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

C. Austin welcomed everyone to the call and reviewed the agenda.   

COVID-19 Projects for 
Steering Committee 
discussion/feedback 
(B. Coller, D. Ford, J. 
Atkinson) 

Potential JCTS COVID-19 Special Issue: “Transforming the Clinical Research 
Enterprise to Address a Global Public Health Crisis: Learning from the COVID-19 
CTSA Experience” 
 
B. Coller thanked the SC members who provided feedback on the potential JCTS 
COVID-19 special issue. He shared the goal of the special issue; to create a 
“playbook” to be able to quickly respond to similar experiences in the future. He 
noted that the list of topics are not meant to be comprehensive, but instead a 
grassroots list of topics that are affecting those with “boots on the ground”. B. 
Coller shared that this project could get split into two types of issues: 
 

1. A virtual issue: include papers on COVID submitted to JCTS outside of this 
project, and  

2. A synthetic paper: would synthesize all the information from publications 
that have either already been published or published under this rubric and 
would be designed to answer the questions in the common template.  
 

He charged the SC members to identify topics for inclusion and content experts 
from across the consortium to write on particular topics.  
 
Discussion 
Would a lead of a writing team have to decide if they were going to engage 60 
CTSAs and get a small story from each, or contact 60 CTSAs to get a few stories? The 
concern is that the solution for one CTSA is not going to be the solution for all and 
the knowledge on what happened everywhere will be limited. Especially in regard 
to the topics: modifying laboratory testing, pharmacy and reconstituting the system 
as the emergency passes.  
 
Do you have to engage all the CTSAs or can you just write about your CTSA? 

 A discussion will be needed moving forward on this. Each writing 
group could approach this differently and we could have them fill out a 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 



template to share their process. They could also choose to write 
collaboratively. There will be a fair amount of latitude for the leaders 
of the writing groups to determine what would be most the effective. 

 
A hub writing about a topic could be very useful, however something more 
generalizable would be useful for someone looking for a solution to apply to their 
situation. A case series, even if it is not comprehensive, is really useful in order to 
compare and contrast for someone looking to determine how it can be 
implemented at their institution.  

 
A request could go out to all PIs inquiring who would be interested in participating 
in a writing group on these topics and soliciting other topics as well. The request 
could include the following statement: We are looking for hubs that have done 
something at their institution that is particularly innovative, different or worthwhile 
in response to the COVID Pandemic and have lessons learned to share. We may 
have several hubs that took a particularly interesting approach that they think 
would be generally useful in one area or another.  
 
What would distinguish this from what others are doing, i.e. National Cancer 
Institute?  

 The CTSA Program is an amazing brain trust of people and the 
collective wisdom of this group would be particularly useful for the 
scientific community.  

 
Once the smoke clears, it would be worth the SC to think about a project that the SC 
did and write a paper together on the lessons learned. 

  
There are two different types of lessons learned - what was done and worked; and 
what processes occurred. It would be helpful to understand whether institutions 
have processes in place to respond to these types of crisis in the future. The most 
important is the processes that were put in place that need to continue into the 
future and that need to be improved.  

 Paring it down into processes would help create a guidebook for when 
something like this happens again.  

 
Does an innovation in one hub, work in another hub or are they more hub specific? 
There is a potential to get that kind of breadth with the multi-hub sharing.  

 
The struggle between the qualitative verses quantitative research was raised.  Data 
should be brought in from multiple organizations. 
 
Topics that came up in discussion: 

 Prioritizing research related to COVID -19 

 Pilot Research awards and how to handle them 

 Educational initiatives particularly among our KL2s 
o We would want to add the educational initiatives into the 

virtual issue. 

 Community Engagement could be very different across the CTSAs  
o Could define best practices around underrepresented 

populations, protected populations, and prisoners.  
o As a system we are now reaping the fruits of not doing 

community engagement well at the outset, in terms of the 
quite substantial health disparities in testing, treatment, and 
morbidity and mortality. 

 Health Disparities should be added as a topic or be an underlying 
subtopic with every topic 

 Redefining risk and benefit in reopening non-COVID clinical research 
and trials 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 



o Research has been reclassified in ways that have never been 
considered before because of the risk of exposure to COVID 
while doing non-COVID research. While each institution is 
developing its own framework for how they reopen and 
classify research, so that it is done in a phased in way, there 
has been a dramatic difference in approaches. This is based 
on the risk for certain populations.  

 Risk to staff is a big deal - role of COVID testing 
 

Putting together these papers with working groups will be a very useful process.  
 

A call could go out for, who would like to submit a brief description of their hub’s 
experience with a specific topic. Then there would be experiences from many hubs, 
it would require some editing, but that would be the job of the first author. 
 
If working groups are going to survey the hubs, work should be done to coordinate 
that with the other COVID-related requests that are being made of the hubs.   

 Can we align all these requests so the hubs’ reporting can feed all of 
our needs? 

 
Might be interesting in certain cases to compare and contrast the COVID response 
with the opioid crisis response, which also overwhelmed many academic centers 
and created new research priorities.   A slower cadence, but many similar issues. 
 
Is there a deadline for when everything has to be together, so that it can be 
published in one issue? 

 Formal themed issues – there would need to be more discipline on this 
side. 

 Virtual themed issue – they would submit to JCTS. All the papers that 
have been published in JCTS up to the deadline and those the papers 
that are ready to be submitted at the deadline to JCTS would be 
bundled as the themed issue, a representation of the collective 
information that has come from the CTSA Program. This is one way in 
which we would minimize the impact on JCTS but still have the 
advantage of something that is a real reflection of the CTSA 
experience.  

 
Trial Innovation Network COVID-19 activities that need CTSA Partners 
 
J. Atkinson gave an overview and explanation on why the TIN wanted SC feedback. 
D. Hanley shared the need for a better framework for conducting randomized 
clinical trials during disease outbreaks, the background, challenges, and effort to 
coordinate studies. He went onto share the need to avoid type I and type II error 
with small studies. He continued by sharing the two TIN COVID-19 initiatives.  
 

 Effort #1: DSMB approach to share safety information for multiple trials 

 Effort #2: Joint analyses approach to COVID-19 therapeutic clinical trials 
 

D. Hanley went on to share the two different approaches, which will provide 
coordinated assistance for emergency studies, along with the schematic of CTSA 
Pandemic Planning and their timeline. He wrapped up the presentation with some 
questions for the SC and a request for SC feedback in several areas.   
 
Discussion: 
C. Austin shared that he and M. Kurilla are spending a good amount of time on 
COVID-19 clinical trials efforts and the positive impact that these efforts could have 
on current and future trials.  
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How do we balance (1) doing reports for these two efforts, with balancing (2) doing 
reports for the DSMB along with (3) making sure the trial is being conducted 
appropriately and making sure our statisticians have the time to do all three. The 
more that the reporting is the same for the other DSMB activities, the easier it will 
be to participate.  
 
It was shared that while augmentation/replication is clearly needed, the 
heterogeneity of populations, methods and fidelity to those methods poses many 
challenges. Those challenges are augmented by everyone being hyper-engaged with 
additional activities, i.e., it is hard to get people to engage more.  
 
It was also noted that there is a need to work on a formal pitch. Why would an 
investigator want to do this, knowing that it will complicate their lives? 

 The initial view that everyone was going to be overwhelmed with 
thousands of COVID-19 cases probably contributed to the launch of 
numerous trials.  This has not materialized, and our trials are under-
enrolling nationally.  We should not rush to judgment about futility 
because there will likely be an increase in cases in the fall/winter.   These 
trials can be harmonized to a degree but left in place to enroll during the 
upcoming likely winter pandemic. 

 
One issue that seems to be coming up is that some of the trials are now asking 
investigators to add additional data to what has already been collected.  This has 
been very difficult and could be a consequence of the harmonization efforts.   
 
One hindrance to independent investigators properly sizing clinical trials is 
individual vs. collective budgeting.  Then there is the constant embarrassment of 
sizing studies only to detect super-clinically important effects. 
 
There are many different categories of therapeutic use for both the 
hydroxychloroquine and convalescent plasma trials. Trying to articulate the various 
categories (e.g., prophylaxis, outpatient, inpatient) from the outset would be very 
instructive. Trying to limit the variation that people want to employ would be very 
helpful moving forward.  
 
A concern was raised that this data collection could be duplicative of what N3C is 
collecting.   

 Meta-analysis will not rescue this problem because of too many design 
conflicts.  Pooled analysis is more likely than meta-analysis to help. 

 The TIN initiatives are focused on collecting clinical trial data, not data from 
electronic health records. 

 
Another problem that has contributed to mediocre data and has put in place a 
reward for putting together a mediocre trial is the fact that the best journals are 
publishing these trials too quickly.   

 This is a long- term problem that this group will continue to work on. This is 
another topic for a "what happened, and lessons learned" article in JCTS 
themed issue. 

 
Seems that the main draw for investigators is participating in a high-profile paper 
that will not interfere with them independently publishing the work that they will 
be contributing to this effort. 
 
What is the harmonization between N3C and TIN’s COVID platform? 

 N3C is dealing with the hospital-based data, we are dealing with the 
randomized controlled data and they should inform each other. It is our 
hope to use data elements that are similar across both platforms.  

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
TIN will work on a 
letter for the SC 
members to share 
with the PIs on 
their POD. It will 
include both what 
is being asked for 
along with the 
information on 
the difference 
between N3C and 
the data they are 
collecting, so that 
the SC members 
can get feedback 
for the TIN.  



National COVID Cohort 
Collaborative (N3C) 
Update (J. Rutter, L. 
Portilla, K. Gersing) 

J. Rutter shared an update on the DTAs, the development of the N3C DUA, the 
proposed DUA structure, the outline of the DUA, and DAC membership. She 
wrapped up her presentation by sharing how they are meeting the federal privacy 
and security regulations and policies.  
 
Discussion: 
How is the DAC going to deal with similar if not duplicate requests? 

 That is being worked through now. If there are duplicate requests, some 
will be needed and required for analysis to be validated. They could be 
linked together. We have not finished working through those different 
possibilities yet, but they would not be denied because they are a duplicate 
request.  

 
When will the DUA be available? 

 We have gotten the tentative approval from the NIH Office of General 
Counsel and the Office of Science Policy. We are finalizing the documents 
now with the N3C governance structure and input from that team. In the 
next week or two we should have the final documents ready to be 
distributed.  

 
Is there a pre-memo that can be sent out for legal counsel to start thinking through? 

 Members on the N3C governance team have offered to take a draft to 
their CTSA’s legal counsel for them to vet the agreement. We hope to get 
feedback relatively quickly.  

 
A concern was raised that investigators are looking to test the data to then 
determine what the project should be, but instead they have to state the project 
before they will be able to gain access to the data.  

 The Data Use Request structure is simple, what is the general topic you are 
interested in, a general description and the level of data you would need to 
access, and attestations to data use terms including code of conduct, 
training, etc. 

 
We need guardrails around this project, and we need to make sure we are 
producing high quality science from it. All institutions are assuming this data is 
being kept secured and will be used appropriately.  

 

 

Working Group 
Application Process 
and Timeline (M. Zand) 

M. Zand shared the Working Group status and review timeline. He went on to 
review how to access the WG proposals for review and reminded the SC members 
that they can add comments for the real-time discussion.  
 
M. Zand went on to share that the CLIC Un-Meeting will now be virtual on 
September 30th. The topic has been changed to “Clinical Research in the COVID-era 
and Beyond”. He shared that there will be a Rapid Response Synergy paper RFA that 
will follow. He wrapped up his presentation by announcing that the Fall CTSA 
Program meeting will take place virtually on November 18-20, with more 
information to come this summer.  
 

CLIC will send 
timeline along 
with SOP for 
reviewing WG 
proposals to the 
SC members.  

Upcoming Meetings Monday, July 13, 2020 at 2:30-4pm ET  

 


