
CTSA Program Steering Committee 

March 8, 2021

2:30 – 4:00 ET



Agenda 

2:30 – 2:35 Welcome John Buse 
Christopher Austin

2:35 – 3:05 Working Group Review Presentation: Martin Zand
Discussion moderated by: John Buse 

3:05 – 3:20 Updates 
DEI Task Force 
Program Planning Committee

John Buse
Martin Zand

3:20 – 3:30 N3C Update Melissa Haendel

3:30 – 4:00 Overview: Uninformative Clinical Trials Christopher Austin 



Steering Committee Task Force
on Diversity, Equity and Inclusion

John Buse 



Task Force Update 

To facilitate the Task Force efforts, we ask each CTSA to identify:

0-2 individuals with expertise, interest and significant time and effort supported by the hub to participate in the Task Force or eventual
subcommittees; these individuals could be staff, faculty or stakeholders in your CTSA. The SC is aiming to keep the Task Force small,
therefore all interested individuals will be considered but not selected. They may be recruited to other tasks that arise in the
space. Nominations due: March 7, 2021

All CTSAs are asked to submit a nomination form, even if it is a blank form to acknowledge you are not submitting a nomination. To
submit your nomination(s) please go to the link below

https://clic-ctsa.org/form/dei-task-force-nomination-form

0-2 activities that your hub has implemented or is considering with an aim to enhance equity, inclusiveness and/or diversity; these 
activities could be internally focused on hub personnel, externally focused on your institution or community, or potential consortium-wide 
efforts. Activities due: March 21, 2021

All CTSAs are asked to submit an activity form, even if it is a blank form to acknowledge you are not submitting an activity. To submit
your activity(s) please go to the link below

https://clic-ctsa.org/form/steering-committee-dei-activity-

https://clic-ctsa.org/form/dei-task-force-nomination-form
https://clic-ctsa.org/form/steering-committee-dei-activity-


Task Force Timeline 

 March: CLIC disseminates survey to consortium 
 Late-March: Survey closes 
 Late-March: Data review, aggregate data circulated to the SC for review
 April SC Meeting: 1 hour discussion on ideas 



Annual CTSA Program Meeting Planning Committee

Martin Zand 



clic-ctsa.org

2021 Fall CTSA Program Annual Meeting 
Planning Committee

Steering Committee Representatives NCATS Representative

Miriam Bredella – Harvard Medical School Mike Kurilla

Muredach Reilly – Columbia University Health Sciences

Consortium Members CLIC Representative

Rebeca Jackson – Ohio State University Martin Zand – non-voting, operational support

Duane Mitchell – University of Florida CLIC Support

Elizabeth Ofili – Morehouse School of Medicine Rebecca Laird

Randall Urban – University Of Texas Medical Branch at Galveston Kate Fetherston
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Members:

In process of scheduling the initial meeting to take place in March 

https://clic-ctsa.org/


N3C

Melissa Haendel



Clinical Trial Inefficiencies

What should the CTSA Steering Committee do about them? 

Christopher Austin 



“Clinical trials in this country take too long, cost too much, and too 

often don’t give us the answers we need to take care of our patients.  

Other than that, the system works great.”

- Rob Califf, M.D., ca. 2010

• Cycle time for testing a clinical hypothesis (funding of clinical intervention concept to completion of 

test of therapeutic hypothesis) in an adequately powered study can be >10 years

• Time from approval/funding to full start of clinical study can be 2 years

• Time for recruitment of participants can be 3-5 years

• Large percentage may be ultimately futile due to inability to recruit, and/or results being irrelevant 

by time study is completed due to science having moved on

Enormous losses to health and lives of patients, careers of investigators, 

and advancement of science and medicine 



A brief history of NIH Clinical Trial oversight
(2010 – present)

• 2010 – National Academy report on NCI Cooperative Group Program

• 2013-14 – NIH Clinical Trials WG (McInnes, Doroshow) reviews NIH 
clinical trials, makes a series of major recommendations

• 2015-2016 – NIH Clinical Trials Stewardship Reform Task Force 
develops implementation plan

• 2016 – Policies released; JAMA viewpoint

• 2018 – New policies implemented across NIH



To assure that the NIH supports only the highest quality, publicly-funded clinical trials, NIH Institutes and Centers (ICs)

must ensure that each trial:

• investigates a mission-relevant question that is an IC priority and is not unnecessarilyduplicative of previously-conducted

trials;

• can be feasibly completed within a planned, reasonable timeframe;

• is appropriately designed to answer the questions(s) posed;

• is adequately powered to provide a definitive answer; this is particularly important for Phase 3 clinical trials;

• is clearly articulated, following peer-review, in a clinical protocol document, followingGood Clinical Practice (GCP) and, if

appropriate, a manual of procedures;

• is conducted efficiently by qualified, GCP-trained investigators and support staff;

• is carefully monitored by the IC commensurate with risk and complexity;

• has independent safety and data quality oversight that is commensurate with human subjects risk and trial complexity;

• is supported by an award mechanism and terms of award that optimize quality and successful outcome by promoting the

appropriate level of study oversight by the IC;

• is monitored for enrollment targets or endpoint milestones and resource usage at a frequency that allows for timely problem-

solving so that: (1) the trial either enrolls fully and meets its milestones in the projected timeframe or is terminated early to 

avoid waste of resources, and (2) is ultimately published so that the findings, whether positiveor negative, are available to

guide future research directions.

NIH Clinical Trials Working Group
Co-Chairs, James Doroshow, M.D. (NCI) & Pamela McInnes, DDS, MSc.(Dent) (NIDCR)
Final report delivered August 3, 2013

Reference:  https://osp.od.nih.gov/wp-content/uploads/2016/12/Executive_Summary_Final_CTWG_Report_8-9-2013.pdf
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Goal: Accelerate improvement of the national clinical trials infrastructure 
through harmonization of clinical trial site standards.

Objectives:

1. Lay out framework and principles for site standards

2. Collect, analyze, and assess a core set of site standards that could be 
harmonized across sponsors

3. Socialize, test, and publish the site standards

Clinical Trial Site Standards Harmonization 
Action Collaborative
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Project History

1. Lay out framework and 
principles
(2012 – 2017)

2. Collect, analyze, and 
assess core site standards 
(2017 – 2019)

3. Socialize, test, and 
publish site standards 
(ongoing)

Convened stakeholders to 
discuss national accreditation 
system to improve clinical trial 
performance

Prepared a discussion paper on 
the viability of trial site 
accreditation

Compiled and categorized trial 
site standards (e.g., site 
selection and monitoring 
checklists) from a small group of 
research sponsors

Analyzed and assessed site 
standards to develop a core set 
of clinical trial site standards

Prepared internal document 
summarizing results

Test site standards & solicit 
feedback

Convene thought leaders to 
seek formal sign-on for 
implementation

Develop manuscript and publish 
results
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16

NAM Discussion Paper
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Domains

1. Research Team

2. Infrastructure

3. Study Management

4. Data Collection & Management

5. Quality Oversight

6. Ethics & Safety

Core Site Standards

Cross-cutting Principles
• Culture of Quality
• Clinical Research 

Literacy
• Person-Centeredness







Observations about Clinical Trials during COVID

• Remarkable response to a global crisis
 But also illustrated the challenges of activating and recruiting at major academic 

centers; CROs proved to be generally more nimble

• Unprecedented opportunities for networks for COVID trials
 But harmonization/interoperability among networks was challenging

• Opportunity to design, prioritize, and execute well-powered RCT 
adaptive master protocols was crucial for rapid progress
 But the UK did far better despite a similar case and death rate

• COVID highlighted the critical need for diversity in trial enrollment





Of the nearly 30 million individuals who have 
developed COVID-19 in the US, only a few thousand 
have participated in RCTs…Given the number of 
patients with COVID-19 in the US, the available 
resources, the number of major academic research 
centers, and the pressing need to have rapid, 
actionable evidence on optimal treatment, the US 
surely should have done better.

Given the enormous biomedical resources in the US, 
what approaches could facilitate a more effective 
approach to mounting clinical trials quickly and 
efficiently?...structures and initiatives that facilitate 
clinical research should be adopted, not just during a 
pandemic but during all periods.

It is essential to recast RCTs as distributed data 
problems, with investment in common data models, 
distributed data analyses, and separation of clinical 
trial requirements from the need to use any single 
data-entry system.



Considerations for the Steering Committee 

• NCATS’ mission is to solve previously intractable systemic barriers to 
efficiency and effectiveness in translation

• The CTSA program is arguably the only national clinical research program 
with the mission to solve these well-articulated problems

• We now have a culture, a team, and a track record of accomplishment  
that provides confidence in our ability to tackle these issues

• However, the system is atomized and we do not have control over many of 
the levers of change

• We would need to work with other entities, but that is what the CTSA 
program excels at

• If not us, who?  If not now, when?

• I propose a subcommittee of the SC to chart an ambitious plan for change 
within our ecosystem



Next Meeting:

**Extended Session**
April 12, 2021
1:00 – 6:00 ET 


