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Zoom Conferencing 
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John Buse 
Barry Coller 
Robert Kimberly 

Daniel Ford 
Phil Kern  
Rachel Hess 
Wayne McCormack 
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Cynthia Morris 
William Powderly 
 

Pat Winokur 
Martin Zand 

SC Regrets:  Ralph Sacco                      
Ron Sokol 
 

Melissa Haendel 
Gerald Stacy 
 

  

NCATS Attendees: 
 

Jane Atkinson 
Christopher Austin 
Penny Burgoon 
 

Samantha Jonson 
Michael Kurilla 
Carol Lambert 
 

Mary Purucker 
Joni Rutter 
Clare Schmitt 

 

 

Session Summary Discussion Action Item 
Welcome (C. 
Austin, B. Coller) 

B. Coller welcomed everyone to the call.   

New Member 
Introductions (R. 
Kimberly) 

Robert Kimberly, MD is the PI and Director of CCTS at University of Alabama at Birmingham 
and is clinically trained in internal medicine and rheumatology. He is excited to be a part of 
the SC. 
 

 

NCATS Responses 
to Pod Feedback 
Questions (NCATS 
Staff) 
 

See slides for Pod feedback questions and NCATS responses. Listed below are additional 
discussions that occurred.  
 
Coronavirus issue 
Coordination of activities to address the coronavirus is being handled by the Department of 
Health and Human Services.  
 
Posting Pod Feedback to SC Members 
Would it be useful for, and okay with the Steering Committee members to make the pod 
feedback NCATS receives available to the SC? It would still be anonymous.  
 
Response: Numerous members stated that it would be helpful to see other pods responses. 
No objections.  M. Zand suggested a running list of the questions and responses.  This could 
be housed on the CLIC Website. 

 
 
 
 
 
 
 
 
 
 
 
 
 
 

Cycle II Working 
Group Proposal 
Application (M. 
Zand) 
 

M. Zand shared the titles and the name of the submitters for the Working Group proposals 
that were submitted in Cycle II. He went onto remind the SC members of the review process 
timeline, how to access the proposals and the three different steps in the review process. 
He wrapped up his presentation by encouraging the SC members to give feedback along 
with the score.  
 

Review 
submitted 
WG 
proposals on 
the CLIC 
Website by 
3/1/2020.  

“Big, Hairy 
Audacious/Wicked” 
Translational 
Science Barriers 
Discussion (M. 
Kurilla, C. Austin, B. 
Coller) 

M. Kurilla provided an update on the wicked problems pod feedback that have been coming 
in from SC members. M. Kurilla wanted to also bring an idea to the SC on a big, system-wide 
translational barrier in the area of clincialtrials.gov compliance.  
 
Clinicaltrials.gov:  M. Kurilla referenced the Science Magazine report regarding non-
compliance with clinicaltrials.gov. The report gave the impression that NIH has not been 
doing its due diligence and oversight, and that institutions have been getting away with 
non-compliance. There are systems that help meet compliance standards but require 
institutional support and resources. The CTSA Program community is in a good position to 
develop best practices for meeting compliance. 

Dan Ford to 
ask Tony 
Keyes from 
John Hopkins 
to present 
how they 
increased 
compliance 
again 
 



Discussion: 
 
It was shared that the amount of time it takes to get responses from clinicaltrials.gov can 
make it difficult to be in compliance. There is software to help with tracking, but institutions 
have not shown interest in purchasing the software.   
 
Many resources are needed to address the issue. Some brainstorm discussions include 
having NIH institute an annual reporting requirement for grantees regarding their 
compliance and having a system that makes it easy to implement would be helpful. The 
current one-on-one system of checks is not working. In addition, it was stated that 
institutions who have addressed this issue have had to hire employees to do so. 
 
It was shared that the broadening of the definition of clinical trials by NIH may bring more 
compliance and reporting issues in the future. 
 
A member mentioned that it’s been hard to know when the last patient/last day is. It was 
then suggested an informal working group/task force could be created to identify the 
challenges institutions face and come up with some suggested solutions to address the 
challenges. In addition, the Steering Committee should identify individuals who are most 
qualified to tackle non-compliance, and they should be invited to participate.  
 
It was suggested that the task force could talk to the private sector to find out how they 
have dealt with clinicaltrials.gov issue and how they’ve resulted in excellent compliance.  
 
It was stated that hiring several compliance employees, which is likely what the private 
companies did, is not a realistic solution for academia. 
 
In a similar situation, it was mentioned that single IRB is not resource free but has been 
treated as such. It was further mentioned that single IRB is considered a direct cost 
(capped); can compliance issues be considered indirect costs (uncapped)?    
 
NIH would love standardized reporting forms, best practices, and indirect cost calculations. 
It would be good for a Steering Committee taskforce to investigate these issues.  
 
There was a suggestion that institutional buy-in might be easier to achieve if the data 
collected was helpful for the institutions as well, and not seen as just another regulatory 
procedure. What would make the data useful for institutions? 
 
C. Austin wrapped up this portion of the discussion by reiterating that the ‘wicked problems’ 
need to be just that: specific, defined problems, not broad areas/activities/fields.  
 
Site Standards Discussion:  
 
C. Austin wrapped up by explaining how he became a part of the National Academies of 
Science Action Collaborative which looks at how institutions can demonstrate their sites 
“fit” for clinical trials. He went onto explain that this process resulted in a document of 
proposed standards. The standards are ready for beta testing. C. Austin offered these 
questions for the SC members to think about and consider:  
 

 Would beta testing be worthwhile?  

 Would it achieve goals, and increase efficiency?  

 Would it advance the field?  

 How would it be implemented?  

 How would implementation be funded?  
 
C. Austin has emailed the National Academies on whether those documents can be shared 
with the SC.  NCATS will follow-up once we hear back from them.  
 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 



B. Coller wrapped up the discussion by stating that this fits perfectly with the CTSA Program. 
He asked the SC members whether this is something they would like to take on or wait until 
it is imposed on the hubs by someone else. He also asked how we can make the site 
standards process meaningful, and not just another checklist?  
 

Upcoming 
Meetings 

Monday, March 9, 2020 from 2:30-4pm  
Draft Agenda: 

 Welcome 

 Preparation and Overview: In-Person CTSA Program SC Meeting Agenda 

 Cycle II Working Group Application SC Discussion and Final Voting 

 2020 Fall CTSA Program Meeting Agenda Brainstorm 

 “Big, Hairy Audacious”/ “Wicked” Translational Science Barriers Discussion 

SC Members 
to provide 
feedback on 
the April in-
person CTSA 
SC meeting 
agenda by 
Feb. 28th. 

 


