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Background of this survey

* CRIO conducted a web survey from 01JUN2021 to 17JUN2021
to look at post-COVID operations at clinical research sites

* 74 individuals participated



Introduction ™I
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Survey Respondents

Type of Site Therapeutic Focus

Site associated with a physician practice _
Gl 5
Free-standing site _ 26 Dermatology 4

Multi-T herapeutic 45

34

Allergy & Immunology 4
. . 5
Physician practice / health system - Vaccines 2
Academic Medical Center . 3 Neurology -
Nephrology 2
Nonprofit I 2 Oncology 2
. o o Women's Health 1
SMO - Site Monitoring Organization I 1
Urology 1
Hospital I 1 Sleep medicine 1
Pulmonary 1
CRO-4ffiliated Clinical Research Unit I 1 o
Pediatrics 1

Orthopedic 1

3 Note: n = 74, one site entered ‘clinical trial site’ as primary specialty and is excluded from NASH !

Therapeutic Focus



Beginning of
COVID

All sites adopted COVID measures

Adopted Practices Across Research Sites

Increased cleaning regimen
Hygiene Training / Awareness
Patient fever checks upon arrival
Virtual Visits / Telemedicine

Prohibition of on-site monitoring visits

Purposeful rotations of work from home for clinical staff as to

minimize risk of quarantine of all members if one member is...

Reduction in clinic and/or investigator hours
Remote Coordinators

Home visits

Adoption of private rides for patients

None of the above

0.0

10.8

9.5

67.6

64.9

50.0

50.0

35.1

98.6

90.5

83.8

Note: Numbers on this slide represent percentage of sites that adopted each practice
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Beginning of
COVID

84% of sites experienced enrollment holds

Percent of Sites with Number of Studies Paused
Enroliment Holds

No
16%

Yes
84%

For a FEW studies For MOST studies For ALL studies

Notes: 16% (n = 12) of sites did not stop enroliment for any studies,
Numbers on this slide represent percentage of sites



During COVID CR: 0

81% of sites that tried to negotiate CTAS had some success

Percent of Sites that had Success Negotiating

| was largely unsuccessful
18.9%

| was mostly successful,
16.2%

Percent of Sites that Attempted
to Negotiate CTAS

No
50%

| was successful for some studies
64.9%




47% of sites adopted remote monitoring for almost ALL of

their study protocols

Percent of Protocols that Adopted Remote
Monitoring

47

Percentage of Sites

8

80 - 100% 60 - 80% 40 - 60% 20 -40% 0-20%
Percentage of Study Protocols




During COVID
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58% sites used site technology for remote monitoring visits

Methods of Remote Monitoring

Scan and email documents

Using site technology

Scan and upload documents to sponsor provided
portal

Video conference

Hold up documents to webcam in video conference

Mail or Fax documents

Phone call

60.8

58% (n = 43) of sites reported using site technology
51.4 for remote monitoring visits:

58% had an eSource system
35.1

56% had a CTMS system

21.6

53% had an eRegulatory system

20.3

2.7



Post COVID C.‘.
' Percent of Sites with Each Electronic system

Prior to and Post COVID

eSource

CTMS

~__

The number of sites that have
eSource increased by 18%

Electronic Signatures (e.g. DocuSign)

R -
[ ——

EMR

eRegulatory

eConsent

57
The number of sites that have
eReg increased by 19%

Telehealth

14

None

m Prior to COVID mPost COVID

9 Note: Numbers on this slide represent percentage of sites



Post COVID el
AV

45% of sites adopted new electronic systems due to COVID

# of Electronic Systems at Research Sites Sites with Combinations of Electronic
Before and After COVID Systems Before and After COVID

65 28

20
45

0 Tech Systems 1-2 Tech Systems 3+ Tech Systems eSource & eReg eSource, eReg & CTMS
m Prior to COVID Post COVID m Prior to COVID Post COVID

10 Note: Numbers on this slide represent percentage of sites



Chio

Post COVID

/0% sites plan to keep ALL adopted electronic systems

Percent of Sites that will continue using newly
adopted systems

Yes, but only
SOME of them
30%

Yes, ALL of the adopted
systems
70%

1 Note: Numbers on this slide are percentages
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Post COVID

Site operations are returning to normal

M Below Historical Slightly below historical None At historical mAbove historical

Study Start Up Pipeline - 22 1 41 -
Patient Recruitment Levels . 30 1 32 -

Note: Numbers on this slide represent percentage of sites

12



Post COVID
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Sites will perform elements of DCTs if required by the study

Over two thirds of sites
will perform home visits

Almost half of sites are %85 if required by the study Over half of sites will

proactively implementing perform virtual visits if

remote consent 58.1 required by the study
48.6

m \We proactively implement this across all our studies

33.8
311
We perform this whenever we have the opportunity

243 per sponsor protocol and/or sponsor funding
176 We will only perform this if it's a requirement of the
- study
10.8

We will not doit, and we will turn down studies that
54 require this practice

- - ] -
I

Remote Consent Home Health Visits Virtual Visits

13 Note: Numbers on this slide are percentages



