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Clinical Research Malaysia (CRM) is proud to share our achievements and success 
stories in this 2021 Annual Report. We encourage our stakeholders, industry partners, 
investigators and members of the community to take a moment to read our 6th annual 
report, which contains information about the important work that our organization 
does to build a comprehensive research ecosystem in Malaysia. 

For industry sponsors, the success of a sponsored research depends upon choosing 
the right country to conduct clinical trials. Speed, quality and reliability are essential 
criteria for a site to be awarded the study. Malaysia offers a compelling package to 
sponsors and contract research organizations (CROs) when it comes to conducting 
sponsored research. 

Simply put, a very strong emphasis on patient safety and benefit is combined with 
a well-developed and equipped healthcare system that is manned by well-trained, 
highly qualified and English literate medical professionals. Moreover, Malaysia’s 
multi-ethnic population provides sponsors and CROs with access to genetic diversity 
while the costs of conducting clinical trials are very competitive when compared to 
neighbouring countries in the region. 

The long-term focus by the Malaysian Government is to make Malaysia a significant 
global player in clinical research and this is made possible through the establishment 
of CRM. CRM provides advance global health solutions for a brighter, more hopeful 
future for the people by providing speedy and reliable end-to-end clinical research 
support. CRM works together with its partners to create an impetus in delivering 
better services to its end clients and at the same time creating high-skilled job 
opportunities. 

In this annual report, we will highlight CRM’s milestones to showcase Malaysia’s 
potential as the preferred hub for conducting clinical trials.
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With the continued unprecedented situation of the global Covid-19 pandemic, CRM’s income 
has exceeded its expenses by RM1.8 million. The country’s Gross National Income generated 
by the clinical research industry in 2021 was also above and beyond expectations, with RM226 
million, the highest since CRM’s establishment in 2012. This speaks of the confidence sponsors 
and contract research organizations have in Malaysia’s potential as a clinical research hub that 
produces data quality according to the international standards as well as in accordance with 
the Good Clinical Practice.

In efforts of making CRM a global trusted organization with integrity and ethical conduct, this 
year, CRM embarked on a journey in obtaining the ISO 37001:2016 Anti Bribery Management 
System (ABMS) certification, in addition to the recertification of ISO 9001:2015 Quality 
Management System (QMS). The main objective of obtaining this certification is to manage the 
risk of bribery and corruption associated with CRM’s core processess and business associates 
and to serve as a basis for decision-making before entering into any contractual arrangement or 
business dealings. Following the company-wide preparation and implementation, we are proud 
to announce that CRM’s application for ABMS ISO 37001:2016 certification was approved by 
the Certification Panel of SIRIM QAS International Sdn. Bhd. on 30th of November 2021. In 
addition, CRM has also successfully received recommendation for recertification of QMS ISO 
9001:2015.

For the first time, a third-party vendor was used to obtain CRM customer satisfaction survey 
from our stakeholders. The overall rate of CRM’s core services is up to 89.3% of good and above 
ratings. CRM will continue to strive in ensuring that we continuously improve on our service 
delivery as the company grows from strength to strength.

In 2021, CRM has also successfully completed its P1RP initiatives, which was initiated in 
2016, to further enhance Malaysia’s capability in the development of medical science and 
therapeutics, especially in early phase studies. With the completion of this project, CRM has 
further supported the enhancement of FIH capabilities and capacities in Malaysia, by delivering 
on the needed framework, supporting trainings for regulators, equipping study site with the 
necessary infrastructure and ensuring an experienced study team is in place.

Finally, I would like to thank everyone in Clinical Research Malaysia for their commitment and 
perseverance in the face of these uncertain times. As we move into 2022, CRM will continue 
to strive towards operational excellence, growing ISR, embarking on new opportunities such 
as home study visits, study material destruction and patient recruitment advertisements, and 
remaining steadfast to our commitment of speed, quality and reliability in clinical trial deliverance.

Dr. Akhmal Yusof
CEO, Clinical Research Malaysia

FOREWORD
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ABOUT 
CRM

To make Malaysia the preferred destination for 
clinical research

●	 Create sustainable value proposition and 
conduct more clinical research to benefit 
the country

●	 Global trusted organisation
●	 Self-sufficient

VISION MISSION

Complimentary 
Feasibility Services

Review of Clinical trial Agreement 
(CTAs) & Non-Disclosure 
Agreements (NDAs)

Clinical Trial Advertisement

Archiving

Development & Placement 
of Study Coordinators

Clinical Trial Budget 
Consultation & Management

Study Drug 
Destruction Services

CRM’S CORE SERVICES OUR CORE VALUES

We practice transparency and openness in all 
our operations, including financial processes 

and budget management.

We aspire to be honest with one another, our 
clients and our business partners.

We set a high performance expectations and 
hold ourselves responsible for the quality of our 
work and the results we achieve as individual, 

as a team and as a company.

We adhere to the highest standards of 
professionalism and integrity and uphold the faith 

and confidence our clients have placed in us.

TRANSPARENCY

HONESTY

ACCOUNTABILITY

TRUSTWORTHINESS
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PERFORMANCE OVERVIEW

Malaysia’s Clinical Research Scorecard

Clinical Research Malaysia was formed in 2012 with the aim to drive more sponsored research into Malaysia. In 2021, a 
total of RM 226mil investment from Clinical Trial Agreements was reported through the various clinical studies that was 
conducted by sponsors and CROs in Malaysia, and this brings to the overall cummulative value of over RM834mil in Gross 
National Income (GNI) (Figure 1). The GNI value in 2021 was the highest value reported since 2012, despite the Covid-19 
pandemic experienced by the country in that year.

CRM’s Financial Perfomance

Since 2019, CRM has taken additional measures towards self-sustenance of the company, with no further grants/ subsidies 
received by the Government of Malaysia. Hence, the company have been implementing measures to narrow the gap between 
its income and expenditure. In 2020, CRM’s income exceeded its expenses. This was maintained in 2021, with its income 
exceeding its expenses by a total of RM 1.8 million (Figure 2). The company’s accumulated gross revenue to equity ratio for 
the year 2021 is 3.76, marked by a higher revenue generation compared to the overall investment by the Ministry of Health 
(from 2012 to 2018), and further inferring that the company’s business is efficient and self-sufficient in generating its own 
financial needs (Figure 3).

2021
2020

2019

2018

2017

Gross National 
Income (GNI)

Skilled Jobs in 
Clinical Research

Sponsored 
Research (SR)

RM834+ million 2291 skilled jobs 1806 SR

RM 608+ million

RM 526+ million

RM 378+ million

RM 250+ million

2271 skilled jobs

2166 skilled jobs

2166 skilled jobs

1880 skilled jobs

1591 SR

1400 SR

1238 SR

1070 SR

Figure 1: KPI Scorecard from 2017 – 2021

Figure 2: Clinical Research Malaysia Finance Performance in 2021

Expenses

Income RM15,763,796

RM15,500,000

RM13,100,000

RM13,968,402
CRM Income areas:
Clinical Trial Agreement (CTA) 
Review Fee
CRM Management Fee
Study Coordinator Fee
Archiving Fee

Target Actual
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importantly, when both data are observed together, it is noted that at least 45% of sponsored research that were approved 
are conducted in MOH facilities, showing the recognition these sites have gained owing to its perfomance in terms of quality 
and recruitment (Figure 6). This also means majority of patients who seek treatment in public hospitals could access to new 
innovative drugs through clinical research. At the same time, sponsored research continues to grow at the Ministry of Higher 
Education (MoHE) sites, involving university hospitals such as University Malaya Medical Center and Hospital Cancelor 
Tuanku Muhriz.

Sponsored Research in Malaysia

A total of 215 sponsored research was approved by Medical Research and Ethics Committee (MREC) and Institutional Review 
Boards/Independent Ethics Committees (IRB/IECs) in 2021 (Figure 4). This was one of the highest numbers reported in the 
span of eight years, and translates sponsor/ CRO’s confidence in viewing Malaysia as a reliable site for clinical research and 
strengthening Malaysia’s position in sponsored research within the region.

Figure 3: CRM’s self-sustainability performance from 2015-2021 (Income / Expenses)

Figure 4: Number of Sponsored Research from 2012 – 2021

Figure 5: Number of Sponsored Research in MOH sites from 2013 – 2021

PERFORMANCE OVERVIEW

2015 2016 2017 2018 2019 2020 2021

Self-sustainable

29%

2015201420132012 2016 2017 2018 2019 2020 2021

173 184 186 194
162 171 168 162

191
215

2013 2014 2015 2016 2017 2018 2019 2020 2021

143

115116120
110

94

128125
101

42%

61% 64%

80%

103%
113%
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Figure 6: Distribution of Sponsored Research between different site sectors (2016 – 2021)

45%

46%

52%

61%

52%

54%

2021

2020

2019

2018

2017

2016

0% 10% 20% 30% 40% 50% 60% 70% 80% 90% 100%

41%

34%

31%

19%

23%

17%

14%

20%

17%

21%

25%

29%

Drug

Biologics/ 
Biosimiliars

BA/BE

Medical device

Vaccine

Herbal/Traditional/ 
Supplement

Others

Procedure

Gene Therapy

MOH Facilities University Hospitals Private Centres

Note: For multi-centre studies, the same trial could involve multiple sites from different sectors. However, only a single value will be captured under the site 
sector, irrespective on the number of site(s) within the sector.

Classification of Clinical Trials

More than half of the clinical research conducted in Malaysia in 2021 are interventional, out of which 91 are trials involving 
drug/ biologics/ vaccine products, 10 bioequivalence studies, 7 medical device trials, 5 on supplements/ herbal products, 
and the others ranging from procedure, gene therapy and other interventions (Figure 7). Out of all interventional trials, Phase 
III accounts for majority of trials followed by Phase II, bioavailability/bioequivalence (BA/BE) studies, Phase IV and Phase I 
(Figure 8). In addition, a declining trend of BA/BE studies are observed over the past five years, with lower numbers recorded 
yearly, when compared to other interventional studies (Figure 9).

Type of Intervention

61

24

10

7

6

5

4

3

1

Figure 7: Breakdown of studies according to intervention, 2021

PERFORMANCE OVERVIEW

Interventional, 
121 (56%)

Observational, 
94 (44%)
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Phase III,
58 (48%)

Phase II,
31 (26%)

Not Applicable, 
11 (9%)

BA/BE, 
10 (8%)

Phase IV, 
7 (6%)

Phase I, 
4 (3%)

Figure 8: Classification of interventional studies in Malaysia, 2021

Similar to those in developed countries, Malaysian patients have unmet medical needs and cancer and cardiovascular disease 
continue to be the major cause of mortality and morbidity in Malaysia. Due to the high prevalence of noncommunicable 
diseases in Malaysia, it provides a large patient pool for clinical trials in these therapeutic areas. In 2021, due to the need for 
public health to curb Covid-19 transmission, a high number of research was carried out in this area, especially observational 
studies in further understanding the disease burden. Hence, despite high number of oncology trials recorded in 2021, 
infections/ infectious disease research topped the 2021 leader board in research therapeutic areas noted in Malaysia 
(Figure 10). A deep-dive analysis on the trend of these therapeutic area also depicts an increasing trend in number of studies 
received, especially in the oncology and infectious disease studies (Table 1).

Figure 9: Trend of BA/BE Studies versus Other Interventional Studies, 2015 – 2021

2015 2016 2017 2018 2019 2020 2021

61%

39%

60%

40%

65%

35%

70%

30%

74%

26%

79%

21%

92%

8%

% BA/BE % Other Interventional Studies
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Figure 10: Number of Sponsored Research conducted according to therapeutic area in Malaysia, 2021

Meanwhile, University Malaya Medical Centre was recorded to have the highest number of trials in Malaysia for 2021 followed 
by Pulau Pinang Hospital, Kuala Lumpur Hospital, Sarawak General Hospital and Ampang Hospital (Figure 11).

Table 1: Trend of Top Therapeutic Studies, 2012 – 2021 

Infections and Infectious Diseases

Hematology

Pediatrics/Neonatology

Cardiology/Vascular Diseases

Endocrinology

Nephrology

Psychiatry/Psychology

Hepatology (Liver, Pancreatic, Gall Bladder)

Pulmonary/Respiratory Diseases

Opthalmology

Obstetrics & Gynecology (Women’s Health)

Gastroenterology

Urology

Rheumatology

Orthopedics/Orthopedic Surgery

Neurology

Trauma (Emergency, Injury, Surgery)

Otolaryngology (Ear, Nose, Throat)

Nutrition and Weight Loss

Genetic Disease

Family Medicine

Dental and Oral Health

Immunology

Dermatology

Oncology

40

33

15

13

11

10

9

7

6

5

5

5

4

4

3

3

3

3

2

2

2

2

2

2

1

THERAPEUTIC AREAS 2012 2013 2014 2015 2016 2017 2018 2019 2020 2021

Oncology 23 15 18 24 15 18 18 25 32 33

Infections and  
Infectious Diseases 8 12 7 12 10 6 15 11 24 40

Cardiology/Vascular 
Diseases 10 22 20 21 18 28 20 14 13 11

Hematology 6 7 12 9 8 5 13 15 11 15

Pediatrics/Neonatology 8 9 4 8 6 7 8 13 6 13

Others = 13 studies
Bioequivalence (BE) = 10 studies
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Top Sites according to Therapeutic Areas in 2021

CRM has been involved in the trials at most of the Ministry of Health sites, whereby it has assisted investigators in the 
management of the study budget, feasibility assessments, clinical trial agreement, as well as in providing study coordinators. 
Below are the top clinical trial sites in 2021 in the field of infections/ infectious diseases, oncology, hematology, cardiology/
vascular diseases and paediatrics/ neonatology (Figure 12).

University Malaya Medical Centre

Pulau Pinang Hospital

Kuala Lumpur Hospital

Sarawak General Hospital

Ampang Hospital

Hospital UKM Canselor Tuanku Muhriz

Selayang Hospital

Tengku Ampuan Afzan Hospital

Raja Perempuan Zainab II Hospital

Miri Hospital

48

24

21

17

17

14

14

13

11

10

Figure 11: Top sites awarded with sponsored research (interventional studies only) in Malaysia, 2021

Infections & Infectious Diseases Oncology

University Malaya 
Medical Centre

University Malaya 
Medical Centre

Seberang Jaya Hospital

Pulau Pinang Hospital

Sunway Velocity 
Medical Centre

National Cancer 
Institute

Raja Perempuan 
Zainab II Hospital

Beacon Hospital

Klinik Kesihatan 
Green Town

Sarawak General Hospital

Sultan Ismail Hospital
Pantai Hospital 

Kuala Lumpur

Miri Hospital
Kuala Lumpur Hospital

9 18

8
12

5
11

4

8
8

4
6
6

4
4

Figure 12: Top sites awarded according to therapeutic area, 2021

Hematology Cardiology Paediatrics/ Neonatology

Sarawak General 
Hospital University Malaya 

Medical Centre

Hospital Canselor 
Tuanku Muhriz

Pulau Pinang 
Hospital

Queen Elizabeth 
Hospital

Ampang Hospital

6
4

6

4
5

4

Serdang Hospital

Pulau Pinang Hospital

National Heart Institute

4

4

3
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Site Recruitment Achievement in 2021

To date, there have been 220 study sites in Malaysia that have conducted sponsored research, with 66% of them consisting 
of public hospitals and government clinics within the Ministry of Health. Many of these sites have performed and delivered 
the research to the quality and standards as per the Good Clinical Practice (GCP). In 2021, some of the sites/ investigators 
have earned special recognition from sponsors for their recruitment achievement in global sponsored trials due to their 
outstanding performance in achieving recruitment target and time set, which further elevates the positive statement on 
Malaysia’s performance and reliability (Figure 13).

Feasibility Study Report

Feasibility studies are the gateway to bringing in more clinical trials to Malaysia. It is not only a tool to assess whether a trial 
is possible to be conducted in Malaysia, but also a method to promote that possibility to sponsors and CROs who may not be 
familiar with Malaysia’s demographics, disease pattern and research sites.

CRM’s feasibility service is a complimentary service provided to sponsors and CROs who may be interested in conducting 
clinical trials in Malaysia. In addition to full-feasibility, CRM also assisted with pre-feasibility enquiries which are otherwise 
known as country level feasibility. In 2021, the number of full-feasibility overtook pre-feasibility queries for the first time 
since the establishment of this service, pointing to a deeper level of data need by sponsors and CROs to gain insight on the 
suitability of Malaysian site(s) in the study proposed (Figure 14). Most feasibility studies received were studies in infections/ 
infectious diseases followed by oncology, haematology and nephrology (Figure 15).

Figure 13: Site recruitment achievement in global trials, 2021

Global Top Recruiter

Hospital Pulau Pinang 
Non-small Lung Cell 

Carcinoma
(Dr Fong Chin Heng)

Hospital Kuala Lumpur
Non-small Lung Cell Cancer

(Dr Muthukkumaran 
Thiagarajan)

Institut Jantung Negara & 
Sarawak Heart Centre
Pumonary Hypertension  

(Dr Geetha Kandavelioo &  
Dr Martin Wong Ngie Liong)

APAC Top Recruiter

Hospital Tengku 
Ampuan Afzan 

IgA Nephropathy  
(Dr Fariz Safhan)

Hospital Tuanku Jaafar
Major Depressive Disorder 

(Dr Wong Kit Chan)

APAC 1st Recruiter

Hospital Tuanku Jaafar
Depressive Disorder 
(Dr Wong Kit Chan)

Sarawak General Hospital 
Polycythemia Vera and  

Elevated Hematocrit 
(Dr Chew Lee Ping)

Hospital Pulau Pinang 
Paroxysmal Nocturnal 

Hemoglobinuria  
(Dato’ Dr Goh Ai Sim)

Hospital Raja 
Permaisuri Bainun 
Psoriatic Arthritis  

(Dr Ong Ping Seung)

Global 1st Recruiter

Sarawak General Hospital 
First-in-Patient 

(Thalessemia/MDS)  
(Dr Chew Lee Ping)

Hospital Seri Majung 
RSV Infection (Paediatric)  

(Dr Nga Shih Hang)

Sarawak General Hospital 
Non-small Lung Cell 

Carcinoma
(Dr Heng Fook Yew)

Hospital Ampang
Paroxysmal Nocturnal 

Hemoglobinuria  
(Dr Veena Selvaratnam)

Hospital Seri Manjung & 
University Malaya 

Medical Centre 
 Non-Diabetic CKD  
(Dr Lee Li Yuan &  

Dr Wan Ahmad Hafiz)
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Figure 14: Pre-Feasibility & Full Feasibility from 2016 – 2021

Figure 15: Full Feasibilities received in 2021 by Therapeutic Area

2016 2017 2018 2019 2020 2021

202
236

317

212
235

179

98
132 115

137 151

214

Pre-Feasibility Full Feasibility

Infections and Infectious Diseases

Hematology

Nephrology

Gastroenterology/ Hepatology

Pulmonary/Respiratory Diseases

Endocrinology

Cardiology/Vascular Diseases

Pediatrics/Neonatology

Neurology

Dermatology

Rheumatology

Anaesthesiology

Urology

Psychiatry/Psychology

Ophthalmology

Obstetrics/Gynecology (Women’s Health)

Orthopedics/Orthopedic Surgery

Oncology

56

49

27

13

13

11

8

8

7

7

5

2

2

2

1

1

1

1
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Sponsors & CROs

CRM has been promoting Malaysia’s capabilities and capacities in clinical research since its establishment in June 2012 
as it is essential for Malaysia to be viewed as a preferred destination for multinational sponsored research. The growth of 
sponsors and CROs that have engaged with CRM has been evident in showing the growing effect Malaysia has in the global 
clinical trial landscape (Figure 16). Many of these global Sponsors & CROs also contribute to the number of sponsored 
research awarded (Figure 17). 

Figure 17: Top contributors in number of new sponsored research by Sponsors & CROs for 2021

Figure 18: CRM website/ social media visits & impressions from 2016 – 2021

Sponsor

Sponsor

CRO

CRO

Figure 16: Sponsors & CRO that have engaged with CRM

2017 2018 2019 2020 2021

150
179

209
247

294

2017 2018 2019 2020 2021

716865
55

46

Novartis

World Health 
Organization

Y.S.P. Industries

Merck Sharp & 
Dohme

Novo Nordisk

Janssen-Cilag,  
Johnson & Johnson

16

9

8

7

7

6

Novotech

PAREXEL

IQVIA

PPD

Tigermed

MyXMO

9

8

6

4

3

3

20172016 2018 2019 2020 2021

1,437,308

10,189,137
8,079,556

13,376,547

18,851,481

25,218,839
Online Presence 
(Website/ Social 
Media)

CRM has also capitalised on its 
website and social media reach, with 
38% increase noted in the number 
of visits and impressions for year 
2021 compared to 2020 (Figure 18). 
The online followers and support 
gained over the years are essential 
in further driving CRM’s clinical trial 
advertisement service, which provides 
sponsors and CROs the needed 
platform to increase awareness of a 
clinical trial to the public. 
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Placement & Growth of Study Coordinators

At the establishment of CRM in 2012, it had 22 study coordinators that were placed throughout Malaysia at various sites 
conducting sponsored research and this number have grown to 150 in 2021 (Figure 19 & 20). CRM has expanded its 
provision and placement of study coordinators beyond the realm of public hospital, to include primary health care centres 
& private hospitals. 

Figure 19: CRM Placement of Study Coordinators in 2021

SABAH
9

SARAWAK
21

JOHOR
9

PAHANG
8

PERAK
11

KEDAH & PERLIS
9

PULAU 
PINANG

19

MELAKA
1

NEGERI 
SEMBILAN 

4

SELANGOR 
21

KUALA LUMPUR 
& PUTRAJAYA 

28

KELANTAN
6

TERENGGANU
4

Recruitment & Study Coordinator Perfomance

To deliver a study conduct with speed, quality and reliability, CRM’s Clinical Operations team factor in CRM’s study coordinators’ 
performance via feedback from stakeholders which are tabulated as a measurement on the overall accomplishment of study 
coordinators. This year’s CRM’s customer satisfaction survey was conducted by a third-party vendor to ensure neutrality of 
the survey outcome. About 89% of stakeholders rated good and above for CRM study coordinator services. Additionally, the 
average percentage of recruitment achieved in 2021 in studies involving CRM study coordinators was at 86%. The recruitment 
in a study is routinely monitored and the challenges are explored together with discussion between study team and sponsor. 
These led to a positive data in terms of recruitment and overall study coordinators performance in 2021 (Figure 21).

* Average percentage of recruitment achieved in 2021 in studies involving CRM study coordinators
** Data from CRM Customer Satisfaction Survey 2021, conducted by Vase.ai

Figure 20: Growth of number of CRM Study Coordinators from 2017 – 2021

2021

150

2020

132

2019

130

2018

128

2017

113

Figure 21: Clinical Operations Performance in 2021

Average Recruitment 
Rate

Overall Customer 
Satisfaction Survey 
Achievement on SC 
Services86%* 89%**
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Early phase studies are vital to further enhance Malaysia’s capability in multi-therapeutics drug development. The Phase 1 
Realisation Project (P1RP) initiative which was initiated by CRM in 2016 was developed primarily for the purpose to enable 
and drive early phase research in Malaysia through its five identified pillars.

In 2021, the P1RP project marked its completion in 2021, wrapping 18% savings from its budget of RM2,600,000. Under 
the P1RP, the development of the Guidelines for Phase 1 Clinical Trial was the precursor to the rest of the initiatives that 
took place, including the Phase 1 Unit Inspection and Accreditation Program by NPRA. With the completion of this project, 
CRM has further supported the enhancement of First-in-Human (FIH) capabilities and capacities in Malaysia, by providing 
exposure and training in early phase drug development to Malaysia’s regulators and investigator, equipping trial sites with 
the necessary infrastructure for early phase study and the establishment of a Scientific Review Panel (SRP) to support the 
Medical Research and Ethics Committee (MREC) in reviewing First-in-Human studies.

In March 2021, the first FIH study was approved to be conducted in Sarawak General Hospital. Prior to its ethics approval, 
the study underwent scientific review by the SRP and was also reviewed by the FIH Panel of Experts (POE) during the 
regulatory review. Following the study conduct at site, the study investigator, Dr Chew Lee Ping subsequently became first 
global recruiter ahead of other global sites for this study, marking significant study achievement and progress for Sarawak 
General Hospital.

Risk Management

Capability Development

Guideline for Phase 1
Clinical Trials

Preparation of Sites

People Development

Apr 2017

May 2018

Nov 2017

Nov 2019

Oct 2017 – 2018

Jun 2021

Aug 2020 – Sept 2021

Crisis management training was 
conducted and guideline were developed 
in preparation to manage all types of 
crisis during early phase trials.

A Scientific Review Panel (SRP) 
consisting of international and national 
experts in early phase clinical research 
was estabblished to support the Medical 
Research and Ethics Committee (MREC) 
in reviewing First-in-Human clinical trials.

The Malaysian Phase 1 Clinical Trial 
Guidelines was launched, based on the 
Association of the British Pharmaceutical 
Industry (ABPI) guidelines.

Sarawak General Hospital (SGH) has 
been listed under NPRA’s Phase 1 Unit 
Accreditation Programme in November 
2019.

Three officers from the National 
Pharmaceutical Regulatory Agency 
(NPRA) were sponsored to pursue 
postgraduate studies at Manchester 
University and King’s College London.

Dr Chew Lee Ping’s study team from SGH 
was the First Global Recruiter for a First-
in-Patient haematology study ahead of 
other global sites.

In September 2021, Dr Voon Pei Jye from 
SGH completed his Clinical Fellowship 
training in Phase 1 at the University 
of Toronto, attached to the Princess 
Margaret Cancer Center.

PHASE 1 REALISATION PROJECT (P1RP) 
The Result

PHASE 1 REALISATION PROJECT
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CRM has participated and conducted numerous activities and events throughout year 2021, some with close collaborations 
with both local and global stakeholders. Among notable participations were CRM’s presence in programs organised by both 
the Japanese Society of Medical Oncology (JSMO) and Japan Pharmaceutical Society, in which CRM presented on Malaysia’s 
clinical research ecosystem and growing opportunities for drug development. On the local front, CRM was the co-organiser in 
the annual National Conference for Clinical Research (NCCR) together with Institute for Clinical Research (ICR). CRM also formed 
new partnerships and business collaborations through the inking of Memorandum of Understandings with both Docquity and 
University of Technology MARA (UiTM), in efforts to further elevate awareness and interest on clinical research in Malaysia 
and in developing an accredited Bioequivalence centre in UiTM Hospital respectively. In addition, CRM has also conducted 
numerous trainings, workshops, and dialogues throughout the year to ensure continuous engagement with stakeholders.

Industry Dialogue 2021
CRM had two virtual Industry Dialogues in 2021, which were 
conducted in the presence of industry representatives with 
regulatory/ ethics involvement. The first Industry Dialogue 
was carried out as a 2-day program in April 2021 featuring 
webinar and panel discussion, with the focus being on 
Decentralised Clinical Trials (DCT) in Malaysia. The second 
dialogue was held in December 2021, and was focused 
on pertinent updates by NPRA and MREC, especially on 
the recent regulatory developments pertaining to First-in-
Human studies in Malaysia.

I AM AWARE
CRM’s I AM AWARE continued in 2021 with the aim to 
enhance awareness about clinical research among the 
public. Just as the year before, the campaign was driven 
through CRM’s social media platforms, with the focus on 
educating others about clinical research.

Good Clinical Practice (GCP) Refresher 
Workshop
GCP refresher workshops are organized by CRM to serve as 
a platform for investigators and research team to enhance 
the competence in managing a clinical trial conduct. In 
2021, the workshops were conducted in a series, namely 
on Informed Consent Process, IP Management in Clinical 
Trial, Safety Reporting (AE/SAE Management) & Good 
Documentation & Site File Management.

CRM ACTIVITIES 2021
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Protocol Compliance Workshop
The Protocol Compliance workshop is an interactive 
workshop involving discussion on the current Protocol 
Deviation (PD) trend. The workshop is an important training 
to provide awareness to the investigators and research 
team through lessons learnt and experience sharing. The 
speakers of the program present common cases noted as 
well as suggestions in handling and preventing PD. In 2021, 
CRM conducted two Protocol Compliance Workshops.

Investigator Dialogue
CRM held its virtual Investigator Dialogue 2021, themed 
‘Decentralised Clinical Trials in Malaysia. This yearly 
dialogue was conducted to enable a platform for clinical 
researchers in Malaysia to discuss and highlight issues and 
opportunities for research conduct at site. In the dialogue, 
the panel members, consisting of representatives from ICR, 
NPRA, MREC as well as industry, shared relevant inputs in 
bridging virtual trial practices at sites.

TIPS Training
Training to Improve Performance of Study coordinators 
(TIPS) is conducted to share best practices amongst 
study coordinator to sharpen their study conduct skills 
and knowledge. In 2021, CRM conducted nine sessions 
across regions in Malaysia including Northern, Southern, 
Central, East Coast and East Malaysia, attended by over 
130 study coordinators. CRM also conducted a session for 
the line managers within Clinical Operations, focused on 
implementing ‘kaizen’ to further improve site operations.

Nurturing New Talent in Sponsored Research
Nurturing New Talents in Sponsored Research is conducted 
with the aim to develop and grow the pool of investigators 
in clinical research. In 2021, CRM conducted three virtual 
seminars, with close to 100 clinicians, pharmacists and 
nurses gathered during each program.

CRM ACTIVITIES 2021
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Preparation of Regulatory Inspection 
Workshop
Conducted by CRM in collaboration with the Good Clinical 
Practice (GCP) & Good Laboratory Practice (GLP) Section 
within NPRA, the workshop is aimed for investigators and 
study teams to learn and share best practices for regulatory 
site inspections. Two workshops were conducted in 2021.

CRM-NPRA Good Submission Practice 
Training
In efforts of encouraging the conduct of high potential 
and impactful First-In-Human studies in Malaysia, CRM 
together with NPRA, conducted the Good Submission 
Practice Training. Presented by Dr Zaril Harza Zakaria 
(Head of Evaluation & Safety of Investigational New Product 
Section), the training was focused on familiarising industry 
members with processes involved in First-In-Human CTIL 
submission.

Patient Recruitment and Retention Workshop 
CRM has successfully conducted three Patient Recruitment 
& Retention Workshops, in March, July and November 2021. 
The main objective of this workshop was to explore how to 
maximise recruitment approaches by sharing best practices, 
and was attended by study team members at sites.

CRM Webinar: Early Phase Drug Development 
in Malaysia: Where Are We?
CRM conducted its first webinar which was attended by 
investigators, CRO representatives, regulatory authorities 
and ethic committees. The panel members shared their 
knowledge and experiences in early phase drug development 
preparation & conduct during this webinar, to provide an 
overview of early phase drug development in Malaysia.

CRM ACTIVITIES 2021
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CLINICAL TRIALS DAY & CRM 
SPONSORED RESEARCH AWARDS

Clinical Research Malaysia celebrated International Clinical Trials Day in May 2021, 
aimed in recognising and honouring the contributions of the clinical research 
community in Malaysia and the world. With the tagline ‘Be Informed’, the month-long 
program was conducted virtually, during which CRM shared pertinent information & 
facts on clinical trial via CRM’s social media platforms. 

The CRM Sponsored Research Awards were also presented during this month, to six 
recipients in recognition of their significant contribution in clinical research. Clinicians 
who received the award include Dr. Soo Hoo Hwoei Fen (Clinical Oncologist) from 
Hospital Pulau Pinang and Associate Professor Dr. Lim Soo Kun (Nephrologist) from 
University of Malaya Medical Centre (UMMC) for contributing towards good clinical 
trial patient recruitment and high number of sponsored research uptake respectively. 
UMMC and Hospital Kuala Lumpur were both recognized as Clinical Trial Site of the 
Year for being among the top sites in the nation that conducted high number of 
sponsored studies in 2020. Janssen (Pharmaceutical 
companies of Johnson & Johnson), received Sponsor 
of the Year award for bringing in the highest value of 
new trials in 2020, while IQVIA Malaysia received CRO 
of the Year award for contracting the highest number 
of new clinical trials in 2020.
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PUBLICATIONS

As of 2021, CRM has 
published 17 articles in 

peer-reviewed journals, with 
4 just published in 2021!

Impact of COVID-19 on Clinical 
Research in Malaysia – Journal for 
Clinical Studies 
https://journalforclinicalstudies.com/wp-
content/uploads/2021/02/Impact-of-COVID-
19-on-Clinical-Research.pdf

Legal Perspectives on Conducting 
Clinical Trials During COVID-19 
Outbreak in Malaysia – Applied 
Clinical Trials
www.appliedclinicaltrialsonline.com/view/
legal-perspectives-on-conducting-clinical-
trials-during-covid-19-outbreak-in-malaysia

A View of Electronic Signature 
in Clinical Trial Agreements in 
Malaysia - Applied Clinical Trials
https://www.appliedclinicaltrialsonline.com/
view/a-view-of-electronic-signature-in-clinical-
trial-agreements-in-malaysia

Paving the Way for a Robust 
Research Ethics Review Structure 
in Malaysia – Journal for Clinical 
Studies
https://clinicalresearch.my/wp-content/
uploads/2021/05/Paving-the-Way-for-a-
Robust-Research-Ethics.pdf

20
February

4
March

31
April

6
August
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CRM NEW SERVICES
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CRM IN PHOTOS

Delegation from Pharmaniaga Berhad led 
by Datuk Zulkarnain Md Eusope (Group 
Managing Director) and En Mohamed 
Iqbal (Group Deputy Managing Director)

1st Prime Site Joint Steering Committee 
Meeting (JSC)

CRM TIPS Training

Investigator Dialogue 2021

Meeting with Major Dato Huan Cheng 
Guan and Encik Abu Baharin

Meeting with Mr Philip Ting & Dato’ Seri 
Dr Chen Chaw

Subject Recruitment & Retention 
Workshop

Training to Improve Performance of Study 
Coordinators

CRM’s 1st Board of Director’s Meeting

Met with Mr Chong Boon Seng 
(Everspring Co Ltd) 1st CRM GCP Refresher Workshop

Protocol Compliance Workshop

11 MAR

29 MAR

29 APR

16 JUN

5 FEB

22 MAR 25 MAR

21 MAY

19 MAR

30 APR 5 MAY

30 JUN
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The National Conference for Clinical 
Research 2021

Launch of National Vaccine Development 
Plan at Malaysian Genome Vaccine 
Institute

4th GCP Refresher Workshop

Industry Dialogue 2021/2

Patient Recruitment & Retention 
Wokshop

3rd GCP Refresher Workshop CRM Webinar: Early Phase Drug 
Development in Malaysia: Where are we?

NPRA Good Submission Practice Training

Preparation for Regulatory Inspection 
Workshop 2021/1

3rd BOD Meeting Preparation for Regulatory Inspection 
Workshop 2021/2

2nd Protocol Compliance Workshop

18 AUG

1 NOV

10 NOV

3 DEC

14 JUL

15 SEP 21 OCT

1 DEC

25 AUG

18 NOV 24 NOV

8 DEC

CRM IN PHOTOS



Moving forward in 2022, CRM will continue to work towards 
Operational Excellence and focus on its four key strategies which 
are: 
(i)	 Growing Investigators and Sponsored Research;
(ii)	 Collaborating with Stakeholders;
(iii)	 Creating Awareness on Clinical Research; and 
(iv)	 Developing its Human Capital.

CRM will be exploring new business opportunities that facilitate 
clinical research operations at site, including home study visits 
and management services for government scientific grant, as well 
as further expanding the reach of its newly introduced services, 
Clinical Trial Advertisement Service and Study Material Destruction 
Service. CRM will also be working towards increasing the number 
of sponsored research in the country by creating awareness and 
leveraging on promotion activities via CRM’s online presence, 
attracting more new high value sponsored research, engaging with 
new institutions and sponsors and continue to strengthen early 
phase capabilities especially in the conduct of First-in-Human (FIH) 
studies in the country. 

CRM will also be ensuring its continual certification of ISO 
9001:2015 Quality Management System and ISO 37001:2016 
Anti-Bribery Management System to ensure deliverance of speed, 
quality, and reliability in the services it provides, continuing its 
pursuit in becoming a Global Trusted Research Management 
Organization.

WHAT’S NEXT IN

2022

Operational 
Excellence

+
 Key Strategies

Global Trusted 
Research 

Management 
Organisation

New 
Opportunities
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