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Challenges
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COVID-19 Impact:





Global Impact Clinical 
Research
• 4600 current clinical trials and more than 182,000 study sites 

worldwide shown significant declines 

• 65% worldwide average decrease in new patient enrollment

• Among key world markets, there was a:
• 84% decline in India
• 66% decline in United States
• 68% decline in China

Medidata (Melhem 2020)
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YoY 
Difference 
(%) Mar 
2020 vs. Mar 
2019

YoY 
Difference 
Apr 2020 vs. 
Apr 2019

Asia China -68% -33%

India -84% -97%

Japan -44% -69%

South 
Korea

-61% -42%

Europe

France -68% -81%

Germany -33% -77%

Italy -53% -49%

Spain -68% -82%

United 
Kingdom

-80% -95%

North 
America

United 
States

-66% -83%



Covid-19 
Impact To 

Clinical 
Research in 

Malaysia

Facts
1) CRM personnel Work From Home (WFH) during 

the period of the Movement Control Order 
(MCO) by the government.

2) All non-essential patient visit related to CR 
need to withhold.

3) On site monitoring by Sponsors / CROs Clinical 
Research Assistant (CRA) withold.

Actions
1) Adhere to the SOP from Department of 

Occupational Safety and Health to start the 
business operation.

2) CRM Assist Sponsors and CROs in remote 
monitoring.

3) Study recruitment and patient visit restarted.
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Impact to Clinical Research
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Summary
• Even with the impact of COVID-19, many of the essential clinical 

studies carried on

• Impact on patient recruitment is similar as compared to other 
countries but the recovery is fast. 

• CRM is operating in strict SOP guidelines and with collaboration 
between the hospital admin, Investigator and Sponsors/CROs
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Opportunities
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CRM Journey 
as Research 
Management 
Organisation

2012

2019

Establishment
Corporatized company and 100% owned 
by Ministry of Health
One-stop centre & Site Management 
Organisation (SMO)

ISO 9001:2015 (QMS) accreditation

ISO37001:2016 (ABMS) accreditation2021

2022 10-Year Milestone

Self-Sustainable

Quality Management System

Anti-Bribery Management System

2019

https://clinicalresearch.my/
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Building a Globally Trusted Research Management Organisation
(GTRMO)

GTRMO

Vision & 
Mission

Core Values

Code of 
Conduct

PDPA

Operational 
Excellence 

& Key 
Strategies

QMS & 
ABMS 

Standards

Integrity 
Governance 

Unit

Anti-
Corruption 

Plan
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SPEED – Improved Start-up

Reduced from 
60 days to 14 days

The timeline to review the CDA :
24 working hours

The timeline to review the CTA:
14 calendar days

CTA Review

MREC Review Timeline (2022): 32 calendar days

MREC Review
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Accelerating Healthcare

• DESIGN STUDY PROTOCOL
• STUDY METHODOLOGY
• DATA MANAGEMENT

TECHNOLOGY TRANSFER

• TREATMENT OPTIONS FOR THE PATIENTS
• PROVIDE RESOURCES TO STUDY SITES
• PROVIDE NEW KNOWLEDGE

EXPANDING RESOURCES

• CONSISTENT TIMELINE
• RELIABILITY
• QUALITY

GLOBAL RECOGNITION



CRM’s Guiding Principles



Sponsored Clinical Research in Malaysia 2012-June 2023 (n=2195)
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Updated as of  8 May 2023

QUALITY: Creating a Line of Clinical Research 
Professionals - CRM Study Coordinators

Structured Trainings

GCP-certified

Supervised

Stable & Secured
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Updated as of 
8 May 2023

73

95
113

128 130 133
150

168 173

2015 2016 2017 2018 2019 2020 2021 2022 2023

SC Level 1 SC Level 2 Senior SC
Assoc 

Regional 
Manager

Clinical 
Operations 

(CO) 
Manager

Senior CO 
Manager

Head of 
CO

Develop Clinical Research Professionals 
- CRM Study Coordinators



RELIABILITY: Recruitment Achievements in 
Global Sponsored Research 2023
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Focus on Early Phase Research

2015 2016 2017 2018 2019 2020 2021 2022

INTERVENTIONAL

Phase I 3 5 5 7 2 2 4 5

Phase II 16 7 13 12 17 18 31 27

Phase III 47 48 53 59 44 48 58 73

Phase IV 11 16 11 16 5 2 7 8

Bioequivalence 56 52 51 37 26 20 10 6

Others 12 - 11 - 10 7 11 5

OBSERVATIONAL 50 34 27 37 58 94 94 99

TOTAL 194 162 171 168 162 191 215 223

Breakdown of Study Phases from 2015 to 2022

Phase I, 5, 
4%

Phase II, 
27, 22%

Phase III, 
73, 59%

Phase IV, 8, 
6%

BABE, 6, 5%

Not 
Applicable, 

5, 4%

Interventional Sponsored Research 
2022, by Phase Breakdown 

(N=124)



International Phase 1 Clinical 
Research 2018 
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First-in-Patient study progress 2021

• Study Title: A randomised, single-blind, placebo-controlled, phase 1, single-ascending 
and multiple-dose study in adult subjects with alpha/beta-thalassaemia and very low-
and low-risk myelodysplastic syndrome to investigate the safety, tolerability, 
pharmacokinetic, and pharmacodynamic response of SLN124

• Principal Investigator: Dr Chew Lee Ping, Hospital Umum Sarawak (Sarawak General 
Hospital).

• Sponsor: Silence Therapeutics Plc
• Recruitment target: 4
• No. of patient randomized: 3
• Recruitment achievement : Global First Recruiter

• Other participating countries include UK, Germany, 
Italy, Thailand, Lebanon, Jordan, Israel and Egypt







South Korea
Canada

Switzerland

United Kingdom
China

Australia & APAC

Japan

Taiwan

United States

MALAYSIA

Partnership with Global Clinical 
Research Players
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Charting the 
future…
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Conclusion

SPONSORED 
RESEARCH 
ACCELERATE 
HEALTHCARE 

CRM COMPLETES 
THE ECOSYSTEM 
FOR SPONSORED 
RESEARCH 

MALAYSIA IS THE 
PREFERRED SITE 
FOR SPONSORED 
RESEARCH



Verily, along with every hardship is relief

THANK YOU
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