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Agenda January 9%, 2023

2:30—2:35 Welcome Michael Kurilla & Duane
Mitchell

2:35—-2:55 New Steering Committee Introductions New Members

2:55-3:10 Responsibilities & Pod Feedback Online Process Martin Zand

3:10—-3:30 CTSA Roundtable Feedback Joni Rutter
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National Center for Advancing Translational Sciences:
(NOT-TR-23-005)

Notice of Termination for PAR-22-122: Limited Competition: Clinical and Translational
Science Awards (CTSA) Consortium-Wide Centers: Resources for Rapid
Demonstration and Dissemination (U24 Clinical Trials Optional)
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http://grants.nih.gov/grants/guide/notice-files/NOT-TR-23-005.html
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Incoming Steering Committee Members

New Member Introductions
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Incoming 2023 Steering Committee Members
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Doris Rubio, PhD Steven Reis, MD Arleen Brown, MD, PhD
University of Pittsburgh University of Pittsburgh UCLA
KL2 Member ENACT Representative UL1 Member

Randall Urban, MD Rosalind Wright, MD, MPH
UTMB Health Icahn School of Medicine at Kathryn Sandbgrg, PhD
o Georgetown University
UL1 Member Mount Sinai
TL1 Member
UL1 Member

CTSA Clinical & Translational
Science Awards Program

Jessica Kahn, MD, MPH
University of Cincinnati
UL1 Member

Theodore Wun MD, FACP
UC Davis Health
UL1 Member
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Responsibilities & Pod Feedback Online
Process

Martin Zand
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UNIVERSITY OF TEXAS MEDICAL BR GALVESTON
SC Pod Leader: Randy Urban

Email:

UNIVERSITY OF MIGHIGAN

CTSA Program Pods (2023)

UNIVERSITY OF CINCINNATI
SC Pod Leader: Jessica
Kahn Email:

INDIANA UNIV-PURDUE UNIV AT INDIANAPOLIS

UNIVERSITY OF CALIFORNIA - DAVIS
SC Pod Leader: Theodore

Wun Email:

UNIVERSITY OF NEW MEXICO

EMORY UNIVERSITY

UNIVERSITY OF MINNESOTA

UNIVERSITY OF CALIFORNIA — SAN FRANCISCO

UNIVERSITY OF CALIFORNIA SAN DIEGO

UNIVERSITY OF MIAMI

UNIVERSITY OF WISCONSIN-MADISON

UNVERSITY OF COLORADO

UNIVERSITY OF SOUTHERN CALIFORNIA

UNIVERSITY OF KANSAS

UNIVERSITY OF FLORIDA

UNIVERSITY OF UTAH

MEDICAL COLLEGE OF WISCONSIN

UNIVERSITY OF ARKANSAS

UNIVERSITY OF IOWA

UNIVERSITY OF WASHINGTON

UNIVERSITY OF CALIFORNIA IRVINE

MOUNT SINAI SCHOOL OF MEDICINE
SC Pod Leader: Rosalind
Wright Email:

UNIVERSITY OF ILLINOIS

UNIVERSITY OF VIRGINIA
SC Pod Leader: Karen Johnston
Email:

NEW YORK UNIVERSITY SCHOOL OF MEDICINE

PENNSYLVANIA STATE UNIVERSITY

SC Pod Leader: Lawrence Sinoway
Email:

WEILL CORNELL

WAKE FOREST UNIVERSITY
SC Pod Leader:

Donald McClain

Email:

TUFTS UNIVERSITY

\VANDERBILT UNIVERSITY

UNIV OF MASSACHUSETTS MED SCH WORCESTER

JOHNS HOPKINS UNIVERSITY

UNIVERSITY OF NORTH CAROLINA AT CHAPEL HILL

ROCKEFELLER UNIVERSITY \VIRGINIA COMMONWEALTH UNIVERSITY UNIVERSITY OF PITTSBURGH DUKE UNIVERSITY
NORTHWESTERN UNIVERSITY GEORGETOWN - HOWARD UNIVERSITY UNIVERSITY OF BUFFALO MEDICAL UNIVERSITY OF SOUTH CAROLINA
RUTGERS UNIVERSITY YALE UNIVERSITY UNIVERSITY OF PENNSYLVANIA

COLUMBIA UNIVERSITY

SC Pod Leader: Muredach Reilly
Email:

HARVARD UNIVERSITY

UNIVERSITY OF TEXAS HEALTH SCIENCE
CENTER AT HOUSTON

SC Pod Leader: David McPherson
Email:

UNIVERSITY OF KENTUCKY

UNIVERSITY OF CALIFORNIA LOS ANGELES
SC Pod Leader: Arleen Brown
Email:

OHIO STATE UNIVERSITY

UNIVERSITY OF CHICAGO

EINSTEIN-MONTEFIORE

UNIVERSITY OF ALABAMA, BIRMINGHAM

SCRIPPS RESEARCH INSTITUTE

WASHINGTON UNIVERSITY IN ST. LOUIS

BOSTON UNIVERSITY

CASE WESTERN UNIVERSITY

UNIVERSITY OF ROCHESTER

UNIVERSITY OF TEXAS - SOUTHWESTERN

OREGON HEALTH & SCIENCE UNIVERSITY

CHILDREN’S NATIONAL

UNIVERSITY OF TEXAS - HEALTH SCIENCE CENTER

Note: TL1, KL2 and Administrator
Representatives, do not have a
pod assigned. Their Consortium
Group, is seen as their pod.


mailto:rurban@UTMB.EDU
mailto:Jessica.Kahn@cchmc.org
mailto:rosalind.wright@mssm.edu
mailto:KJ4V@hscmail.mcc.virginia.edu
mailto:mpr2144@cumc.columbia.edu
mailto:david.d.mcpherson@uth.tmc.edu
mailto:lsinoway@pennstatehealth.psu.edu
mailto:dmcclain@wakehealth.edu
mailto:abrown@mednet.ucla.edu
mailto:twun@ucdavis.edu
mailto:roh@stanford.edu

CTSA Program Steering Committee
Roles and Responsibilities

O O © © 0

Lead Pod Communicate Oversee Serve as Review and Formation of
meetings and with the KL2 and Enterprise Planning Approve Task Forces
report Pod TL1 Pls Committee and Committee Surveys
feedback to SC Working Group CTSA Program
activities Annual Meeting

https://clic-ctsa.org/governance-guidelines-policies/ctsa-program-steering-committee-roles-and-responsibilities
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https://clic-ctsa.org/governance-guidelines-policies/ctsa-program-steering-committee-roles-and-responsibilities

Pod Responsibilities

* Pod Leader organizes a Pod meeting every 1 to 2 months.
o Pod Leaders determine the meeting cadence that works best for their Pod.

* Pods topics often include:

« Updates from the SC
o Questions, concerns, or feedback the local hubs wish to convey to the SC and NCATS

o Topics of special interest identified by the CTSA consortium, the SC, and/or NCATS
* Pod Leader submits a meeting report, which includes a summary of the
medeting discussion and may also include any feedback provided by the
pod.

o Reports are viewable by the CTSA consortium on the CLIC website.
o Submitted via the SC Webpage.

* NCATS reviews and discusses Pod feedback with the SC once a month as
a dedicated topic on the SC meeting agenda.



https://clic-ctsa.org/groups/steering-committee

Pod Submission

Martin Zand, MD, PhD
CLIC
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https://clic-ctsa.org/
https://clic-ctsa.org/

How to access the Pod Submission Form

1. Gotothe = I>-('CL| Govalorlsadog - Ampliying rescarch impact
% CLIC & The CTSA Program » )
homepage
and S§|e%t for Leading Innovation & Collaboration
Groups ¥
the menu bar nced eFt TS FroiEons i csendrfiors ot froon mexdeelion: fearadncs,

ctionable metrics, analytics and innovative collaboration tools. Learn More »

Steering Committee

2. Then select

_th e llG ro u p S" onsortium Groups ‘ W‘fz-"""v

i n t h e m e n u T ,fT‘ 4@ CTSA-supported rese
prEBEEe %‘I’C—I CCOS Ti ition Updat d]fscoi]e'll;i\ma‘:j;n Cimprc’

3. Then select RRerferons 2ed to O\‘/er‘come Inclusion© o
o« . colo Qb - [N c[m—
Steering

Committee”

under the

“Groups”

menu
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Center for Leading
Innovation & Collaboration

XCLI

4. Once on
the SC

Amplifying research impact

o' Login @ New? Start Here

Steering Committee

landing page,
select the
“Pods” Tab

Membership

Information on Steering Commitiee Roles & Responsibilities

W Pods  Important Updates

The NCATS CTSA Program Steering committee provides leadership for sharing of policies, practices and resources, and
discussion of opportunities, impediments, joint agreement on broad issues impeding clinical research and other appropriate
topics. The Committee will identify and recommend best practices and policies to advance clinical and translational research as
a discipline and facilitate collaboration and sharing among CTSA Program and non-CTSA Program institutions, and with

Feedback

Center for Leading

Amplifying research impact
Innovation & Collaboration plifying P

= xcu

Steering Committee Pods

About  Meetings Members m Important Updates

Overview

CTSA Program Pods are designed to facilitate bidirectional communication between NCATS and the CTSA Program
Steering Committee (SC), collectively “CTSA Program leadership,” and the local CTSA Program hubs.

A*“Pod" is a subgroup of CTSA hub Pls that is led by a current member of the CTSA Steering Committee who is
designated the “Pod Lead.” Pods meet regularly to review updates from the SC, discuss issues raised by the local
hubs, and provide an opportunity for the CTSA community to raise other topics to CTSA Program leadership
through Pod Submissions.

Please view the Pod Assignments for the current Pod structure and the Pod Quick Reference Guide for more
information about Pod activities.

Pod Submissions

The Pod Submission Form is one of the main channels for Pod communication with CTSA Program leadership.
Following each Pod meeting, the Pod L ead submits meeting notes and any feedback or questions raised by Pod

Center for Leading
Innovation & Collaboration

Pod Resources

' Login @ New? Start Here

5. Once on the “Pods”
landing page, select the
“Pod Submission Form”
button.

POD SUBMISSION FORM

Feedback

Note: There is a box of
linked Pod Resources for
you and your Pods

View Pod Submissions
2022 Pod Assignments
Summary of Results - Survey on Pod
Structure (January 2018)

Pod Submissions SOP

Pod Quick Reference Guide

12
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https://clic-ctsa.org/
https://clic-ctsa.org/

Submission form

Pod Submission Form

Results
Date of Pod Meeting *
Updated form is dejN e
broken into two
SeCt I ons. Do you have a pod meeting summary report to submit? *
1 . M eet| N g / Type your report here:
Summary
Report |
e You can type your report

Do you have feedback to submit? *

2. Feedback e \into the form or Upload a
\ PDF of your report

- Select - v

*ou will have the opportunity to submit multiple items of feedback if needed

13
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When SmeIttlng Type of feedback *
feedback, there are — .
mU|t|p|e Opt'O”S tO Type your question here *

| n d | C a‘te W h a‘t 'ty p e Of Quae cum dixisset, finem ille. Quamquam non negatis nos intellegere quid sit voluptas, sed quid ille dicat. Progredientibus autem aetatibus sensim tardeve potius quasi nosmet ipsos
cognoscimus. Gloriosa ostentatio in constituendo summo bono. Qui-vere falsone, quaerere mittimus-dicitur oculis se privasse; Duarum enim vitarum nobis erunt instituta capienda.
fee d b a C k yo u a re Comprehensum, quod cognitum non habet? Qui enim existimabit posse se miserum esse beatus non erit. Causa autem fuit huc veniendi ut quosdam hinc libros promerem. Nunc omni virtuti

vitium contrario nomine opponitur.

sharing: .

Would you like a response from NCATS? *

Yes v

1. Question Do you have more feedback to submit? *
« This gives an -~ -
option for you N——
to request a \dea Sharing -
response from Type your feedback here*

N CATS Huius, Lyco, oratione locuples, rebus ipsis ielunior. Duo Reges: constructio interrete. Sed haec in pueris; Sed utrum hortandus es nobis, Luci, inquit, an etiam tua sponte propensus es?
Sapiens autem semper beatus est et est aliquando in dolore; Immo videri fortasse. Paulum, cum regem Persem captum adduceret, eodem flumine invectio? Et ille ridens: Video, inquit, quid
agas;

2. ldea Sharing .

Do you have more feedback to submit? *

Yes

3. Responseto
Request for

Information You are able to submit both a report and multiple feedback items in
one form. To submit multiple feedback, just answer yes to the question
“Do you have more feedback to submit?” with the drop down and
another feedback submission section will appear.

14
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When you have
entered all of your
feedback, you can
select “no” to the
“Do you have more
feedback to
submit” question
and a “submit”
button will appear.

Type of feedback *

Response to Request for Information v

Type your feedback here *
Quae cum dixisset, finem ille. Quamquam non negatis nos intellegere quid sit voluptas, sed quid ille dicat. Progredientibus autem aetatibus sensim tardeve potius quasi nosmet ipsos

S | " b o d cognoscimus. Gloriosa ostentatio in constituendo summo bono. Qui-vere falsone, quaerere mittimus-dicitur oculis se privasse; Duarum enim vitarum nobis erunt instituta capienda.
e eCt S U I I I It a n Comprehensum, quod cognitum non habet? Qui enim existimabit posse se miserum esse beatus non erit. Causa autem fuit huc veniendi ut quosdam hinc libros promerem. Nunc omni virtuti

i't Wi I I be S u b m i_t_ted vitium contrario nomine opponitur.
an d once reVi ewed' Do you have more feedback to submit? *

it will be published. \ " .

15
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Items to note

* You can submit a pod summary report without submitting feedback
* You can submit feedback without submitting a summary report

* The form is public
« This allows those who are submitting on a SC members behalf still have access

» This is why there is a review before published to ensure it was submitted from a valid
source

16
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November CTSA Roundtables:

Summary and Next Steps

Joni Rutter, PhD
Director, NCATS
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Objectives for November Roundtables

e Start a conversation about how we can enhance
communication and collaboration across the CTS enterprise

* |dentify fora where we can come together to have robust
discussion, address challenges head-on, and explore
emerging scientific opportunities

 Create channels for straight talk




Attendance by session

Total CTSA PI/ |Institution |Dual CTSA
participants |Director |Leader Pl -
Institution
Leader
Nov.4 23 10 3 9 1
Nov. 14 46 15 17 9 5
Nov. 17 31 10 7 14 0
Total 100 35 27 32 6
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Q1. How can NCATS can help promote communication
across the consortium?

 Create opportunities for brainstorming and discussion
* Routinely engage “1-on-1" with CTSA hubs (via pod calls, site visits)

* Facilitate local/regional interactions and highlight local/regional
Initiatives

 Create opportunities for communities and partners to engage directly
with NCATS/CTSA leadership




Q2. What formats would work to gather input and enable
forward-looking conversations across the enterprise?

* Interactive annual meetings with breakout sessions or other
mechanisms to facilitate small group discussion and collaboration
« Steering committee meetings to prioritize and discuss strategic topics

* Pods structured such that hubs with similar features (size, geography,
region) are grouped together

 Central website for rapid dissemination of important information and
resources

* Roundtable-style meetings with various groups to discuss specific topics
INnCTS



Q3. At an institutional level, what are the biggest
constraints preventing you from maximizing the CTSA
Program?

 Lack of understanding about the value and impact of the CTSA
program on the institutional research enterprise and local
communities

* Institutional incentive structure is not conducive to CTSA Program
goals

* Challenges with recruiting and retaining physician scientists and
clinical research workforce

 Research infrastructure inefficiencies

National Center
for Advancing
Translational Sciences



Q4. This Is an ongoing discussion. What topics do
we need to wrestle with?

* Improving community engagement
« Communicating impact and value of the CTSA Program

* Developing an inclusive workforce of excellent clinical research
professionals

« Addressing challenges with building, maintaining, and sharing
research infrastructure, particularly in the realm of informatics

* Improving regulatory and operational processes
 Tackling health disparities




Q5. What is missing?

* The roundtables were viewed positively among attendees as an
effective format for engaging

* The annual meeting needs a re-think, with built-in time for strategic
thinking and small-group discussions

- Attendees appreciated the inclusion of institutional leadership and
would support continuing to engage with them where appropriate

* Pods meetings could be re-organized so that they are more
conducive to collaboration, particularly for regional interactions

* The N3C was a huge success. We need to expand the database
to include patient health data on other diseases so we can
continue to leverage the power of RWD and EHRSs.




Some proposed ideas

* Improving community engagement
* Develop community-focused messaging
* Find innovative ways bring community partners to the table
* Implement community-based training

Communicating impact and value of the CTSA Program
» Clearly articulate who NCATS is and how translational science fits in with the broader NIH mission
» Develop a set of measurable outcomes to quantify the impact of the CTSA program
» Consider building a brand for the CTSA network as a whole

Developing an inclusive qualified workforce of clinical research professionals
« Offer additional diversity supplements
» Host periodic orientations for new faculty, Pls, and leadership
» Develop a mechanism that incentivizes and promotes translational scientists

Addressing challenges with research infrastructure, particularly in the realm of
Informatics

« Share best practices on how informatics resources are shared and supported both institutionally
and federally

Improving regulatory and operational processes

« Continue working on single IRB, master contracts, etc. to improve multi-site trials and inclusion of
community, rural, and underserved populations

pe s,
N National Center
i_ ( for Advancing
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Next Steps

December 2022

* Follow-up meetings with a handful of individual Pls for clarification on
points they made during the Roundtable discussions

January — February
* Present Roundtable summary to the CTSA Steering Committee (Jan 9)
- Share summary notes with Roundtable invitees
* Prioritize key topics for strategic discussion and planning

March — June

« Hold quarterly Roundtables with key CTSA groups
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FY23 Omnibus

Consolidated Appropriations Act, 2023
Report Language on the CTSA Program
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Appropriations - FY 2023

»Consolidated Appropriations Act, 2023 (P.L. 117-328)

» Signed by President — 12/29/22

$ (in millions)] FY 2022 FY 2023
NCATS Enacted Enacted Difference
Total 882.3 923.3 +41.0 (4.6%)
CTSA 606.6 629.6 +23.0 (3.8%)
Non-CTSA 275.7 293.8 +18.1 (6.6%)
CAN*  Up to $60M Up to $70M

“All CAN projects are funded through the non-CTSA budget.

National Center
for Advancing
Translational Sciences



Appropriations - FY 2023

Explanatory Statement (also known as Report Language) — released 12/20/22

* Report language contains more detailed guidance to departments and agencies than is provided in related
appropriations bills.

Clinical and Translational Science Awards (CTSAs).—The agreement provides $629,560,000, an increase of
$22,914,000 above the fiscal year 2022 enacted level. The agreement maintains its strong support for the CTSA
program and reaffirms previous language preserving the size, scope, and historic mission of the CTSA program,
including the direction that no hub shall receive less than 95 percent of the resources that were provided prior to fiscal
year 2022. Last year, the agreement expressed concerns with a new Funding Opportunity Announcement and its
potential to divert appropriated resources away from CTSA hubs. The agreement is concerned that NCATS continues to
push to disaggregate CTSA activities, which makes the application process burdensome on investigators and resulted in
nearly all institutions submitting partial applications. No later than 30 days after enactment of this Act, NCATS is directed
to brief the Committees on options to reverse disaggregation, preserve historic CTSA activities and institutional support,
including training as many young investigators as possible, and ensure that any hub funded receive not less than 95
percent of the resources that were previously provided. Finally, the agreement reiterates previous direction that NCATS
inform the Committees prior to any planned changes to the size of hub awards, scope of the program, or strategic
changes to the program, specifically noting that the Committees shall be consulted prior to any new CTSA initiatives
being implemented.

Source: https://www.appropriations.senate.gov/download/division-h_-lhhs-statement-fy23 pgs. 78-79
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January 234, 2023
2:30-3:30 PM




