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Mid-COVID Trial Stabilization

Early-COVID Trial Continuity

Pre-COVID Forecasts for
Trial Trends Beyond




Clinical Trial Trends
Pre-COVID
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TRIAL DIGITIZATION

Clinical Trial Trends &

Real World Data / Artificial Mobile / Automation
PI’E'COVl D Real World Evidence

Intelligence Digital Endpoints

CIN
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PATIENT-CENTRICITY
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Participant Information Study
Experience Resources Access



Early-COVID
Trial Continuity
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Early-COVID
Trnial Continuity

Investlgatlonal
Product

Direct-to-patient supply chain
In-home infusion

OBJECTIVE:
Monitor Patlent Safety
Avolid Missed Doses
Avolid Missing Data

Clinical / Safety Patlent V|5|ts
Monitoring & Data Capture
Remote/ central monitoring Video/ tele-visits & home visits
Data-driven/ risk-based monitoring Shifting endpoint to digital

Opportunities for modeling



Early Shifts inTrial Conduct

79% of SPONSORS/CROs Increasing Virtual 90% of PARTICIPANTS Impacted

How has COVID-10 and associated lockdowns impact your =~ What changes have you experienced in your clinical trial
use of decentralized trials? as a result of the COVID-19 pandemic?

Use of telemedicine

Global (/B -3

In-person clinic visits to
virtual clinic visits

Suspension of clinical
research study

| | | |
N. America V2T %Y 80% Study medication delivered
| | | directly to home

0% 20% 40% 60% 80% 100%

Use of smartphone apps

Reduced use of de_centralized/ y : Increased use of decentralized/
. virtual or hybrid trials . Noimpact either way . virtual or hybrid trials Reduced number of

INn-person clinic visits

Clinical Trials Europe, May 2020, n=184 CISCRP 2020, n=38




i v l What SOP Waivers &
Drove The Protocol Deviations

Do Not Make
Change? A “New Norma

|II

Culture still risk averse,
only the environment

changed. Wi” The

What had been viewed as Change

risk months early, >
now became risk mitigation. Last:




Mid-COVID
Trial Stabilization
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Sites Anticipated
Difficulty Resuming Studies

What is the Most Important Challenge
In Restarting Clinical Trials at Sites?

Restarting participant enroliment

Participant willingness to return to the clinic for visits

Having all necessary employees

Having all necessary lab resources

Assessing the impact on previously gathered clinical trial data 2%

Drug supply availability

Source: WCG CenterWatch™

Study Enroliment
Recovery Began in May

Clinical Research Sites Open
to Enrollment

b2%
37%
30%
28%

20% o, 20%

22% 21% 23%

o0 ., 16%

Ili T ”%Hl&IIII

I | I
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24 31 10 17 24 1 8 16 22 29 5 12 19 26
MARCH APRIL MAY JUNE
source: WCG Knowledge Base™



Mld-COVlD : Policies & Procedures
Trial Stabilization
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2 0 & Partners & Vendors
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Committing To Change S5

Training & Culture

> I
Rethinking Protocols




By July Most Sites Indicate Committing to Change

How are sites using telemedicine for How Are Sites Using, Or Planning To Use,
trial participants? Remote Coordinators?
BEFORE COVID-19 DURING COVID-19 BEFORE POST
| COVID-19 COVID-19
_ Sometimes,
often or
always DURING

never

Will sites use telemedicine after
COVID-19?

Source;
WCG CenterWatch™

Yes
B

g I o T o T s T T Y P
Source: WCG CenterWatcl



Virtual Trials

Siteless Trials

Remote Trials

Digital Trials

Direct to Patient
Trials

Decentralized Trials




participation in a trial
somewhat/very appealing.
CISCRP Perceptions & Insights Study, 2019

Race/eEthnic Direrences In
Preference

9 /o Home nursing visits would make

85% Black
81% White
75%0 Hispanic/LatinX
66%0 Asian



8 /o Percent of Patients More Likely To
Participate In A Trial That Offers

Telehealth Services.
SubjectWell Patient Attitudes Survey, May 2020

Percent of Japanese Research
Participants That Would Value
Alternatives to Hospital Visits.

Continuum Clinical / 3HMedi Survey, May 2020




A Clinical Trial From Home

NEWS / Pfizer Conducts First “Virtual” Clinical Trial Allowing Patients to Participate Regardless Of Geography

PFIZER CONDUCTS FIRST “VIRTUAL" CLINICAL
TRIAL ALLOWING PATIENTS TO PARTICIPATE
REGARDLESS OF GEOGRAPHY

PILOT STUDY WILL COMPARE RESULTS TO PREVIOUS TRIAL DATA TO ASSESS VALIDITY OF NEW
APPROACH

Tuesday, June 7, 2011 - 5:30am EDT
"This program and similar programs that may follow could lead to an entirely new way for patients

to participate in trials and contribufglg Rigmedical recearch =

REMOTE:

Research on Electronic Monitoring of

OAB Treatment Experience

Safety & efficacy of Detrol LA
for overactive bladder

600 patients from 10 states
2 lab assessments
5 mobile based e-diary assessments




Contemporary Clinical Trials
Volume 38, Issue 2, July 2014, Pages 190-197

Web-based trial to evaluate the efficacy and safety

of tolterodine ER 4 mg in participants with
overactive bladder: REMOTE trial

. - 1 om o~ . h . cd s ~ : o L - N cd. e
Miguel Orri * A" & Craig H. Lipset °, Bradly P. Jacobs * ¥, Anthony ). Costello =, Steven R, Cummings ™

20,901 Viewed study introduction web page

17,950 Viewed study introduction online video
Data & Reports
Web P

. 13,373 Viewed account registration page
Recruiting . v

Coordinating Center BT Database 34.6% 7,230 Completed account registration page
Study Site EDC

Screening - IVRS 24.7%\ 5,157 Reconfirmed e-mail address

eConsent

Data Entry 29.5% of 5,157 \ 1,519 Eligible on incontinence and demographics
24/7 Physician Access

Safety Management 14.9% | . 770 Verified identity

8.8% \ 456 Viewed, passed, and signed informed consent
Patient-facing

Portal 4.6% l 237 Eligible on medical history, investigator countersigned

2.3% | 119 Eligibie on lab tests and physical exam, if required

0.3% l 18 Eligible and randomized after completing two 3-day bladder e-dianes during placebo run-in

ﬁ Physical Fig. 3. Participant disposition. Percentages at each step of recruitment were calculated using the number of participants who viewed the study introduction web
Exam > i . — D page as the denominator. Percentages at each step of screening were calculated using the number of participants who reconfirmed their e-mail address as the

denominator.

Lab Mobile
Assessment Patient e-Diary

Fig. 2. Electronic data collection and management. EDC = electronic data capture, IVRS = interactive voice response syster




The 17-Year History of Decentralized Trials

| DTRA
S D s
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2003 2004 2005 2006 = 2007 2008 2009 2010 2011 2012 2013 2014 2015 2016 2017 2018 2019 2020

; F J NOVARTIS ' :
MiAllifda US patent for “Trials |  MYtrus W REMOTE @ REMOTE AOBIOME G i l;g;htshnp
feasibility study Over the Internet” launched to | | trial announced: rial published launches Ph2b g " S30M series
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for internet trials BOSTON IUEPOY ully ; .
e | | REMOTE trial | [ of tolterodine G N MFTR Science £) acne with Scinnce) MEKESSON
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BOSTON| under FDAIND 114, o to enroliment Sc'ence@ : : VID
.lf.-t?\ilu((x)wi Internet- Initial internal pitch enrolling in VIrtua! trial COVID-19
based RCT for for "@ 10 states Science £7) 56.5M mytrus solutions
Elucosamine in OA REMOTE trial mytrus PAREXEL series A includes | |launches 20,000 Boehringer announces
e | touch I dRX pauent aspirn artnership with Science
szq. tadalafil agnosticy (NOVARTIS) trial with PCORI D P
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@Cralgllpset - JUIyzozo Fig. 2 Elecnnic data collection and management, TDC = ebectronic tats captisre, IVRS = interactive voie response systes




Hybrid Trials

What changes are you making to existing trial models
to address the challenges of the COVID-19 pandemic?
Brick-and-Mortar Sites

Conventional
Investigator site visits

Hybrid Studies
Some VisIts
scheduled at home

Fully Virtual
All visits from
the home

ERT Survey Report: Virtual Trials and the COVID-19 Pandemic



Forecasts for
Beyond
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Post-COVID SRS RS

EVerYth | ng Grocery Education Business Healthcare

s Hybrid e

People expect
CHOICE

In engagement
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| | Homu';&Pharmacy

US online grocery went from 3-4% of grocery spending earlier
this year up to 10-15% at the pandemic peak.

As the crisis recedes expect online grocery to level at 5-10%.

Bain&Co




The Researcher’s View of
Hybrid Trials

- Visit #1 Visit #2 Visit #4 Visit #5 Visit #7

Protocol- In-Clinic At-Home In-Clinic At-Home In-Clinic At-Home In-Clinic’

~- GHE & M@ A EME A EME




*The Researcher’s View of

b\ §} Grocery Shopping

- Visit #1 Visit #2 Visit #4 Visit #5 Visit #7

Grocery- In-Store At-Home In-Store At-Home In-Store At-Home In-Store

N R N




BEANDERSNATCH

By @KubriicksCube

BREAKFAST?
Sugar Puffs Frosties
I J
|
 RUSICR—
NOU & Thompson Twins
J

!

Game never released

He jumped No idea

HHERE’ S COLIN? Let him go

HORK FOR TUCKERSOFT?
r I Stefan murders Colin
Game is terrible _ —Yes No Game never released
Rated o/s |
TALK ABOUT MUM
AT THE DOCTOR’S? Kill Colin
r . |
Yes NO
I
ARE YOU COMING?
I Yes
No Stefan murders Thakur
Came never releaszed
WHICH RECORD? Stefan doesnt answer
r L \ WILL THE Colin finds him
Phaedra The BermudaTriangle No — GAME BE READY?
L )
|
DAD IS WORRIED.
Bury body
I l 1
Throw tea Shout at Dad Destroy Throw
I computer tea
WHERE TO GOZ?
{ ] Bandersnatch rated s/s
Follow Colin
Doctor Reworking by Netflix
I Kill Dad and
TAKE DRUGS? call 20541 l
——
Y Bandersnatch Chop up body
&5 No not completed
PRCS
WHO'S JUMPING? People found
it oreepy I
and abrupt
Colin Stefam e— WHO ARE YOUuZ?
AT THE DOCTORS. .. Siatan sl O
" his mother in the
Bite nails Pull earlobe acoident
L J
T
MEDICATION. .. |
| Take them *tli
[ g
Throw awvay Flush = - oy
L J Bandersnatoh ARE' VOU CONINGT
| released |
COMPUTER IS SLOMW. .. Rated 2.8/8
i —————— TOY PRC —
Destroy computer th desk H—J
; 2 — Kick in
| PASSHORD? balls
PICK UP...
r ! l Karate __}
Book Family Photo Get rabbit Chop Dad
PASSHORD? l I
COMPUTER. .. Back off
| I—- Kill Dad
IFD J L
Destroy computer Throw tea
| J
PRAX

l WHO

I Director yells cut
ARE YOuZ2? ——I ’

| Yes Leap through window
— MORE RCTION?‘{
Fuck Yeah

Fight Dr Haynes —

Next Generation
Hybrid Trials

rials with Choice

dapt to Patient
Preferences &
Journey

CHOOSE YOUR OWN ADVENTURE " 1

YOU KE THE STAROF THL
CHOOSL FROM 30 POSSIEY S !

THE CAVE
OF TIMLE

5BY LDWAKD PAURAKD




Path Forward for Research Sponsors

Fit-For Portfolio Solutions

External
Environment

Partner solutions
Competitive intelligence
Environmental risk
Regulatory perspective

Internal
Environment

Therapeutic areas
Patient insights
Geographic footprint
Culture

Build a Tookit of Decentralized Methods..

Home health Remote monitoring
Local labs Central site
‘ Local |mag|ng Home drug supply \
M — |

———— ————___P_-P"-__:"‘- ——

! eConsent Video visits )ﬁ

1

7| \I

.10 Pair With Portfolio and Patient Needs
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