
CTSA Program Steering Committee (SC) Meeting

Agenda 
7:30 – 8:00 Registration
8:00 – 8:45 Common Metrics Update Moderated by Martin Zand 

Objective:  Status overview of the Common Metrics Initiative

8:45 – 9:45 Domain Task Force Discussion Moderated by Erica Rosemond
Objective:  Discussion of how the DTF structure can be optimized to address 
important areas of translational science within the 5 strategic goals of the CTSA 
Program. 

9:45 – 10:00 Break

10:00 – 11:30 2013 IOM Report and 2014 NCATS Council Working Group Report 
Retrospectives and Moving Forward

10:00 – 10:20 Review of the Reports and Reflections on Christopher Austin
Accomplishments and Current (Ir)Relevance

10:20 – 10:25 ModPod Reflections Barry Coller
10:25 – 10:30 Boulware Pod Reflections Ebony Boulware
10:30 – 11:30 Open Discussion:  How can the CTSA Program 

consortium best address critical issues in clinical
and translational research?

11:30 – 11:45 Wrap-Up/Prepare for Steering Committee Report Out All
at the CTSA Program Meeting [1:30 – 2:00]

11:45 Adjourn

11:45 – 12:00 Move to the Thurgood Marshall Ballroom; Grab lunch on your own
12:00 CTSA Program Meeting Registration opens



CTSA Common Metrics 2.0
Together we can be faster, nimble, measured….Better

CTSA Program Steering Committee Discussion
April 18, 2018

Deborah J Ossip PhD

Martin S Zand MD PhD

for the

CLIC Common Metrics Team

The University of Rochester Center for Leading Innovation and Collaboration (CLIC) is the coordinating center for the Clinical 

and Translational Science Awards (CTSA) Program, funded by the National Center for Advancing Translational Sciences 

(NCATS) at the National Institutes of Health (NIH), Grant U24TR002260. 



Defining Success

The Network
The CTSA Program is: 

• The preferred network for federally funded clinical trials 

• A source for new translational workforce members

• A catalyst for expanding partnerships

The Common Metrics Initiative
Commons Metrics are:

• Seamlessly integrated into hub functions

• Managed/owned by the consortium

• Valued by the hubs & NCATS
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CLIC Goals for the CTSA CMI 2.0

Increase sustained 

engagement of individual hubs 

in the CMI

Effectively engage 

consortium in CMI

Optimize 

the CMI 

processes

Grow the 

CMI to new 

metrics

Routinely 

disseminat

e and 

discuss 

data and 

findings

Identify 

Consortium 

needs and 

show value 

of metrics 

Longer 

Term

Nearer 

Term
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The 7 Stages of Metrics

Stage 1:  “We don’t need no stinking metrics….”

Stage 2:  “These aren’t the right metrics.”

Stage 3:  “OK, right metrics but the numbers are wrong.”

Stage 4:  “Right numbers, but we are different!”

Stage 5:  ”There is nothing we can do about it.”

Stage 6:  “What can we do to improve?”

Stage 7:  “What is everyone else doing?”
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Adapted, with thanks, from Nivine Megahed, Ph.D.
President – National Louis University



Improve translational barriers

Measure our effectiveness

Define the bar for accelerating positive change

Demonstrate ROI for funders

Discussion Point:

What do we want the CMI to achieve?



Limitations of Current Data 

• No primary data

• Often only a single, final calculation

• Hubs could change names of categories

• Data is not “locked” in Clear Impact Scorecard

• No linkages to external data sources
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IRB Duration Metric

Median number of calendar days 

from IRB submission to IRB approval

• Dfinal = date IRB protocol approved 

with no remaining contingencies or stipulations

• DReceipt = date the IRB office initially received application     

for review in office or inbox

8

Duration = Dfinal -

DReceipt



CM 2016:  IRB Duration Metric (n=59 
hubs)

Univariate Visualizations

• Useful for “Quick Look”

• Can be used to see 

where you are

• Knowing the distribution 

density useful to see how 

we, the CTSA 

Consortium, are doing

• Do not account for 

individual Hub differences



The problem with only one value…
SIMULATED DATA

Study IRB Duration



Database for storage

Collect more data in a way that makes it easier for the hubs?

Do we continue with Clear Impact?

Discussion Points:

Do we have the data we need?

Is it in the form we need it in?
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Number of Clinical Trials as Lead Center

(clinicaltrials.gov)

CM 2016:  IRB Duration Metric (n=59 hubs)

Bivariate Visualizations

• Useful to account for 

hub differences

• Allows more complex 

assessment of the 

data



Multivariate risk adjustment?

What might be the relevant data?

Gather public data and hub provided data?

Discussion Point:

How to adjust for differences among hubs?



CM 2016: Pilot Metric

14

Research projects that 

expended  hub pilot 

funding since 2012 (n = 

59 Hubs) 



CM 2016: Pilot Metric
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p = 0.04465

r  = 0.3276

Image from AAAS



CM 2016: Pilot Metric
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p = 0.0001

r  = 0.7974



Database for storage

Collect more data in a way that makes it easier for the hubs?

Do we continue with Clear Impact?

Discussion Point:

How to adjust for differences among hubs?



CM 2016: Overview of TL1 Metrics (n=46) 
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CM 2016: Underrepresented Persons – TL1
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p = 0.0410

r  = 0.3025



CM 2016: Women – TL1
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p = 0.2697

r  = 0.1662



CM 2016: Overview of KL2 Metrics
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CM 2016: Underrepresented Persons – KL2
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p = 0.3587

r  = 0.1250



CM 2016:  Women - KL2
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p = 0.2974

r  = 0.1418



Should we include benchmarks in the reports?

Who decides?

What do we use?  AAMC data?

Discussion Point:

What should our goals be for trainee enrollment 
of women and under-represented persons?

What data should we benchmark against?



Reporting
• Coming in July 2018

• Hub reports are
identified to each hub 
only

• NCATS reports are 
completely de-identified

• Sample reports will be 
posted after the program 
meeting

• Send us your thoughts!



How will the reports be used?

What guidance should we provide hub leadership?

Discussion Point:

Who should see the reports?

Should we open discussion about identifying 
hubs?



How has CLIC done?

Are there things that you would like to see?

Action items?

Feedback? versus



From all of us 
@CLIC_CTSA
…

Thank you!



Domain Task Forces 

Erica Rosemond, Ph.D. 

Deputy Director, CTSA Program Hubs



History

• NCATS Advisory Council Working Group on the IOM 

Report: The CTSA Program at NIH – released May 

2014

• Charge: 

• To develop meaningful, measurable goals and outcomes for the 

CTSA Program that speak to critical issues and opportunities 

across the full spectrum of clinical and translational sciences.

• Charged to consider 4 out of 7 of the IOM recommendations:

• Formalize and standardize evaluation processes.

• Advance innovation in education and training programs.

• Ensure community engagement in all phases of research.

• Strengthen clinical and translational science relevant to child health.
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History (continued)

• Discussion topics were addressed:
• Training and education 

• Collaboration and partnerships 

• Community engagement of all stakeholders 

• Academic environment for translational sciences 

• Translational sciences across the lifespan and unique 
populations 

• Five topic areas were further refined into four Strategic 
Goals that broadly captured the selected IOM Report 
Recommendations

• Workforce Development

• Collaboration/Engagement

• Integration

• Method/Processes
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History (continued)

• WG Report used Result-Based Accountability 
process to determine the factors that impede or 
advance progress toward achieving each Strategic 
Goal. 

• Based on these factors, the Working Group 
identified measurable objectives that could be 
undertaken by NCATS.
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Creation of the DTFs – Nov 2014 
(Email sent to the PIs)
• To meet objectives laid out by the NCATS Advisory Council Working Group (ACWG), 5 

Domain Task forces (DTFs) will be put into place, aligned with the 4 Strategic goals defined by 

the ACWG plus one deemed of high priority by the NCATS.  These DTFs will be charged with 

developing plans to meet the objectives laid out by the ACWG. 

• They will do this by reviewing the Measurable Objectives for their Domain, perform gap 

analysis and develop plans for projects that fill identified gaps and/or further the Consortium 

Objectives. 

• Work Groups can further a particular project underneath a DTF. DTFs will report to the SC 

monthly, via their SC member on the Lead Team, on how projects are moving forward 

and will present their top projects at the Annual PI Retreat.  Projects could result in any 

number of things – Workshops, Consensus Papers, Symposiums/Meetings/Conferences, 

Publications, NIH Internal Meetings or funding applications either through the innovation fund 

or a collaborative supplement. 

• PI MEETING:  In this new structure, the Annual PI meeting will provide a forum for the work of 

each DTF to be heard, and projects to be reviewed.   At the Annual Meeting, each DTF will 

have a block of time to present the results of their work and the top 2-3 projects.  Invited 

outside guests with the relevant expertise will be invited to hear the presentations and provide 

additional input.  The meeting will be a 2 day meeting with 3 sessions each day – one for 

DCI/SC and on for each of 5 Domain task forces. 
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FOA DTF Descriptions Appear in PAR-
15-304 Issued July 2015

• Research Strategy (Administrative Core):

• Applicants should describe how their CTSA Hub will engage with CTSA network 

activities including but not limited to 1-2 annual in person PD/PI meetings, monthly 

PD/PI calls, and participation in the 5 CTSA Domain Task Forces (DTF).  NCATS 

expects that at least one PD/PI from each hub will regularly participate in these 

meetings, and representatives on the DTFs should be willing to be responsible for bi-

directional communication.  Applicants should indicate their willingness to serve on the 

Steering Committee, consisting of CTSA PDs/PIs, NIH staff, FDA representation and a 

public member.  NCATS expects that Steering Committee members regularly participate 

in monthly PD/PI calls, communicate via email in the interim, and participate in 3 annual 

in person Steering Committee meetings.  Applicants should describe a detailed plan on 

how they will maintain bi-directional flow of communication between their CTSA hub 

research community and the Steering Committee.  Applicants should also describe their 

willingness to participate in telephone and email communications between the Steering 

Committee members and the hub PDs/PIs they each represent.

• Review Criteria (Environment):

• How likely is this CTSA applicant committed to being a constructive member of the 

overall CTSA network, and an active and constructive contributor to the CTSA Steering 

Committee, Domain Task Forces and NCATS deliberations?
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Suggested Enhancements for the 

DTFs (4.9.2018 SC Meeting)

• Engagement of DTF members

• Dedicated funding for various DTF activities

• Planning platforms for subsequent applications

• Trans-DTF WGs

• Direction from CTSA Program Leadership

• Develop best practices, conduct evaluation, 
develop WG outcomes that can be 
implemented

• Smaller in-person meetings

• Promote sharing and dissemination of 
resources

7



Thought-Provoking Questions

• Are the DTF’s advancing translational science and meeting the goals of 

the CTSA Program? 

• Is the structure good but the topics not important or not optimally defined 

to allow progress?

• The word “task force” connotes a task that will be completed, whereas 

these task forces are more large interest areas. Should they therefore be 

renamed? Term-limited? No committee should have eternal life!

• Is there a different or additional convening mechanism that might be used 

to solve these or other major outstanding problems in translation?

• Shouldn’t the DTFs have outcomes and metrics to gauge value? How do 

we know that the DTF’s are advancing translational science and meeting 

the goals of the CTSA Program?
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Additional Information/References
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Reports and Statements
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References:

• The CTSA Program at NIH: Opportunities for 
Advancing Clinical and Translational Research

• NCATS Advisory Council Working Group on the 
IOM Report: The CTSA Program at NIH

• NCATS Director Statement: Institute of Medicine 
Report on the CTSA Program at NIH
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https://www.nap.edu/read/18323/chapter/1
https://ncats.nih.gov/files/CTSA-IOM-WG-report-5-2014.pdf
https://ncats.nih.gov/news/releases/2013/ctsa-iom-statement


Scientific Translational Problems
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Some of the scientific translational 
problems on NCATS’ to-do list

 Predictive toxicology

 Predictive efficacy

 Derisking undruggable

targets/untreatable diseases

 Data interoperability

 Biomarker qualification 

process

 Harmonized IRBs

 Patient recruitment

 Flexible “JIT” clinical 

research studies 

 Electronic Health Records for 

research

 Clinical diagnostic criteria

 Clinical outcome criteria (e.g., 

PROs)

 Adaptive clinical trial designs

 Shortening time of intervention 

adoption

Methods to better measure impact 

on health (or lack thereof)
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Some of the Organizational/Cultural 

Translational Problems on NCATS’ To-do List

 Data transparency/release

 IP management

 Integration of project management

 Incentives/credit for team science

 Incentives/credit for health improvements

 Education/Training (scientific and cultural)

 Collaborative structures

• Public-private partnership models

14



Some Translational challenges 
prioritized by CTSA Program SC in 

2014 and undertaken by the Program

• IRB harmonization/efficiency
• SMART IRB

• Clinical Trial Personnel Certification
• Enhancing Clinical Research Professionals’ Training and 

Qualifications (GCP)

• Education Course Sharing
• CLIC and CCIA Awards

• Recruitment
• ACT and RIC
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NCATS CTSA SC Science Focus Areas 
(from SC meeting, Dec2013)

• Disposition of KFCs, SIGs, Strategic Goals

• Communication with all PIs with new SC; social media mechanism?

• Define “catalytic” so what can be attributed to CTSAs

• Drive creation of CTSA-wide

• Consent to share.

• Informed consent form template. 

• IRB - build in and integrate current efforts in Ohio, California, Florida, Vanderbilt, Midwest, and elsewhere. 

• interoperable EMRs. 

• biorepository???

• site to identify KOLs/disease experts.

• Product Development Teams (PDTs) including PM

• PBRN creation

• graduate tracking (Rockefeller) and evaluation (Michigan)

• disseminating and implementing/showing impact of pilot projects that are successful

• resource/core information/sharing capacity, show it works to accelerate discovery and reduce costs within a year.  

Common MTA form. “App Store for CTSA technologies”

• Shared educational program w ability of trainees to take courses from other CTSAs, do rotations at other CTSAs, in industry 

and FDA; teach entrepreneurship; also for research coordinators, research nurses, master’s level scientists, mentoring 

programs. Certification of clinical trialists, coordinators, etc (Miami, Hopkins, IOM). 

• Shared drug development expertise and resources, with paying each other for this, as with trainees. 

• Novel TT/SA, including education, facilitating policy change at national level, changing P+T to give academic credit for 

entrepreneurial activity. 

• Automation of CT processes, increasing efficiency so CTSAs become go-to

• iPSCs for all rare diseases?

• Designate goal for each of the major components of CTSA program with 1-2 yr outcome

• Clinical studies (1-2) started up and fully recruited for up to 500 (?) people in 1 yr. 

• Rationalizing EABs? 
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DTF Enhancement Suggestions
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Summary of Identified Areas of 
Enhancement – 4.9.2018

• Collaboration / Engagement: enhance members engagement and 

participation

• Informatics: funding for human resources to complete WG aims; [formalize 

coordination between iDTF and CD2H]

• Lifespan: budget controlled by DTF for sponsored focused meetings and 

conferences, conferences to build teams and provide them with pilot funds, 

compensation for co-chair’s effort (10%) and admin support (1 FTE)

• Methods/Processes: use DTF as an organizing platform for moving forward 

with grant applications; consider trans-DTF WGs, develop a formal 

evaluation process for DTF effort (measure output and impact), develop best 

practices for WGs to streamline processes, smaller groups and in-person 

meetings would be more productive, clear identification of problems/gaps 

that DTF could address (by CTSA leadership), deliverable should be 

implementable, consider an Evaluation DTF

• Workforce: promote sharing and dissemination of resources that have been 

developed across the consortium and to other non-CTSA training programs 

(T32/K12), benefit from additional top-down charge and direction
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DTF Descriptions and Goals as Outlined 
in the NCATS Advisory Council Working 
Group on the IOM Report on the CTSA 

Program

19



Workforce Development

Goal: The translational science workforce has 
the skills and knowledge necessary to advance 
translation of discoveries. 

• This goal focuses on: 
• Building an environment that supports and values translational 

science as “the place to go” for those who want to pursue 
high-impact careers in health sciences. 

• Training and educating a world-leading, continuously learning 
workforce. 

• Developing a translational science workforce that can meet 
the needs of today and tomorrow. 

20



Collaboration/Engagement 

Goal: Stakeholders are engaged in 
collaborations to advance translation. 

• This goal focuses on: 
• Engaging stakeholder communities so they contribute 

meaningfully across the translational sciences spectrum. 

• Enabling team science to become a major academic model. 

• Ensuring that all translational science is performed in the 
context of collaborative team science and that shared 
leadership roles are the norm throughout the entire 
translational science process. 
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Integration

Goal: Translational science is integrated across 
its multiple phases and disciplines within 
complex populations and across the individual 
lifespan. 

• This goal focuses on: 
• Integrating translational science across the entire lifespan to 

attain improvements in health for all. 

• Launching efforts to study special population differences in the 
progress and treatment of disease processes. 

• Developing a seamless integrated approach to translational 
science across all phases of research. 
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Methods/Processes

Goal: The scientific study of the process of 
conducting translational science itself enables 
significant advances in translation. 

• This goal focuses on: 
• Enabling CTSA programs to function individually and together as 

a research engine transforming the way translational science is 
conducted across the nation to make tangible improvements in 
the health of individuals and the population. 

• Rapidly translating CTSA-generated new knowledge and 
technologies into health interventions in real world settings. 

• Developing technologies, methods, data, analytics and resources 
that change the way translational scientists approach their work. 

• Generating and curating comprehensive data sets or other 
resources that catalyze science. 
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Informatics

Goal: Modern informatics methodologies and techniques to 
support clinical and translational research, community 
engagement, and enhance training. 

• This Domain Task Force focuses on:
• Creating a data ecosystem that accelerates and disseminates discovery and 

enables creation of new knowledge thru meaningful integration of diverse 
data.  

• Enhancing training in the development and use of informatics methods and 
tools. 

• Supporting research networking that enables access to clinical and 
translational research expertise. 

• Ensuring interoperability of digital assets to enhance collaboration in the 
research environment through implementation of robust data and metadata 
standards, adapting adequate semantic approaches and development of 
policies and practices for data and software access and sharing. 

• Facilitating the innovative use of informatics technology in personalized 
medicine, education, patient recruitment, community engagement and 
dissemination of health information and practices as well as integration, 
analysis and visualization of research data. 

• Supporting the CTSA consortium-wide initiatives in enabling multi-site clinical 
trials. 
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DTF Structure and CLIC Support
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NCATS/DCI LEADERSHIP  

Steering Committee
15 U PIs,  1 K PI,  1 T PI, TIN PI

DCI Director

Workforce 
Development

Lead Team

Work Group 1
Work Group 2
Work Group 3
Work Group 4
Work Group 5

Collaboration/
Engagement

Lead Team

Work Group 1
Work Group 2
Work Group 3
Work Group 4
Work Group 5

Integration Across
the Lifespan

Lead Team

Work Group 1
Work Group 2
Work Group 3
Work Group 4
Work Group 5

Methods/
Processes

Lead Team

Work Group 1
Work Group 2
Work Group 3
Work Group 4
Work Group 5

Informatics

Lead Team

Work Group 1
Work Group 2
Work Group 3
Work Group 4
Work Group 5

DOMAIN TASK FORCES

DOMAIN TASK FORCES (DTFs)
Focus on 4 Strategic Goals of Advisory Council Working Group plus Informatics

Taskforce is comprised from a representative from a funded CTSA Program hub plus 1 DCI staff
5 person lead team determined by election; Chair or Co-Chair must be on SC

DCI representative on Lead Team as 6th member of lead team
DTF lead team creates, manages and approves plans for Work Groups, 

To accomplish specific objectives, a DTF can have up to 5 Work Groups (WGs) at any given time
Work Groups have milestones, deliverables, metrics, and sunset criteria
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CTSA Program Steering 
Committee: 

Ensures engagement of 
relevant experts in the 
work groups.

Ensures against 
redundancy among 
DTF activities or 
workgroups. 

Promote synergies 
among activities of the 
DTFs.  

Well – defined projects 
that fill identified 
translational gaps 
and/or further the 
CTSA Program 
Objectives as laid out 
by the Advisory Council 
Working Group

To be showcased on 
CLIC website:
 Workshop 

materials
 Consensus 

documents on 
harmonization 
across CTSA 
Program hubs

 White Papers
 Information on new 

collaborations

Center for Leading Innovation and Collaboration (CLIC) DTF Support
Teleconference Logistics Communication Membership  Roster Management  Listserv Maintenance  

If funding is necessary for project completion/product development, DTFs may not use DTF meeting time or CLIC resources 

Option 2: Administrative SupplementOption 1: Collaborative Innovation Awards

DTF Workgroup Project Process and 
Opportunities 
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The 2013 IOM Report and 2014 NCATS 
Council Working Group Report

Retrospectives and Moving Forward

Christopher P. Austin, M.D.

Director, NCATS

CTSA Program Steering Committee Meeting

April 18, 2018
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NCATS Advisory Council Working 
Group on the IOM Report:  The 
CTSA Program at NIH

A Working group of the NCATS Advisory Council to 
the Director

May 16, 2014

(Slide presentation at NCATS Council by Ron Bartek, Nora Disis, and 

Scott Weir)
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Working Group Charge

NCATS Advisory Council Working Group (WG) on 
the IOM Report was given the charge to:

1. Develop meaningful, measurable goals and 
outcomes for the CTSA program that 
address the recommendations of the IOM 
report, and;

2. Speak to critical issues and opportunities 
across the full spectrum of clinical and 
translational sciences. 
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Working 

Group sets 

strategic goals 

and identifies 

measurable 

objectives

NCATS 

develops 

implementation 

strategy and 

programmatic 

metrics

NCATS 

measures 

results

Implementation of IOM Report 

Recommendations
Overview of the Process

IOM Report 

Recommendations

June 2013

WG Report 

Recommendations

May 2014
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IOM Report Recommendations

IOM Report Recommendations

• Strengthen NCATS leadership of the 

CTSA program.

• Reconfigure and streamline CTSA 
consortium.

• Build on the strengths of the individual 
CTSAs across the spectrum of 
research.

• Formalize and standardize evaluation 
processes.

• Advance innovation in education and 
training programs.

• Ensure community engagement in all 
phases of research.

• Strengthen clinical and translational 
science relevant to child health.

Being addressed 

by NCATS Staff

Considered by 

NCATS Advisory 

Council Working 

Group
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Development of Strategic Goals
WG Focus Areas  Strategic Goal Recommendations

• Training and education

• Collaboration and 
partnerships

• Community 
engagement of all 
stakeholders

• Academic environment 
for translational 
science

• Translational science 
across the lifespan and 
unique populations

• Formalize and 

standardize 

evaluation 

processes

• Advance innovation 

in education and 

training programs

• Ensure community 

engagement in all 

phases of research

• Strengthen clinical 

and translational 

science relevant to 

child health

IOM Report 

Recommendations
WG Focus Areas

Strategic Goal

Recommendations

• Workforce 

Development 

• Collaboration and 

Engagement

• Integration

• Methods, and 

Processes
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Strategic Goals
WG Recommendations

• Workforce Development 
• The translational science workforce has the skills and 

knowledge necessary to advance translation of discoveries. 

• Collaboration/Engagement
• Stakeholders are engaged in collaborations to advance 

translation. 

• Integration
• Translational science is integrated across its multiple phases 

and disciplines within complex populations and across the 
individual lifespan.  

• Methods and Processes
• The scientific study of the process of conducting translational 

science itself enables significant advances in translation. 

7
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1. Considered 

the issues

2. What does 

success 

look like?

3. What factors 

impact 

success?

4. What will it take to 

get there?

Elements For Each Strategic Goal
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Strategic Goal: Workforce Development
What does success look like?

• Translational science is viewed as “the place to go” by those who want 
work to pursue high-impact careers in health sciences. 

• The translational science workforce will meet the recognized needs of 
today and emerging needs of tomorrow and shape the vision of the 
future.

• The translational science “workforce” is broadly defined and includes 
researchers, clinicians, practitioners, patients, patient advocacy 
organizations, industry, community members. 

• The curriculum needed to train a world-leading, globally connected, 
continually learning workforce with the skills to excel in translational 
science has been established.

• The sub-disciplines within translational science are well defined. The 
steps to advancement within each translational science sub-discipline 
are well defined.  
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Strategic Goal: Collaboration/Engagement
What does success look like?

• Collaborative team science becomes the norm rather than the exception; 
translational science is the model.

• Diverse stakeholders would be engaged as full partners in translational science 
and involved in shared leadership roles throughout the entire process.

• Communities involved in all aspects of the translational science spectrum 
contribute to the development of all aspects of translational sciences.

• The value of collaboration is enhanced while the cost and difficulties of 
collaboration are reduced by methodologies and approaches emanating from 
CTSA programs. 

• Translational science is governed by collaborations and partnerships that reward 
all stakeholders (e.g., researchers, patients, and the community).

• Patient advocates, community members, and citizen scientists have the tools and 
infrastructure in place to participate fully as partners in all phases of translational 
science. 

• Funding agencies, such as NIH, routinely collaborate in translational science 
initiatives and effectively engage other federal agencies, industry, academia, and 
philanthropic organizations as partners.
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Strategic Goal: Integration
What does success look like?

• If translational science always includes efforts to study special populations, 
differences in the progress and treatments of disease processes would be identified.

• Translational science efforts lead to quantifiable improvements to the health, 
healthcare outcomes, and quality of life for people living with chronic disease and for 
racial, ethnic, and underserved populations.

• Laboratory and clinical advances are translated rapidly into lifesaving and life-
prolonging interventions in both the young and elderly without unnecessary delay. 

• New models (including regulatory, ethical, or policy considerations) exist that include 
all patients in biomedical research.

• Opportunities to prevent, postpone the onset, or otherwise alter the natural history of 
acute and chronic conditions through interventions early in the life course are 
examined by translational science researchers.

• Data across the entire lifespan is integrated, analyzed, displayed and exploited as 
relating to translational science.

• The translational investigation of health conditions that are specific to different life 
stages (childhood, adolescence, early adulthood, reproductive ages, pregnancy, and 
older adulthood) are emphasized.
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Strategic Goal: Methods and Processes
What does success look like?

• The program functions individually and together as a research engine transforming 
the way translational science is conducted.

• Programs would routinely establish new scientific fields and paradigms and develop 
technologies and methods that change the way scientists approach their work.

• By changing methods and processes, translational science dramatically improves 
translation of discoveries into practice in real world settings.

• Key roadblocks that impede the translation of science into improved impacts on 
human health have been identified and eliminated.

• New tools, technologies, datasets, and models are widely available to enable 
translation across organizations; accelerate translation of science; and test new 
approaches that foster innovation in real world settings.

• Translational science uses digital technologies to create scientific information and to 
communicate, replicate, and reuse scientific knowledge and data. 

• Data sets are integrated and data sharing and access to secondary data is the norm 
across the translational spectrum.
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CTSA Strategic Planning
Institutional Level

5. Enhancing support from legal department 
for protocol-specific contracting

6. Enhancing support from public affairs 
department for publicizing translational 
advances by faculty and trainees

7. Enhancing IRB focus on, and support of, 
translational studies and single IRB 

8. Modifying appointments and promotions 
policies to better recognize translational 
research

9. Enhancing student and housestaff interest 
in translational research careers



NCATS Advisory Council Working 
Group on the IOM Report

Results Based Accountability (RBA)

Principle: Engage Stakeholders 
collaboratively by making the 
decision-making process transparent



CTSA External 
Clients/Customers/Stakeholders

• NIH Institutes and Centers
• Governmental Agencies- FDA, CDC, AHRFQ, PCORI, CMS
• Biotechnology and Pharmaceutical Industries
• Congressional and Executive Branch Policy Makers
• Hub Institutional Leaders
• Hub Hospital/Health Care Systems Partners
• City and State Agencies
• Philanthropic Organizations and Foundations
• Patient Advocacy Groups
• Community Healthcare Providers
• The Press
• The Public



CTSA Internal 
Stakeholders

• NCATS Leadership
• NCATS Staff

• CTSA PIs
• CTSA Hub Teams



CTSA Strategic Planning

• The CTSAS program comprises a large number of 
elements. 

• To guide future planning it would valuable for 
CTSA PIs and NCATS leadership to rate each 
element for its: 

1. Importance 
2. Success to date
3. Value relative to its cost

• Elements can be categorized by whether they 
operate primarily at the Institutional or National 
level, recognizing that there is considerable 
overlap (e.g., strengthening institutional research 
infrastructure strengthens the TIN). 



CTSA Strategic Planning
Institutional Level

A.   Culture change
1. Creating a home for translational 

investigators
2. Enhancing the status of translational 

research and gaining a greater voice in 
high level institutional policy making, as 
for example, with IT deployment

3. Enhancing support from technology 
transfer office

4. Enhancing support from grants and 
contracts office



CTSA Strategic Planning
Institutional Level

5. Enhancing support from legal department 
for protocol-specific contracting

6. Enhancing support from public affairs 
department for publicizing translational 
advances by faculty and trainees

7. Enhancing IRB focus on, and support of, 
translational studies and single IRB 

8. Modifying appointments and promotions 
policies to better recognize translational 
research

9. Enhancing student and housestaff interest 
in translational research careers



CTSA Strategic Planning
Institutional Level

B. Support and creation of programs
1. Education

a) KL2 degree-granting program
b) Other non-degree translational educational 
programs (e.g., ones for high school students, 
undergraduates, medical students, PhD 
students, and/or post-doctoral fellows)

2. Translational research infrastructure
a) IT support of translational research
b) Biostatistical support of translational 

research



CTSA Strategic Planning
Institutional Level

2. Translational research infrastructure (cont’d)
c) Bioinformatics support of translational research
d) Research coordinator support of translational 

research
e) Protection of human subjects support of 

translational research
f) Nursing support of translational research
g) Research pharmacy support of translational 

research
h) Monitoring and auditing support of translational 

research
i) IND/IDE support of translational research
j) Other



CTSA Strategic Planning
Institutional Level

B. Support and creation of programs
3. Pilot project support of translational 

research
a) CTSA-supported
b) Institution-supported

4. Collaborations with other Hubs
a) Education-related
b) Programmatic
c) Administrative



CTSA Strategic Planning
National Level

A.   DTFs (each judged on the basis of 

collaborations sparked, best practices 

identified, and collective activities initiated).

1. Informatics

2. Methods and Processes

3. Collaborative Engagement

4. Workforce Development

5. Integration Across the Lifespan



CTSA Strategic Planning
National Level

B. Translational Innovation Network (TIN)
1. Protocol development assistance
2. Protocol siting assistance
3. Protocol recruitment assistance
4. Protocol conduct

C. CD2H

D. Technology Transfer

E. Communications


