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Session Summary Discussion Action Item 
Welcome (B. Coller) B. Coller welcomed everyone to the call.   

NCATS Director’s 
COVID-19 Updates  
(C. Austin, M. Kurilla)  
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

C. Austin provided an update on N3C. 
The build out of the N3C project is going well.  NCATS has heard feedback from the 
SC members that more information is needed around privacy and security and the 
data enclave.  
 
Does this group feel that that the PIs and Steering Committee would benefit from 
hearing a presentation on that?  
 
Institutions have had robust conversations regarding privacy, security, data sharing, 
data reach, and the use of identifiable data. Questions around privacy regarding 
HIPPA and human subjects and IT security have been raised. It was mentioned that 
it would be helpful to have those that sign off on the DTA attend a presentation. 
Example audiences: Hub Privacy Office, Research Program Administration, and the 
IT department. Consensus was that this is a subject of interest.  
 
C. Austin shared an opportunity for the NCATS CTSA Program to help with a 
concern related to COVID-19 vaccine trials recruitment. 
The COVID-19 vaccine trials starting to recruit will have more than the usual 
difficulty recruiting underrepresented groups and older individuals. These 
populations have already been disproportionately affected by the COVID-19 
pandemic. If recruitment into a trial is not robustly representative, it would call into 
question the reliability of the vaccine. 
 

 A decision has been made by NIH to move forward with a more 
coordinated effort. This would include the possibility of utilizing the 
Recruitment Innovation Center (RIC) to engage communities to help with 
this problem. There is an opportunity to demonstrate the value of the CTSA 
hubs and their long-standing relationships with their communities to 
positively impact this aspect of the pandemic. 

 
M. Kurilla provided an update on the ACTIV 1 trial 
Accelerating COVID-19 Therapeutic Interventions and Vaccines (ACTIV) is a public 
and private partnership organized by the Foundation for NIH (FNIH), a non-profit 

 
 
  
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 



NCATS Director’s 
COVID-19 Updates  
continued 
(C. Austin, M. Kurilla)  
 

entity established by Congress, which creates a forum where the private sector 
(pharmaceutical companies) and NIH can come together.  
The ACTIV I trial is currently in the planning stage.  The protocol is being developed 
with three companies, has a commitment from Operation Warp Speed, and is 
currently deciding which mechanism will be used to deploy the trial. 51 CTSA hubs 
are interested in taking part in this trial.  There will most likely be an international 
component and ideally about 2/3 of the cases will come from the United States.   
 
M. Kurilla expressed that more details will be shared in the near future.  
 
Is it the expectation for ACTIV 1 that the contracting would run through the CTSAs 
or the designated PI? 

 This is a more complicated funding stream that will probably involve a CRO.  

 It will most likely go through the PIs 
 

 
 
 
 
 
 
 

Working Group Review 
Results (M. Zand, B. 
Coller, C. Austin) 

There were 5 Working Group proposals that were submitted. The SC members 
discussed the working group proposals.  
 
Decision: The SC voted to approve the following 2 working group applications: 
 

1. CTSA Visiting Professor Working Group 
2. Advancing Dissemination and Implementation Sciences in CTSA  

 
An aggregated report with comments will be shared with the submitter(s) of the 
applications; these comments come from the preliminary review process by the SC 
and from comments during the SC Meeting.  
 

 
CLIC will work 
with NCATS to 
share the 
feedback with the 
submitter(s). 

JCTS Writing Team and 
Next Steps (B. Coller) 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
JCTS Writing Team and 
Next Steps continued 
(B. Coller)  
 

B. Coller recommended grouping the topics into three categories: 
1. Topics with robust representation and leadership to move forward 

immediately; topic leadership to decide how they want to engage broader 
CTSA engagement.  

2. Individuals who have agreed to be on a writing group on topics with robust 
representation but without a leader(s) to be informed they can move 
forward if they can identify a leader responsible for writing.  

3. For topics with spare representation, SC to discussed whether to terminate 
topic or go out to the other CTSA PIs for input. 

 
Discussion: 
Topic on prisoner issue 

 Could possibly be grouped for commonality with another topic. 

 If topic is big enough and needs to be a standalone it will need to be 
brought back to the SC.   

 
How will the grouping for commonality be done? 

 The SC will review the manuscripts provided by the writing groups and 
decide which ones b=might be combined into a single manuscript for 
submission to JCTS.  JCTS will perform its own review and decide what gets 
published.   
 

At the end we are anticipating a virtual themed issue representing the work of the 
CTSA Program.  
 
Topic on COVID-19 Pilot Studies 

 Suggestion to use this topic as a position piece for framing the virtual 
themed issue.  

 Is there a structure/framework or detailed template for the writing teams? 
The charge to the writing groups is to follow the template below 
What was the process before COVID-19 

 
 
 
 
 
 
 
 
 
 
 
 
L. James will do 
some research will 
and will get back 
to B. Coller on the 
prisoner topic.  
 
 
 
 
 
 
 
 
 
 
 
 
 
 



o What aspect of the process changed in response to the 
pandemic and why? 

o What should be now standard process 
 Speed issues 
 Risk/benefit issues 

o What approaches should we never redo 
 What did not work 
 What did not provide intended effect 

 
A question was asked about the timeline for the publications. The following 
tentative timeline was shared: 

i. Beginning to Mid-August: Manuscript topics finalized    
1. Groups would be stood up and everyone start writing   
2. Support similar to that of CLIC Synergy papers 

ii. Mid-September: Outlines due from each writing group detailing the 
material to be covered. 

iii. Beginning of November: Initial round of manuscripts   
1. 4 Weeks following: reviews done by SC and final decision about 

manuscripts to be submitted to JCTS 
iii. December: JCTS submissions 
iv. Feb or March: JCTS acceptances and publications   

 
CLIC can support a max of 15 manuscripts. The support would include support 
similar to what CLIC provides towards Synergy papers. 
 

 
 
 
 
 
 
 
 
 
 
CLIC will work 
with S. Jonson to 
send out the 
logistics for the 
writing groups, 
including the final 
timeline.  
 

Trial Innovation 
Network: The 
Coordinated DSMB 
and the CIVID-19 
Collaboration Platform 
Feedback Results 
(D. Haley)  

D. Haley provided an update on the TIN CTSAs coordinated approach for emergency 
studies that included an update on the outreach timeline, a review of the aggregate 
survey results, and the current COVID-19 trial landscape. 
 
A review was shared of the joint analyses approach, the five working groups for the 
JHU-Tufts TIC pooled analysis and CovidCP.org platform, along with an update on 
their progress. 
 
A list of the sites that participated in the hydroxychloroquine (HCQ) study meeting 
on July 8th was shared.  Several the sites have already sent their data dictionaries so 
that the harmonization can begin. The next steps of the pooled analyses were also 
shared.  
 
An update was provided on the progress of the DSMB Coordination. 
 

 If PIs from the pods are still interested in participating, they can reach out to 
Dan Hanley or Gordon Bernard. 

 
Questions: 
I wanted to make sure that you are not expecting our data (outpatient) in with the 
inpatient data?  No, we are not. 
 
Does the website have the engaged sites?  The website does list the engaged sites 
and the protocols. 
 
Is there an opportunity to incorporate substudies on titers based from Mayo’s 
plasma study?   There will be opportunities to look at some studies based on titer. 
Mayo may have just as much data from the uncontrolled study. 
 
Has the NYU-led HCQ trial reached out to you? NYU-lead HCQ study has not been 
identified yet.   

 
 
 
 
 
 
 
 
 
 
 
 
 
CLIC will 
recirculate the TIN 
letter to the SC 
members.  



Upcoming Meeting Monday, August 10, 2020 at 2:30-4pm ET  

 


