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ARTICLES

Examining the Protection of
Group's Interest under Taiwan'’s
Human Biobank Management Act’

LIN JUI-CHU AND LIAO CHIA-CHENG

Background
A Brief Review of the Disputed Cases

The Collection of Aboriginal People’s Salvia

In 2007, Dr. Marie Lin, together with the Mackay Memorial Hospital, was
accused of violation of research ethics for collecting saliva samples from the
Kebalan tribe. According to the Association of Kebalan Development, Dr. Lin
collected saliva samples from 29 Kebalan people without completely informing
the underlying purpose of research use. Despite Dr. Lin’s and Mackay Memo-
rial Hospital’s response that consent was sought from the group leader and
individual through tribal group meetings, they were still subject to ethical
discipline for not duly disclosing their research purpose to the tribal meeting
when collecting samples from the aboriginal people.’

The Uninformed Commercial Use of Research Outcome’

In 2010, Prof. Ying-Chin Ko was accused of violating research ethics for
patenting his research outcome without prior consent from the Tayal tribe.
By collecting blood samples from 1,500 aboriginal people, Prof. Ko was able
to identify and locate the gene sequence that causes gout disposition. The
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alleged misconduct was that when seeking consent, Prof. Ko did not clearly
advise the tribal group of the purpose to commercialise the result of the
research in the future. After further investigation, Prof. Ko admitted that the
filing of application for U.S. patent proceeded without prior knowledge and
consent from the tribal group, and promised that if there would be any com-
mercial profit derived from the research, it would belong to the aboriginal
people. Also, Prof. Ko promised he would withdraw the patent application.

EGC'’s Resolution to Destroy the Collected Samples

Considering the importance of group interest and the compliance with the
relevant laws, the Ethical Governance Committee (the “EGC”) of the Pilot
Study of Taiwan Biobank recently resolved that the research team must abide
by the Aboriginal People’s Fundamental Law (the “Fundamental Law”) before
beginning to collect samples in the area of tribal group. Pursuant to the
requirement in the Fundamental Law, to collect samples from the aboriginal
people, the research team must first call a tribe meeting with the targeted
group members. Furthermore, as to the samples that have been collected to
date, if there is any sample collected from aboriginals without full compliance
with the requirement of the Fundamental Law, such samples must be destroyed
under the supervision of EGC members.

Issues and Questions

Not only do the aforesaid cases heighten the tension between the research sub-
ject and researcher, the underlying disputes also trigger a wave of reflections
on the topics of behavioural norm with respect to biomedical research. Despite
the fact that all the preceding cases involved some degree of the informed
consent process, sadly, none of them seemed to be satisfying. Furthermore, as
held by the resolution of EGC, under some circumstances, consent may not
only need to be sought at the individual level, but at the group level as well.
So the question is: why is individual consent not enough? Especially, when
a researcher targets aboriginal people, why must the consent be sought from
the tribal group? Moreover, apart from research involving aboriginal people,
is there any other occasion which requires a same or similar protection of
group interest?

The above questions became more interesting after Taiwan’s legislators passed
the “Human Biobank Management Act” (the “Act”), which aims to regulate
the establishment of a biobank, and ensure the protection of participants’
interests.” According to the Act, the biobank is defined as for the purpose of
biomedical research, the biobank contains participants’ biological specimens,
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natural persons’ information and other related data and information based on
human population or specific groups.® In a similar vein, one may further ask:
in the context of biobank research, is it sufficient to seek consent at the indi-
vidual level only? What is the Act’s view?

This article intends to examine the abovementioned cases through the light
of the newly enacted Act. Taking the disputed facts as background material,
this article intends to clarify some ambiguities and disputes in the Act, and
to provide a deeper insight in the construction and application of the Act.

Discussion of Group Consent

Before exploring the issue of group consent, it is necessary to revisit the origin
and ethical base of the principle of informed consent. By having a clearer
picture of the doctrine’s mete and boundary, we can have a deeper under-
standing of its limit and scope, and therefore know the reason why we need

group consent.

The Principle of Informed Consent in the Context of
Biobank Research

The principle of informed consent in human trial was first raised by the
Nuremberg Declaration,” which did not specifically outline an overall model
for human trials but has embodied some necessary requirements of this prin-
ciple and laid the foundation for the follow-up ethical development.® With
the efforts made by related scholars and activists in many countries, the
principle has gained wide recognition. In 1979, the content of the informed
consent doctrine was further codified in the famous Belmont report,” and was
widely accepted and applied by European and American countries.

The aim of informed consent is to protect and ensure the respect of the
human subject’s autonomy.® According to this doctrine, physicians or doctors
are required to advise the trial subject the nature of the experimentation, its
potential risk and benefit, and its possible result. The idea behind this doctrine
is that because the trial subject has insufficient information or knowledge to
evaluate all the potential risks and interests, the doctrine requires a physician
or doctor to inform the trial subject of the relevant information,” to make sure
the trial subject can make an autonomous decision. Through the informed
consent process, trial subjects will be in a better position to evaluate the
potential harm and benefits, and thus his autonomy in making such decisions

is warranted and respected.
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In Taiwan, it has been emphasised by the government agency that collecting
human tissue for research use requires that one obtains prior informed consent
from the tissue provider.'” After the enactment of the Act, it is statutorily
affirmed that there is a “legal” duty to acquire participant’s prior informed
consent before collecting any human tissue, no matter if such collection is
for establishing a population-based biobank or for other biomedical research
use." Any violation of such duty may be subject to a fine up to 2.5 million
(when the collection is aiming at building a biobank)"” or 1 million New
Taiwan Dollars."”

The Limit of Individual Consent

Basically, the ethical basis of informed consent is to respect the independent
choice made by an individual based upon his/her own interest. In other words,
the respect and requirement of informed consent is somewhat based upon
individualism."* However, individual autonomy shall be put into social context,
and sometimes the cultural difference should be taken into account. When
one’s decision will have substantial impact upon another’s interest or welfare,
such as other group member’s interest, the validity of one’s individual consent
may come under doubt.”"'* As biobank research may create a serious and pro-
found impact on both the participant and participant’s group or family, the
appropriateness of individual consent has been called into question.”

Group Interest Involved in Biobanking

Generally, concerns of group interest involved in a biobank may be invoked

under the following two contexts:

1) When genetic information is sought from one person and such genetic
information is shared among a group of people."™"” Because of the unique
feature of genes, research conducted on one group member may reveal the
health condition of another who happened to own similar or common
genetic characteristics. For example, assume a researcher successfully located
the mutations of gene that might cause increased risk of breast cancer, and
was able to identify such mutation in women of a specific descent. The
publication of such findings may have exposed women of this descent to
discrimination in the employment and insurance markets.”

2) When genetic information is sought from a group of people who shared
common value and culture, and have developed a decision-making process,

1

such as the aboriginal people.”” Under such a context, it is not because
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genetic information is sought, but because whether to participate in such
genetic research is a decision that should be discussed and made by the
group as a whole, instead of being decided by one or two persons.

Given the fact that the outcome of genetic research may have a profound
and potential impact at both the individual and group levels, some argue that
there must be a mechanism, such as group consent, to make sure that human
dignity is respected.”

However, before jumping to the concept of group consent, we shall first
examine the definition of a group, i.e., what constitutes a group that calls for

requirement of group consent.

The Definition of Group and Group Consent

Despite of the importance of group consent, the definition of “group” in the
context of biobank research is not clear. According to the degree of complexity
and sophistication, a group may be defined as: 1) people with a common
interest; or 2) people with not only a common interest, but also with shared
collective structure, including a common history, way of life, and/or living in
a common geographical area; or 3) people with not only a common interest,
and shared group structure, but who also share the same decision-making
process or authority. *

We may note that the tightness and structure of a group may vary,* which
increases the difficulty in deciding when the requirement of group consent will
be invoked.” Some hold the view that the shared nature of genetic informa-
tion can itself justify the need for group consent.* Some hold another view
that group consent is required only when a group of participants in research
may potentially be affected by the results of that study.” Still, others hold
that group consent is needed only when the group can be clearly labelled and
will face discrimination or stigmatisation as a result of the research.”®*

Likewise, the purpose and function of group consent may be different as

well, depending on the tightness and structure of a group.”

1) As to a group
who has shared culture, history, or way of life, and has developed some sort
of decision-making authority, the expression of group consent reflect these
groups’ traditional norms, historical or cultural views.” Group consent under
this context reflects strong image of group identity, and requires due respect
to group autonomy. 2) As to a group who only has some sorts of shared
interests, the expression of group consent may not necessarily reflect the group

identity or shared culture, but instead be the cumulative consent of every
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individual’s own personal interest.”

Group consent under this context may
serve to prevent future disputes arising from potential conflicts between indi-
vidual interests, and enhance the ethical ground of individual consent. 3) As
to a group who not only has a shared interest, but also has detectable group
structure, such as a common culture/history/way of living, group consent
under this context may play a diverse role, which includes: facilitating the
discussion within the group, promoting the understanding to the potential
impact, balancing the asymmetry between target group and researcher, and
further enhancing the appropriateness of individual consent.”

Therefore, it seems inevitable that whether and how to protect specific
group interest will require a case-by-case judgement. To this end, a flexible
and dynamic framework would be helpful.

Short Conclusion

After the above discussion, some observations may be concluded as follows:
first, a less rigid ethical base for group consent is ideal. The difficulty in
defining the scope and type of group renders a one-size-fits-all theory less
suitable to support the development of a diverse framework for group consent
in practice.

Second, because there is a variety of circumstances that may justify the
requirement of group consent, we should note that group consent is not a
topic that only arises from the context of indigenous people. What is impor-
tant is to analyse the structure and constitution of the group, not simply trying
to define if the group in question is an aboriginal group.

Third, to be feasible and practical, the focus of group consent has some-
what shifted, and its content is enriched. Researchers now focus on how to
facilitate group discussion and involvement. Various approaches, including
community consultation, community engagement, group meeting, collaborative
research, etc., have been developed. What is essential is how, to the maximum,
to promote group discussion and involvement. As a result, various terms are
used in this respect, because the researcher’s ultimate goal is no longer limited
to seek rigid “consent” only, but to seek substantial group involvement and to
build trust.

Fourth, the steps taken to get group involvement may be varied. As a regu-
latory strategy, a loose framework is helpful and more feasible because there
must be flexibility reserved for the further adjustment or refinement.

With these background understandings in mind, we now take a deeper look
into the attitcude shown in the newly enacted Act.



Examining the Protection of Group’s Interest under the Act Lin Jui-Chu and Liao Chia-Cheng

The Attitude of the Act Regarding Group Consent
The View from the Scholarly Opinion

In Taiwan, there is strong urge to protect group interest involved in building
a population-based biobank.” Among these opinions, some hold a strong view
that without recognition and consensus on the protocol of group consent,
researchers shall be prohibited from building a biobank;” while some others
hold the view that although group consent is important, more discussion
is required to clarify its relationship with individual consent, and for the

% However, in the Taiwan

approach to be adopted to fulfil group consent.
Biobank Ethics Governance Framework, it is provided that the requirement
of group consent is not to replace the requirement of individual consent;
rather, it is a mechanism to promote the respect of individual interest, and
to prevent potential conflicts between the individual and group.” In the Pilot
Study of Taiwan Biobank, it is stated that group consent is a supplemental

approach to protect individual participants from exploitation.*

The Passage of Administrative Acts Governing Human Biobank
Management (the “Act”)

Pursuant to Article 6 of the newly enacted Act, prior and explicit informed
consent is required before the collection of biological specimens for biobank
research.” Article 7 of the same further provides the information that shall
be advised;” among them, one example is “possible impacts of the genetic
information derived from the biological specimens on the participant, and
his/her relatives or an ethnic group”.

At first glance, it is unclear whether Taiwan’s legislator has noticed the
necessity of group consent during the stipulation of the Act. Under the literal
meaning of the statute, it seems that a researcher is required to seek consent
from an individual only. The legislator seems to be satisfied as long as the
participant is advised of the potential impact to his family or ethnic group.
Literally speaking, the Act leaves a great gap regarding the protection of group
interest, and thus group consent seemed to be unnecessary.

Some also hold the view that because there is no clear guidance given by
the legislator, it would be inappropriate to recognise the existence of group
consent,” and the establishment of a biobank may be based on individual
consent only. For reasons explained in the next section, this article holds a

different point of view.
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Re-Construing the Meaning of Consent

As previously discussed, the collection of sample and data for a genetic bio-
bank is a process that involves both individual and group interest. Thus,
besides individual consent, the researcher should also notice if it is necessary
to further inquire for group consent or take steps to protect group interest. As
shown in the disputed cases, the lack of communication with group members
or group authority may not only invalidate individual consent, but also render
the whole research activity unethical or illegal.*

When construing the intent of the legislator, we should also bear in mind
that sometimes it would be difficult and time consuming to identify a group,
and the method to obtain group consent. The relevant process may involve a
long investigation or burdensome inquiry. Hence, it is unavoidable that the
requirement of group consent should be decided case by case, and discretion
and flexibility should be reserved for the researcher, group member, and the
ethic review entity. Based upon such understanding, a loose and broad statu-
tory language is reasonable and inevitable, because it reserves more flexibility
and possibility for different cases. To the contrary, it may be inappropriate
to arbitrarily conclude that there is no requirement for group consent simply
because the statutory language in the Act is loose and soft.

Such a conclusion is also supported by a systematic construction of the
current legal regime. Despite the fact that there is no specific language in
the Act, by taking a further look into other aspects of law in Taiwan, we can
observe that similar rationale for protecting group interest has been shown in
other statutes. For example, the Fundamental Law recognises the legal status
of a tribal group, and thus confers certain degree of group autonomy in the
form of decision authority.” When a researcher intends to conduct research
activity in the land of aboriginal people, then, according to the Fundamental
Law, the researcher must obtain approval from the tribal group.* As such,
it should be undisputed that when there is noticeable cultural difference or
shared nature presented, the legislator has recognised the need to protect group
interest and ensure group involvement.

Besides, as stated above, the concept of a group may involve a wide range
of group structures that called for specific protection, and the function and
purpose of group consent may be different as well. It would be improper to
try to address all these types of group interests by applying only one single
model. To this end, the soft language adopted by the legislator in the Act
seems to be reasonable. Requiring the legislator to lay out a detailed and
feasible scheme for group consent would be extremely difficult. From this
point of view, the approach held by the Act is not only acceptable, but is
also reasonable.
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For the aforesaid reasons, this article argues that the statutory requirement
in the Act is only the starting point for seeking group consent and ensuring
group involvement. Such initial inquiry aims to assess the background of a
participant and to detect if there is any substantial group interest involved. By
informing the potential impact on participant’s group and family, the potential
concern about group consent may be disclosed, thus triggering further steps
to be taken.

How to Fill the Gap

Although a loose and soft framework is acceptable, questions regarding feasi-
bility still remain unsolved. Basically, under current circumstances, except
research involving aboriginal people,” whether to adopt group consent de-
pends on the self-discipline of the researcher and supervision of ethics review
institution.* To fill the gap between the norm and the practice, this article
suggests the following.

First, the method and approach of group consent are diverse and complex.
As a regulatory strategy, it would be better to let the researchers, ethics com-
mittee, and the interested parties work out the most suitable approach. To
this respect, a model or principled guidelines issued by government branch,
such as Department of Health, would be helpful as guidance for follow-up
development.

Second, the formation of standard criteria and behavioural norms requires
the accumulation of case materials and experience. Therefore, it may be more
ideal to have a pilot study to assess the potential risk and obstacle, and to
establish model protocol for follow-up study and refinement.”

Third, there are various groups that may invoke the requirement group
consent. When research targets family, region community, or members of rare
diseases, the group consent process may be necessary as well. Therefore, the
focus is to get the entire community or group involved, not simply to obtain
a formal consent.

Conclusion

After nearly 20 years, the importance of group consent has been widely
acknowledged.” Through the effort and promotion of various activists and
scholars, the importance of group consent has been well-established in Taiwan
society. However, there are also some disputes and ambiguities left regarding
its substance and process.

By reviewing the origin of group consent and examining the grounds of
group consent, this article attempts to clarify the understanding to group
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consent, and to build the bedrock to construe and apply such ethical norms
under the context of the Act. To properly understand the flesh and bone of
group consent and to apply such ethical norms, we shall be cautious and avoid
making sudden and rushed moves. Otherwise, before obtaining group con-
sent, we may inadvertently injure other related interests, such as individual
autonomy.

As supra discussion, we may conclude that the concept of group consent
has many perspectives and diversified meanings. Therefore, rather than having
the legislator pass another law to provide clearer guidance, what is more
important is to have more discussion and to involve more voices and perspec-
tives into the formation of requirement of group consent. After all, the very
purpose of group consent is to show our reflection on individualism and
respect to cultural difference, not another legalese or slogan that is based upon
pure legal vacuum.
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Human Biobank Management Acts governing the applications of the Biobank; (15)
Anticipated commercial applications; (16) The participant may choose whether upon
his/her death or incapacity, his/her biological specimens and related data and infor-
mation will continue to be stored and used; (17) Other important matters related to
the Biobank.”

C.-C. Ho, note 35 above, at 151.

Such as in Prof. Ko’s case.

See Article 21 of the Aboriginal Peoples Fundamental Law. See also ].-C. Lin and
Z.-X. Liang (2008) Group Consent in the Genetic Research Involving Aboriginal
People, Taiwan Journal of Law and Technology Policy, 5(1), 87-118; C.-H. Lee (2007)
The Ethical and Regulatory Framework for Genetic Research on Indigenous Peoples:
A Preliminary Analysis, National Taiwan University Law Review, 36 (3), 465-518.
Under Article 21 of the Aboriginal Peoples Fundamental Law, when a researcher intends
to conduct research activity in the land of aboriginal people, then according to the
Fundamental Law, the researcher must obtain approval from the tribal group.

Some hold the view that the Aboriginal Peoples Fundamental Law does not adopt
group consent, due to the poor statutory language and lack of clear guidance on how
to enforce the requirement. See C.-C. Ho, note 35 above, at 151-2. For a different
view, see J.-C. Lin and Z.-X. Liang, note 43 above.

See C.-C. Ho, note 35 above, at 153. See also Z.-L.Chen (2008) Comment on the
Draft of Taiwan Biobank Act, The Journal of Law and Bioscience, 5, 23-33, at 28.
For example, in the Pilot Study, the research team planned to build three to four
model communities to promote the concept and framework of group consent. See
http://biobankforum.blogspot.com/2009/06/36.html [accessed 10 August 2011]. For
the development strategy of group consent under the framework of the constitution
and the Aboriginal Peoples Fundamental Law, see ].-C. Lin and Z.-X. Liang, note 43
above, at 117-8.

See A. Ganguli-Mitra, note 15 above, at 122-3.
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