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EDITOR’S MESSAGE

Greetings readers.

We hope that you are having a good year so far. As we are well beyond the mid-mark 
for 2014, have we achieved what we have set out to do in the beginning of this year, or 
have we shelved our aspirations as the year progresses? For those of us who are a little 

behind, there are still several months left to get going on those key performance indica-
tors we have set for ourselves.  If you want to know what the various CRCs have been 

up to in the last several months, check out this issue of CRC newsletter. This publi-
cation will be an avenue to present the current work of our organisation as well to 
highlight the latest in the field of clinical research globally. 

In this issue, we continue our emphasis on a new milestone in research methodology. The focus on pa-
tient-centred research outcomes is the epitome of research that matters to patient, which is CRC’s core 
purpose since its origin.  This newsletter will also highlight the essence of any important research published 
by CRC in the last several months. Please do read the actual publications to discover more about the studies 
and their findings.

As we welcome Dr Shahnaz Murad as our new Deputy Director-General, I am reminded of the words of Ralph 
Nader, a well-known political activist. He said leadership is to produce more leaders, not more followers. Dr 
Ho Tze Ming of the Quality Assurance Unit in his interview for this issue, did highlight the lack of capable 
second liners in CRC. Perhaps, CRC need to intensify its efforts in developing and mentoring future leaders.

In our last issue, we featured the development of CRC Sarawak. Here, we look at how CRC Perak began and 
flourished. This is not merely an exercise in nostalgia. We hope their step by step development will inspire 
the newer CRCs to dream big. I am happy to report that we have three new CRCs this year, one each in Hospi-
tal Sultan Abdul Halim, Hospital Sultanah Fatimah, and Hospital Duchess of Kent. Our network grows to 30.

By the time we step into the last quarter of the year, CRC will be in the middle of its annual conference. The 
National Conference for Clinical Research travels to Kuching in late September this year. We look forward 
to a stimulating event in East Malaysia. Check out www.nccrconference.com.my for details on the talks and 
speakers. 

As this newsletter continues to evolve, our editorial team search for ways to keep the look fresh and the 
content engaging. We hope the CRCs will be very much part of this publication, and we welcome feedback 
and contributions. 

Thank you.

Dr Goh Pik Pin
Editor-in-Chief, CRC Newsletter

Congratulations Dr Shahnaz Murad

CRC wishes Dr Shahnaz Murad the very best in her role heading Malay-
sia’s National Institutes of Health. Prior to her appointment as the Deputy 
Director-General of Health for Research and Technical Support on 16th 
April 2014, Dr Shahnaz was the head of the Institute for Medical Research 
(IMR). With years leading the oldest MOH research institute, she comes to 
this position with detailed understanding of how research precedes good 
medicine.

As we look ahead into the next century, leaders will be those who 
empower others. —Bill Gates
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RESEARCH ILLUSTRATED

Can LDL-C lowering therapy help to improve vascular access 
patency in haemodialysis patients?

Number of vascular access occlusive events in patients for two types of 
vascular access of dialysis 

Involved approximately 5000 patients from two different trials: SHARP (The Study of Heart and Renal Protec-
tion) and AURORA (A Study to Evaluate the Use of Rosuvastatin in Subjects).

Source:
Herrington W, Emberson J, Staplin N, Blackwell L, Fellstrom B, Walker R, Levin A, Hooi LS, Massy ZA, Tesar V, 
Reith C, Haynes R, Baigent C, & Landray MJ on behalf of the SHARP Investigators. (2014). The Effect of Low-
ering LDL Cholesterol on Vascular Access Patency: Post Hoc Analysis of the Study of Heart and Renal Protec-
tion. Clinical Journal of the American Society of Nephrology, 2014:10.2215/CJN.10371013
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The association between activated Factor II (thrombin) and Xa and 
Time in Therapeutic Range (TTR) among Malaysians

on long-term warfarin treatment

Significant difference between levels of thrombin in 
patients with TTR ≥66% and TTR ≤ 66% (p=0.002) 

No difference between levels of factor Xa in patients 
with TTR ≥66% and TTR ≤ 66% (p=0.504)

TTR is used to evaluate the effectiveness of warfarin therapy. The value of 66% was the cut-off point as a TTR 
that is close to 66% is the standard for high-quality anticoagulation. 

This article is based on a cross-sectional study on 188 adult Malaysians who had atrial fibrillation and on 
long-term warfarin treatment. Results showed that thrombin levels may be valuable to show anticoagula-
tion status and to detect poorly warfarinised patients. New oral anticoagulation therapies that aim to reduce 
thrombin levels may benefit these patients. 

Source:
Lim MSH, Anchah L, Tiong Wn, Hwang SS, Ong TK, Sim KH, Fong AYY.  Thrombin and FXa plasma concentration 
levels in patients with atrial fibrillation on long term warfarin therapy. Asean Heart Journal, 2014:10.2215/
CJN.10371013
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This article is based on secondary data analysis of adults’ 
diabetes control and management registry on 30,427 
women, age 18 years and older, with type 2 diabetes mel-
litus who attended public primary health clinics. 

Women at reproductive ages had poorer glycaemic con-
trol compared to those at non-reproductive ages. Efforts 
to ensure glycaemic control is imposed on women of 
reproductive age who have increased health risk factors 
should be strengtened. 

 
Source:
Cheong AT, Lee PY, Shariff-Ghazali S, Bujang MA, Chew 
BH, Ismail M, Haniff J, Syed-Abdul-Rahman SA, Taher SW, 
Mat-Nasir N. (2013). Poor glycemic control in younger 
women attending Malaysian public primary care clinics: 
findings from adults diabetes control and management 
registry. BMC Family Practice, 14,188.

Being a 
Malay or 

Indian

Patients on 
anti-diabetic 

agentsRisk factors 
associated 
with poor 
glycaemic 

control among 
reproductive 

females.
Suboptimal 
control of 

cholesterol and 
triglyceride 

levels
Longer 

duration of 
diabetes

30427 females

21.8 % reproductive
females (18 to 49 years

of age) 78.2 % non-
reproductive females (50 

years and older)

Good glycaemic 
control, 12.5% Poor glycaemic 

control, 87.5%
Good glycaemic 
control, 18.0% Poor glycaemic 

control, 82.0%

Glycaemic control among females of reproductive 
and non-re productive ages with type 2 diabetes mellitus 

Proportion of females with diabetes and their glycaemic control

Females at reproductive age had poorer glycaemic control compared to female at non- 
reproductive age (OR 1.5, 95% CI = 1.2-1.8)
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THINK TANK

Research that looks into outcome of medical in-
tervention is crucial in health care performance 

monitoring. Differences in responses to medical in-
tervention is bound to happen due to differences 
in an individual patient’s genetic make-up, lifestyle, 
and personal choice of treatment. Thus, outcomes 
from drug treatment or surgical procedures need to 
be measured based on different criteria for different 
patients. 

To increase value of health care, the system will 
have to be redesigned in such a way that im-

proves outcomes that matter most to patients while 

Patient-centred 
Outcomes 

Research

reducing variation and the overall costs of care. The 
International Consortium for Health Outcomes Mea-
surement (ICHOM) is formed for this very purpose 
of transforming health care systems worldwide 
through a standardised way of measuring and re-
porting patient outcomes. 

No one outcome can suffice to measure a pa-
tient’s health. As a non-profit organisation, 

ICHOM’s goal is to develop a standard set of measur-
able outcomes for each of more than 50 conditions 
worldwide. To increase the value of health care, fo-
cus must be put on a set of meaningful outcomes 
that can be applied globally to improve the lives of 
individual patients. By measuring and reporting a 
standard set of outcomes, this also allows physicians 
to compare outcomes results across cultures, learn, 
and improve. Patient-centred outcomes research is 
the latest milestone in research methods (see fig-
ure). 

First large-scale randomised, controlled trial

Selected Milestones

Health Care Interventions & Delivery 
Strategies

Research Methods

Antibiotic agents; kidney dialysis; general anaesthesia; 
radiotherapy; first heart-pump machine; influenza vaccine; 
Pap smear to detect cervical cancer; cortisone; intraocular 

lens implants for cataracts

Cardiopulmonary resuscitation; kidney transplantation; 
vaccination against poliomyelitis; chlorpromazine for 

schizophrenia; Zeiss fluorescence microscope; 
antitubercular therapy; cardiac pacemaker; artificial heart 

valve; successful open-heart bypass surgery

Case-control methodology; Kaplan-Meier survival
estimator

Charnley’s hip replacement; coronary-artery bypass
grafting surgery; heart transplantation; oral contraceptive 

pill; prenatal diagnosis of Down’s syndrome

Explanatory vs pragmatic trial concept; data & safety 
monitoring; growth of observational research methods 
committees

Cure for some childhood cancers; neonatal intensive care;  
computed tomography; coronary angiography; quality 

measures in health care; ambulatory surgery; vaccinations 
against smallpox, measles, mumps, rubella & pheumonia

Cox-proportional-hazards model; meta-analysis; 
ascendancy of randomised, controlled trials; statistical 
stopping rules

Insulin therapies; thrombolysis; anti-hypertensive drugs; 
MRI; robotic surgery; permanent artificial heart implant; 

deep-brain electrical stimulation system; first laser surgery 
on the human cornea; hepatitis B vaccine

Propensity score; large, simple trials; prognostic models; 
growth of decision & cost-effectiveness analyses

Coronary stents; triple therapy for acquired immune 
deficiency syndrome; introduction of biologics; “physician 
extenders”; facial transplantation; hepatitis A vaccination; 

first rotavirus vaccine

Human Genome Project completed; drug-eluting stents; 
FDA guidance on patient-reported outcomes; minimally 

invasive surgery; human papillomavirus vaccine for
preventing cervical cancer

Evidence-based medicine; cumulative meta-analyses; 
reporting guidelines (CONSORT); ascendancy of registries; 
electronic health records; Markov chain Monte Carlo 
sampling for Bayesian inference

Trial registration (clinicaltrials.gov); comparative-
effectiveness research; implementation science; large-scale 
genomic research; reproducible research

Genomics; epigenomics; individualised medicine; 
health-information technology; emergence of telehealth; 

meaningful-use initiatives; Affordable Care Act

Patient-centred outcomes research

1940s

1950s

1960s

1970s

1980s

1990s

2000s

2010s
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UP-CLOSE WITH

In this issue, we get up-close and personal with Dr Ho Tze Ming, Head 
of Quality Assurance Unit of Clinical Research Centre.

On QA Unit 
Could you share with us the QA Unit’s history of 
inception and what has been achieved thus far?

The Unit officially started when I transferred from 
IMR to National Clinical Research Centre (NCRC) 
on 26 April 2013. So far we have collaborated with    
other Units in NCRC and have:

1. Revised and developed at least 23 research 
Standard Operating Procedures (SOPs) for CRC.

2. Submitted paper on establishment of QA Unit 
to the Public Service Department (also known 
as JPA).

3. Completed a retrospective study on the proces- 
sing time by MREC in approving Postgraduate 
MMed research in 2012.  This is the first study to 
map out the time taken at various stages from 
National Medical Research Register (NMRR) re- 
gistration to final Medical Research and Ethics 
Committee (MREC) approval.

4. Revised and developed SOPs for MREC.
5. Develop NMRR user and registration training 

programme.
6. Facilitated the revision of Good Clinical Prac-

tice (GCP) course materials and training of GCP 
trainers.

7. Applied and successfully obtained a Dasar Baru 
to improve quality of clinical research in MOH.

8. Guided MREC to successfully obtain recognition 

by FERCAP (Forum 
for Ethical Review 
Committees in the 
Asian and Western Pa-
cific Region).

9. Proposed a new framework for research appro- 
val that will shorten the approval timeline. A 
pilot study on this new framework will be con-
ducted for several months starting on 1 May 
2014.

10. Developed SOP for audit of hospital CRCs for 
compliance with the Director General of Health’s 
directive #4/2011 on the roles and functions of 
hospital CRCs. Audit has started and all 27 CRCs 
are expected to be audited before the end of 
September 2014.

11. Conducted training on NMRR user and research 
registration, NIH scientific review, translation of 
NCRC SOPs to Hospital CRC (HCRC) SOPs, and 
preparation of Sasaran Kerja Tahunan.

12. Managed ISO certification undertaking leading 
to successful certification of NCRC on 14 Febru-
ary 2014.

What are the challenges in accomplishing the 
Unit’s tasks in regard to:

•	 Implementing quality systems?

Improving quality of operations and management 
is being done on an ad hoc basis in NCRC. No staff 
in QA Unit has received formal training in quality as-
surance and quality improvement. There is no base-
line measurement of operational and management 
quality and it is difficult to conclude that interven-
tions implemented has any significant impact.

•	 Implementing research SOPs?

The first training on adapting NCRC SOPs for use by 
hospital CRCs was conducted on 17 April 2014. The 
HCRCs were instructed on the essentials for adap-
ting the SOPs but there were some HCRCs that ex-
pected the QA Unit to have adapted SOPs ready for 

There’s more to Quality 
Assurance than you think
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them. This was in spite of repeated statements that 
QA Unit NCRC is not able to provide adapted SOPs 
as the management and operational systems differ 
from one hospital to the next. Currently there is no 
plan to monitor the adaptation of the SOPs.

•	 Developing SOPs?

The QA Unit is thankful that the previous CRC Direc-
tor had developed many research SOPs. However 
it is believed that those 
SOPs were for NCRC use 
in the conduct of tri-
als and since they were 
developed, there have 
been many changes to 
research procedures for 
conducting trials in the 
MOH. The QA Unit thus 
started to revise those 
SOPs to be more in tune 
with current practices. It 
was slow going at the be-
ginning as none of us in 
the Unit is a trialist [sic]. 
SOPs that were revised 
or developed by the Unit 
had to be validated by a 
few CRC Heads.

What are the current or 
future projects the QA 
Unit is working on or 
will be working on?

Currently we are busy 
with auditing HCRCs 
and will need to propose 
approaches to address 
common issues in these 
HCRCs. We are also overseeing the conduct of the 
pilot study on the new framework for research ap-
proval and developing and revising NCRC and MREC 
SOPs. The Unit is looking at developing training pro-
grammes in Good Research Practices for clinical in-
vestigators and this will probably be the next thing 
we will be working on.

What do you think is (are) the common miscon-
ception(s)/misunderstanding(s) that the rest of 
the CRC have about your unit?

We have not come across any major misconceptions 

or misunderstandings yet. As stated above, some 
CRCs expect QAU to adapt NCRC SOPs for them. 
Some CRCs fail to understand that SOPs, guidelines, 
policies, etc., introduced by QAU are and have to be 
generic and do not necessary fit the current practi- 
ces in some HCRCs.

A problem faced is the increasing demand for ser-
vices of QAU by the CRC Director beyond what QAU 
can cope with the current staff’s capability and 

capacity.

On SOP
How do we identify 
which areas need to have 
SOPs and which do not? 
Are there other ways to   
monitor SOP implemen-
tation besides auditing? 

In a way the need for re-
search SOPs mirrors the 
need for work procedures 
to be stated in our fail 
meja and manual prosedur 
kerja. The SOPs are needed 
if the procedures are com-
plicated. If a procedure is 
being handled by an indi-
vidual alone and unknown 
to other staff, then a SOP 
may be needed in case of 
staff turnover, depending 
on the complexity of the 
procedure. If a procedure 
is simple then perhaps a 
flowchart may be more ap-
propriate than a detailed 
SOP.

What are the available SOPs which have been 
submitted or will be submitted?

List of SOPs is too long to mention here. At present 
four SOPs have been distributed and another 23 
SOPs are to be finalised and verified before distribu-
tion.

On Audits
Could you share some of the shortfalls or good 
findings of audit and the lessons learnt?
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The reception and cooperation given to the audit 
team is very encouraging. All CRCs audited demon-
strate the correction perception that the audit is 
not so much just a fault finding mission but one of 
an independent view of the operations of the CRC 
with the intention to improve these operations. 
However there are also some shortfalls, for exam-
ple, many CRC Heads were not present during the 
discussions and thus CRC representatives’ respons-
es to important queries 
may not be representa-
tive of the Heads’ views. In 
spite of notification stating 
clearly the documents re-
quired during the audit, 
some CRCs were not pre-
pared leading to delays in 
producing the documents 
during the audit. The 
CRCs follow the Malay-
sian Society for Quality in 
Health (MSQH) filing sys-
tem required by the hos-
pital quality unit which is 
different from the official 
government system. There 
is no numbering of do- 
cuments in files although 
the number is available 
in softcopies of file index. 
This complicates retrieval 
of documents.

What are the common 
findings – and could you 
provide some practical 
recommendations for 
improvement?

There are a number of 
common findings but no recommendations for im-
provement can be suggested yet as most concern 
policy matters that need to be discussed centrally 
first. Please note that not all of these findings are 
common to all CRCs. 

•	 CRC	 not	 considered	 a	 critical	 service	 or	 a	
part of the hospital. This affects request of CRC for 
permanent administrative and clinical staff, equip-
ment, operating budget and working space.

•	 There	 are	 no	 clerical	 staffs.	 CRC	 Manager	
and other officers have to perform clerical tasks that 

eat into the time for their core duties.

•	 No	 GRP	 course	 has	 ever	 been	 conducted.	
The NCRC is looking at developing a GRP training 
programme to be used by all CRCs.

•	 The	 CRCs	 do	 not	 have	 a	 mentoring	 pro-
gramme for hospital staff interested in research.

•	 Many	 consultations	 provided	 especially	
over the telephone are not recorded. There is thus 

no evidence of this im-
portant contribution of 
CRC towards enhance-
ment of clinical research.

•	 There	 is	 no	 list	 of	
essential trainings for 
CRC staff relevant to their 
duties. No training plans 
have resulted in ad hoc 
training as and when the 
CRC receives announce-
ment of courses, etc. 

•	 Lack	 of	 research	
leadership from hospi-
tal directors and State 
Health Directors.

•	 Most	 databases	 of	
specialists in the hospi-
tal interested in clinical 
research do not have or 
contain no links to infor-
mation on their research 
experience and history 
of publications. Perhaps 
it’s time to consider a na-
tional register of clinical 
investigators in Malaysia 
that can be accessed by 

sponsors.

Could you share with us a take home message on 
the role that you play as the head of QA unit?

The middle and lower ranks of staff in NCRC and 
most HCRCs are young and need good leaders to 
sharpen their administrative and management 
skills. In my short time in NCRC, I have provided as 
much guidance as I can but almost every day new 
challenges and issues arise. The lack of capable se-
cond liners is worrying and I have little time left in 
service to help to guide them.
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CRC IN RETROSPECT

The 

E V O L U T I O N
of C L I N I C A L
R E S E A R C H
CENTRES in

P E R A K
TIMELINE

CRC Ipoh was renamed CRC 
Perak to reflect its major 
role in clinical research in 
the state of Perak.

CRC Ipoh is 
the 2nd CRC 
to be estab-
lished in the 

country, after 
CRC HKL. It 

was located 
on the 9th 

Floor of the 
main hospital 

building.

March
01 20

01

CRC 
moved 
to new 

premises 
on the 4th  

floor of the 
Ambula-
tory Care 

Centre.

20
0606

20
0707

From 
old

THEN
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The present CRC Perak team under the 
leadership of  
Dato’ Dr Amar Singh HSS

NOW

To new

NOW
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10 years
laterTwo
Additional
Clinical 
Research
C E N T R E S 

in Perak

The East Wing of 
the CME Build-
ing of Hospital 

Taiping was 
renovated to 

provide various 
facilities for 

clinical research 
activities.

Official 
opening of 

CRC Hospital 
Taiping by the 

Perak State 
Health Direc-

tor, Dato’ Dr 
Hjh

Noordiyanah 
binti Haji 

Hassan.

April
11 20

11

CRC Hospital 
Taiping was 
established. 

4 officers 
formed the 
pioneering 

team headed 
by  Dr G.R. 

Letchuman 
Ramanathan.

July
11 20

11
20

12

Sept
12
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CRC Hospital Seri Manjung 
was set up in one of the Hosp 
quarters – the 3rd CRC in 
Perak.

The CRC team in Hospital Seri 
Manjung under the leadership 
of Dr Lee Li Yuan.

Upgraded 
facilities in 
CRC Hos-
pital Seri 
Manjung

20
11

20
12

NOW

NOW
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UPCOMING EVENTS

8th National Conference for Clinical Research (NCCR) 2014
Date: 30 Sept – 2 Oct 2014
Venue: Four Points by Sheraton, Kuching, Sarawak
Theme: Research That Matters

NIH Scientific Seminar in conjunction with NIH Research Week
Date: 17 – 21 Nov 2014
Venue: Institute of Health Management, Bangsar
Participants: Open to all Ministry of Health staff  
Registration fee: RM 200

Workshops and Research Clinics: Research Highlight, Qualitative Research, Systematic Review, Critical
Appraisal, Research Methodology and Statistics, etc
Display of posters presented in previous seminars, food and trinkets stalls.

The NIH Scientific Seminar will be officiated by YB Datuk Seri Dr Subramaniam Sathasivam, Minister of Health 
Malaysia. There will be a Poster Competition where five best abstracts will receive attractive prizes and
Certificate of Recognition. Abstracts must not have been presented anywhere before.

Critical Appraisal Workshop 
Date: 21 November 2014 
Venue: Bilik Kristal, Institute of Health Management, Bangsar
Registration fee: Free

In conjunction with NIH Research Week, CRC will be conducting a Critical Appraisal Workshop.
Only 30 seats are available on a first come first served basis. Pre-registration is highly encouraged.

What’s new in crc.gov.my?

CRC Website
Check out the new CRC website after its makeover!

Publications
Visit http://www.crc.gov.my/journal/ for a list of latest publications by CRC staffs.
Also check out our Top 10 publications here: http://www.crc.gov.my/crcs-top-10-publication/
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1AWARDS & PROMOTIONS

Congratulations to Clinical Research Centre for:
•	 Achieving SIGNIFICANTLY EXCEED TARGET (ST) for “KPI HRMIS Ketua Jabatan” Year 2013. A certificate 

was awarded by the Deputy Secretary-General (Management) Y.Bhg Datuk Hasnah bt Haji Saleh on 25 
June 2014

•	 Receiving the ISO 9001:2008 certificate for successfully implementing and maintaining Quality Man-
agement Systems in Management of Clinical Research. This certification is valid from 14 February 2014 
to 13 February 2017

Congratulations to our CRC staff:
•	 Mr Mahadevan Deva Tata for his appointment as new Head of CRC Hospital Tuanku Ja’afar, Seremban

•	 Dr Muralitharan Perumal for his appointment as new Head of CRC Tengku Ampuan Rahimah, Klang

•	 Mr Lai Wei Hong for his promotion from Grade Q41 to “Pemangkuan” Grade Q44 in NCRC effective 12 
May 2014

•	 Mrs Delarina Frimawati binti Othman Aduh from CRC Kedah for being promoted from Grade Q44 to 
Probation Grade Q48 effective 12 May 2014

New Clinical Research Centres:

Hospital Head of CRC
CRC Hospital Sultan Abdul Halim Mr Vijaya Kumar Suppan
CRC Hospital Sultanah Fatimah Dr Noorizan Yahya
CRC Hospital Duchess of Kent Mr Lai Chung Ket“

EDITORIAL TEAM

Contact Us
Clinical Research Centre
Level 3 Dermatology Block Kuala Lumpur Hospital
Jalan Pahang 50586
Kuala Lumpur, Malaysia
Phone: 603-2692 4249 / 603-2691 1486 / 603-2698 0310
Fax: 603-2691 1682

Email: contact@crc.gov.my
Website: http://www.crc.gov.my
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Dr Goh Pik Pin
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