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Paving the Way for a Robust Research Ethics
Review Structure in Malaysia

Introduction

The foundation of good research is built on sound ethical
principles, which require a good rationale, a solid methodology
and proper consideration of the important ethical issues that
may arise from the research. The main task of research ethics
committees is to ensure the above principles, so all research
involving human subjects will have an adequate protection of
their dignity, rights and safety.

With over 30 years’ experience in clinical research, Malaysia has a
well-established and experienced ethics and regulatory infrastructure.
There are 13 recognised research ethics committees/institutional
review boards (RECs/IRBs) in Malaysia, each responsible for the
ethical review of research proposals involving human participants
conducted at their respective institutions. The Medical Research
Ethics Committee (MREC) within the National Institutes of Health
(NTH), which is part of the Ministry of Health (MOH) Malaysia,
reviews all clinical research protocols involving any of MOH facility.
The majority of public universities and a few private institutions
have their own REC/IRB and for institutions that do not have their
own REC/IRB, the ethics application is sent to any of the recognised
RECs/IRBs. In the case of multicentre research proposals, making use
of facilities of different institutions, ethical approval is obtained from
each of the institutions involved in the research.

In an attempt to increase the capacity and quality of ethical review
of research proposals involving humans, and to streamline and
harmonise the processes of the various IRBs/IECs in Malaysia, the
Network of Ethical Review Committees in Malaysia (NERCIM) was
established in 2015. This article aims to lay out the current challenges
faced by various research ethics committees in the region, detailing
the current Malaysian ethical and review landscape, and present
NERCIM as a proposed way forward to address these issues.

Challenges Faced with Research Ethics Committees in the Asia-
Pacific Region

While ethics review and all processes involved in it seem to be quite
uniformed and harmonised for many of the high-income countries,
it is just not feasible to adopt all of their processes especially, when
factoring in the protection of populations in many low- and middle-
income countries in our region. Basic differences in accessibility to
healthcare facilities and drugs are quite notable between countries,
and even between provinces within many countries. There are also
significant gaps in the education, let alone health awareness and
commitment to a healthy lifestyle.

On top of the difference in needs between the low- and middle-
income countries versus the high-income countries, many of the
countries in the region still experience a certain lack of capacity to
conduct high-quality ethical review of complex research proposals, often
causing unnecessary delays in the start of international projects and
sometimes depriving their institutions of good research opportunities.

Studies of existing research ethics committees (RECs) within
different countries across the region pointed out some pertinent

issues which are listed in Table 1.5 A selection of these issues
will be discussed for the Malaysian REC landscape in the next
section.

Challenges within research ethics committee frameworks from various countries in the
Asia-Pacific region'®
e Inappropriate composition of committee
o Primarily consisting of medical and scientific reviewers
o Experts that may not cover all necessary specialties
o Under representation from the public (lay persons), legal profession,
younger members and/or female population
o Inclusion of administrators in institutional and private hospital committees
and, directors/heads of related departments
Lack or insufficient expertise on ethical issues
Lack of importance placed in capacity building exercises
Insufficient resources to operate the RECs
Inactive/inconsistent participation of members
Not completely independent especially private and institutional RECs that are
funded by their own institution
e Lack of standardised standard of operating procedures (SOPs) among the different
RECs within a country that leads to variations in practice between institutions
e Infrequent meetings leading to delays in the overall timelines of clinical trials

Table 1: Various challenges faced by countries within the Asia-Pacific region involving the
structure and operations of research ethics committees.

The Current Malaysian REC Landscape

Malaysia developed its first Good Clinical Practice (GCP) guidelines
in 1999° based on the ICH-GCP, as the country prepared to launch
itself into the international clinical trial environment. Since then,
the country has continuously built up its capabilities, resources
and experiences, ensuring that Malaysia has a firm footing in the
international clinical trial sphere.5"®

In 2007, MOH issued a directive that requires all RECs/IRBs
approving drug-related clinical trials to be registered with the
National Pharmaceutical Regulatory Agency (NPRA), which is the
secretariat of the local drug control authority (DCA).! The aim was
to allow the NPRA to audit and monitor these RECs, ensuring that
it complied with the Malaysian GCP, regulatory requirements and
other established guidelines. The NPRA practices a three-yearly
visit to all recognised RECs/IRBs, including those who applied
for first-time recognition. They give feedback and demand proper
actions before recognition is given and, as such, they contribute
in a major way to the capacity and quality of the ethical review
processes in Malaysia.

While most RECs/IRBs in Malaysia tend to have quite a
balanced composition in terms of representation of the speciality,
gender representation as well as medical, scientific and layperson
reviewers, the variety of research projects presented to individual
committees is large and not all committees may have enough
experts to cover some of the specialised areas and research methods.

While it is not bad to have a decentralised structure of different
committees making important decisions for their own institutions
and subsequently ensure the post-approval processes for their
own researchers, harmonisation of the review process among the
different committees is a desirable aim. A study by See in 2018
showed that even though all recognised RECs/IRBs in Malaysia
were compliant to the Malaysian GCP, there was a large variation
in referral to other documents in operational procedures, especially
with regard to the review process.
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Network of Ethical Review Committees in Malaysia (NERCIM):
The Way Forward

In 2013 and 2014, respectively, two Malaysian RECs/IRBs,
MREC and the REC of University of Science Malaysia (JEPeM)
obtained recognition from FERCAP (Forum for the Ethical Review
Committees in the Asian and Western Pacific Region), a voluntary,
paid membership organisation that was established in 2000.
FERCAP is a regional forum within the SIDCER (Strategic Initiative
for Developing Capacity in Ethical Review) programme and aims
to assist and assess the regional RECs’ compliance to international
ethics guidelines and local regulatory requirements. In the process,
they build up the capacity of their member RECs to deliver good-
quality ethical reviews.

Existing (2010—2020) strategic objectives of FERCAP include
creating a network between different RECs at national, regional
and international levels to promote and facilitate training, sharing
of common values and goals and, to offer accreditation to RECs by
continuous monitoring and evaluation processes.?

In 2015, MREC and JEPeM decided to initiate the formation
of a Malaysian national network of ethics committees, named
NERCIM (Network of Ethics Review Committees in Malaysia),
following the examples set by established national networks from
the Philippines (Philippine Health Research Ethics Board) and
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India (Forum for Ethics Review Committees in India ), which had
achieved successes in harmonisation and organisation of their own
local RECs/IRBs. It was the aim of NERCIM to share the beneficial
experiences of getting FERCAP recognition with other committees
and to harmonise the review processes (including the post-approval
processes) among all RECs/IRBs in Malaysia.

As an informal network, NERCIM operated with biannual
meetings jointly organised by MREC and JEPeM. The meetings
consisted of an educational event regarding ethics review of various
topics, followed by closed-door meetings where common issues and
the opportunities for joint educational events and the potential to
come up with common guidelines were discussed. Clinical Research
Malaysia (CRM), a government body created with the objective
of supporting the creation of a robust clinical trial ecosystem in
Malaysia, has supported the efforts of NERCIM and has contributed
to NERCIM in the planning of the content of the educational
meetings and logistics arrangement.

NERCIM'’s main objective still focuses on capacity-building
exercises such as providing training and sharing of experiences
with an aim for individual local RECs to evolve in their processes
to harmonise processes amongst them. While individual RECs
can maintain some form of autonomy in their review processes,
SOPs according to the format and guidelines of FERCAP have been
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recommended and the newer RECs have been encouraged to attend
training sessions for FERCAP recognition. One of the achievements
of the discussion was an informal agreement to expedite reviews of
proposals that already got approval from other committees.

NERCIM offers a platform for local FERCAP members to
share their experiences and knowledge gained being part of the
organisation, as not all RECs in the country have the available
resources to become members of the FERCAP. Following the
establishment of NERCIM, two additional RECs in Malaysia
were recognised by FERCAP, joining the likes of MREC and
JEPeM.

In the beginning of 2019, the process to formalise NERCIM as
an association was undertaken. The concept in forming a registered
association comprising RECs across the country, through voluntary
application, is to provide an official platform for Malaysian RECs
to increase capabilities and facilitate opportunities to overcome
current shortcomings. Other than providing training and experience
sharing among more established RECs, the platform could guide
newer RECs, as more hospitals and universities with medical
schools begin to participate in clinical research.

NERCIM members are also discussing the possibility of
enhancing collaboration between RECs/IRBs. A first step, a work in
progress at the time of writing this article, is a collaboration between
MREC and a university-based IRB. A very good thing would be the
establishment of a joint review board with representation of most
stakeholders involved for protocols of studies being conducted in
MOH and this university’s facilities. This would effectively cut
short unnecessary time and resources as experienced with current
practice.

All drug-related trials conducted in Malaysia require ethics
approval from each investigation site involved before a Clinical
Trial Import Licence (CTIL) and Clinical Trial Exemption (CTX) is
released by the NPRA. If a joint review board could be established,
that meets at least once per month, most of the large industry-
sponsored trials that malke use of the facilities of several institutions
may be granted approval within a period of 30 to 45 working days,
without the need to get approvals from each and every individual
REC/IRB. This may make the review process of higher quality, more
efhicient and more timely.

Conclusion

Through the initial steps initiated by RECs across Malaysia with
the formalisation of NERCIM, Malaysia takes another step in
its effort to firmly entrench its standing within the international
clinical trials environment. Continued efforts to streamline and
ensure the adherence to international standards will facilitate and
speed up the ethical approval process by all IRBs/RECs of the
research active institutions. Setting up of a national committee for
industry-sponsored RCTs seems to be achievable in the long run.
It will require a lot of discussion and flexibility on the part of all
institutions involved.
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