Brief reports

Research ethics and ethical review committees in Sri Lanka:

a 25 year journey
VHW Dissanayake’, RD Lanerolle? and N Mendis?

(Index words: Institutional review board, National Ethics Committee, bioethics, guidelines)

In 1981, the Facuhy of Medicine, University of
Colombo, became the first institution in Sri Lanka to estab-
lish an institutional Ethical Review Committee (ERC).

Introduction

The aim of this article is to give an overview of the
status of biomedical research ethics in Sri Lanka. It is
confined to activities of statutory bodies and established
institutions in Sri Lanka, because only these could have
any meaningful long term impact on the ethical conduct
of biomedical research in the country.

The first committees for ethical review of scientific
research in Sri Lanka, were set up in some of our med-
ical schools in the early 1980s. In spite of this early
beginning, an editorial in the Ceylon Medical Journal
(CMJ) in 1988 lamented: “It is a melancholy fact that
there is a singular lack of awareness on the ethical
review mechanism for human research conducted at the
institutions in the Ministry of Teaching Hospitals and
the Ministry of Health” [1].

The foundation for ethical conduct is enshrined in the
culture of our country because Buddhism, the religion of
the majority, emphasises a positive approach to ethics;

Buddhist morality lays much emphasis on the necessity of
cultivating wholesome character traits for the well-being
of the individual as well as of the society [2,3]. What was
required perhaps was to put in place and strengthen mech-
anisms for ensuring ethical conduct in research, which the
author of the above mentioned CMJ editorial himself ini-
tiated in 1991, through the National Science Foundation
(NSF) of Sri Lanka, then called the Natural Resources
Energy and Science Authority (NARESA) [3].

National ethics committees

An unofficial committee, set up in 1991 at the
NARESA, drew up draft codes for scientific research,
animal experimentation, biomedical research on humans,
and social sciences research [3]. They were discussed in
detail at a workshop held in 1992 by NARESA and pub-
lished for “dissemination for wider consideration by the
scientists” [4]. But these never received wide acceptance,
nor did it lead to the establishment of an apex national
ethics committee as envisaged at that time.

Since then, several organisations at national level
have taken the initiative to set up “ethics committees”.
They are summarized in Table 1. Some of them are

Table 1. Ethics committees of national level organizations

Institution

Committee name, year established

Main activities/outputs

Sri Lanka Medical Association
(SLMA) http://www.slma.lk

Sri Lanka Association for the Advancement
of Science (SLAAS) http://www.nsf.ac.Ik/slaas

Ethics committee, 1992

Ethics committee, 1996

Information available on the website.

Information available on the website.

Ministry of Health http://www.health.gov.1k National Health Research Council One of the functions of the NHRC is
(NHRC) to promote research ethics.
Functioning under the Education,

Research and Training Division, 2000

National Science and Technology
Commission (NASTEC) http://www.nastec.lk

National Science Foundation of

Study Group IX, 2000 to 2003

National Bioethics Committee

Publication of “New genetics and
assisted reproductive technologies in
Sri Lanka—a draft national policy
on biomedical ethics” [5].

Information available on the website.

Sri Lanka (NSF) http://www.nsf.ac.lk (NBC), 2002
Sri Lanka Medical Council (SLMC) Assisted reproductive technologies Publication of a “Provisional code of
http://www.slmedec.lk guidelines committee, 2004 practice for associated reproductive

technologies™ [6].

'Secretary, 2Member, *Chairperson, Ethical Review Committee, Faculty of Medicine, University of Colombo.

Correspondence: VHWD, e-mail: <vajirahwd @ hotmail.com>

2006 and accepted 28 May 2006.

110

(Competing interests: none declared). Received 27 April

Ceylon Medical Journal




Brief reports

standing committees that continue to function, whereas
others are commitiees set up at various times to deal

There is awatchful eﬁxcslobbyalsol.hat:s eagerto stepin

when ethical boundaries are transgressed [7]. The number
of ethics committees has led to overlap and duplication of
effort among the committees, especially when some insti-
tutions such as teaching hospitals come under the purview
of both University and Hospital ERCs. Researchers are
often baffled as to whom they should submit their work,
and confused by the fact that ethical approval has often
to be sought from more than one committee.

The ERC of the Faculty of Medicine, Colombo
undertook a review of ERCs in Sri Lanka in 2005 and a
directory based on this review has now been published
[8]. A summary of this information is given in Table 2.

Bioethics education

Medical education, based on a western system of
allopathic medicine was established in Ceylon in the
year 1870 with the setting up of the Colombo Medical
School (currently the Faculty of Medicine, University of
Colombo), the second oldest medical school in Australasia.
It is not clear when ethics became a part of the medical

. Pommnc Medicine. In the early 19905 it was recognised

curriculum in this medical school, the only one in the
country for the next 90 years.

Medical ethics, in Sri Lankan medical schools, was
traditionally taught by members of the Departments of

uiatcumculmn,lttookﬂleopponumtyfbraoomplete
overhaul of its ethics curriculum broadening its scope to
include even ethics of new genetics and assisted repro-
ductive technologies, while emphasizing on the core
principles of ethics. It is likely that such input may have
contributed to shaping the attitudes of future doctors in
their early days in medical school towards issues that
have ethical implications [11].

In spite of these developments in the undergraduate
curriculums, postgraduate curriculums hardly deal with
ethics. To fill this void the ERC of the Faculty of Medicine,
University of Colombo conducted a successful series of
ethics workshops for paediatric postgraduate trainees in
2005, with funding from the World Health Organisation
(WHO). It is hoped to expand this programme to other
training programmes of the Postgraduate Institute of
Medicine, because it is the sole institution responsible for
awarding all postgraduate degrees and diplomas accept-
able to the Ministry of Health.

Bioethics legislation/guidelines

The existing provisions in Chapter III of the Consti-
tution of the Democratic Socialist Republic of Sri Lanka

Table 2. A list of institutional ethical review committees in Sri Lanka

Institution Year established
Faculty of Medicine, University of Colombo, Colombo 1981
Faculty of Medicine, University of Peradeniya, Peradeniya Early 1980s*
Faculty of Medicine, University of Ruhuna, Galle 1984
Faculty of Medicine, University of Jaffna, Jaffna 1985
Postgraduate Medical Centre, Kandy 1992
Faculty of Medical Sciences, University of Sri Jayewardenepura, Nugegoda 1994
Faculty of Medicine, University of Kelaniya, Ragama 1995
Faculty of Dental Sciences, University of Peradeniya, Peradeniya 1995

Sri Lanka Medical Association 1999
Medical Research Institute, Colombo 2000
Lady Ridgeway Hospital for Children, Colombo 2002

Sri Lanka College of Paediatricians 2002

Sri Jayewardenepura General Hospital, Nugegoda 2003
National Hospital of Sri Lanka, Colombo 2004
Colombo South Teaching Hospital, Kalubowila 2004

*Has been functioning as the research and ethics committee, until a separate ethics committee was formed in 2003
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that deals with Fundamental Rights [12] provide a firm
foundation for further provision to be made by law for
ethical conduct of research in Sri Lanka. Successive Sri
Lankan governments have enacted legislation to what they
perceive as emerging ‘threats’ in the field of medicine
emanating from the introduction of new medical tech-
nologies to the country, Provisions in such legislations,
although not primarily intended to ensure ethical conduct
of research, may do so indirectly. The Transplantation of
Human Tissues Act is one example [13].

Bringing about new legislation to cover other broader
areas of research however is not an easy task. The devel-
opment of guidelines for researchers by an apex organi-
sation, such as the NSF, has been advocated, to overcome
that handicap and to promote ethical conduct of research.
The first document intended for that purpose to be pub-
lished was the SLMC’s “Provisional code of practice for
assisted reproductive technologies™ [6] published in
November 2005. NASTEC’s “New genetics and assisted
reproductive technologies—a draft national policy on
biomedical ethics” published in April 2003 also contains
good practice guidelines [5]. Such guidelines are useful,
even to ERC members, in dealing with contentious
issues [14].

Bioethics activities

Two national level organisations have taken the ini-
tiative in organizing regular activities in bioethics. They
are the Sri Lanka Association for the Advancement of
Science (SLAAS) and the Sri Lanka Medical Association
(SLMA). The SLMA gives high priority to research ethics.
It was the subject of a Presidential Address of the SLMA
in 2001 [15]. More information about the activities of these
associations could be found in their annual reports and
other publications.

What is noteworthy is that the activities of these
two associations have had a direct impact on national
policy in Sri Lanka. For example, the establishment of
a study group by NASTEC to draw up draft national
guidelines on biomedical ethics that relate to new genetic
and assisted reproductive technologies was a consequence
of an invited guest lecture delivered at the Annual
Academic Sessions of the SLMA in the year 2000 which
was titled “Genethics in Sri Lanka—the slumbering
sentinels”.

In addition to these, at institution level, many med-
ical schools, professional medical associations and other
public and private organisations continue to conduct
various ethics activities that are outside the scope of this
brief review. -

To stimulate further discussion on ethical issues in
research, the ERC of the Faculty of Medicine, University
of Colombo, conducted a series of “Open Forums” in the
year 2004 with funding from the WHO [16]. The commit-
tee is now planning and implementing follow up action
based on this experience.
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Networking and future directions

The need for networking has been recognized with
the expansion of the number of ethics and ERCs in vari-
ous organizations at national, regional, and institutional
level. This has been facilitated by the Joint Forum of
ERCs convened by the ERC of the SLMA. The ERC of
the Faculty of Medicine, University of Colombo, took
the initiative to strengthen this network further by organ-
izing a joint meeting of representatives of these commit-
tees on 31 August 2005, with funding from the WHO,
with the following aims:

1. To identify common issues faced by ERCs in Sri
Lanka.

2. To identify solutions for those problems which
could be sorted out by dialogue and communication
or by consensus between ERCs.

3. To make recommendations to the Ministries of
Science and Technology, Health, and Higher
Education on issues which require national direction
and/or policy planning.

The meeting resulted in a consensus document, the
recommendations of which are given below.

1. The establishment of a central ERC by an Act of
Parliament under the Ministry of Science and
Technology with representation from Ministries of
Science and Technology, Health, Higher Education,
and representation from all ERCs in Sri Lanka (on
a rotational basis to ensure ownership and participa-
tion of all ethical review committees). The NBC of
the NSF was the choice for an apex body. Until such
an apex body is formed it was proposed that the
Joint Forum of ERCs convened by the ERC of
the SLMA should function in this capacity. The
functions of the central ERC would be to:

a. Develop general as well as certain institution
specific guidelines for the composition of insti-
tutional ERCs and the training requirements of
potential institutional ERC nominees.

b. Aceredit institutional ERCs that conform to
stipulated guidelines.

¢. Develop guidelines for use by ERCs on matters
of frontier research and issues where a national
policy is required, and in the following areas

. which are of special significance:
(i) research in reproductive medicine and
genetic medicine.
(i) research where genetic material or
resource is transferred overseas.
(iii) research involving patients and intellec-
tual property rights.

d. Foster development of ERCs and their resource
persons by organising regular training workshops
and training programmes for new members and
committees.

€. Actas an appeals body for submissions rejected
by other ERCs.
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f.  Review projects involving multilateral or multi-
centre research and research-involving foreign
collaboration, and monitor progress of such
research aﬂn‘ the apymval is glven.

its humble begmnmgs a quarter centm'y ago. But much
more remains to be done. The recommendations out-
lined above can be the starting point in the next phase of
this continuing journey.
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