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Report to National Scientific Council of the research project for
2009-2010 on Ethical Review of the Humanities, Social and Behavioral
Researches NSC 98-2511-S-04-003
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IRB ( Institute Research Board) or REC ( Research Ethics Committee) has
been a well known term in developed nations. Taiwan has not been behind
in ethical evaluation of biomedical research projects. Not only medical
centers have this IRB established some universities also have this IRB
in place. This shows that Taiwan is an advanced nation compatible to the
first countries of the world in the protection of human subjects in
scientific experiments.

This study has done survey and interviews and found that Taiwan' s
biomedical research projects have been following the Helsinki Declaration,
Nuremberg Code and Belmont Report to make sure all the research and
experiments are done in ethical ways. But the social and behavioral
researches often are not included in the ethical review. The trend of the
world is that any research and experiment as long as they acquire data
from human beings either through tissue taken ( biomedical) or information
survey must be evaluated by the IRB to ensure the ethicalness of the
research project. This study aims at looking the social and behavioral
aspect of the research. The application originally was for a two years
project but was only approved for one year therefore the planned study
has to be limited to the first phase of study. Still, the study has found
valuable information and a paper has also been written in Chinese to share
with whoever is interested in this SOBER ( Social Behavioral Ethical
Review) mechanism. The paper will be published either in Taiwan or in China
( the Journal of Medicine and Philosophy ).

This study included the following steps:

1. A survey was done to find how many IRB have been established in Taiwan
and what are the nature of it, for instance is it to review all research
projects or simply biomedical.

2. Some interviews have been carried out either formally or informally



to find out how IRB deal with the protocols are that are basically
social, educational and behavioral.

. Gathering of material and information to see how foreign IRBs deal with

the social and behavioral project reviewing.

. Personally involved in IRB to gain the first hand information and

information. I have served in the subcommittee of New Medical
Technology of the Ministry of Health, IRB of the Bureau of Health
Promotion ( as deputy chair) of the Ministry of Health, IRB of Chungshan
Medical University Hospital and the Ethical Governance Committee of
the Biobank Project of the Academia Sinica as a convenor on
subcommittee on Social Legitimacy.

. Participating in educational events to speak on research ethics and

SOBER project at some hospitals

. Attending conferences domestically and internationally as a

co-sponsor or as a speaker.

[ am grateful that a grant had been given to me to attend international
conferences but the amount was so limited that could only pay part of
the expenses. [ have to pay from my own pocket to ensure a good learning
experience.

. ASOP actually is indeed for Taiwan if we are going to include the SOBER

project. In my plan this SOP was a second year’ s project but I haven
been approved for one year s research. I do hope this SOP for SOBER
can be completed either through a second year project or by my own
effort ( this however is harder to do without a proper excuse for any
established IRB to allow me to take part and draft it).

The first Asian wide conference of Research Ethics has been called to
take place in Singapore in September of this year. I am pleased that
my paper on SOBER has been accepted to present at the conference. The
conference surely will focus on biomedical research but the organizers
have noticed the need for a social and behavioral IRB and I am requested
to attend. I hope I can make it though so far I haven’ t found any
sponsor to help the cost. If we are really serious about the research
ethics, we should expand our scope to this social behavioral sciences
that includes psychology, sociology, education, behavioral sciences,
physical therapy, nursing, nutrition, geriatric, public health,
business management, humanities--- etc, a very wide ranges of
disciplines.



A detailed report of this study will be written in Chinese in the
following. I am indeed privileged and thankful to have this opportunity
to do this research. Wish it were multiple years so that much more can
be accomplished.

The finding of this study will recommend that Taiwan should establish
at least two or three sets of IRB, one for biomedical one for social
behavioral and the third, for animal research. This three panels in
IRB has been the trend of the world any we must try to implement this
three IRB to review the different natures of research.

The following is the Chinese report of the study:
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Report to NSC on International Conferences’ Attendance and Visitation.
B9 2 e
FHE: YR RIS R
NSC 98-2511-5-040-003
B " H RS W

The Research Ethics Review mechanism on social, behavioral and human
sciences is a new attempt in the world. Though USA began this reviewing
recommendation during 1980’s, the third world countries are late in catching up.
We have much to learn from the developed world to help us find out if such a
Research Ethics Committee or IRB should be established in Taiwan.

In my research report | have recommended that such a mechanism should be
attempted in Taiwan if we are serious about the protection of human subject in
experiments and researches. Though most of the social and human scientists are
reluctant in accepting this new procedure, the world’s experience has made it clear
that we should. In order to have a first hand information and also to share my
findings from my research, | attended two international conferences of related
theme and visited University of Saskatchewan, Canada to discuss with its officers

and committee members to find how they proceed with this type of research.

| visited the REC of University of Saskatchewan in middle April while my
university was having middle term examination that enabling me to get away to
focus on the theme. Prof. Chapman of the executive secretary of the Social
behavioral sciences’ REC/IRB was waiting in his office when | arrived on April 20. Dr.
John Rigby of the chairman of the BEH-REB came to join with us once he was
notified of my arrival. We spent about three hours going through their procedures,
reviewing processes, formation of REC...etc. It was noticed that University of
Saskatchewan has three REC-IRB in place, one for biomedical, another for animal
research and this third one for social, behavioral, educational sciences and
humanities. They also shared with me their materials especially the
recommendation they have for the indigenous people of Canada. This is just like
the aboriginal people we have in Taiwan whom some social scientists like to do
research with and that some special attentions must be given to this type of

researches to ensure the participants are properly protected.

| enjoyed returning to visit their library the next day and checked their

references that can be useful for Taiwan to develop a standard work. | have



mentioned some of the highlights of this learning experience in my report.

The visit to University of Saskatchewan was most informative and the
international conferences that | attended enriching because | was able to share
some insights and learned from others. Through this capacity, | met other scholars

from other countries and learned the different point of views.

The first conference that | attended was taken place in Portland, Oregan, USA
in May following my visit to University of Saskatchewan. | presented two papers
there, one on Ethical Consultation to Research in Social and Behavioral Sciences
and the other on Ethical Committee and IRB in Taiwanese Context. The
consultation part was a new finding | have found through my research. InIRB
reviewing process, we often ask questions after checking the protocols presented
by the Principal investigator, the researcher. The Pl will have to answer and defend
and perhaps asks questions too. This process in reality is a kind of consultation till
both parties agree in principle to go ahead with the experiment/research. It sort of
finds a new role for the ethics consultation and also enhances the role of the IRB
members that in reality they are also ethical consultants not only reviewers. This
theory was well received by the audiences and someone even requested that |

publish my paper so that others can be challenged to look at it.

| also attended the conference at University of Uppsala in Sweden on the theme:
Is medical ethically really in the best interest of patient ? This is indeed a
challenging topic. | found that North American and European views are not quite
the same. The North Americans see Informed Consent in research as one of the
most important parts when reviewing a protocol, the Europeans however see this
Informed Consent as a hindrance at times in scientific research. | presented a paper
along with theme but from Asian perspectives. | argued in my paper that individual
autonomy though is a way of respecting the voluntary participant or patient, the
wellbeing of the people surrounding this person must not be neglected or pushed
aside. | recommend a familial consent in place of individual consent. A professor at
University of Uppsala later came to me and discussed with me for a long time

about this concept.

The allowance for my overseas trip was vey limited and not enough. | was
grateful that my university assisted me in some way. Still, | have to pay from my
own pocket. The experience however is far exceeding than the material can acquire
for me . Presenting our views and discussing with foreign scholars are indeed very

worthwhile and should be encouraged.



My study project is only for one year. | wish at least | could carry on with this
research to try a REC on social behavioral REC/IRB in Taiwan but my project was
approved and limited to the end of this July. Though | have submitted a second
year’s research application, | found from the comments | received that it was not
supportive either | did not write a good application or something else.
Nevertheless, | am most grateful to NRC for granting me the chance to further my
understanding. As | have reached my retirement age, | gather | have no longer had
any chance to do research under NSC'’s sponsorship again. Therefore | must express
my heartfelt thank to NSC for giving me a privilege. My most sincere salute is
hereby extended to National Research Council.

Besides these international conferences, | also helped organize learning event
for the domestic audiences. The IRB of Chungshan Medical University Hospital had
held training sessions for Pl/ researchers and IRB members. | spoke twice in these
events. These though were not international in nature, was still worthwhile
mentioning here.

REC or IRB in social behavioral sciences cannot be given to the IRB that is
established simply to review biomedical protocol. Taiwan still has a long way to go
in terms of human subject protection in scholarly researches as often social
behavioral, educational and humanities research are deemed as just like interviews
or survey without the necessity for ethical review. His understanding should be
revamped.

Respectfully submitted,
EY - on July 15, 2010 in Taichung. Taiwan at || I
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1. The basic goal of this study has been completed. Unfortunately, a second year’ s
plan to implement the first year’ s finding was unable to carry out because the
second year’ s application for research grant was turned down by NSC. It is indeed
pitiful.

2. The article has been completed and will either be published in Medical Education

of Taiwan or the Journal of Medicine and Philosophy of Beijing, China.







