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TransCelerate’s initiatives deliver practical solutions to
overcome inefficiencies in research & development
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Clinical Content & Reuse
(formerly Common
Protocol Template)

= Clinical Study Report

Clinical Data Standards
Digital Data Flow
eSource

Comparator Network
DataCelerate®
Placebo/Standard of Care
(PSoC) Historical Trial Data
(HTD) Sharing
Real Word Data
Toxicology Data Sharing

Clinical Research Access
and Information Exchange

Clinical Research
Awareness

Clinical Trial
Diversification

eConsent
elLabels

Modernizing Clinical Trial
Conduct

Patient Experience
Patient Technology

Investigator Registry
= Shared Investigator
Platform
= Site Qualification
and Training

Clinical Data Transparency

Common Serious Adverse
Events (SAE) Fields

Data Monitoring Committee

Interpretations of Clinical
Guidances and Regulations

Modernization of Statistical
Analytics

Protocol Deviations

Quality Management
System

Risk-Based Monitoring

Advancing Safety
Analytics

Intelligent Automation
Opportunities in
Pharmacovigilance
Interpretation of PV
Guidances and
Regulations

Process Efficiencies in
PV Agreements
Value of Safety
Information Data
Sources
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How we got here

Modernizing Clinical Trial Conduct (MCTC)
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Modernizing Clinical Trial Conduct (MCTC)
Scope of Activity and Future Focus
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Digital Data Collection Tools (e.g., wearables)
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Remote Site Monitoring
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Local community-based |laboratory utilization
- (inclusive of patient service/support centers)
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Modernizing Clinical Trial Conduct (MCTC)
Qutputs
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Modernizing Clinical Trial Conduct
Continuity Solution Case Studies
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Modernizing Clinical Trial Conduct (MCTC) B K OFindings
Summary White Paper and Workshop Findings O #®E%Findings
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' Modernizing Clinical Trial Conduct (MCTC)
JDirect to Patient shipping 1 of 2

Regulatory & Sponsor-Centric Challenges

« JO0—NNJLLAX)LTDirect to Patient (DtP) shippingl&EfTa =AY, AKRTIIE

EEEKE EMEEERELDZZAEZNHHEEZE T IR TKELFEGT > TV,
« METEHERERKELREEE EDZZFAEZMNIEIMER N, HATOEE
ICIEEFEZE L =,

« BRADERERHEDEREREEOSTENNS VLY, NSVWBETHEEIZE
EREA L TWB Z ENRIRTH B,

a Copyright ©2020 TransCelerate BioPharma Inc., All rights reserved.




' Modernizing Clinical Trial Conduct (MCTC)
) Direct to Patient shipping 2 of 2
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Enablers of success
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Regulatory & Sponsor-Centric Challenges
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Modernizing Clinical Trial Conduct (MCTC)
) Home Health Visits 2 of 2

nablers of success
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Modernizing Clinical Trial Conduct (MCTC)

JTelemedicine 1 of 2

Regulatory & Sponsor-Centric Challenges
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! Modernizing Clinical Trial Conduct (MCTC)
JTelemedicine 2 of 2

Enablers of success
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Modernizing Clinical Trial Conduct (MCTC)
_JRemote Site Monitoring 1 of 2

Regulatory & Sponsor-Centric Challenges
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' Modernizing Clinical Trial Conduct (MCTC)

) Remote Site Monitoring 2 of 2
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Enablers of success

<AXRIZCBITFBIHRIIDORA > k>

- PMDAL EIERZERMKIC X P ARBRTCOEBEREEDEYZZERE=
RYFICEATREEHA RTA VDERERET S

s REAFLBEMIOREBINDIAAMFT X - R —DORBHAF

« RALU/HAODOXZEICLY, YATL - Y—ILDEA - KEEEZHEHTLL

o BRGALHEEN DRERFE DR

opyright ©2020 TransCelerate BioPharma Inc., All rights reserved.

16



HEHEFEOHMAOEERD
IR L— 3 UAEEKRS
EBREHmDERIZE TS
BORYEHIOEEIZRD

a Copyright ©2020 TransCelerate BioPharma Inc., All rights reserved.

Modernizing Clinical Trial Conduct (MCTC)
Enabling MCTC's Strategic Vision

Health Authority
Engagement
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6 Telemedicine

@ Remote Site Monitoring

@ Direct-to-patient shipping

@ Home Health Visits

@ EHR and EDC
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Modernizing Clinical Trial Conduct (MCTC)
Next steps to implement modern clinical trials solutions in Japan
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Questions?



Modernizing Clinical Trial Conduct (MCTC)
Expected Future Plans
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MCTC Initiative Health Authority Patient & Site
Workshop Partnership Engagement Engagement
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