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Background: Many research ethics committees (RECs) have been established to review biomedical research involving
human subjects in many research institutes. The purpose is “To protect rights and welfare of human research participants”.

1t is necessary to determine how many research ethics committees have been established in Thailand and whether they have
a high enough standard to protect the rights and welfare of human research subjects.

Objective: To determine the status of research ethics committees in Thailand.

Material and Method: One hundred thirty survey questionnaires were distributed by mail to medical schools of universities,

public hospitals under the Ministry of Public Health, private hospitals, and research institutes.

Results: Seventy-eight questionnaires were returned. Thirty respondents had standard Operating Procedures (SOP). Twenty-
two RECs had their own office while 36 had to share the office with other departments or units. Board meeting frequency was
once a month. The average number of committee members was 14 and the majority was scientific members. Absence of
nonaffiliated members was found in RECs (20.6%). Thirty RECs had never provided training for REC members and
investigators, the other 48 provided training at least once a year. Decision are made by consensus in 51 and majority vote in
14 RECs. Twenty-two respondents managed conflicts of interest (COI) by asking those members to leave the meeting before
a decision was finalized. Thirty-nine RECs required continuous review after approval of the protocols.

Conclusion: Strong support from the organization leader is a key factor to efficiency and high standards of REC operation.

Developing a network of RECs will be usefil for future development. REC members still need knowledge to better protect the
rights, safety, and well-being of research participants.
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Medical and public health research results
in improvement of medical care and health promotion
for human well-being. It is also necessary to conduct
research in human subjects to confirm that the results
can be applied to other humans because the body is
too biologically complicated to rely on results
obtained solely from laboratory or animal studies.
Human subjects participating in research must be
protected in terms of dignity, rights, safety, and
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well-being. To do this, investigators must be aware of
and follow ethical guidelines in research involving
human and institutes must establish research ethics
committees (RECs) or institution review boards in
order to review research proposal. The question
arises as to whether the operation of such RECs or
Institutional Review Boards (IRBs) meet international/
national standards for the protection of human
participants.

In Thailand, the first research ethics
committee was established in 1975%"). The Human
Experimentation Committee or HEC was set by the
Medical Department, Chiang Mai University as a result
of a research project for algae protein supplement
that had serious adverse events. The medical students
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and some staff protested against the project.
The National Research Council of Thailand, with
representatives from medical institutes and the
secretary of the Medical Council of Thailand held
an intensive discussion in May 1975. The outcome
of the meeting was “Guidelines for Biomedical
Research Involving Human Subjects” with 12 rules,
published and sent to the research institutes in
Thailand.

Subsequently, many research ethics
committees were established to review biomedical
research involving human subjects in many research
institutes. The purpose was “To protect the rights
and welfare of human research participants.” It is
necessary to determine how many research ethics
committees have been established in Thailand and
whether they have high enough standards to protect
the rights and welfare of human research subjects. In
addition, it would be useful to know if institutions
had any authority to maintain quality assurance by
making a survey of the standards of RECs.

The Forum for Ethical Review Committees
in Thailand (FERCIT) is an independent organization.
Its members come from medical schools in Thailand or
institutes involved in human research. The objective
of FERCIT is to protect the rights and well being of
research participants and educate researchers and
ethics committee members on ethical aspects of human
research®. The present paper reports the results of a
survey of RECs in Thailand in operational terms.

Material and Method

The work team was established in February
2009 and questionnaires were developed. The tool
was examined for content validity at a FERCIT
administrative team meeting. It was then distributed
by mail to medical schools of universities, public
hospitals under the Ministry of Public Health, private
hospitals, and research institutes, 130 institutes. The
questionnaires were sent back by mail between
February and April 2009.

Results

Seventy-eight of 130 questionnaires (60%)
were returned. Information was incomplete in two and
seven indicated no established REC. The other
remaining 69 RECs consisted of seven medical
schools, 41 public hospitals, one private hospital and
20 institutes.

Data on constitution and operation of RECs
were as follows.
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Period of operation

The average time since establishment of
RECs was six years. Most of them had only one
committee except medical schools, which had up
to four subcommittees due to many protocols
reviewed.

REC operation

Thirty respondents had standard Operating
Procedures (SOPs) while 36 did not. Twenty-two RECs
had their own office while 36 had to share the office
with other departments or units. Only 34 RECs had
their own secretariat staff; others had to use staff from
other offices. Board meeting frequency was once a
month on average.

The average number of committee members
was 14, the majority being scientific members. The
proportion of scientific and nonscientific members
was 6:1. An absence of nonaffiliated members was
found in seven (20.6%) RECs. Thirty (43.5%) RECs
had never provided training for REC members and
investigators; the others provided trainings at least
once a year (Table 1).

Protocols submitted for ethical review
included behavioral studies 49 (71.0%), post-marketing
surveillance 48 (69.6%), and new drug studies
34 (49.3%). There had management of conflicts of
interest 59 (85.5%) while 10 (14.5%) did not do so.
Decision was by consensus in 51 RECs and majority
vote in 14 RECs (Table 2).

Management of conflict of interest (COI)

Twenty-two respondents managed COI by
asking those members to leave the meeting before a
decision was finalized, but they could provide
clarification on some issues before leaving. Fifteen
respondents allowed members with conflicting
interests to stay in the meeting but refrain from voting.
Interestingly, ten respondents did not have COI
management (Table 2).

Continuing review

Thirty-nine (56.5%) RECs required continuous
review after approval of the protocols by requesting
investigators to submit progress reports at 6- or
12-month intervals.

Problems encountered by RECs (Table 3)

Respondents expressed their difficulties or
problems encountered in their operation as ranked
below in order of frequency.
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Table 1. Data on constitution of research ethics committees (RECs)

Data n=69 Percentage
Status of research ethics committees
Medical School 7 10.2
Public Hospital 41 59.4
Private Hospital 1 1.4
Others 20 29.0
Year of establishment (years) Median (min-max): 6 (1-36)
Duration of operation RECs (years) Median (min-max): 2 (1-6)
Selection of RECs members
Dean 1 1.7
Director of Hospital 23 39.0
Chair of RECs 17 28.8
Other 18 30.5
Is there REC office space?
Yes 22 31.9
No 47 68.1
Do the members receive training?
Yes 38 55.9
No 30 43.1
How often are board meetings held (time/month) Median (min-max): 1 (1-6)
Number of RECs Median (min-max): 14 (5-58)
Scientific members Median (min-max): 12 (1-51)
Non-scientific members Median (min-max): 2.5 (1-7)
Are there any standard operating procedures (SOPs)?
Yes 30 45.5
No 36 54.5

RECs = Research Ethics Committees

- Lack of persons knowledgeable in human
research ethics 49.3%

- Members cannot attend the meeting
regularly 33.3%

- Lack of resources for operation 27.5%

- Lack of recognition of RECs 21.7%

- Lack of support from higher administrators

18.8%
- Problems with independent status 7.2%
- Other problems 2.9%

Discussion

Now, Thailand has the National Health Act
(B.E.2550 0or A.D. 2007). Iniit, it has article mentioning
research in humans. The health personnel that want to
do the research in human participants have to get
the document informed consent. Beside the Civil and
Commercial Code, the Criminal Code is applicable. The
Drug Act and Regulations exists as well as the Medical
Device Act and Regulations and enforcement follows
the Rules of the Medical Council of Thailand, i.e.,
the Medical Profession Act (B.E. 2544 or A.D. 2001)
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Section 6., Research and Experiments Conducted on
Human Subjects®.

Saito T et al® studied the status of ethics
committees of 80 Japanese medical schools and
reported an inappropriate composition of the
committee in the majority of schools and recommended
that more members from outside of the institute,
younger members, and female reviewers should be
added to the committee. In addition, the review systems
in most schools were essentially closed. The review
process had not been effectively opened to the public
yet, even in the case where subjects had no privacy
or volunteer roles appeared in the discussion. Arshad
A et al®, studied the status of health care studies
submitted to UK research ethics committees for
approval between 2004 and 2005 using a prospective
questionnaire-based survey sent out in July 2006 to all
506 principal investigators that submitted research
ethics applications to nine Greater Manchester RECs
between April 2004 and March 2005. The result was
97% of REC applications were approved, and 87% of
studies were in progress or had been completed one to
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Table 2. Data on operation of RECs

Data n=69 Percentage
Types of research proposal for approval
Behavioral studies 49 71.0
Drug studies (post-marketing surveillance) 48 69.6
Genetics 16 232
New drug studies 34 49.3
Epidemiology 48 69.6
Medical device studies 27 39.1
Intervention 49 71.0
Observation 44 63.8
Individual-based 16 23.2
Document-based 39 56.5
Social survey 47 68.1
Stem cells 8 11.6
Stored biological samples 27 39.1
Other 6 8.7
Management of conflicts of interest
Yes 59 85.5
No management 10 14.5
The method of decision making of RECs
Majority vote 14 21.5
Consensus 51 78.5
Are there any continuing review protocols?
Yes 39 58.2
No 28 41.8
Is there any expedited review?
Yes 29 453
No 35 54.7
RECs = Research Ethics Committees
Table 3. The problems and difficulties that RECs/IRBs encounter
Data n=69 Percentage
The problems and difficulties that your REC/IRB encounter
Lack/insufficient of expertise on ethical review 34 49.3
Insufficiency of resources to operate the REC/IRB 19 27.5
Lacking recognition of the importance of REC/IRB functions 15 21.7
Little or no support to the institute 13 18.8
Inactive/inconsistent participation of members 23 333
Not completely independent 5 7.2
Other 2 2.9

RECs =Research Ethics Committees; IRBs = Institutional Review Boards

two years after approval had been granted. Moodley K
et al® studied Health Research Ethics Committees in
South Africa, 12 years into democracy, and surveyed
using semi-structured questionnaires that investigated
the composition and functions of each REC as well as
the operational issues facing committees. The result
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was health RECs in South Africa have an average of
16 members and REC members are predominantly male
and white. Overall, a large discrepancy in findings
was reported between under-resourced RECs and
well-resourced RECs. The majority of members (56%)
are scientists or clinicians who are typically affiliated
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with the same institution as the health REC. Community
representatives accounted for only 8% of memberships.
In addition, training needs for health REC members
varied widely.

Many RECs have been established in
Thailand especially in medical schools and general
hospitals. The factors that promote RECs in Thailand
might be the enforcement of the Medical Council of
Thailand regulations (Medical Profession Act 2001).
Medical practitioners who conduct or collaborate in
a research or experiment on human subjects shall
commence the present study in question only after
explicit approval from the relevant ethical committees.
The other factors are hospital accreditation and
enforcement of research for quality development of
the hospital. Factors leading RECs do not conform
to ICH GCP included inadequate support such as
no space allocation of REC offices, not enough
administrator staff, and no training (Fig. 1). An
extremely important point is awareness of and strict
compliance with guidelines by directors of the
institutes that have biomedical research. They
should set policy to promote research and support
the operation of RECs to protect human research
participants, and at the same time, pay attention
to independent review. Conforming to ICH GCH
standards such as continuing review, setting up
standard operation procedures, managing conflicts of
interest of investigators, and RECs, and training all
stakeholders are also important. The quality assurance
of RECs such as risk and benefit ratio of research
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participants, appropriate composition of EC members,
training, independent review process, continuing
review of adverse events and management of conflicts
of interest is the main duty of the review process.

Conclusion

A strong support from the organization leader
is a key factor to efficiency and high standards of REC
operation. Developing a network of REC institutes
will be useful for further development. FERCIT plays
an important role in transferring up-to-date knowledge
and maintaining international standards by arranging
ongoing training for members who mostly are REC
members, so that they will apply knowledge to protect
the rights, safety and well-being of research
participants.
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