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Speech by Director-General of Health  

Tan Sri Datuk Dr. Mohd Ismail Bin Merican at the Launch of the Network of CRCs  

on 6 April 2007 in Hospital Pulau Pinang. 

________________________________________________________________________ 

Good afternoon everyone! Thank you for making time to join us as I understand that 

some of you have traveled far to be here today. Today’s event is especially important to 

me because it is the official launch of the Network of Clinical Research Centres (CRC) as 

a “One-Stop-Centre” for clinical trials to be undertaken in the Ministry of Health.  

Having recently made provocative statements to slash red tape to attract more clinical 

trials to Malaysia, this occasion paves the way for open discussion on how we can deliver 

on this promise. 

 

As a central contact point, the 14 CRCs, at least one in each state, will currently facilitate 

access to the more then 50 well equipped general and district hospitals and more then 100 

health clinics as potential sites for clinical trials. In future, we hope this network will 

extend to more hospitals and clinics under the MOH. As I see it, if the problem is merely 

red-tape, I am sure there are ways we can improve approval procedures to avoid 

unnecessary delays. However, there are deeper problems then bureaucracy that we have 

to confront, and that is fear, most often rooted in misconceptions about clinical trials. 

 

In developed countries, patients willingly participate in clinical trials because they view 

this as a means for researchers and pharmaceutical companies to develop new and 

improved therapies for human diseases. Many of them also volunteer for certain clinical 

trials as a way for them to gain access to new experimental medications for their disease 

when all other treatments have been exhausted. 

 

Clinical trials are only a small part of the research that goes into developing a new 

treatment but is a vital step as it is a means to learn whether the drug or medical device is 

safe and effective in human patients before it can be sold to the general public. Many 

more may not realise that stringent monitoring and regular audits are carried out by 
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international regulators to ensure credible and authentic data as well as to safeguard the 

rights of participants in clinical trials.  

 

To conduct clinical trials involving human subjects in any country, including Malaysia, 

there are lengthy procedures for obtaining approvals that has to be followed that involves 

the Drug Control Bureau, and the Medical Research Ethics Committee among others. In 

addition, compliance with international Committee on Harmonization (ICH) and Good 

Clinical Practice guidelines in recruiting trial sites and enrolling patients that is essential 

for credible and authentic data.  

 

As drug development is a long and costly process, pharmaceutical companies strive to 

reduce cost and shorten timelines by outsourcing clinical trials to contract research 

organisations (CRO). In turn, CROs are turning to Asia, where 80 per cent of the 6.4 

billion world population live, in search of easier recruitment of patients and a cost saving 

of 30-50% to do clinical trials. The ten nations of ASEAN that includes Indonesia, 

Malaysia, the Philippines, Singapore, Thailand, Brunei Darussalam, Vietnam, Laos, 

Myanmar, and Cambodia already comprise more then 500 million people.  

 

A report by Frost and Sullivan estimates that in 2006, the global CRO market is worth 

USD10 billion dollars and has potential to increase to about USD20 billion by 2009. 

Frost and Sullivan also estimate that most of the world’s 1,500 Contract Research 

Organization (CROs) are small niche players that specialize in short-term projects, while 

about 20 are large, global-reaching CRO’s with revenues of at least $50 million annually. 

It is interesting to note that most China based CRO’s have emerged from joint ventures 

with western companies while India’s R&D institutions have established good 

foundations for future ventures with CROs.  

 

As a “One-Stop-Centre”, the CRC will provide services that include a single point of 

contact for sponsors to facilitate the recruitment of qualified clinical investigators and 

trial sites. The One-Stop-Centre offers services that include single instead of multiple 

research agreements, GCP training, GCP certified investigators, qualified nurses as 
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research coordinators and insurance coverage if required. With the CRC as a “One-Stop-

Centre”, excellent hospital infrastructure, a large multi-ethnic population and strong 

government support, Malaysia is well-positioned as a serious competitor in the region.  

 

In addition, strong links with global CROs will boost our own expertise in the drug 

development process as we progress further into biotechnology. In the US, lawmakers are 

deliberating a new law that may make clinical trials mandatory for generic versions of 

biologic drugs to be approved by the Food and Drug Administration (FDA). This is a 

matter that we need to look into as it will impact on Malaysia’s current focus on natural 

products, vaccines and biologicals.   

 

Malaysia’s rich biodiversity of medicinal plants, marine life, and tropical crops gives us 

an edge in medical biotechnology. If we are to attract international CROs to consider 

doing their clinical trials in Malaysia, there needs to be better cooperation between the 

key stakeholders such as pharmaceutical companies, research institutions (public and 

private), R&D facilities, funding agencies, and educational institutes. Despite having a lot 

to offer, CROs do not seem to know much about Malaysia as a site for clinical trials. We 

need to examine the reasons for this and I hope that you will share your views at the 

industry dialogue later this afternoon. 

 

A recent report on Conducting Clinical Trials in Asia published online by Pacific Bridge 

Media in March 2007 (http://www.pacificbridgemedical.com) places Malaysia among the 

Tier Three countries doing clinical trials in Asia alongside India, China, Indonesia, the 

Philippines, and Thailand. These countries provide clinical trial services at a relatively 

high level of quality and generally at lower cost than in Japan or the West. The aim for us 

now is to examine ways to improve our standing to be on par with Tier Two countries 

such as Taiwan, Singapore, Korea and Hong Kong. The countries have managed to 

attract CROs to establish offices there.  

 

In fact, Malaysia has managed to attract clinical trials based on the good reputation of 

individual clinicians and institutions. Clinical trials may be conducted in private hospitals 
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and medical teaching hospitals such as Universiti Malaya Medical Centre and Hospital 

Universiti Kebangsaan Malaysia. Currently there is not much coordination or data on 

clinical trials done outside the Ministry of Health. If Malaysia is to market itself as 

clinical trials hub, there needs to be a serious look at all comparative studies and evidence 

based research at all levels of preclinical and clinical stages done within the country.  

 

This year, the Ministry of Health plans to roll out the National Medical Research Register 

or NMRR, and will eventually make it compulsory for every trial to be registered online. 

This will in effect create a database that will give the pharmaceutical industry access to 

expert clinical researchers, the number of trials conducted and how many have been 

completed. The NMRR is currently undergoing pilot testing by the Clinical Research 

Centre and when fully implemented will be extended to include the National Institutes of 

Health and the MREC for approval. We also anticipate that in future all clinicians 

involved in clinical trials in the country, whether in the private hospitals or teaching 

hospitals, to register on the NMRR as means for us to coordinate efforts and to keep 

informed.     

 

In line with the Ninth Malaysia Plan, it may be that a multi-pronged approach is required 

to develop Malaysia into a regional Clinical Trials Hub. Some of the issues that we can 

explore today include: 

 

(i) The need to introduce new legislation or reviewing existing ones in order to 

facilitate the approval process, management of finances and protection of 

Intellectual Property Rights. 

 

(ii) The use of the information and communications technology to increase 

efficiency in conducting clinical trials and create a database of clinical 

investigators and research undertaken in the country. 
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(iii) The need for specific Human Resource Development strategies to build up a 

pool of experienced healthcare professionals such as doctors and nurses who 

are trained and committed as clinical investigators and site coordinators. 

 

(iv) The need to undertake more public awareness and education programmes to 

inform professionals and consumers on the safety of clinical trials that are 

properly regulated and monitored. 

 

(v) The need to strategize the marketing of Malaysia as a regional Clinical Trials 

Hub in line with other Government campaign to promote Malaysia, Truly 

Asia as a clinical trial destination. Malaysia’s multi-ethnic population of 26 

million is in itself an attraction. 

 

(vi) The National Ethics Board to be established under the Ninth Malaysia Plan 

should also monitor compliance with ethical standards of biomedical and 

clinical research with regard to safeguarding the dignity, safety and wellbeing 

of patients. 

 

(vii) To consider the setting up a multi-disciplinary body regulating healthcare 

products such as Singapore’s Health Sciences Authority (HSA) that, among 

others, coordinates approvals for clinical trials as well as to conduct 

continuing reviews of clinical trials and to monitor adverse events.  

 
Today, we have gathered representatives from the pharmaceutical industry, from regional 

CROs and from the Ministry of Health in the hope that the issues we deliberate on today 

will form the basis of developing Malaysia into a clinical trials hub. As stakeholders that 

have much to gain from this industry, let us put our heads together to find solutions that 

will help us achieve the objective of making Malaysia the regional Clinical Trails Hub. 

 

 Thank you.  

 
 


