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The Legalisation of Ethical Governance 
in Taiwan Biobank Development

FAN  CH I EN  TA  AND  L IN  WAN-SH IUAN

Introduction

The term “biobank” is in fact a heterogeneous concept including a wide range 
of human biological samples, DNA and other genetic sample collections that 
can be classified according to different criteria,1  with population-based biobanks 
as one of them. On the international level, important initiatives concerning 
the establishment of population-based biobanks are developing in several 
countries. Taiwan also intends to create such a biobank (Taiwan Biobank) with 
local features. Supporting this initiative, the corresponding legislation, Human 
Genetic Database Management Act (hereinafter referred to as “Taiwan Biobank 
Act”) was approved on 7 January 2010. In this article, we will focus narrowly 
on population-based biobanks, going through the major ethical issues involved 
that should enable a trustworthy foundation of a biobank. Then departing from 
these ethical issues, the current legislation in Taiwan (especially the Taiwan 
Biobank Act) will be introduced and analysed to explore how the corresponding 
regulations could respond to the ethical issues.
 With the advancement in the understanding of genetics, new methods have 
been developed to explore genetic materials in order to identify gene variations 
associated with disease. However, mechanisms underlying common diseases 
may not only be determined by a single gene, but the combination of several 
genes along with environmental factors. We can therefore understand that 
research on these types of diseases requires a variety of resources, including 
genetic material, medical records and lifestyle information. To support bio-
medical research, biobanks were established in several countries; for instance, 
the deCODE genetics biobank in Iceland and the UK Biobank which both 
collect biospecimens containing genetic material. Due to medical advances, 
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the population structure in Taiwan is ageing as the average life expectancy in-
creases. In this context, health enhancement and disease prevention become 
increasingly important issues in the public health field. Therefore, identifying 
risk factors of common diseases in order to alter health-related behaviour can 
contribute to improve health and prevent disease. Based on the above objec-
tives, The Taiwan Biobank intends to conduct large-scale cohort research for 
a long period of time, using the combination of genetic and other medical 
information. The establishment of the Taiwan Biobank can thus contribute to 
the understanding of the mechanism underlying common diseases in Taiwan, 
to the improvement of medical treatment or prevention strategy, and to the 
reduction of medical cost, all to reach the goal of improved health for the 
population. Taiwan’s biobank went through pilot and feasibility projects, with 
the underlying legislation, the Biobank Act, approved on 7 January 2010.
 In this article, we intend to focus on the population-based biobank, thus 
the term “biobank” is here narrowly defined. It can be distinguished from 
other types of biobanks through its purpose and its scale: it has a generalised 
purpose that is the investigation of gene-environment-lifestyle interaction in 
multifactorial disease, and it requires a large participant population collecting 
large amounts of samples. However, if broadly defined, the term “biobank” also 
includes disease-oriented tumour banks,2  collection of non-human biological 
samples, simple collection of DNA sequences, etc., intended for research or 
for other purposes such as criminal investigations.
 In sum, the characteristics of a biobank could be understood from the per-
spective of research on multi-factorial diseases. For the results to be relevant, 
large-scale, population-based and long-term studies should be conducted. 
Biospecimens, stored in the biobank, are collected from a large sample with 
the collection of biospecimens repeated. We should notice that the collection 
of samples (for instance, blood, urine, sperm, etc) are not always necessary in 
the medical context: it could be the collection is intended for a cohort study 
of a specific disease, or it could be the collection is from healthy people for 
a population-based study. Samples collected for future use containing genetic 
information have a specific status. As stated in the International Declaration 
on Human Genetic Data:

Human genetic data have a special status because: (i) they can be predictive 
of genetic predispositions concerning individuals; (ii) they may have a signi-
ficant impact on the family, including offspring, extending over generations, 
and in some instances on the whole group to which the person concerned 
belongs; (iii) they may contain information the significance of which is not 
necessarily known at the time of the collection of the biological samples; 
(iv) they may have cultural significance for persons or groups.3 
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Finally, the ultimate goal of a biobank is in fact to construct a database providing 
genetic information that could be linked with other types of information.
 The establishment of a biobank seems to be essential for the development 
of biomedical research; however, its establishment faces several problems arising 
from its special features, as described above. Since the biospecimens are in-
tended to be collected from a large number of participants and maintained 
for a long period, overall planning with solid and stable funding is required 
to support the establishment and management of a biobank. All collections of 
biospecimens should be founded on the consent of participants, a principle 
conforming to the principles of the Declaration of Helsinki.4  However, an 
appropriate and relevant (general and/or group) consent seems hard to reach 
due to the characteristics of the biobank. We should also then question the 
ownership of the samples once collected. Do the participants still own their 
samples, or should these samples be considered as a public resource? In 
addition, learning from the Taiwan Biobank’s long period of research efforts, 
public communication, trust building, autonomy, mode of consent, privacy 
protection, benefit-sharing, public access, operation regulation and ethics 
governance framework are all important issues. In the following sections, three 
essential issues will be specifically highlighted in detail; these are the issues of 
informed consent, ethical governance and the use/purpose of a biobank.

Informed Consent

The collection of biospecimens did not start with the creation of biobanks; 
on the contrary, it was already part of surgical procedures or clinical research. 
Since the collection of biospecimens was well developed and had been practised 
for a long time in the medical context, current ethical standards regarding 
the collection of biospecimens were developed using the principles of medical 
research ethics. International ethical norms, such as the World Medical Asso-
ciation’s (WMA) Declaration of Helsinki emphasis on an informed consent 
procedure in all medical research involving human subjects states:

… each potential subject must be adequately informed of the aims, methods, 
sources of funding, any possible conflicts of interest, institutional affiliations 
of the researcher, the anticipated benefits and potential risks of the study and 
the discomfort it may entail, and any other relevant aspects of the study.

 Concerning the use of identifiable human material or data for medical 
research, “physicians must normally seek consent for the collection, analysis, 
storage and/or reuse”5  of the material. Notice that in the introduction to the 
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Declaration of Helsinki, amended on October 2000, “research on identifiable 
human material and data” is also submitted to the ethical principles stated. 
Another international norm, the International Declaration on Human Genetic 
Data adopted in 2003 by UNESCO (United Nations Educational, Scientific 
and Cultural Organization) specifies ethical standards regarding the collection, 
processing, use and storage of human genetic data and biological samples. This 
declaration also puts emphasis on consent: “Prior, free, informed and express 
consent, without inducement by financial or other personal gain, should be 
obtained for the collection of human genetic data, human proteomic data 
or biological samples”.6  Furthermore, the declaration recognises the right to 
withdraw the consent, unless the genetic data or biological sample is unlinked 
to an identifiable person.
 The characteristics of biobanks have uncovered challenges and debates on 
the traditional (specific) informed consent. The main purpose of a biobank 
is to collect biological samples that could be used in the future in a variety 
of research; the purpose of the use of the sample is not always defined when 
a participant of the biobank gives his consent. Therefore, the requirement of 
informing a participant about the aim and method of research seems to be 
hardly feasible in the case of a biobank. Literature searching regarding consent 
indicates a converging trend shifting from adoption of specific to a general 
consent.7  Nevertheless, the introduction of general consent in biobanks is not 
without contest. Major opposition against general consent in the context of 
unforeseen use argues that a meaningful informed consent is based on informing 
the participant of the aim and the method of a specific research project.8  In 
other words, opponents of general consent are deeply concerned about the 
respect of each participant’s autonomy. However, adoption of general consent in 
biobanking does not necessarily lead to neglecting the participant’s autonomy. 
Several propositions have been made to ensure a participant’s autonomy in 
this context. First, considering how much and what information is considered 
appropriate for participants in a biobank, general information regarding risks 
and benefits in common in a number of studies might be enough for the 
participant to make the decision whether or not to give his consent. But this 
should be based on the participant having a full understanding of the general 
purpose of the biobank. Second, the ethics committee can play a comple-
mentary role by assessing whether the use of biospecimens would violate the 
general consent of the participant and then consider the necessity of a following 
specific consent. In this way, the interest of several parties involved in biobanking 
could be considered as a whole. These efforts can be observed in Taiwan’s 
regulation, analysed in the following section.



89

Ethical Governance

For a biobank to be successful, public support and trust play a vital role. The 
notion of public trust is complex and abstract; nevertheless, we can understand 
it better through the case of childhood cancer tumour banking described by 
Dixon-Woods et al.9  In paediatric oncology studies, the trust of children and 
their families is exhibited through standing in partnership with doctors and 
scientists. They feel grateful and profit from the findings derived from pre-
vious patients’ contributions, making them willing to provide biospecimens to 
generate scientific progress and benefit future patients. We can also understand 
the notion of public trust in population-based initiatives, with the difference 
of people forming the “public”. Public trust will collapse when a biobank 
violates ethical and legal obligations; for instance, people will not trust a 
biobank that uses collected samples for unethical purposes or for purposes 
exceeding a participant’s informed consent. Therefore, to ensure public support 
and trust, biobanks require an ethical supervision mechanism. Another reason 
for the necessity of a supervision mechanism results from the evolving nature 
of science and society. Since the purpose of the use of the biospecimen may 
change with scientific progress or evolving social values, a monitoring mecha-
nism should be established to protect the interests of all participants and avoid 
any research initiatives which are contrary to their consent.10 

 To achieve the above aims, we could expect a transparent surveillance of a 
biobank to gain public trust where persons independent of the research balance 
the potential benefit of the research against the possible risk of participation. In 
practice, there exists a variety of ways to govern a biobank. Governance bodies 
could be internal, external or both; advisory or fully empowered; ad hoc or 
standing.11  All these features (not exhaustive) provide appropriate governance 
mechanisms for different biobanks. International ethical norms, such as the 
Declaration of Helsinki or the International Declaration on Human Genetic 
Data, suggest that research involving human subjects should be submitted 
previously to an ethics review board. Considering domestic regulations in the 
case of deCode genetics biobank in Iceland, the Act establishing the biobank12  
provides that a governing board shall be established to monitor the biobank’s 
activities. Moreover, general ethical oversight is assured by an independent 
National Ethics Committee supervising the proposed research activities and 
procedures to ensure they conform to international and domestic ethical norms. 
The UK biobank is monitored externally by the National Health Service 
Multicentre Research Ethics Committee and internally by an independent insti-
tution, Ethics and Governance Council, responsible to balance public interests 
with the interests of the scientific community.13 
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Utilisation of Biobanks

After understanding the characteristics of genetic information, the privacy issue 
is a great concern to a biobank. Inappropriate or unwilling disclosure of data 
might have a severe impact not only on the individual but also on his family 
or even on the community to which the individual belongs. Also, the use of 
biobank data for biomedical research usually requires the connection of dif-
ferent databases, including databases on genetic information, health records, 
personal lifestyle information, and others. How to assure the confidentiality of 
this variety of information and at the same time avoid the addition of obstacles 
in the use of information by researchers is a problem to be solved.
 The content of biobanks could be of different natures (biospecimens, parti-
cipants’ personal data, lifestyle information, etc.) and could reveal the identity 
of a participant in different degrees. According to the identifiability of samples 
and data, the following mode of conservation has been suggested to assure 
different levels of protection: (1) anonymous or unidentified samples are de-
fined by the absence of a link to the participant; (2) unlinked or anonymised 
samples were previously linked to the participant through a code — once the 
code is destroyed, the sample is no longer able to be linked to the participant; 
(3) coded samples are not per se identifiable, but links exist to provide possible 
indirect identification; and (4) identified samples are linked in a way that the 
participant is immediately identifiable.14 

 In addition to the privacy issue, public access and disclosure of genetic 
information are important topics of discussion. From the perspective of the 
participant or the researcher, the access issue presents different concerns. On 
one hand, we can ask whether participants should have access to their bio-
specimen and related genetic data. The nature of the genetic information 
retained in a biobank is at the centre of the issue. If we consider the genetic 
information as public resource, a recommendation provided by the Human 
Genome Organization (HUGO),15  the right of the participant in respect of 
his sample would be limited. For instance, since the aim of the biobank is to 
promote biomedical research, a participant shall not claim to have access to 
the genetic information or the outcome of related research for personal health 
check purposes. On the other hand, from the perspective of users, the main 
question will be what the conditions of sample and data access are.
 Moreover, the disclosure of genetic information also raises several ethical 
issues. The result of research using resources of biobanks is disclosed through 
publication or other means available to the public; however, specific disclosure 
to individual participants is contestable. Several reasons are against the specific 
disclosure. First, preliminary research results might be insignificant or even 
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misleading to the individual. Second, genetic information may be predictive 
of some genetic predisposition or even information whose value is unknown 
at the current stage. Therefore, this disclosure (if considered allowed) should 
be the result of professional examination of the circumstances using competent 
professionals.16 

 Another issue challenging the public trust of biobanks regarding the use 
of biobank data is the benefit-sharing mechanism. According to the aim of 
biobanks, participants should understand that giving their biospecimen would 
benefit a specific disease group or the population at large. Furthermore, re-
search results that depend solely on one individual’s sample is rare; in most 
biomedical research, results come from comparison of large quantities of 
biospecimens and information. It would be extremely difficult to identify an 
individual contribution in a research result;17  therefore, it would be more prac-
tical to consider the genetic information as a public resource, as recommended 
by international ethical norms.18  However, different positions regarding the 
ownership of biobank biospecimens exist; for instance, the UK biobank states 
that the biobank owns the biospecimens and the data coming from the bio-
specimens. It also states that individuals have no property right to the stored 
samples.19 

Taiwanʼs Legal Ef for ts to Accomplish the Ethical 
Governance of Biobanking

A biobank is defined by the Biobank Act as “a population-based or specific 
group based20  database for biomedical research purpose, which includes parti-
cipants’ biological samples, personal information and other related information 
or data. These biological samples, its derivative or related data and information 
are saved in an identifiable way for prospective use”. Through the above defi-
nition, we can notice that the legislator limited the biobank in question to a 
population-based or specific group based database, characterised by two features. 
First, the Biobank Act regulates the collection and utilisation of a large amount 
of biological samples. Moreover, the purpose of utilisation and research is rela-
tively diverse and extensive: apart from a database specifically designed for 
comparative research on a specific disease group,21  it also includes a database 
for research on healthy people.22  Second, research is aimed at exploring the 
correlation between disease, environment and genetic information in a specific 
population, therefore the samples collected and the health- or genetic-related 
information could be conserved for a long period, and this information could 
be compared with other databases. All these characteristics are different from 
the usual human tissue bank.23  The analysis above indicates that the object 
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of the regulation is narrowly defined, making the Biobank Act a specific 
legislation.
 Concerning the establishment of a biobank, the Biobank Act provides that 
only governmental organisations, medical or scientific institutes, research insti-
tutes and artificial persons are qualified to establish a biobank and the founda-
tion should be licensed by the competent authority.24  In addition, an ethics 
committee should be established.25  Planning of the use of biobank information 
should be reviewed by the ethics committee and should also be approved by 
experts organised by the competent authority.26  Unless approbation is obtained, 
the database cannot be transferred, part of it or in its whole, to another person.27  
Members should avoid conflicts of interest.28  Further deliberated below are the 
legislative provisions of the Act in dealing with the ethical issues regarding 
“informed consent”, “ethical governance” and “utilisation of the biobank”.

Informed Consent

Trying to enable the participants’ meaningful “general consent” without 
infringing a participant’s right of autonomy, the Biobank Act provides that 
collection of biological samples and personal data, in the context of biobanking, 
should conform to the informed consent requirement stipulated in the Act.29  
Considering biomedical studies on special diseases or populations, minors are 
also included as potential participants. The Biobank Act lists in detail various 
items that participants should be informed of,30  including: “the purpose of 
sample collection, its possible uses, the duration of use, the method, the type 
and the quantity of sample collection, and the origin of sample collection”. 
Apart from these terms, participants should also be informed of important 
facts such as: “the potential impact of genetic information extracted from 
samples on family members of the participant or on its population”, and “the 
type of health information expected to be linked”. The Act states clearly that 
utilisation of biological samples or related data, information by the biobank 
itself or provided to a third party, should conform to the consent of parti-
cipants. It is worth noticing that concerning the link of information in a 
population-based biobank, the scope of participants’ consent might be general. 
The Biobank Act is obviously restricting the potential health information that 
could be linked, limiting to health information of special categories that could 
be anticipated, in order to avoid turning the participant’s consent into a blank 
authorisation. This regulation creates a trade-off between the efficiency of 
execution and the interest of participants.
 In addition to securing the participants’ autonomy, the Biobank Act also 
explicitly provides that the participant has the right to withdraw or alter their 
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consent at anytime,31  and gives the participant the right to read, replicate, add 
to and alter identifiable information (that can reveal their identity).32  Even 
if the participant dies or loses his ability, the biobank is allowed to use the 
sample or related data in the scope of the consent, based on the respect for 
the previously established authorization.33  All these regulations reveal the deter-
mination to protect the participants’ autonomy. Nevertheless, identifiable or 
non-identifiable information may be interchangeable. The biobank can save the 
information in a “coded”,34  “encrytped”35  and “anonymised”36  manner. Since 
the “coded” or “encrypted” information could be restored to an identifiable 
state, whether the term “identifiable information” refers to non-coded, non-
encrypted information or solely to information not yet anonymised, may cause 
problems when interpreting the use of information or even during the opera-
tion of the biobank.
 In addition, concerning the use of samples and information after the death 
of a participant, the Biobank Act states that the biobank can still use the 
sample or information within the scope of the consent. This measure certainly 
provides a stable basis for medical research, but since the genetic information 
and its related research might have an impact on a third party, the debate of 
the right to genetic information claimed by relatives of a deceased participant 
still remains. We question whether this regulation can eliminate the doubt of 
possible privacy intrusion of a third party.

Ethical Governance

Subject to the Biobank Act, the ethical governance framework is constituted 
by a dual governance structure: an ethical governance committee is established 
under the biobank, whereas an expert review board is organised by the com-
petent authority. The expert review board will conduct an independent external 
review based on the mandate as empowered by the Act, which could improve 
the independence of the ethical governance mechanism. However, there has 
yet to be any explicit regulation about the organisation responsible for the 
ethics review that the biobank must go through at its establishment, revealing 
a loophole in the regulation.
 Indeed, the provisions in this regard had gone through several modifications 
and adjustments pending the legislation, and the analysis of these modifica-
tions provides valuable hints in the understanding of the discussion regarding 
the ethical governance adopted. In short, the Biobank Act went through three 
stages of deliberation, consecutively at the Department of Health, Executive 
Yuan (the highest administrative branch of Taiwan) and at the Legislative Yuan 
(the highest legislative branch of Taiwan). In essence, we may call this “The 
choice between self-discipline or superintendence model”.
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 The legislative history revealed the evolution of the Biobank Act from the 
draft version of the Department of Health, the version of Executive Yuan, and 
finally to the approved version after its third reading. The original regulatory 
model adopted by the draft version of the Department of Health emphasised 
both the internal and external ethical governance to oversee the operation of 
the biobank (and not limited to specific population-based database).37  In this 
context, the public authority intervenes by enacting directives or promulgating 
safety regulations, and regular examinations. The management of biobank 
obviously involves social, technological, ethical and legal issues, and requires 
the governance of the ethics committee presenting multiple values; therefore, it 
depends on governance based on bioethical self-discipline.
 It was a pity that the structure was greatly modified in the Executive Yuan 
version, retaining only the internal governance unit, and eliminating the national-
level bioethical committee.38  Although an expert committee organised by the 
competent authority was added at the third reading version in order to review 
the use and operation of biobanks, the formation of this committee was task-
based and only for the review of biobank management (limited to specific 
population-based database). This regulation downgraded the policy level that 
the ethics committee represents. Moreover, the Act becomes a more heterony-
mous model, since detailed regulations about the biobank management were 
present in the Biobank Act.
 Now, the final provisions of the Biobank Act provide that “the founder of 
the biobank should establish an ethics committee in order to review and to 
supervise the management and the use of the biobank”. To the qualification 
of the members, it is said, “The committee should be constituted by 9 to 15 
members. More than half of them should be experts in law, social workers or 
other disinterested members of society, and more than two-third[s] of them 
should be members outside the biobank”. In regard to the mandate of the 
committee and the board, the provision stipulates, “The use of the data and 
information of the biobank should be planned and reviewed by the ethics 
committee, then submitted to the competent authority who will organise an 
ethical review board of legal experts, social workers and disinterested members 
of society to review. The planning could only be executed after this final 
review”. Also, the review board is composed of various types of expertise. It is 
provided that, “The number of each category of members should not be under 
one-fourth, and the number of single-sex should not be under one-third. The 
competent authority can enable private association to conduct the third review. 
Members of the second or the third review board should avoid conflict of 
interest when necessary39 .”
 The above regulation suggests that the ethical governance of biobanks was 
the result of combining the internal governance committee with the “bioethics 
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committee” organised by the competent authority in the original draft. This 
dual design provides an advantage in the integration of governance resources, 
execution and management. In other words, the governance policy, from its 
formation to its execution, could be supported by corresponding organisations 
of different levels. This governance structure changed from dual to unilateral 
at the Executive Yuan. The internal governance was then conducted by the 
internal ethical governance committee of the biobank. During the third reading 
of the Biobank Act, although the fact that the competent authority should 
establish an external governance committee was not explicitly provided, the 
regulation that followed implies that the competent authority should actually 
establish an external governance mechanism in response to the internal 
ethical review:

The use of the data and information of the biobank should be planned and 
reviewed by the ethics committee, then submitted to the competent authority 
who will organize a meeting of legal experts, social workers and disinterested 
members of society to review. The planning could only be executed after 
this final review.

In order to ensure the implementation of ethical governance, and to coordinate 
the ethical policies, the above regulation seems to return to the dual design. 
Nevertheless, we should notice that in the version of the Act, during the third 
reading of the legislation, the review committee organised by the competent 
authority is not a standing body like the bioethical committee in the draft 
version of the Department of Health, but rather a task-based counselling or 
governing body.

Utilisation of the Biobank

Concerning the preservation of samples and information, the Act provides that 
the biobank should establish related management and relief bylaws. In case of 
any intrusion, the biobank bears the responsibility to inform the participants.40  
Further, biological samples and their derivatives in storage may not be exported 
without prior approbation.41  Also, the materials prepared and/or preserved for 
population-based and/or special group-based related research should not be 
obtained from illegally founded biobanks.42  In regard to the access regulation, 
the application of biobank collections shall be governed by the Information 
Security Rules promulgated under Article 13 of the Act. It is required that the 
founder of biobank, when saving, using or disclosing biological samples and 
related information, should proceed in a decoded, encrypted, delinked and/or 
other manners that would not reveal the identity of participants.43  The samples 
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and related information, unless with approbation, should not be used for other 
purposes than biomedical research.44  The rules have now been in force since 
31 May 2010.
 Regarding the access of biobanks for individual participants, although the 
Act provided that participants have the right to read, replicate, add to and 
alter identifiable information (that can reveal their identity), the same rights 
are restricted concerning their biospecimen.45  Considering that the aim of the 
biobank is to promote biomedical research and to promote public welfare, the 
right to access to the genetic information is excluded. Moreover, the founder 
should regularly disclose research results to the public according to the Act46  
so as to enhance the transparency of progress development concerning biobank 
utilisation. The Act also takes into consideration one of the most disputable 
issues concerning benefit-sharing. It is provided in Article 21 that the com-
petent authority shall, subject to said article, promulgate the rules concerning 
the benefit-sharing for the possible commercial application of the biobank. The 
rules have been in force since 8 September 2010.
 Moreover, the legislator added an explanatory note to Article 20 as an 
attached resolution,47  providing that “biological samples, its derivatives and 
related information or data should not be used for other purpose than bio-
medical research (with exception stated) nor for juridical purpose even with the 
participant’s consent”, suggesting strict regulation and separation concerning the 
purpose of utilisation. The controversy raised by this issue concerns whether 
legislative power would encroach judicial power. In fact, this restrictive regu-
lation did appear in the first draft, for the reason that after years of sample 
donation in Sweden, the government used them to check the identity of victims 
in the Indian Ocean tsunami, and to chase the murderer of the minister of 
foreign affairs, which caused a large number of people to withdraw from the 
biobank. Since we had a previous case concerning the exhibition of world 
heritage in which judicial intervention was excluded by legislation, protecting 
human dignity and participants’ autonomy with the intervention of legislation 
in the judicial system does not seem that inappropriate. We can thus under-
stand why the legislator Sue-Ying Huang insisted on this point during the 
legislation, especially when donation to biobanks involves fundamental rights 
concerning inter-generation distribution of genetic information.

Conclusion

The establishment of the biobank shall be based on public trust and open 
communication. Exchanging views from different interest groups, the process 
of legislation could be regarded as an opportunity and a platform. That is why 
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many countries choose to build the basis for a national biobank through the 
legislation of a specific law. Although the establishment of biobanks arouses 
controversy, it also brings an opportunity to re-examine the existing regulation 
and disputes.
 We can observe from the recently approved Biobank Act of Taiwan, espe-
cially from the modifications history of the draft versions, that the legislature 
is cautious about the establishment of a biobank. Doubt could be raised by 
the potential threat genetic technology or biomedical research poses to human 
dignity and privacy, or it may also simply come from the recent controversy 
the biobank brought. If the doubt actually comes from the second reason, 
then enactment of the Biobank Act, under such rationale, may only become 
another legal obstacle in the development of biomedical research, because it 
was nothing but regulation for the sake of regulation, and was promulgated 
without cautiously discussing issues such as the recognition of general consent, 
the structure of the ethical governance (internal or external), the ideal regulation 
policy (specific or framework legislation) and the mode of regulation (flexible 
or rigid) and ruling on the possible commercial benefit-sharing. This result 
shall not be the original aim of the act. The reality in Taiwan has yet to be 
further examined.
 In conclusion, in Taiwan, the passing of the Biobank Act represents a 
starting point for open discussion in the society and a basis to build public 
trust. More discussions on this issue would be indispensable for the further 
development of the Taiwan Biobank.
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