repurposing
projects. The strategies will help the design of clinical research based on
the existing preclinical evidence of safety and efficacy.

Validation of a new tool to assess organizational preparedness and
capabilities to support patient engagement in drug development. The
findings will address equity barriers to the engagement of patients in
clinical research.

Consultations regarding pilot responsiveness to the RFA are strongly encouraged. Please
contact ctsi@urmc.rochester.edu to schedule a time to discuss your draft proposal, indicating
the focus area under which you plan to submit.

Faculty may participate as Pl, MPI, Faculty Sponsor/Primary Mentor on only one submission per
award category. Faculty may participate in multiple submissions per category as co-investigator
or co-mentor. Any faculty member who has a current grant with overlapping aims is not eligible

to apply.

Funds will not be awarded to support continuation/renewals of previously funded projects.
Applicants who have received a pilot award in the prior two years are not eligible to apply.
Applicants will submit a two-page Letter of Intent (LOI) with Specific Aims, which will be
reviewed by the UR CTSI review committee specific to each submission category, and

subsequently a limited number of full proposals will be requested. It is critical that research
ideas are expressed in the LOI and Specific Aims in such a way that a non-expert can
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Program Expectations

All awardees are expected to make every effort possible to publish findings related to the pilot
award. Awardees are also expected to cite the Clinical and Translational Science Award grant in
any publications resulting from the pilot, and to fill out the annual CTSI pilot award survey.

Program Categories

Within each Translational Science Pilot Award type (e.g. TS01, TS02, and TS03), we ask that
applications identify a category of application to better assign reviewers. These categories

include:

1. General Translational Science Faculty and Trainee Categories
The primary goal of support provided in the Faculty category is to provide the groundwork for
faculty to obtain subsequent funding. The primary goal of support provided in the Trainee
category is for the trainee to obtain the most prestigious fellowship or grant possible following
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equity within the dissemination and implementation (D&l) field to ensure the equitable
implementation of evidence-based programs/practices across a range of diverse
populations and settings. At the same time, health equity researchers recognize the
potential of D&I science to promote the more widespread dissemination, implementation,
and sustainment of evidence-based interventions to address health inequities.

A few examples of research in this field include studies to assess the effect of
dissemination/scale up strategies (such as social media, opinion leaders, training, etc.) and
implementation and practice change interventions (such as training, feedback, incentives,
practice guidelines and workflows, partnership development, champions, etc.), studies to
assess barriers and facilitators of dissemination and implementation, or studies to develop
evaluation models and processes for D&l of interventions. Health equity could be
addressed in research as an important determinant of the success of D&l interventions (do
vulnerable populations hear about innovations or have capacities and resources to
implement them), as a part of the intervention (stakeholder engagement and co-design),
and as evaluation criteria to assess the success of D&I.

5. UNYTE Awards
The UNYTE award category is intended to stimulate new inter-institutional collaborations in
health research. Investigators are encouraged to develop an innovative, team-based approach
to a problem in health research that reflects the particular strengths of the members and their
institutions. The PI of the UNYTE award must have a primary appointment at the University of
Rochester and will serve as the contact Pl. Proposals must involve a new or expanded
collaboration between a University of Rochester faculty member and one or multiple principal
investigators (MPIs) from at least one of the participating UNYTE institutions.

Eligibility
All Faculty Awards: Faculty members with a primary appointment at the University of
Rochester are eligible to serve as principal investigators for faculty category awards. One of the
members of the applying team must have a primary faculty appointment at the University of
Rochester. This team member will be the contact Pl for the project.

All Trainee Awards: All UR pre-doctoral students, fellows, postdocs and residents are eligible
for awards in the Trainee categories. Faculty members are not eligible to serve as principal
investigators for Trainee category awards.

DI Awards: Collaboration with health systems, community-based agencies and other

entities is strongly encouraged.

Data Science Awards: Data Science proposals must demonstrate how they will use

Data Science to innovatively overcome a translational science barrier to translational

science research.

Digital Health Awards: Proposals must demonstrate how they will advance the use of

digital technologies to overcome a translational barrier to improving clinical research or
healthcare.

UNYTE Awards: UNYTE proposals must involve a new or expanded collaboration between a
University of Rochester faculty member and one or multiple principal investigators (MPIs) from
at least one of the participating UNYTE institutions.

Eligible Clinical Trials

The NIH institute funding the UR CTSI (the National Center for Advancing Translational
Sciences, or NCATS), can only provide direct support for clinical trials ranging from Phase 1
through Phase 2A; therefore, Phase 2B clinical trials or those of subsequent phases are not
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eligible for the UR CTSI pilot project program. NCATS defines Phase 2 clinical trials as those
that are designed to test drugs for efficacy and side effects in a limited number of patients.
Phase 2A trials provide data for exposure-response in patients, while Phase 2B trials provide
data for dose-ranging in patients.

Allowable Costs

The project must be funded solely with CTSI pilot funds. NIH rules do not permit
supplemental funding from other sources. The project cannot be an add-on to, or
an extension of, a parent project supported by another funding source. The
program will support costs normally allowable for NIH-funded research projects, except
that funding cannot be used to support faculty salary. Trainee salary support is permitted
for all award types but must be justified in the proposal. Facilities and administrative
costs or “indirects” are required for subcontracts with other institutions and will be paid
from the direct costs of the award.

Resubmissions

Only one resubmission of a previously submitted proposal is allowed. New proposals need to be
changed substantively to address prior review concerns.

Submitting a LOI Proposal

Format for Letter of Intent (LOI) and Specific Aims Submission
Please provide the following:
1. Complete the required fields in the application submission system, providing the following
information:
a
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4. This project will develop and implement innovations in scientific approaches,
methods and/or technologies to accelerate the pace of translational research.

5. This project addresses a common roadblock or bottleneck in translational
research.

6. If successful, this project will improve translational research by making it more
efficient or effective.

7. If successful, this project will yield information that will accelerate translational
research.

In addition, the following will also be considered.

1.

2.

Faculty Category — Proposals with the best potential for output (e.g. peer-reviewed
publication, extramural grant submission) by the end of the funding period.

Trainee Category — Proposals that are the most likely to be competitive for output
subsequent to funding including training grant submission (e.g. NIH’s Fellowship or K
mechanism) will receive the highest priority for funding.

DI Category — In addition to the review priorities for the Faculty and Trainee Categories
respectively, proposals that address community-identified health research priorities will
receive the highest priority for funding .

Digital Health Category - In addition to the review priorities for the Faculty and Trainee
Categories respectively, innovative, high-risk/high-reward proposals that advance digital
health and inform regulatory science needs will be prioritized.
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Delayed Onset Human Subjects Research: The NIH requires that the UR CTSI obtain
explicit approval from the NIH for any pilot-funded research involving human subjects.
Accordingly, the IRB-approved protocol and other materials such as a recruitment and
retention plan; protection of human subjects; inclusion across the lifespan; inclusion of
women and minorities; and planned enroliment must be submitted to the NIH at least 30
days prior to the project start date. UR CTSI personnel will work with awardees to meet
these requirements.
Prior Approval of Vertebrate Animals Research: The NIH requires that the UR CTSI
obtain explicit approval from the NIH for any pilot-funded research involving vertebrate
animals. UCAR approval documentation and other materials must be submitted to the NIH
at least 30 days prior to the project start date. UR CTSI personnel will work with awardees
to meet these requirements.
2 CFR 200 Procurement Principles Training: All University of Rochester Principal
Investigators on the project and each person that will initiate purchases must provide
documentation that they have completed the 2 CFR 200 Procurement Principles training
available in MyPath.
Data Management and Sharing: All research data generated by the award must comply
with the NIH Data Management and Sharing Plan.
Publications: All publications that benefit in whole or in part from support provided by the
UR CTSI must:
a. Comply with the NIH Public Access Policy: Assistance with the compliance
process is available through the Miner Library.
b. Acknowledge UR CTSI grant funding. We recommend use of the following
language: “The project described in this publication was supported by the
University of Rochester CTSA award number UM1 TR005451 from the National
Center for Advancing Translational Sciences of the National Institutes of Health.
The content is solely the responsibility of the authors and does not necessarily
represent the official views of the National Institutes of Health.”
ORCID IDs: All key personnel on the project must obtain an ORCID ID which provides a
persistent digital identifier that the investigator owns and controls, and that distinguishes the
investigator from every other researcher.
Clinical Trials:
a. To satisfy expectations of NCATS, the funder of the CTSA program, award
recipients conducting an NIH-defined Clinical Trial must also complete Good
Clinical Practice (GCP) training. The PI must certify that this training has been
completed when the delayed onset human subjects research materials are
submitted to NCATS for review. Please review the NIH definition of a clinical trial.
b. All applicable clinical trials must be registered in clinicaltrials.gov. For more
information about registration requirements, see the UR CTSI Regulatory
Support webpages.

Contacts
If you have questions regarding this RFA, please contact one of the following.

Consultation requests regarding pilot responsiveness to the RFA or foreign components,
and General inquiries:

Karen Grabowski
ctsi@urmc.rocheser.edu
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Scientific and Peer Review contacts:
Translational Science and UNYTE

0OJ Sahler, MD

0] _sahler@urmc.rochester.edu

Edward Schwarz, PhD
edward schwarz@urmc.rochester.edu

Dissemination and Implementation
Reza Yousefi-Nooraie
Reza Yousefi-nooraie@URMC.Rochester.edu

Kevin Fiscella
Kevin Fiscella@URMC.Rochester.edu

Digital Health
Joan Adamo
Joan Adamo@URMC.Rochester.edu
Jean-Phillippe Couderc
jean-philippe.couderc@heart.rochester.edu

Data Science
Erika Ramsdale
Erika Ramsdale@URMC.Rochester.edu

Financial contact:
Mary Lyons
mary lyons@urmc.rochester.edu
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