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Agenda

TIME TOPIC PRESENTERS

Lauren Fitzharris, MPH, PMP

2:00 PMET Welcome CCOS
_ _ Michael Kurilla, MD, PhD
2.01-2:10 PM NCATS/CTSA Updates DCI/NCATS
2.10-2:15PM CCOS Updates Lauren Fitzharris
ClinicalTrials.gov Jessica Houlihan, Duke University
2:15—-2:45 PM Registration and Reporting: Keys to Denise Snyder, MS, RD
Success at Duke Duke University

Amelia Bucek, MPH, Northwestern University
Manny Tetteh, MD, MPH

Washington University at St. Louis

Kristi Holmes, PhD, Northwestern

2:45—-3:00 PM  Translational Impact Working Group

3:00 PM Adjourn

8 SERVICE

S %,

Sf National Center

g c for Advancing

%, ‘} Translational Sciences
%”K’zu




NCATS

./ _______/ /|
COLLABORATE. INNOVATE. ACCELERATE.

NCATS/CTSA Program Updates

Michael G. Kurilla, MD, PhD

Director, Division of Clinical Innovation
NCATS

March 25, 2026

e o
s National Center

| _/C N I H ) for Advancing

%% Translational Sciences



National Center
for Advancing

Translational Sciences

CTSA Program NOFO Updates

Notice of Change to PAR-24-272 Clinical and Translational Science Award (UM1 Clinical Trial
Optional) in Award Information (NOT-TR-26-003) (Released March 4, 2026)

This notice reflects the update of the “Hub Tiers” with respect to the 5-year average of the most current
NIH Direct Cost (DC) Funding of the applicant institution, PLUS 5-year average of the most current NIH
Direct Cost (DC) funding of any partner(s) based on FY2020-FY2024 NIH Funding Data.

REMINDER: Verification of Funding Tier Calculation:

» Applicants are strongly encouraged to verify their funding tier calculation with NCATS in advance of
application submission by sending an email to CTSA NOFO Questions. Applicants should list the
primary applicant organization and any partner institution(s) that contribute to the funding tier
calculation. Requests to verify the funding tier calculation should be submitted by the institution’s
authorized organization representative.

We have released the CTSA partner list for FY25 on our website: hitps://ncats.nih.gov/research/research-
activities/ctsa/applicant-information/CPUBRT

Please reach out to CTSANOFOQuestions@mail.nih.gov if you have questions.
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Award Budget Requests for CTSA Applications

Receipt Dates of May 28, 2026, September 28, 2026 (NOT-TR-26-003) for FY27 Funding

5-year avg of NIH DC of T32 R25

Hub applicant institution | UM1 Budget | K12 Budget ostdoc Budget

Tier Size | PLUS NIH DC of any | (Direct Cost) |(Direct Cost) pslots (Direct
partners*® Cost)

A >$400M $6.5M $1.5M 10 S $100K

C $265M - $399,999,999M $5.0M $1.0M 8 4 $100K

T $190M - $264,999,999 $3.6M $900,000 6 3 $100K

G <$189M $2.6M $700,000 4 2 $100K

*Calculated from the 5-year average of the most current NIH Direct Cost (DC) Funding of the applicant institution, PLUS 5-year
average of the most current NIH Direct Cost (DC) funding of any partner(s)* (based on FY2018-FY2022 NIH Funding data)

https://ncats.nih.gov/ctsa/funding/ CPUBRT -/é NB)?'A‘?“?“‘".S
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CTSA NOFO Forecasts

* Limited Competition: Small Grant Program for the NCATS Clinical and Translational
Science Award (CTSA) Program (Clinical Trial Optional)

* Link to Grants.gov: hitps://www.grants.gov/search-results-detail/361317
» Forecast Date: February 18, 2026

* Opportunity Number: PAR-26-123

« Estimated Post Date: August 17, 2026

 Earliest Application Due Date: October 17, 2026

* Questions: CTSA R03 NOFO _Questions@nih.gov

» Limited Competition: High Impact Specialized Innovation Programs in Clinical and
Translational Science (Clinical Trials Optional)

* Link to Grants.gov: hitps://www.grants.gov/search-results-detail/361427
» Forecast Date: March 9, 2026

* Opportunity Number: PAR-26-128

« Estimated Post Date: June 1, 2026

« Earliest Application Due Date: September 28, 2026

* Questions: RC2NOFO@nih.gov
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Reminder: How should | include clinical
trials in my UM1 application?

This is important because:

1. Misclassified clinical trial applications may be withdrawn

* For help with NIH'’s definition of a clinical trial, please see Does Your Human Subjects Research Study Meet the
NIH Definition of a Clinical Trial?

2. It should be anticipated that research projects involving clinical trials might be initiated during the seven-year
grant period
+ Delayed Onset Study: A research project that is anticipated within the period of award, but definite plans are not
yet known and cannot be described in the application. For delayed onset studies, all applicants should check the
Anticipated Clinical Trial box and complete all related sections. Please see the instructions in G.500 PHS Human
Subjects and Clinical Trials Information.

» This will occur with pilots under the Element D: Clinical and Translational Resources & Pilots.

« This will occur with the project(s) under Element E: Clinical and Translational Science Research Program if
the project(s) cannot be described at the time of application.

« This will occur with described project(s) under the Element E: Clinical and Translational Science Research
Program if the described project(s) are not delayed start.

National Center * Questions? CTSANOFOQuestions@mail.nih.gov
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Anticipated Clinical Trial? Check the Dang Box!

Check the Dang Box (CTDB)!

Anticipated Clinical Trial?
This field is required. ’

Check this box f you anticipate that this study will be a clinical trial. For help determining whether your study meets the definition of

# the Clinical Trial Questionnaire below.
Read your NOFO carefully to determine whether clinical trials are allowed in your application.

Note on multiple delayed onset studies: If you are including multiple delayed onset studies in one delayed onset study entry, and you
anticipate that any of these studies will be a clinical trial, check the "Anticipated Clinical Trial?" checkbox.

Justification Attachment

This attachment is required.

Attach the justification as a PDF file. See NIH's Format Attachments page. Use of hyperlinks and URLs is not allowed unless specified
in the funding opportunity.

» All delayed onset studies must provide a justification explaining why human subjects study information is not available at
the time of application.

» [f NIH's Policy on the Dissemination of MIH-Funded Clinical Trial Information will apply to your study, this justification must
also include the dissemination plan.

Note on multiple delayed onset studies: If you are including more than one delayed onset study in any given delayed onset study entry,

National Center

for davanchig address all the included studies in a single justification attachment.

Translational Sciences

https://grants.nih.gov/grants/how-to-apply-application-guide/forms-i/general/g.500-phs-human-subjects-and-clinical-trials-
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NIH Policy on the Dissemination of
NIH-Funded Clinical Trial Information

* Plan for Disseminating Clinical Trial Results:
e NOT-OD-16-149 (Released Sept 16, 2016)

* As part of their applications or proposals, applicants and offerors seeking NIH funding will be
required to submit a plan for the dissemination of NIH-funded clinical trial information that will
address how the expectations of this policy will be met.

* Applicable clinical trials are required to be registered in ClinicalTrials.gov not later than 21 calendar
days after the enrollment of the first participant.

* Results information from those trials generally must be submitted not later than one year after the
trial's primary completion date.

 Informed Consent Forms:

e Clinicaltrials are required to post one IRB-approved version of a consent form that has been used to
enroll participants on a public federal website designated for posting such consent forms.

* Two sites: ClinicalTrials.gov or Regulations.gov
* The form must be posted after recruitment closes, and no later than 60 days after the last study visit.

National Center Sources:

il SHCI * https://grants.nih.gov/policy-and-compliance/policy-topics/clinical-trials

* https://grants.nih.gov/policy-and-compliance/policy-topics/clinical-trials/informedconsent
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(NIH) Inviting Input on a Proposed Clinical Trial Specific
Application Form

« NOT-OD-26-058 (Released March 18, 2016)

« Response Date: April 17, 2026

* NIH seeks public input on a Proposed Clinical Trial Specific Application
Form designed to streamline investigator-initiated clinical trial applications.

« Specifically, NIH proposes to combine components of the current Research Plan in
clinical trial applications and the PHS Human Subjects and Clinical Trials
Information Form into a single, consolidated form.

* By requiring a semi-structured application specifically designed for clinical trials,
NIH aims to:

(1) simplify the application process for investigators and

* (2) improve the availability of critical information needed for the review of
clinical trials.

 Please direct all inquiries to: CTFormsRFI@mail.nih.gov
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NIH Notices and NOFOs

* NIH Requires Use of the eRA Prior Approval Module for the Submission of ALL Prior Approval
Requests (NOT-OD-26-026) (Released Jan 21, 2026)

 All Prior Approvals must be submitted through eRA starting 2/23/26 (inclusive of JIT
materials). WARNING: VERY LITTLE can now be received by email — plan accordingly.

* NCATS is in the process of updating guidance related to pilot project prior approval
submissions to align with this new policy requirement.
« WARNING: deviations and exceptions to prior approval requests will only be considered in

extremely rare circumstances and require NIH prior approval.
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National Center
for Advancing
Translational Sciences

NCATS CTSA Program Guidance for HS/VA Prior
Approval Requests

least 30 days from the submission of the request)

Prior Approval Module Information for Prior Approval of the use of Information for Prior Approval of the use of
Information Vertebrate Animals Research Human Subjects Research
Description The VAR study title; VAR study PI The HSS study title; HSS study PI; HSS#
Effective Date The date the study is requested to start (effective date to be at The date the study is requested to start.

Justification Document

Please use the instructions provided on the OLAW landing page
for Vertebrate Animals Section (VAS) requirements and provide
the 4 requirements ( Description of Procedures, Justifications,
Minimization of Pain and Distress, Method of Euthanasia).

Justification for delayed onset studies.

Budget Document

Upload budget

Leave empty - available in the HSS study record.

Other Supporting
Documents

Please provide the verification of IACUC approval

Leave empty - available in the HSS study record.

The main change for HSS and VAR prior-approvals is that the AOR will need to submit a prior-approval

request to the eRA prior-approval module and NOT to the NCATS PRIOR APPROVAL REQUEST email box
(NCATSPRIORAPPROVALREQUEST@mail.nih.gov.)
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Update on National Clinical Cohort Collaborative (N3C)

Happening NOW!

National COVID Cohort Collaborative _ National Clinical Cohort Collaborative

Key Points:

«  The N3C platform officially reopened to members that had been previously registered on Monday, March 2, 2026
Data Submissions:

.  The N3C platform is no longer accepting new COVID-19 data submissions
. COVID-19 data contributions are frozen as of October 2025 and preserved in archive form to support research continuity

- All data have remained untouched, secure, and have not been moved outside of N3C platform during the offline period or
since

- New Data Transfer Agreements will be sent to all CTSAs this week
- New Data Transfer Agreements must be executed
Research Project Data Use Requests (DURSs):

- Investigators will need to submit their DURs for reapproval (expedited review) and rebuild their projects using their code
and concept sets.

e QUESTIONS?: ncats n3c@mail.nih.qov

Translational Sciences
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Feedback Requested

* How could we spur innovation to establish nationally recognized
benchmarks for transportable, reproducible analytic performance
across heterogeneous clinical data environments, thereby
strengthening the reliability of real-world evidence generated

through N3C?

* BIDS EC was asked this question on March 6
 Email: Michael G. Kurilla: Michael.Kurilla@NIH.gov



mailto:Michael.Kurilla@NIH.gov

NIH Public Access Policy

» The NIH Public Access Policy requires Author Accepted Manuscripts accepted
for publication in a journal, on or after July 1, 2025, to be submitted to PubMed
Central upon acceptance for publication, for public availability without embargo
upon the Official Date of Publication

* Any issues with embargo of a publication need to be addressed between the
academic institution and the publisher; NIH has no role in lifting embargos

* A publication will not be in compliance until the embargo is lifted

* NIH cannot issue a Notice of Award until all publications are compliant. This is
creating delays in award issuances.

» Awards that report publications not in compliance with the NIH Public Access
Policy may be released fully restricted at the end of the FY (August/September)
upon direction of the NIH Office of Policy for Extramural Administration
(OPERA)

https://grants.nih.gov/policy-and-compliance/policy-topics/public-access/nih-public-access-policy-overview



https://grants.nih.gov/grants/guide/notice-files/NOT-OD-25-047.html#:%7E:text=Author%20Accepted%C2%A0Manuscript%3A%20The%20author%E2%80%99s%20final%20version%20that%20has%20been%20accepted%20for%20journal%20publication%20and%20includes%20all%20revisions%20resulting%20from%20the%20peer%20review%20process%2C%20including%20all%20associated%20tables%2C%20graphics%2C%20and%20supplemental%20material
https://grants.nih.gov/policy-and-compliance/policy-topics/public-access/nih-public-access-policy-overview
https://grants.nih.gov/policy-and-compliance/policy-topics/public-access/nih-public-access-policy-overview
https://grants.nih.gov/policy-and-compliance/policy-topics/public-access/nih-public-access-policy-overview
https://grants.nih.gov/policy-and-compliance/policy-topics/public-access/nih-public-access-policy-overview
https://grants.nih.gov/policy-and-compliance/policy-topics/public-access/nih-public-access-policy-overview
https://grants.nih.gov/policy-and-compliance/policy-topics/public-access/nih-public-access-policy-overview
https://grants.nih.gov/policy-and-compliance/policy-topics/public-access/nih-public-access-policy-overview
https://grants.nih.gov/policy-and-compliance/policy-topics/public-access/nih-public-access-policy-overview
https://grants.nih.gov/policy-and-compliance/policy-topics/public-access/nih-public-access-policy-overview
https://grants.nih.gov/policy-and-compliance/policy-topics/public-access/nih-public-access-policy-overview
https://grants.nih.gov/policy-and-compliance/policy-topics/public-access/nih-public-access-policy-overview
https://grants.nih.gov/policy-and-compliance/policy-topics/public-access/nih-public-access-policy-overview
https://grants.nih.gov/policy-and-compliance/policy-topics/public-access/nih-public-access-policy-overview
https://grants.nih.gov/policy-and-compliance/policy-topics/public-access/nih-public-access-policy-overview
https://grants.nih.gov/policy-and-compliance/policy-topics/public-access/nih-public-access-policy-overview
https://grants.nih.gov/policy-and-compliance/policy-topics/public-access/nih-public-access-policy-overview
https://grants.nih.gov/policy-and-compliance/policy-topics/public-access/nih-public-access-policy-overview

RFI: Comments and Suggestions on a Framework for the NIH-
Wide Strategic Plan for Fiscal Years 2027-2031

* Request for Information (RFI): Inviting Comments and Suggestions on a Framework for the NIH-Wide Strategic Plan
for Fiscal Years 2027-2031 (NOT-OD-26-047) Released March 16, 2026

* NIH-Wide Strategic Plan Framework:
* Priority 1: Research Areas
* Goal 1: Advance Foundational Knowledge of Human Health and Disease
* Goal 2: Prevent Disease and Promote Health Across the Lifespan
* Goal 3: Advance and Optimize Interventions, Treatments, and Cures
* Priority 2: Research Capacity
* Goal 1: Develop and Sustain an Interdisciplinary Research Workforce
* Goal 2: Build, Improve, and Sustain Research Resources and Infrastructure
* Priority 3: Research Operations
* Goal 1: Enhance Scientific Stewardship and Decision-Making
* Goal 2: Foster Transparency and Accountability to Improve Public Trust in Science

 How to Submit a Response:
* All comments must be submitted electronically on the submission website.

National Center
for Advancing

Translational Sciences * Responses must be received by 11:59:59 pm (ET) on May 16, 2026.
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Upcoming Dates to Remember

Next CTSA Program Webinar
May 27, 2026

**April webinar cancelled due to ACTS Conference



NCATS

COLLABORATE. INNOVATE. ACCELERATE.

@ ncats.nih.gov @ @ncats nih gov n @ncats.nih.gov m NIH-NCATS

Qp"’b“ szkvrm-.bm’

& National Center

H for Advancing

s, C Translational Sciences
%,


https://x.com/ncats_nih_gov
https://www.facebook.com/ncats.nih.gov
https://ncats.nih.gov/
https://www.linkedin.com/company/nih-ncats
https://www.linkedin.com/company/nih-ncats
https://www.linkedin.com/company/nih-ncats

CCOS Updates




Cycle XVI Working Group Proposals is Open!

Key topic areas of interest

« Translational science methods & best practices

Artificial intelligence

Clinical and health research innovation

Solution-oriented approaches in health disparities research
National training curricula in CTS

Details available on the Working Group Proposal page

Timeline

Proposals Earliest WG

System Live Due . SC Votes . Start

March 1st March 31st I July 1st

GCGON


https://ccos-cc.ctsa.io/groups/working-groups/proposal-cycle-information
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Rigor and Reproducibility of
Real-World Data (RWD) Platforms
Collaborative Workshop
Tuesday, May 12, 2026

In-Person Meeting
The National Cancer Institute (NCI)
Shady Grove campus is located at
9609 Medical Center Drive, Rockville, MD 20850

Click here to register or

scan the QR code below

Stay updated on Collaborative Workshops!
Visit: https://ccos-cc.ctsa.io/groups/collaborative-workshops
Email: collaborative_workshop@ccos.ctsa.io

TEAM SCIENCE

Stanford | Spectrum

Co-Sponsor MEDICINE | Stanford CTSA Hub


https://ccos-cc.ctsa.io/groups/collaborative-workshops
https://ccos-cc.ctsa.io/groups/collaborative-workshops
https://ccos-cc.ctsa.io/groups/collaborative-workshops
https://ccos-cc.ctsa.io/groups/collaborative-workshops
https://ccos-cc.ctsa.io/groups/collaborative-workshops
mailto:collaborative_workshop@ccos.ctsa.io
https://ccosredcap.urmc.rochester.edu/surveys/?s=CWHHCDH9DAJJ88WM

Community of Practice to Facilitate _ Wﬁ
Effective LHS-CTSA Partnerships " "
Wednesday, April 1, 12-1pm ET / 9-10am PT “ﬂ“

Discussion with Sarah M. Greene, MPH \

Senior Advisor, Research Advocate, and Consultant

Editorial > Learn Health Syst. 2025 Oct 24;9(4):e70044. doi: 10.1002/Irh2.70044.
eCollection 2025 Oct.

Ten Reasons Why Learning Health Systems Will Have
a Transformational Effect on Health and Health Care

Charles P Friedman ', Sarah M Greene 2, Joshua C Rubin 3 4 /

All are welcome! Clinicians, community members, health system representatives,
CTSA hubs, researchers, funders

To receive the link, email: LHS-CTSA.Partnerships@ccos.ctsa.io

22


mailto:LHS-CTSA.Partnerships@ccos.ctsa.io
mailto:LHS-CTSA.Partnerships@ccos.ctsa.io
mailto:LHS-CTSA.Partnerships@ccos.ctsa.io
https://academyhealth.org/about/people/sarah-greene-mph

CCOS Feedback Form
We want to hear from you!

Share your feedback and suggestions about: Virtual Meeting Feedback Form
* Meeting Content

» Technical Issues

« Communication Before and After the Meeting
« Group Webpage on CCOS Website

» Group Collaborative Space

* Anything else that’s on your mind

Use this Link or Scan the QR Code to Provide Feedback on this Group

*Feedback will be reviewed by CCOS Logistics Lead and CCOS Project Manager

23 GCGON



https://forms.office.com/pages/responsepage.aspx?id=e7mQz0a-AEqXAIHOT_G39oYtMT8YTc1JkZWUhYFtp-RUMkE2WkNaR1MwNVNSM1VLU1VBMldFSDhVWC4u&route=shorturl
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GCGOS

CCOS is now
on Bluesky!

Follow us for CTSA Program
news, events, and updates!

@ccos-ctsa.bsky.social



ClinicalTrials.gov
Registration and Reporting:
Keys to Success at Duke

Denise Snyder, MS, RD
Associate Dean for Clinical Research
Jessica Houlihan

Associate Director, Research Operations

WI Duke University School of Medicine




Let's remember why...

« Ensures transparency in how public funds are used
* Provides faster and broader access to information than traditional publications

* Prevents suppression of research results, which undermines scientific
progress

* Helps the public make informed medical decisions

* Flags unacknowledged protocol changes that could affect interpretation of
findings

« Addresses gaps in publications that omit prespecified outcome measures

* Creates a resource for researchers to identify ongoing work and avoid
duplication

26



Clinical Trial Disclosure Requirements — BEFORE DOCR

1997. FDAMA establishes ClinicalTrials.gov
2000: ClinicalTrials.gov launched
2005: ICMJE endorses ClinicalTrials.gov registration

2007: FDAAA expands ClinicalTrials.gov to include more studies and
results and adds penalties for noncompliance

2010: ClinicalTrials.gov adds AE, results & patient flow modules

27



Prior to 2012...we told researchers what to do

Institutional Review Board for Clinical Investigations

i I R B UI D u ke M Ed I CI n e View: Application - Pro00000466

<< Back Exit | Hide/Show Errors | Print... | Jump To: - Continue >>

Required registration of studies in ClinicalTrials.gov

On September 27, 2007 Congress enacted U.S. Public Law 110-85 (also known as H.R. 3580, or Food and Drug Administration Amendments Act of 2007). This act mandates the expansion of ClinicalTrials.gov, expands the required submission
elements and establishes penalties for not listing a trial. Investigators and sponsors must ensure that applicable drug, biologic and device trials are registered within 21 days of enrollment of the first subject and preferable before first subject
enrollment.

Which studies must be registered?
Registration is required for any research study that:
« Uses a drug, biologic, or device as the intervention or control/comparison AND

« Prospectively assigns human subjects to intervention and at least one concurrent control or comparison groups AND

« Studies the safety, efficacy or cause-and-effect relationship between an intervention and a health outcome
The registration requirement does not apply to:

« The use of FDA approved, marketed products used in the course of medical practice
« Phase I clinical investigations of drugs or biologics
« Small clinical trials to determine the feasibility of a device or clinical trial to test prototype devices where the primary outcome measure relates to feasibility and not to health outcomes

« FDA required pediatric postmarketing surveillance of devices

Investigators and sponsors are encouraged to register all studies to ensure they meet the publication requirements of the International Committee of Medical Journal Editors (ICMJE) and to promote transparency in clinical
research.

Who is responsible for registering the study?
« For investigator-initiated trials, the lead principal investigator responsible for conducting and coordinating the overall clinical trail should take responsibility for registration
« For Sponsor-initiated trials the sponsor should take responsibility for registration
« Trials sponsored by the federal government (e.g. NIH) should be registered by the grantee
« Trials associated with Investigational New Drug (IND) or Investigational Device Exemption (IDE) applications with the U.S. FDA should be register by the IND/IDE holder

« If the individual or sponsor who should register the trial is unwilling or unable to register the trial it should be registered by a participating investigator

How do I register a study at Duke?



BN ORIGINAL CONTRIBUTION

Califf RM, Zarin DA, Kramer JM, Sherman RE, Aberle LH, Tasneem A. JAMA.

2012 May 2;307(17):1838-47..2012

Characteristics of Clinical Trials Registered
in ClinicalTrials.gov, 2007-2010

Robert M. Califf, MD

Deborah A. Zarin, MD

Judith M. Kramer, MD, MS
Rachel E. Sherman, MD, MPH
[Laura H. Aberle, BSPH

Asba Tasneem, PhD

LINICAL TRIALS ARE THE CEN-
tral means by which preventive,
diagnostic, and therapeutic
strategiesare evaluated,' but the
US clinical trials enterprise has been
marked by debate regarding funding pri-
orities for clinical research, the design and
interpretation of studies, and protections
forresearch participants.** Until recently,
however, we have lacked tools for com-
prehensively assessing trials across the
broader US clinical trial enterprise.

In 1997, Congress mandated the cre-
ation of the ClinicalTrials.gov registry to
assist people with seriousillnesses in gain-
ing access to trials.” In September 2004,
the International Committee of Medical
Journal Editors (ICMJE) announced a
policy, which took effect in 2005, of re-
quiring registration of clinical trials as a

AT — 1

Context Recent reports highlight gaps between guidelines-based treatment recom-
mendations and evidence from clinical trials that supports those recommendations.
Strengthened reporting requirements for studies registered with ClinicalTrials.gov en-
able a comprehensive evaluation of the national trials portfolio.

Objective To examine fundamental characteristics of interventional clinical trials reg-
istered in the ClinicalTrials.gov database.

Methods A data set comprising 96 346 clinical studies from ClinicalTrials.gov was
downloaded on September 27, 2010, and entered into a relational database to ana-
lyze aggregate data. Interventional trials were identified and analyses were focused
on 3 clinical specialties—cardiovascular, mental health, and oncology—that together
encompass the largest number of disability-adjusted life-years lost in the United States.

Main Outcome Measures Characteristics of registered clinical trials as reported
data elements in the trial registry; how those characteristics have changed over time;
differences in characteristics as a function of clinical specialty; and factors associated
with use of randomization, blinding, and data monitoring committees (DMCs).

Results The number of registered interventional clinical trials increased from 28 881 (Oc-
tober2004-September 2007) to 40 970 (October 2007-September 2010), and the number
of missing data elements has generally declined. Most interventional trials registered be-
tween 2007 and 2010 were small, with 62% enrolling 100 or fewer participants. Many
clinical trials were single-center (66 % 24 788/37 520) and funded by organizations other
than industry or the National Institutes of Health (NIH) (47%; 17 592/37 520). Hetero-
geneity in the reported methods by clinical specialty; sponsor type; and the reported use
of DMCs, randomization, and blinding was evident. For example, reported use of DMCs
was less commonin industry-sponsored vs NIH-sponsored trials (adjusted odds ratio [OR],
0.11;95% Cl,0.09-0.14), earlier-phase vs phase 3 trials (adjusted OR, 0.83;95% Cl, 0.76-
0.91), and mental health trials vs those in the other 2 specialties. In similar comparisons,
randomization and blinding were less frequently reported in earlier-phase, oncology, and
device trials.

Conclusion Clinical trials registered in ClinicalTrials.gov are dominated by small trials



Timeline for Improving Trial Disclosure Compliance

Collaborate

Training and
Review of ~700 i -
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DOCR staff studies create CT.gov related to CT.gov include an
hired to . dsi Results Entry signoff final regulations escalation process
- Creation of  a@pprovedsince Training required d
facilitate q and NIH I for non-
R Duke CT.gov March 2012 for Program; rior to Di inati Internal process !
Institution- cT : P Policy revised Issemination . -ted to responsiveness
wide education Task Force and -Bov Review of Institutional lcy revise policy
Duke staff and Charter; Duke ~ compliance ~5600 Approval to include manage Good
attend NIH compliance  Clinical Trials studies from NCT number Cagetension
“Results Entry” program Disclosure 2007 for on CMS billing requests; policy
Workshop Policy drafted compliance claims i

Creation of

SEERREE

Policy updated
to require draft
results 1 month
Policy revised to prior to due

incorporate

date

Institutional DOCR staff Duke Task
plan funds 3 hired to Met with SOM DOCR Force
TE weekyreports  Falitate O et disbanded
for CT.gov ) - s
NS compliance ~ Program/policy;  training Leadership
compliance; 1:1 CT.gov REDCap modules approves
support for survey sent to Clinical Trials
results entry teams at time of Disclosure
IRB submission Policy

final regulations
and NIH
Dissemination

policy
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Duke ClinicalTrials.gov Team

« Centralized approach
— Duke is the Responsible Party (unless there is an IND/IDE)

— ClinicalTrials.gov team is part of the Duke Office of Clinical Research
(separate from Compliance and IRB)

— Allows for proactive compliance monitoring and streamlined support

« 2FTEs

— 1 FTE: primary contact registration and results, new study review
— .5 FTE: registration back-up, new study review, problem record follow-up

— .5 FTE: registration/results back-up, new study review, compliance
guestions, misc. tasks (e.g. presentations, metrics, internal policy)
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Process Overview: New Study Review

Review all studies submitted to
the DUHS IRB

Determine Responsible Party
(internal vs. external)

Determine ClinicalTrials.gov
requirements (e.g. ACT, NIH trial)

Track in REDCap and OnCore
CRMS (Institutional Approval)

1500
1400
1300
1200
1100
1000
900
800
700
600
500

# of protocols reviewed for CT.gov criteria per FY

1219
1130

1031

o2 245 904

FY20 FY21 FY22 FY23 FY24 FY25

_||| Average 1032 new study reviews per year
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Process Overview: Study Registration

« Email study team w/
expectations and resources

 New Al-assisted registration
process

* Perform QC review prior to
releasing to CT.gov

250

200

150

100

5

o

0

Registrations per FY

154
135
115 108 105
: I I I

FY20 FY21 FY22 FY23 FY24 FY25
® Required (ACT/NIH)  mVoluntary (non-ACT/NIH)

_||| Average 117 new registrations per year
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Process Overview: Al-assisted Registration

« Started pilot in November 2025
— ldentify eligible protocols during new study review; track in REDCap
— Enter prompts and source documents into Microsoft Copilot
— Generate XML file
— Upload XML file to ClinicalTrials.gov
— Perform Basic QC and send to study team for review/edits

* Pilot Metrics
— 11/12 study teams agreed to participate
* 1 did not reply

— 10/11 records have been created successfully
« 1 wants to wait until funding is awarded

— 3/3 submissions were accepted by ClinicalTrials.gov during their first review cycle
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Process Overview: Record Maintenance

* Monthly outreach for “problem”
records

« Pay special attention to study
status and Primary Completion
Date using OnCore and IRB

* Misc. tracking (Good Cause
Extension requests, record
transfers)

1500
1400
1300
1200
1100
1000
900
800
700
600
500

1283

# of Updates Released per FY

1279

1175 1216
1063 1076

FY20

FY21 FY22 FY23 FY24 FY25

_||| Average 1182 record updates per year

*Does not include initial registration or initial results submissions
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Process Overview: Results Submissions

« Email reminders at 12, 6, 3, 2, 1 Results Submissions per FY
month b
« Excel template to gather data 80
. . 70 67 67 o8
« DOCR will enter data if study 60 g
team sends completed template 50 47 45
40
or paper 20
* Perform QC review prior to 20
. 10
releasing to CT.gov X
FY20 FY21 FY22 FY23 FY24 FY25
m Required (ACT/NIH)  mVoluntary (non-ACT/NIH)

_||| Average 57 results submissions per year
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Process Overview: Results Submissions

« Escalation policy, including Unit Late results per FY
Director and Associate/Vice
Dean

 Results must be submitted to
DOCR for internal review 1
month prior to due date

* Process for non-responsive
study teams
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Related publications

> Clin Transl Sci. 2015 Feb;8(1):48-51. doi: 10.1111/cts.12235. Epub 2014 Nov 12.

2024 CTTI REPORT e

ClinicalTrials.gov reporting: strategies for success at
an academic health center

|mpr0V| ﬂg TImEly, Accurate, Erin K O'Reilly L Nancy J Hassell, Denise C Snyder, Susan Natoli, Irwin Liu, Jackie Rimmler,
and Com p[ete Reg|gtrat|on and :1;:;::5T::;s:ce K Burnett, Amanda B Parrish, Jelena P Berglund, Mark Stacy
Repor’[]ng of Summary Results PMID: 25387802 PMCID: PMC4329023 DOI: 10.1111/cts. 12235

Information on ClinicalTrials.gov https://www.ncbi.nlm.nih.gov/pubmed/25387802

https://ctti-clinicaltrials.org/wp- _ -
content/uploads/2024/01/CTTI SuggestedPractices ClinicalTrials- = Q JAMA Internal Medicine
ov_FINAL. df Home | JAMA Internal Medicine | Vol. 180, No. 2
) . .. . Invited Commentary
R s Evaluating the current landscape of clinical trials
inical an . . . . e i i
Translational  registration and results reporting policies, procedures The Culture of Trial Results Reporting at
accnce and staffing at US-based academic centers: Survey Academic Medical Centers
s ,_,Q .\ rEViSitEd Deborah A. Zarin, MD'2
® Gge
A b 9 Published online by Cambridge University Press: 13 October 2025 i mnhe
\@‘ _.E Published Online: October 28, 2019
TS FNN g 2020;180;(2):319-320.
T - Anthony Keyes (5}, Jesse Reynolds, Jillian Barron and Sarah White dois10.1001/jamainternmed.2019.4200
https://www.cambridge.org/core/journals/journal-of-clinical-and-translational-science/article/evaluating-the- https://doi.org/10.1001/jamainternmed.2019.4200

current-landscape-of-clinical-trials-registration-and-results-reporting-policies-procedures-and-staffing-at-usbased-

academic-centers-survey-revisited/94110799D1D37177FC6A4828D8CAOE34
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https://ctti-clinicaltrials.org/wp-content/uploads/2024/01/CTTI_SuggestedPractices_ClinicalTrials-gov_FINAL.pdf
https://ctti-clinicaltrials.org/wp-content/uploads/2024/01/CTTI_SuggestedPractices_ClinicalTrials-gov_FINAL.pdf
https://ctti-clinicaltrials.org/wp-content/uploads/2024/01/CTTI_SuggestedPractices_ClinicalTrials-gov_FINAL.pdf
https://ctti-clinicaltrials.org/wp-content/uploads/2024/01/CTTI_SuggestedPractices_ClinicalTrials-gov_FINAL.pdf
https://ctti-clinicaltrials.org/wp-content/uploads/2024/01/CTTI_SuggestedPractices_ClinicalTrials-gov_FINAL.pdf
https://ctti-clinicaltrials.org/wp-content/uploads/2024/01/CTTI_SuggestedPractices_ClinicalTrials-gov_FINAL.pdf
https://ctti-clinicaltrials.org/wp-content/uploads/2024/01/CTTI_SuggestedPractices_ClinicalTrials-gov_FINAL.pdf
https://www.ncbi.nlm.nih.gov/pubmed/25387802
https://doi.org/10.1001/jamainternmed.2019.4200

Keys to success

@ | eadership support
— Consistent messaging to faculty, staff, department leadership
— Escalation policy

@ Proactive mindset
— Internal tracking — ACT/NIH CT, PCD

— Access to internal systems and collaboration across offices (IRB,
grant managers, regulatory office)

@ Balance of compliance and support

— Centralized approach and proactive mindset support compliance
efforts

— Don’t reinvent the wheel — resources are available for PRS Admins
and study teams (ClinicalTrials.gov, CTRR Taskforce)

39


https://clinicaltrials.gov/submit-studies/prs-help
https://ctrrtaskforce.org/
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mailto:denise.snyder@duke.edu
mailto:Jessica.Houlihan@duke.edu

Translational Impacts Working
Group

Home About CTSA Groups and Meetings Resources News Help

CTSA Groups and Meetings > Working Groups » CTSA Translational Impacts

CTSA Translational Impacts

Overview

The CTSA Translational Impacts Working Group focuses on impact
assessment and a broader scope of impact metrics such as clinical and
community benefits, legislation and policy, education, economic benefits,
infrastructure impacts, team science benefits, and knowledge advancement
that can be standardized and synergized across the consortium. This Working
Group will build upon the work of the longstanding Translational Sciences

d

Benefits Model Discussion Group to work collaboratively and intentionally on e
: : ¢ , ! J Kristi Holmes, PhD Emmanuel Tetteh, MD, MPH
Translational Science Impact (TSI) and contribute to the annual Evaluators . . . . )
e — N(.)rt.hwestern Unl\{er5|ty Washlngt_on Un{versﬂy
Clinical & Translational in St. Louis Institute for
Sciences Institute Clinical and Translational
Science

Translational Impacts Working Group:
https://ccos-cc.ctsa.io/groups/working-groups/ctsa-translational-impacts
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Impact Summit Steering
Committee

Michelle Maclay Liz Middleton, PhD Andrea Molzhon, PhD

John Farrar, MD, PhD NC TraCS Institute Harvard Catalyst Wright Center, Virginia Rechelle R. Paranal,
University of UNC at Chapel Hill Harvard Medical School = Commonwealth MSW, MA
Pennsylvania CTSA University South Carolina
= Clinical & 3
Pamela Davidson, PhD UGEmeteierie] . Lauren Rieger, MNM
Research Institute

Center for Clinical and

UCLA Clinical
Translational Science Translational Science
Institute University of lllinois

Chicago

Amelia Bucek, MPH
Northwestern University
Clinical and Translational
Sciences Institute

. Emmanuel Tetteh, MD, MPH
Washington University in St.
Louis Institute for Clinical and
Translational Science




Impact Summit

Hosted virtually March 2-3, 2026

Meeting
Objectives

1. Highlight the Broader Landscape of Translational Impact

Showcase key collaborations and successful examples of translating science into policy
and population health, with insights from other sectors.

2. Equip Attendees with Tools and Strategies to Enhance Impact

Share practical methods to evaluate, communicate, and embed impact using health
and economic indicators

3. Strengthen Shared Capacity Across the CTSA Network

Foster collaboration by sharing effective strategies for planning, implementing, and
disseminating impact-driven research



Impact Summit

Topics & speakers sourced by the TI WG
and Summit Steering Committee

13 sessions

34 speakers & moderators
o 19 CTSA hubs + NCATS

o Community organization & Public health
department

Presentations spanned the translational
spectrum

Clinical and
Public Health

Measurement
Alignment

Commercial
Translation

Multi-CTSA
Research

Early-Stage
Investigators

Funding CTS
Research




Impact Summit Day 1

Communities
Driving Impact

Policy Impact in
Action

Robin Mermelstein, PhD Shari Bolen, MD, MPH

University of lllinois Case Western Reserve

Chicago University at The Metro
Health System

Lori Carter Edwards, PhD, MPH
Kaiser Permanente Bernard J.
Tyson School of Medicine

SN *_/'

Justin Blackburn, PhD
Indiana University Indianapolis

James D. Gailliard
Word Tabernacle Church

Querrey InQbation Lab

Economic &
Commercial Impact

-

Ph 4

Umut Gurkan, PhD Mark Huffman, MD, MPH
Case Western Reserve Washington University

University in St. Louis

Global & Cross
Sector Impact

|

Maryann Feldman, PhD
Arizona State University

N
Elan Ness-Cohn, PhD

b Lt Bradley Kramer, PhD
Northwestern University

Public Health,
Seattle & King County

Kristopher Bough, PhD
NIH | NCATS



Impact Summit Day 2

Multi-CTSA Research

Clara M. Pelfrey, PhD
Case Western Reserve
University

Rinad Beidas, PhD
Northwestern University
Feinberg School of Medicine

Nikki Llewellyn, PhD Margaret Schneider,
Georgia Clinical & PhD University of
Translational Science California, Irvine

Alliance, Emory University

TSBM State of the Science

Anna La Manna, MPH, Douglas Luke, PhD
MSW Washington University Washington University in St.
in St. Louis Louis

Joe Hunt Pamela Davidson, PhD
Indiana Clinical & UCLA Clinical &
Translational Sciences Translational Science

Institute Institute



Impact Summit Day 2

Oral Poster Presentations Supporting Impact in ESI Closing Plenary
Development with Dr. Rutter

Farra Kahalnik, MPH, MSSW Larissa Myaskovsky, PhD FAST . '
arra Raha’nt arissa tyasxovsty Naomi S. Bardach, MD Cath Kane, MPA Joni L. Rutter, PhD

University of Texas Southwestern University of New Mexico School of versity of Californ L
Medical Center Medicine University of California San New York University Director, National Center for
Francisco Advancing Translational Sciences

Ca.rl L S.chulm.an,.MI?, PhD, MSPH Andrea Molzhon, PhD Kristi Holmes, PhD
University of Miami Miller School of Virginia Commonwealth Northwestern University Clinical &

Medicine University Translational Sciences Institute



Working Sessions

Translational Science Impact Instruments

Task Group
«-souS)

QO 7

3-Pal't MOdifled Delphi Alyson Eggleston, PhD Joe Hunt

: : Penn State Clinical & Indiana Clinical &
Gathered Inlet on S!:rateg_lc Translational Science Translational Sciences
priorities for translational impact Institute L

measurement, support, and
dissemination

. Opportunities for alignment in impact measurement

Lixin Zhang, PhD
Clinical and Translational
Science Collaborative,
Case Western Reserve
University



Modified Delphi Survey

Purpose:

To build toward a shared, consensus-driven set of strategic priorities. These priorities can
guide Consortium-level action, investment, and coordination in the area of translational
impact measurement, support, and dissemination.

Steps:
« Round 1 — Exploration (Ask questions and collect Priorities)
Round 2 — Structured Ranking (Participants rank Priorities)

Round 3 — Re-ranking & Rating (Participants review Rank results and Rate)



Respondent Characteristic Category

Results (Respondent Characteri

Round 1; N=89

E "

Round 2; N=96

Years involved with CTSA 0-2 years 23 (25.8%) 23 (24.0%)
3-5 years 26 (29.2%) 26 (27.1%)
6-10 years 16 (18.0%) 19 (19.8%)
>10 years 24 (27.0%) 28 (29.2%)

Role within CTSA hub Evaluator 33 (37.1%) 37 (38.9%)
Administrative / Operational Staff 16 (18.0%) 25 (26.3%)
Hub Leadership (PI/MPI/Director) 9 (10.1%) 8 (8.4%)
Research Staff 9 (10.1%) 8 (8.4%)
Investigator / Faculty 7 (7.9%) 6 (6.3%)
Trainee 2 (2.2%) 2 (2.1%)
Community Partner 2 (2.2%) —
Other roles 11 (12.4%) 9 (9.5%)

CTSA hub affiliation Unique CTSA hubs represented 26 (41.2%) hubs 43 (68.0%) hubs
Participants reporting hub affiliation 77 (86.5%) 83 (86.5%)

Hub affiliation not reported

12 (13.5%)

13 (13.5%)




Pattern Match Map of Importance and Feasibility of Strategic Priorities

Importance

Increase public trust, and
understanding of science

Develop shared frameworks
and metrics for measuring
translational impact

Embed impact planning across
the research lifecycle

Strengthen communication of
translational research
outcomes

Build data infrastructure to
track and report impact

Support implementation of
research in real-world
settings

Build workforce capacity
through training and cross-
hub leamning

a

r=-0.32

Feasibility

Develop shared frameworks
and metrics for measuring
translational impact

Build workforce capacity
through training and cross-
hub leaming

Embed impact planning across
the research lifecycle

Build data infrastructure to
track and report impact

Strengthen communication of
translational research
outcomes

Support implementation of
research in real-world
settings

Increase public trust, and
understanding of science

Provide your input




Virtual Posters

Translational Impacts
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Speeding the Translation of Research: An Integrated Model of Wisdom-Driven Evaluation & Continuous Quality Improvement &

the Dissemination of Innovations

Introduction & Objective

Wisdom-driven Evaluation &
Continuous Equality
Improvement (WE-CQI) is a team
science-based approach for CTSA
impact evaluation & CQI. We build
on this framework to incorporate a
process for dissemination.

Team decision-making is guided
by insightful reflection, learning, &
knowledge.

WE-CQI: doi:10.3389/fpuph.2025.1581205
TSBM: doi:10.1111/cts.12495

We create a conceptual model
that incorporates WE-CQI & the
well-validated Evidence-based
Model for the Transfer &
Exchange of Research
Knowledge (EMTReK).

Dissemination by tailoring
‘communication & systematic
applieaﬂan of evidence in policy &
practice.

.1111/jan.12642
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strategies

WE-CQI is used to refining each
phase of the dissemination
process (selecting invovatiovs,
engaging stakeholders, and
implementation the process of
dissemination) to align CQl, TSBM
impacts, and dissemination goals.
The framework proposes pilot
testing innovations &
dissemination strategies among
the CTSA Consortium, before
targeting broader audiences.

By merging WE-CQI's team
smence -based approach to
e |mprovement and TSBM

o, Best Team-Based Impact/CQl

Approach Poster

Speeding the Translation of Research: An Integrated Model of Wisdom-Driven Evaluation and
Continuous Quality Improvement and Dissemination. https://doi.org/10.5281/zenodo.18644094

Remote Intervention for Children with Tuberous Sclerosis Complex: Lessons on
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"University of California, Los Angeles, 2Loyola Marymount University
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troduction

+ Tuberous sclerosis complex (TSC)
6,000 births; autosomal dominant condition
affecting multiple organ systems (brain,
heart, kidneys).

+ Care context: Familis often navigate high
care demands across fragmented
developmental and behavioral services.

* Intervention: JASPER (Joint Attention,
Symbalc Ply, Engagement. Regulaton),

SEHEL

Institute

UCLA

Al-Assisted Deductive Framework Analysis Using CFIR

Al used for structured coding and synthesis; interpretation guided by researcher oversight
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Framework for Implementation Research),
multi-source case study of N = 22
families,

3. Study-Level

m:u‘wm.m 17,16

a randomized controlled trial.

+ Participants: Children with TSC (12-34.
months) and their caregivers (82%
epilepsy, 45% controlled)

‘This study examined factors influencing
implementation of a remote behavioral
intervention for children with TSC, using an

Summaries of constructs across
participants,
barrers, and contextual influences.

4. Study-Level Themes
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|adaptabity

(nchuing it 3050

dlear if-then guidance for
fatigue, dysregulation, and
high-load weeks.

sbsaction ovee):

pecity
P —

ross-construct pattems informing et [ bty

momos and aud ol

l [ Themes |

Al-assisted CFIR framework.

CFIR was used as an

Theme 1: Telehealth-enabled adaptation within
household constraints.
« In-home,

refined to emphasize medical complexity and

‘consiructs were used to organize analysis.

real-time tailor | and trust.
« Feasibilty depended on household context (€.g., sibling
demands, caregiver availabilty).

enabled more consistent engagement.

Optimizaton

Theme 3: Flexible engagement required early
routinization of adaptable practice
* Flexible engagement depended on early, adaptable

selup, acliviles, everyday routines, regulation supporls).
« Pattorn A: adaptations became a portable system,
enabling caregiver-nitated flexbilty.
» Pattorns BIC: early or compounding nstabily imited

pauses more likely.

reentry using micro-goals,
reset checklists, and early

« Sustainability scaffolds:
calendars, reminders, scripts,
checkists, targets, simple
trackers to support
post-coaching maintenance
and re-entry.

 Rout

red examples
‘and “what's next” guidance by
play level, sensory/reguiation
t, and time.

data; CFIR guidod, Alassisiod

abstraction.

itations: Smal, TSC-spocifc
treporticoach

Best Implementational Science
Poster

Remote Intervention for Children with Tuberous Sclerosis Complex: Lessons on Adaptability and
Engagement from an Al-Assisted, CFIR-Guided Analysis. https://doi.org/10.5281/zenodo.18635670

AN EDITORIAL STRATEGY TO AMPLIFY IMPACT

Narrative articles to promote clinical and translational research

IRVING INSTITUTE FOR CLINICAL
AND TRANSLATIONAL RESEARCH

2 COLUMBIA
ABSTRACT

It is critical to communicate the beneficial impacts of
clinical and translational research in order to bolster the

research enterprise and improve healthcare for all. As
such, we developed an editorial strategy to systematically

and efficiently deliver compelling narratives that help build
this awareness and understanding.

METHODOLOGY
1) Identify where to source new story ideas:
o e.g. Institutional newsletters, NIH RPPR

) Cross-reference and leverage hub resources to identify
users of CTSA services and programs:

o e.g. website, evaluation team
Catalog and track all leads for development:

o list key accomplishments
Assign each lead an impact number assessing its value:

o Scale: 1 (low) to 3 (high)
Conduct interviews and investigate stories with high
impact value (level 3)
Build a narrative article around a central theme/angle
that clearly explains real-world impact:

o make the connection to improved healthcare
7) Disseminate and promote the article:

o internally and externally

N

e

L

ework can be adopted or adapted by other CTSA hubs to strengthen national messaging alignme

Mary Purcell, Anjana Nair - Administrative Core, Irving Institute for Clinical and Translational Research/CTSA Hub

RESULTS/SIGNIFICANCE
Collectively, these narrative articles enhance communication
across scientific, policy, and public domains, ultimately
supporting translational progress from research to real-
world impact and creating a positive feedback loop.

External benefits:

« Builds public understanding, awareness, trust and
support for clinical research

* Bolsters future funding by explaining the CTSA's
value to policymakers

Internal benefits:

* Improves faculty recognition and retention by
highlighting individual successes

Increases overall awareness of the CTSA hub
within the larger Institution

~

" Builds support fo
translational rese.

Cllmcal and lmp ct Bolsters future fu
mnslanonal —
Improves instituti

frebetind
;

Testimonial example:
“As a physician scientist who has a high
clinical load, I didn’t have any wet lab

funding when I started studying this disorder
(“Bain Syndrome”). The Irving Institute

[CTSA hub] made it possible to jumpstart
this project, which I otherwise would have
had no support for.” - Jennifer Bain, MD, PhD

TSBM
Domains
of impact:
clnicat Policy
DISCUSSION

+ Itisessential to defme the many measures of “impact”
L NCATS and across the CTSA network to

Best Impact Strategy Poster

A detailed outline of the methodology Is av«...

An editorial strategy to amplify impact. Narrative articles to promote clinical and
translational research. https://doi.org/10.5281/zenodo.18645089

NUCATS ~ Center for Community Health ~ ARCC

Building Community Capacity for Translational Impact: A Human-Centered
Research Fellowship Model

Sherida Morrison, MA, MS'23, Jay Brown, MPH'2?, Edith Freeze, MSEPA*, Ann Jackson, DPT, MPHS, Maryam K. Muhammad®,Reyna Ortiz’,Lesli Skolarus, MD, MS23

Background

Community partners are essential to translating research findings into
meaningful improvements in population health. When translational
research systems invest in strong partnerships and shared priorities,
they create conditions that support broader participation, innovation,
and ensure community-based organizations are fully supported to
lead or co-lead research initiatives. With sustained investment and
shared priorities, translational research systems can:

o Advance representative participation and leadership

« Catalyze community-driven innovation

o Foster reciprocal, trust-based partnerships

o Accelerate the implementation of community-informed solutions

To work toward these goals, the Alliance for Research with
Chicagoland Communities (ARCC) developed the Chicagoland
Community Research Fellowship - an 18-month Community
Research Fellowship designed to strengthen organizational research
capacity and foster more inclusive, innovative, and implementable
approaches to advancing health.

Program Goals

 Strengthen organizational capacity for
community-driven research

 Foster trust-based community—
academic partnerships

 Develop applied research skills
among community leaders

@ Enhance translational relevance and
implementation

M Northwestern Medicine

Our Model:
The Chicagoland
Community Research
Fellowship

Human-Centered
Fellowship Design

8 applicants

4 Fellows selected

$18,000 stipend per organization
Pilot launched July 2025

Org Research
Capacity Building

Community Leadership .
in Research ”

encagaons ommarity eserch et (@) ATCC

HEA

Hosted HCD Lab sessions with ARCC's
Steering Committee, and community leaders
to design program and curriculum content

Includes: Curriculum sessions, peer learning
and collaboration, org research readiness
assessment, community-based leaming
experiences, professional development

Design Approach:
Human-Centered & Community-Driven

Key Features: NW
o lterative curriculum & §
development informed by 4
Fellow feedback |
Emphasis on empathy,
trust, accessibility, and

applied leaming grounded
in organizational realities

o 16 leaders attended information session  Integration of SOAR model

for strategic planning

Early results show promise for strengthening research
capacity building, leadership development, and
community-academic partnerships.

« Mean evaluation scores (satisfaction, session,
qualty, facilitation, and relevance) range from 4.75—
5.0 (5-point scale)
Formative Evaluation: Session Feedback,
0d Mid-Year Reports

] Best Community Partnership

iﬂ“and re: between

Northwestern University Feinberg Scno.

Building Community Capacity for Translational Impact: A Human-Centered
Research Fellowship Model. https://doi.org/10.5281/zenodo.18645181
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Impact Summit

Next Steps If you attended the Summit, and
have not yet completed a survey,

1) Share summit materials via CCOS and Zenodo .
please do so by Friday, March 27

2) Distribute Summit article

3) Conduct summit evaluation

a) Registration and attendance data (>400 attendees)

b) Post-event survey < >

c) Zenodo engagement

4) Analyze working sessions data

5) Draft manuscript


https://www.google.com/url?q=https://redcap.vcu.edu/surveys/?s%3DXHWHTJTDAPHWLWD3&sa=D&source=docs&ust=1774304304236593&usg=AOvVaw0ZWlkWLPM1zIfKzprdNPWa
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https://www.google.com/url?q=https://redcap.vcu.edu/surveys/?s%3DXHWHTJTDAPHWLWD3&sa=D&source=docs&ust=1774304304236593&usg=AOvVaw0ZWlkWLPM1zIfKzprdNPWa
https://www.google.com/url?q=https://redcap.vcu.edu/surveys/?s%3DXHWHTJTDAPHWLWD3&sa=D&source=docs&ust=1774304304236593&usg=AOvVaw0ZWlkWLPM1zIfKzprdNPWa

. \__ e Ya s —

Advancing Translational Science Impacts: Lessons from a Cross-
Consortium Working Group Join us in

Tuesday, April 21 3:15 PM-4:15 PM CDT M .
Ilwaukee!

Track: Evaluation Track: Research Management, Operations, and Administration Track: Team Science

----------------------------------

BAIRD CENTER | MILWAUKEE, WI A S 22020

Advancing Translational Science Impacts: Lessons from a Cross-

Consortium Working Group
Tuesday, April 21 3:15 PM -4:15 PM CDT
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Amelia Bucek, MPH
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Impact Summit
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Thank You
Speakers, Moderators, and Poster Authors

Translational Impact WG, Impact Summit Steering Committee,
Impact Repository Group, Impact Measurement Group, and CCOS




Next CTSA Program Webinar

No Program Webinar in April

The next webinar is May 27, 2026; 2-3 PM ET

Please Check the \Webinar Page on the CCOS Website for Updates



https://ccos-cc.ctsa.io/groups/webinars
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