
3 April 2020 ISCTM Innovative Technologies WG Call:  

Adapting Trials (In a Hurry) for Remote Assessment 

The Innovative Technologies Working Group in the International Society for CNS Clinical Trials and 
Methodology (ISCTM) had a special call with the workgroup led by Mike Davis and Rich Keefe to discuss 
challenges related to implementing remote assessments in CNS clinical trials in the context of COVID-19 
precautions. In addition to the Working Group members, FDA attendees on this call included staff in the 
Office of Medical Policy (Leonard Sacks, Isaac Rodriguez-Chavez, Elizabeth Kunkoski), the Division of 
Clinical Outcome Assessments (Elektra Papadopoulos), and the Division of Psychiatry (Tiffany Farchione, 
Valentina Mantua, Zimri Yaseen). 
  
During the call, three workgroup members Corey Fowler, Michael Sand and Bill Horan discussed 
challenges and offered strategies for switching from in-person assessments to remote assessments in 
ongoing trials, using the 4 questions listed below as prompts:  

 
1. What have been the most difficult logistical challenges you have encountered implementing remote 

assessments? 
2. Do you have any concerns about the impact of switching to remote assessments on future data 

analysis and interpretation? 
3. How are you handling the issue of participant access to technologies to enable remote assessments? 
4. What characteristics of a measure make it more or less suitable to be adapted for remote 

assessment? 
 
 
FDA attendees asked clarifying questions and referred the workgroup members to the FDA Guidance on 
Conduct of Clinical Trials During COVID-19 Pandemic, and made some general comments consistent with 
the FDA guidance document. There was a great deal of interest on the call (over 70 attendees), and it 
was clear that sponsors were struggling with these challenges and were seeking insight from how 
experts and other sponsors are handling remote assessments and on how FDA will consider data from 
remote assessments implemented during studies. 
  
ISCTM staff captured questions that the attendees wrote in the chat window and submitted prior to the 
meeting. Because we ran out of time due to the lengthy discussion, we are planning to have a follow-up 
call in two weeks to discuss questions that the group submitted that had not been addressed.   
  
Aggregate Questions/Comments Submitted 

The questions and comments are separated into categories: those that were directed toward the FDA 

members; those that were directed to the speakers; and those that seemed to be directed to whomever 

could help. 

 

Questions for FDA: 

The FDA perspective on the validity of remote assessments when in-person assessment is not possible 

due to COVID-19 was a focus of many questions.  



1. As those designing and implementing clinical trials adjust to the COVID situation, there is a 
question especially in CNS of the quarantine state and the impact of a global pandemic in 
general on assessment results (are people more depressed, are treatments working differently 
as a result of less outside time, access to clinicians or family, exercise, etc.). How is the FDA 
considering these impacts and what information can sponsors collect/how can rapid 
adjustments to things like virtual PROs, ClinROs and PerfROs be executed to collect information 
related to this while remaining compliant?  

 

Statistical approaches to dealing with the simultaneous change in methodology during the COVID-19 

crisis and changes in the overall environment that may contribute to levels of stress, anxiety, economic 

decline that could adversely affect people with CNS illnesses in clinical trials. 

2. Every outcome is potentially affected by COVID-19. Measures that assess 
social/mood/functioning may be affected by subject's lack of access to essential supplies and 
care. 

3. How are the psychological stressors being accounted for during analysis- this will clearly affect 
the data and analysis. For example would these assessments still be valid considering a major 
change in the subject status? 

4. Is there value in collecting data regarding whether patients in current trials are sick with COVID-
19 to potentially adjust analysis plans post-hoc? 

5. Could one run a sub-population analysis to investigate the impact of social stress due to COVID? 
Sub-Population prior and now during the crisis time? 

6. What date would you use for an analysis of cohort data being impacted by COVID19? 
 

There were some concerns about the use of technology. Some of them seemed based upon reports in 

the news media on the vulnerabilities associated with some remote video platforms. While FDA 

guidance addressed this question, it might be an opportunity to clarify the FDA perspective for those 

with questions. For example: 

7. With major recent security concerns with some of the most popular remote video tools (notably 
Zoom) how is the FDA considering remote video tools and are there any (or any coming) 
recommendations on approved technology solutions for video/video recorded visits?  

 

Specific questions:  

8. In follow up to Valentina: if a trial switches during the ongoing trial to remote assessments, why 
is it of benefit to switch all assessments to remote, and not on a site by site basis? The data will 
be "mixed" anyhow? 

 

 

Some questions were more general, and not necessary for FDA to address, but they are listed here in 

case any of our colleagues at FDA would like to comment.  

In response to the question about the percentage of participants in CNS clinical trials who own devices 

that can be used for remote assessment, such as iPads or smart phones, the question was raised about 



the challenge of knowing how to implement the platforms needed for video conferencing. CNS trial 

subjects more commonly have HS education or less and are not young and so may have less 

technological expertise. 

Similarly, in patients who are low functioning, what recommendations would you provide for remote 

assessments, for example a PANSS or EPS scales? 

If patients do not have computers at their homes or residences, what other available options are there 

for remote assessments? 

For active trials, as trials go remote and shift measurements to match, how can sponsors best justify and 

document the changes to new measures, and compare data from the current remote assessments from 

previous trial data with different assessments? 

The problem with the use of technology in schizophrenia trials is that patients have cell phones but can't 

keep paying for it so get disconnected a lot. 

 

Specific questions generated during the discussion that might benefit from FDA input: 

Appreciate what Dr. Horan is saying re assessing observable symptoms, and also how would remote 

video assessments assess items that require the rater to actually touch the subject, such as to evaluate 

cogwheeling?   

@Bill Horan: if the subject is read the PRO and rater is completing the digital scale on subject behalf, do 

we need confirmation from subject that their answers were correctly marked?       @Bill we were 

expecting to learn a potential difference in PRO vs CRO -- do PRO responses trend with CRO, for 

example. If clinician-rater is now reading the PRO to sub, we won't necessarily learn whether their 

responses are more truthful/honest when they complete themselves. Any thoughts on this? 

 

Questions/Comments submitted Pre-Call: 

 
How are people are addressing labs and safety assessments where a drug has limited human safety 

data? 

To what extent can physician objective assessments, such as physical examination, swollen joint count, 

physician global assessment of condition, be made using virtual platforms such as Facetime? 

One question / matter that we have been hearing a lot about is ‘telemedicine’ and the potential need to 

engage in this mode to conduct remote study visit procedures, and while I understand how this may be 

applicable to certain study assessments (e.g., the MADRS and HAMD), how does the FDA, sponsor, CRO, 

etc. foresee telemedicine being applied for study visits assessments that are less prone to this mode 

(e.g., BP, ECG, BMI, etc.), psychiatric scales that have not been validated for such remote assessments 

(e.g., CAPS-5 for PTSD), and equipment used in telemedicine that the study participant may not have 

access to (e.g., a Smart Phone that has video-chat or a lap top / computer with Skype capabilities)? 



Also, has the industry, namely sponsors, thought about how sites can remain open and accessible to 

potential study participants as well as be available when sponsors will soon need studies ran in the 

foreseeable future, when numerous studies are now closing and studies are being delayed? 

To move to remote or telephonic administration of COAs instruments will require special informed 

consent from signed by the patient and caregivers (when applicable) either for the change on the 

evaluation format and also to adhere to the Data Protection regulation on each country. Since there is a 

clear risk to send out documentation to the patient, we should consider other options. An option could 

be that thorough the phone or videoconference, the patient consents before each remote evaluation. 

To use this method, it is also needed that IRBs are informed and approve this process. In a recent 

webinar organized by DIA-Direct COVID-19 on March 26, researchers from China, commented how IRBs 

in China evolved to meet remotely and also to speed up the process of review /approval of clinical trial 

documents.  

 

These questions will be discussed at the next WG meeting, scheduled for 17 April, 11:00-12:30 EDT 

 

 

 


