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CLINICAL RESEARCH MALAYSIA

18 Years of Global Solutions in One Nat

015

Establishment

Corporatized company and owned by
Ministry of Health

One-stop centre & Site Management
Organisation (SMO)

Self-Sustainable

ISO 9001:2015 (QMS) accreditation
Quality Management System

1ISO37001:2016 (ABMS) accreditation
Anti-Bribery Management System

10-Year Milestone


https://clinicalresearch.my/

CRM's Guiding Principles
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HUMANITY

Address unmet medical needs, access to
innovative treatments and transform health
outcomes for patients through clinical trials

STABILITY

Excellent & consistent performance
to deliver speed, reliability & quality
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= CIRM

Your Global Solutions in One Nation

PLANNING STAGE

Site/Country Selection Process

One Stop Centre
for both Sponsors and CROs

Fast and Accurate Feasibility
Database of Malaysia

since 2012, updated every 6 months-information on
site capabilities, investigators across all therapeutic

Sponsors I Budget Negotiations
(Pharmaceutical, Biotechnology, | II and Enquiries
and Medical Device Companies)

CROs © Legal Enquiries
(Contract Research Organization) CTAs, NDA/CDAs

HOSPITAL
-

Malaysian Sites
& Investigators

175

Public Hospitals / Health Clinics

15

MOHE Hospitals

69

Private Hospitals

1700

Investigators Multi Therapeutic




STUDIES AWARDED TO MALAYSIA / Ensure Sites & Investigators
APPROVED STUDIES IN MALAYSIA focus on the delivery of trials by

Sponsors & CROs Supplying qualified
and high quality

study coordinator

SUCCESSFUL CLINICAL
TRIALS IN MALAYSIA Reviewing of all

Clinical Trials
Agreement

Monitoring
QUALITY

Handling
investigators trial
budgetin a

Start-up Data Delivery transparent
Timeline of Study manner

' Project
J Management

gl
mCRM

Your Global Solutions in One Nation



Landscape



Sponsored Clinical Research in Malaysia (n=2305)

Pediatrics/
Neonatology,
112
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Opportunity



SPEED - Improved Start-up

MREC Review

— MREC Review Timeline (2022): 32 days

CTA Review

14

Reduced from The timeline to review The timeline to review the CTA:
MCRM 60 days to 14 days the CDA: 14 calendar days
24 working hours

Your Glo (



Develop Clinical Research Professionals
- CRM Study Coordinators

w»
Structured Trainings "_“", |
Pman" _ 1 9 7 ‘
4 and growing...
' GCP-certified -

i Supervised -
i Stable & Secured -

Clinical
SC Level 1 SC Level 2 Senior SC Regional Operations Senior CO
Manager (CO) Manager

& Manager
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Enabling Early Phase through CRM’s Phase 1 Realisation Project (P1RP)

P1RP

2016 — 2021

P1RP 2.0

2022 - 2027

FIH égg @ ! Scientific Review Panel 2 SCs - NTUH Taiwan Development
Ecosystem - =)
NPRA Accreditation Program 1SC & 1PI-NCClapan
FIH/ Early .Phase 3 Regulatory Officers 5 First-in-Human Trials
Expertise Improve Access
1 Investigator International events & global
partnerships
FIH o > Z .
Accredited ﬁ 2 Sitesw ST ite
_ ﬂnﬂ Lab accreditation - IKN Development
Site .
e ERNUS 7\ PeterMac 4
Princess Margaret ) e 1 (Z/NEE e
U H N Toronto Fﬁ}:sat]iatute National University w Na.t].ona.]. Ca.I'l.CeI' Center Ia.pan \l?n’fctteorrl:ala:S:tl:::; Cancer Centre H“‘T“"

Michene: of Singapore
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Globally Trusted Research Management Organisation (GTRMO)

—

CLINICAL
RESEARCH
MALAYSIA
ANTI-CORRUPTION
PLAN

LZ0¢C - £¢0¢

System (ISO 9001:2015) since 2019

Accredited with Quality Management Accredited Anti Bribery Management Q M S &

System (ISO 37001:2016) since 2021

Vision &

- Mission
g—

Anti-
Corruption
Plan

JA— :
Integrity

Governance
Unit

:

ABMS |
Standards / —

S
ABOUT

Your Global Soluctions in One Nation

To establish Malaysia as a

Our Vision preferred destination for industry sponsored research (ISR)

These values convey the philosophy behind every
decision and move we make.

Transparency, honesty, accountability and trustworthiness —
are our core value.

[T ]
«: . Hj Transparency
WEE We practice transparency and openness in all aur operations, including financial
i HYL processes and budget management

Y Honesty &

We aspire to be honest with ane anather, our dients and our business partners.

Core Values | Our Core

Values

v n L
I Accountability
Accountability We set 2 high performance expectations and hold ourselves resp
—= hﬁ for the quality of our work and the results we achieve as individus
2 P and=sa company

) [T ] .
1 Trustworthiness .
\ We adhere to the highest standards of professionalism and integrity and =
C O d e Of uphold the faith and confidence our clients have placed in us.

Conduct

Operational

Excellence
& Key
Strategies







= CIRM MISSION

CLINICAL RESEARCH MALAYSIA

Your Global Solutions in One Nation

Z 0 3 3 Global Trusted Research
Management Organisation

Clinical Research
Professions Development

VISION

To be the preferred hub for

clinical research in Asia
Digitalise
Processes




KPI
12023 -2033

4000

| Skilled Jobs in
Clinical Research

3500

New Sponsored
Research

1700

New Sponsored
Research in MOH

80

Phase | Research

RM 2.1 Billion

Clinical Research GNI

RM 400 Million
CRM Income IIII

Pt1 RM 342 Million
@: CRM Expenditure

RM 38 Million

CRM Profit (after tax)
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