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Informed Consent in the Protection of
Human Genetic Resources:

Evolutionary Change in Chinese Legislation

Insan Genetik Kaynaklarinin Korunmasinda
Bilgilendirilmis Onam:
Cin Mevzuatindaki Evrimsel Degisimler

ABSTRACT Objective: The human genetic resources are the base of innovative research in the
field of life science and technology nowadays. The concrete practice of informed consent is of gre-
at significance in reasonable protection of human genetic resources. The aim of this study was to
compare the common ground and difference of informed consent between the collection, preser-
vation and utilization of human genetic resources for the purpose of scientific research and such
activities in clinical care and clinical trial, and discusses how to reflect and provide for informed
consent in the legislation of human genetic resources. Material and Methods: The relevant Chi-
nese laws and regulations since 1993 and Regulations on the Administration of Human Genetic
Resources (Submission for Review) was collected and compared. And the practical dilemma of in-
formed consent was analyzed from the perspective of ethics, law and social implications. Results:
Informed consent in the human genetic resources collection, preservation and research and de-
velopment activities has demonstrated different characteristics on the aspects of the subject of in-
formed consent, informed contents and re-consent etc., which are also the very dilemma
confronted by the practice of informed consent in the human genetic resources protection. Con-
clusion: The reasonable provision in human genetic resources-related legislation on informed
consent should take into account both the human dignity and Self-Determination and the parti-
cularity of human genetic resources and social and natural human attributes.

Key Words: Bioethics; informed consent; genetics, medical; China

OZET Amag: insan genetik ¢aligmalari gliniimiizde yagam bilimleri ve teknolojik alanlarda yenilikci
aragtirmalarin temelini olugturmaktadir. Bilgilendirilmis onamin somut uygulamas: insan genetik
kaynaklarinin korunmasinda ¢ok énemlidir. Bu ¢aligmanin amaci bilimsel aragtirmalarda, klinikte
tedavi goriirken ve klinik aragtirmalarda insan genetik kaynaklarinin korunmasinda ve kullanil-
masinda bilgilendirilmis onamin nasil saglandigini arastirmak ve aradaki farklan kargilastirmak, ve
insan genetik kaynaklarinin yasalastirilmasinda bunlarin nasil yansitilacagini ve saglanacagini tart-
1smaktir. Gereg ve Yontemler: 1993’ten beri uygulanan Cin yasa ve yonetmelikleri ile Insan Gene-
tik Caligmalar1 hakkindaki diizenlemeler bulundu, ve karsilagtirildi. Etik, yasalar ve sosyal
¢ikarimlar agisindan bilgilendirilmis onamin pratikteki celiskileri de analiz edildi. Bulgular: insan
genetik kaynaklarinin toplanmasi, saklanmasi ve arastirma ve gelistirme faaliyetlerindeki bilgilen-
dirilmis onam, bilgilendirilmis onam alinan denek ve bilgilendirilmis onamlar ve tekrar onam alma
gibi konular y6niinden farkli 6zellikler géstermektedir ki, bunlar zaten insan genetik kaynaklarinin
korunmas: anlaminda bilgilendirilmis onam alinmas: pratiginde karsilagilan ¢ikmazlardir. Sonug:
Bilgilendirilmis onamlar hakkinda insan genetik kaynaklar ile iligkili yasalarin makul hiikiimleri
hem insan itibarimi ve kendi hakkinda karar verme hakkini, ve hem de 6zellikle insan genetik kay-
naklarini ve insanin sosyal ve dogal niteliklerini dikkate almalidir.

Anahtar Kelimeler: Biyoetik; bilgilendirilmis onam; genetik, tibbi; Cin
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he life science and technology initiated from

Human Genome Project (HGP) is more and

more deeply revealing and interpreting life
code, and having significant impact upon the pre-
diction, prevention and individualized medical
treatment of human diseases. Since life science re-
search is strongly dependent upon the human ge-
netic resources which has became the basis for
innovative research in the field of life science and
technology nowadays. Under the research mode of
mega science, large project and big data, in order
to promote the flow and allocation of such strate-
gic human genetic resources and the release of in-
novative energy generated possibly from them, and
meet the demand of research activities for human
genetic resources, more and more countries and re-
gions have established biobanks to collect and pre-
serve human genetic resources based on population
group.

With the growth of life science and technol-
ogy, we come to realize gradually that the genetic
information carried with the human biological
samples is likely to both contain something sensi-
tive and be lifelong correlative, and may have an
effect upon both the individual sample donors and
their families or even a wider range of communi-
ties. Due to the long-term nature and hereditary of
human genetic resources, the human genetic re-
search has to be confronted with a large number of
concerns in terms of ELSI (ethics, law and social
implications). Informed consent, as relate to respect
for human dignity, has aroused much wider and
deeper deliberation. In the era of post-genomes,
facing the large number of biobanks and the large-
scaled research project on functional genomes, pro-
teome and Pharmacogenomes, the practice of
informed consent is exposed to greater challenge.

On this occasion that Interim Measures for the
Administration of Human Genetic Resources is
proposed to be upgraded to Regulations on the Ad-
ministration of Human Genetic Resources, this
paper will discuss the practical dilemma possibly
confronted by informed consent in human genetic
resources collection, preservation and research and
development (R&D) activities, and the emphasis
which should be duly considered in case of mak-
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ing proper and reasonable regulations on informed
consent in the legislation of human genetic re-
sources around the Chinese legislation in force and
the provision under Regulations on the Adminis-
tration of Human Genetic Resources (Submission
for Review) on informed consent.

I CHINA’S LEGISLATION PROCESS
AND ANALYSIS ON THE CAUSE

The modern life science and technology has been
increasingly revealing implausible potential. For
the strategic dominating elevation, countries all
over the world attach more and more importance
to the strategic position of human genetic re-
sources. How to promote the utilization of human
genetic resources in scientific research activities
with innovative legal institutional arrangement
and balance, the demands of different subjects for
protection of their respective rights and interests
has become the difficulty confronted by the legis-
lation of human genetic resources. This chapter in-
troduces human genetic resources-related
legislation process in China, and the backgrounds
of Regulations on the Administration of human ge-

netic resources (Submission for Review).

I LEGISLATION PROCESS

Until 1998, China made no special provisions on
any R&D activities concerning human genetic re-
sources, but mainly normalized the collection,
preservation and utilization of human genetic re-
sources for any purpose other than scientific re-
search such as clinical diagnosis and treatment or
blood (or plasma) collection and supply. For exam-
ple, Blood Collection and Supply Institutions and
Blood Administrative Measures (expired), Regula-
tions on the Administration of Medical Institutions
(1994), Detailed Rules for the Implementation of
the Regulation on the Administration of Medical
Institutions (1994), Regulations on Administration
of Blood Products (1996), Blood Donation Law
(1997) and similar regulations have regulated ac-
tivities of collecting and testing such human ge-
netic resources as blood in a medical institution’s
conventional clinic diagnosis and treatment or
blood (or plasma) collection and supply service.
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With the development of life science and
technology, the research value and commercial
value of human genetic resources are increasingly
manifested. The human genetic resources in China,
characterized by widespread complexity of disease
pedigree and pureness of ethnic and family genetic
resources, have become valuable research re-
sources. China’s human genetic resources, being in-
creasingly used in international scientific and
technological cooperation, once had lost seriously.
In order to strengthen the effective protection and
reasonable utilization of China’s human genetic re-
sources, and facilitate human genome research and
international scientific and technological coopera-
tion, on 10 June 1998, Chinese Ministry of Science
and Technology and Ministry of Health enacted
Interim Measures for the Administration of Human
Genetic Resources, which was the first specifica-
tion in China on the administration of human ge-
netic resources, emphasizing regulation on
approval of international cooperation project in-
volving human genetic resources, principle for
managing intellectual property right in R&D re-
sults and approval of human genetic resources ex-
port, and giving positive effect to the protection of
China’s human genetic resources. On this stage, the
specification on collection, preservation and uti-
lization of human genetic resources for any pur-
pose other than scientific research is mainly
reflected in Measures for the Administration of
Blood Stations (Effective), Guiding Principle on
Planning of Blood Collection and Supply Institu-
tional Setting (Expired) and the like regulations.

However, Interim Measures for the Adminis-
tration of Human Genetic Resources has gradually
fallen behind the rapid progress of life science and
technology, which is in particular reflected in that
the effectiveness level is not as high as expected
and administrative measures on collection, preser-
vation, research and utilization of human genetic
resources are absent. Since 2006, in accordance
with the State Council’s plan on legislation, the
Ministry of Science and Technology, in collabora-
tion with the Ministry of Health and other compe-
tent authorities, has conducted the drafting work
of the regulations on administration of human ge-
netic resources, and developed Regulations on the
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Administration of Human Genetic Resources (Sub-
mission for Review). On 31 October 2012, Chinese
State Council Legislative Affairs Office released the
full text and instructions of Regulation on the Ad-
ministration of Human Genetic Resources (Sub-
mission for Review) for public consultation. It is
known through the Ordinance concerning the Pro-
cedures for the Formulation of Administrative Reg-
ulations and the Notification of the Chinese State
Council Legislative Affairs Office on Public Con-
sultation for Regulations on the Administration of
Human Genetic Resources (Submission for Re-
view) that such Submission for Review is still
under review. The Chinese State Council Legisla-
tive Affairs Office will modify Regulations on the
Administration of Human Genetic Resources (Sub-
mission for Review) upon comprehensive study on
opinions from all walks of life and through consul-
tation with the drafters to form the draft and its in-
struction which shall be submitted to the executive
meeting of the State Council for review.

I THE CAUSE OF LEGISLATION CHANGE

Regulations on the Administration of Human Ge-
netic Resources (Submission for Review), in com-
parison with Interim Measures for the Adminis-
tration of Human Genetic Resources, has changed
substantially not only in terms of legal effective-
ness level, but in specific aspects of management
system, management measures and legal liabilities.
These changes are mainly due to the demand on
human genetic resources protection in the context
of developing life science and technology.

THE INFLUENCE OF INTERNATIONAL
DECLARATION AND PROCLAMATION

In the field of life science and technology, notwith-
standing the difference among countries in the de-
velopment level of science and technology and the
stage of industrial development, technological de-
velopment trend and demand of industrial growth
are identical with each other and the research ac-
tivities would also be confronted with some com-
mon ethical issues. Since the end of 20th century,
international community has focused more and
more attention on the effect of R&D in life science
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and technology upon human dignity, freedom and
right. The General Conference of UNESCO
adopted Universal Declaration on the Human
Genome and Human Rights, International Decla-
ration on Human Genetic Data and other such in-
ternational proclamations, and Human Genome
Organization (HUGO) issued Statement on the
Principled Conduct of Genetics Research and
Statement on DNA Sampling: Control and Access,
being committed to making the conduct of re-
search on human genomes and their application
ethical, and respecting for the human right, basic
freedom and human dignity of individuals and as-
sociated communities. The basic ethical principle
which should be followed in the activities of re-
search on human genomes and their application as
emphasized in these declarations and proclama-
tions is intended to reflect human rationality in
common. China has acknowledged such basic prin-
ciple and rules set forth under these declarations or
proclamations in drafting Regulations on Admin-
istration of Human Genetic Resources (Submission
for Review). !

INTERNAL DEMAND OF HUMAN GENETIC
RESOURCES PROTECTION

China has rich human genetic resources. In face of
the great change of contemporary life, science and
technology system, and the international pattern
of economic globalization, reasonable protection
and utilization of human genetic resources have
played an increasingly important role in promot-
ing national development of biotechnology and el-
evating technological innovation capability. In
addition, the national strategy designer, policy-
maker and legislator are attaching more and more
importance to the strategic position of human ge-
netic resources and understanding the essential
goal of human genetic resources protection from
the perspective of maintaining national security,
promoting technological development, elevating
national capability of R&D in biological and phar-
maceutical science and technology, and protecting
human body health, etc. For example, in June 2011,
the Ministry of Science and Technology, Ministry
of Health, and National Commission of Population
and Family Planning co-issued the Notice on Pro-
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moting human genetic resources Protection and
Management. The Biotechnology Development
Program under “12*-Five-Year Plan” released by
the Ministry of Science and Technology in No-
vember 2011 made “building national bio-infor-
mation scientific and technological infrastructure,
National Bio-Information Center, including na-
tional biotechnology management information
base, bio-information base of genome, proteome
and metabolome, large-sized biological sample,
specimen, case resource and human genetic re-
sources bank and shared service system ...... 7 as
one of the important measures for enhancing capa-
bility building in biotechnological innovation. In
2009, China’s Action Plan of Intellectual Property
Protection explicitly proposed to expedite the
study and drafting work of Regulations on the Ad-
ministration of Human Genetic Resources, per-
fecting the protection, development and utilization
of China’s human genetic resources by operation of
law, and building a reasonable system of genetic re-
sources acquisition and interest sharing.

Furthermore, in comparison with the histori-
cal background under which Interim Measures for
the Administration of Human Genetic Resources
was enacted, life science research and application
have made an unprecedented leap, and a large
number of new problems have also been found in
over one decade’s legal practice of such Interim
Procedures and should be responded legally.

I INFORMED CONSENT: FOCUS IN HUMAN
GENETIC RESOURCES PROTECTION

From HGP to the HapMap Project, and then to the
international 1000 genomes project, bioscience, as
an ancient discipline, is increasingly bursting with
youthful energy. With rapid progress of life science
and technology, the issue of informed consent has
received more and more attention. As an important
principle of bioethics, from the Nuremberg Code
to Declaration of Helsinki, informed consent has
gradually developed from an abstract and simple
ethnical principle to a specific and ample ethical
norm. Nevertheless, exploration to the issue of in-
formed consent has never been receded in the least
for this reason. On one hand, the boundary be-
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tween biomedical and behavioral research and gen-
erally accepted conventional healthcare as well as
the nature and definition of informed consent or
similar issues have received close attention all the
time. As indicated in Belmont Report, “ The dis-
tinction between research and practice is blurred
partly because both often occur together (as in re-
search designed to evaluate a therapy) and partly
because notable departures from standard practice
are often called ‘experimental’ when the terms‘ex-
perimental’ and ‘research’ are not carefully defined.
7 “......if there is any element of research in an ac-
tivity, that activity should undergo review for the
protection of human subjects.” On the other hand,
as influenced by human genome research, in-
formed consent and proxy consent, personal con-
sent and group or community consent as well as
informed consent and re-consent or issues like that
will become a challenge that the principle of in-
formed consent should be facing in practical.

As a bioethical norm, informed consent is also
facing the demand of being rendered into a statu-
tory principle or rules, i.e. this ethical code of in-
formed consent will be expressed in the form of
legal norm by virtue of legislative procedures, spe-
cific path of which shall include being rendered
into legal principle or statutory rule, or permeation
of ethical concept into rule of law. Of course, in the
field of life science and technology, bioethics and
law is neither replaceable with each other nor mu-
tually exclusive, regulating on informed consent in
legislation should be maintained a tensile force
with bioethics and should be reasonably made on
the legal dimension.

With regard to biological sample donors, exe-
cution of informed consent principle should be not
only limited to his/her decision on whether to
donor, but manifested on that whether the donor
has made the aforesaid decision on his/her own will
on the basis of fully understanding the intended use
and scope of application of his/her biological sam-
ple, potential risk or any other details. Such donor’s
own discretion is not simply to express his/her con-
sent or dissent, such simple decision of one or the
other, but specifically embodied in giving consent
or dissent under some certain circumstance. There-
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fore, from the perspective of social implications,
overall communication and risk prompt are key
connotations of informed consent.

It is thus clear that how to achieve informed
consent in the process of human genetic resources
collection, preservation, R&D, and to which extent
that legislative stipulation in human genetic re-
sources should be made have been the focus of at-
tention by lawmakers, scientists, physicians,
socialists, public policy makers and even the entire
social public all the time.

I INFORMED CONSENT: THE DIFFERENCE
BETWEEN THE INTERIM PROCEDURES
AND DRAFT (SUBMISSION FOR REVIEW)

The normative difference of informed consent be-
tween Interim Measures for the Administration of
Human Genetic Resources and Regulations on the
Administration of Human Genetic Resources (Sub-
mission for Review) is mainly embodied on the as-
pect of the subject of informed consent, the
informed contents, the re-consent, and the legal li-
ability for breach of the principle of informed con-
sent, etc. (Table 1). In general, in contrast to
Interim Measures for the Administration of Human
Genetic Resources, provisions under Regulations
on the Administration of Human Genetic Re-
sources (Submission for Review) on informed con-
sent are more comprehensive and specific in
content.

I INFORMED CONSENT: COMPARISON
AMONG DIFFERENT CONTEXTS

With regard to informed consent, there are some
common problems presented and may be certain
difference existed in the medical practice of health-
care, clinical trial and the human genetic resources
collection, preservation and R&D (Table 2). Com-
parison and analysis on these common grounds and
differences are of great necessity for the principle
of informed consent to be reasonably reflected and
stipulated in the legislation. In the prevailing leg-
islation of China, regulations on informed consent
are mainly reflected in such laws and regulations
as Tort Law (2009), Measures for the Ethical Re-

Turkiye Klinikleri ] Med Sci 2014;34(2)
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TABLE 1: Comparison between Provisions under Interim Measures for the Administration of Human Genetic Resources
and Regulations on the Administration of Human Genetic Resources (Submission for Review) on Informed Consent.

Interim Measures for

The subject of informed consent

The informed contents No provision

Circumstance under which informed

consent must be abtained China’s human genetic resources

Circumstance under which informed No Provision
consent is exempted

Re-consent No Provision
The legal liability for breach of No Provision

the principle of informed consent

the Administration of Human Genetic Resources
The donor of a biclogical sample and his/her Relatives

International cooperation project involving

Regulations on the Administration of
Human Genetic Resources (Submission for Review)
a) The donar of a biological sample
b) If the donars are persons with no capacity or with
limited capacity, then the informed consent is given by
their statutary proxies
The form of informed consent is comprised of the purpose of
collection, use, the potential hazard to health, the benefit
sharing measures, the personal privacy protection,
the voluntary opt-in and the right of unconditional opt-out
from time to time
The callection, preservation and utilization of biological
samples should follow the principle of voluntary and informed
consent
No Provision

a) The unit being approved to collect and preserve human genetic
resources should use the resources for the purpose consented
by the donor

b) The unit collecting and preserving human genetic resources
can furnish the resource to others to be used in the
R&D activities consented by the donor

¢) For utilization of their genetic resources beyond the purpose

consented by the danor, re-consent by him/her should be
acquired

The unit being approved to be engaged in collection, preservation,

R&D and exit or entry of human genetic resources, in case of

infringing the principle of informed consent in the process of

human genetic resources collection, preservation and utilization,
shall be instructed to correct by the competent administrative
authorities in charge of science and technology under provincial
government, and in case of gross violation, shall be imposed
a fine more than RMB 50,000 but less than RMB 200,000

R&D: Research and development; RMB: Renminbi.

view on Biomedical Research involving human
subject (for trial implementation) (2007), Provi-
sions for Clinical Trials of Medical Devices (2004),

Code of Quality Management on Pharmaceuticals’

Clinical Trial (2003), Law on Practicing Doctors
(amended in 2009), Interim Measures for the Ad-
ministration of Human Genetic Resources (1998)
and Regulations on the Administration of Medical
Institutions (1994), etc.. The following comparison
is based on specific provisions in these laws and
regulations and it should be noted in particular that
if human genetic resources collection, preservation
and R&D activities are involved, then provisions
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under Interim Measures for the Administration of
Human Genetic Resources and Regulations on the
Administration of Human Genetic Resources (Sub-
mission for Review) are covered.

THE SUBJECT OF INFORMED CONSENT

Healthcare is a medical intervention for the pur-
pose of improving a patient’s personal health by
providing him/her with effective means of disease
prevention, diagnosis and treatment. In the health-
care activities, the subject of informed consent in-
clude patients and their family members. Clinical
trial on human body means experimental applica-
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TABLE 2: Manifestation of informed consent in healthcare, clinical trial and human genetic
resources collection, preservation and R&D activities.

Health Care Activities

The Subject of Informed consent ~ The patient or hisher relatives

Informed contents Condition of illness and

medical measures

Circumstance under which a) In case that surgical operation,

Informed Consent must be spacial examination and special
obtained treatment are needed, medical

personnel should inform the

patient timsly of medical risk

and alternative health care scheme,

and obtain his/her written consent.
b) Any information inadvisable

to be known by the patient

should be indicated to his/her

near relatives and their written

consent should be obtained
Circumstance under which In case of emergency for rescue
informed consent is exempted of the dying patient and it is
impossible to consult him/her or
his/her near relatives, corresponding
medical measures can be taken

immediately, with the approval of

of the medical institution

Re-consent No Provision

the principal or authorized representative

Clinical Trial
a) The Testee or his/her statutory proxy
b) For incapacitated testees, if the sthics
committee has approved in principle and
the ressarchers consider such testass'
participation to be in their own interest, their
consent shall be given by their statutory guardians
¢) For children testees, informed consent from
their statutory guardians shall be obtained and
they shall sign the informed consent; if the children
are capable of making decision on consent to be involved
in the research, their own consent must be obtained
a) Voluntary opt-in and opt-out at any time
b) research project including trial purpose, trial process and
duration, inspection, possible benefit and risk , and
he/she is likely to be assigned to different groups of trial
c) Rights and benefits which testee have
a) The testee's voluntary written informed
consent must be ebtained in advancs
b) If written informed consent is inaccessible,
oral consent should be obtained in
advance and evidentiary material of oral
consent should be submitted
¢) For incapacitated testees or those who
are unable to make his/her own decision,
their guardians or proxies’ written informed

consent must be obtained

If informed consent of the patients' own and

their legal proxies is unavailable in case of

emergency, for instance, lack of therapeutic

method being proven effective, while the

investigational drug is expected to rescue

their life, regain their health or relieve

their pain, they can be incorporated into

the trial, however, it is required to

clearly describe the method of accepting

them in the testing scheme and related

documentations and obtain the approval

of the ethics committee in advance

a) If the procedures or conditions of
biomedical research involving human subjects
and related technical application have changed,
re-consent from the testee shall be obtained;
furthermare, ethical review application shall be
submitted to the ethics committee

b) In pharmaceutical clinical trial, if the latest
important data related to pharmaceutical trial is
found, re-consent from the testee shall be
obtained ,and the informed consent shall be

meodified in writing and submitted to the ethics committee

Human Genetic Resources Collection,
Preservation and R&D Activities
the donor of & biological sample

and hisher relatives

No Provision

Intemational cooperation project
invalving China’s human genetic resources

No Provision

No Provision

*[Source: systemized from such laws and regulations as Tort Liability Law, Practicing Physician Law, Medical Institution Management Ordinance, Code of Quality Management on Pharmaceutical Clinical Trial,
Regulations on Medical Devices’ Clinical Trial and Interim Measures for the Administration of Human Genetic Resources]

248

Turkiye Klinikleri ] Med Sci 2014;34(2)



History of Medicine and Ethics

Wu et al.

tion of healthcare technologies or products devel-
oped through biomedical research on human body.
For clinical trial of pharmaceutical or medical de-
vice, informed consent shall be given by the testee
in person or his/her statutory proxy. Clause 15 of
Code of Quality Management on Pharmaceuticals’
Clinical Trial has special provisions on incapaci-
tated testees and children testees. For incapacitated
testees, if the ethics committee has approved in
principle and the researchers consider such testees’
participation to be in their own interest, the con-
sent shall be given by their statutory guardians. For
children testees, informed consent from their statu-
tory guardians shall be obtained, and they shall sign
the informed consent; if the children are capable
of making decision on consent to be involved in the
research, their own consent must be obtained. In
the human genetic resources collection, preserva-
tion and R&D activities, as set forth in Table 1, In-
terim Measures for the Administration of Human
Genetic Resources has defined the biological sam-
ple donors and his/her relatives as the subject of in-
While
Administration of Human Genetic Resources (Sub-

formed consent. Regulation on the
mission for Review) has stipulated that the subject
of informed consent shall be the biological sample
donors; if the biological sample donors are persons
with no capacity or with limited capacity, then
their statutory proxies can give the informed con-
sent.

I INFORMED CONTENTS

In the healthcare activities, physicians delivering
diagnosis and treatment to a patient shall provide
him/her with information on his/her physical con-
dition, informing him/her of the role, risk and pos-
sible negative consequence of clinical test and
therapeutic regimen, and he/she decide whether to
be treated under such regimen on his/her own dis-
cretion under the condition of having full knowl-
edge on the state of his/her illness and the
therapeutic regimen. Therefore, in clinical care,
mainly the state of illness and medical care meas-
ures shall be informed. In human clinical trials, the
testee could suffer damage or even die due to par-
ticipation in clinical trial, therefore, when con-

Turkiye Klinikleri ] Med Sci 2014;34(2)

ducting a clinical trial of pharmaceutical or med-
ical device, the person in charge of such clinical
trial or his/her proxy shall inform the testee of par-
ticulars concerning clinical trial, including his/her
voluntary opt-in, the right to opt-out on any stage
of the clinical trial, that his/her participation and
personal information in the trial shall be main-
tained confidential, testing program, and that
he/she can be medically treated and accordingly
compensated in case of injury suffered in connec-
tion with the trial. In human genetic resources col-
lection, preservation and R&D activities, the
detailed information that the collection, preserva-
tion and R&D institutions should give to the bio-
logical sample donor is not explicitly stipulated in
Interim Measures for the Administration of Human
Genetic Resources.However, Regulations on the
Administration of Human Genetic Resources (Sub-
mission for Review) has required to inform the
donor of the objective and use of the biological
samples and related information, potential hazard
to health, benefit sharing measures, personal pri-
vacy protection, voluntary opt-in, right of uncon-
ditional opt-out at any time and so on; the
biological sample donor shall decide whether to
provide the biological sample and related informa-
tion on his/her own discretion.

|| THE CIRCUMSTANCES REQUIRED
TO OBTAIN INFORMED CONSENT

In the healthcare activities, in case that surgical op-
eration, special examination and special treatment
are needed, medical personnel should inform the
patient timely of medical risk and alternative
healthcare scheme, and obtain his/her written con-
sent. Any information inadvisable to be known by
the patient should be indicated to his/her near rel-
atives and their written consent should be ob-
tained. For the clinical trial of pharmaceutical or
medical device, the written informed consent from
the testee or his/her statutory proxy must be ob-
tained in advance. In comparison with Interim
Measures for the Administration of Human Ge-
netic Resources, provisions under Regulations on
the Administration of Human Genetic Resources
(Submission for Review) concerning the circum-
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stance under which informed consent should be
obtained in the human genetic resources collection,
preservation and R&D activities have changed to a
large extent. Specification under Interim Measures
for the Administration of Human Genetic Re-
sources on informed consent is only embodied in
the procedures of submission for approval of inter-
national cooperation project in connection with
China’s human genetic resources, while Regula-
tions on the Administration of Human Genetic Re-
sources (Submission for Review) has specified the
principle of informed consent, and set forth that
informed consent shall be obtained in case of col-
lection and preservation of the biological sample
and related information, which shall be utilized for
the purpose consented by the donor. However, at
the beginning of biological sample collection and
preservation, the future use of these biological sam-
ples could not be fully foreseen, whether broad
consent is allowed or specific consent must be ob-
tained has become one of the most controversial is-
sues. Furthermore, it should be noted that many
countries collect and preserve human genetic re-
sources for life science research by establishing
biobanks in the post-genome era. Then, collection
and preservation of human genetic resources for
the purpose of subsequent R&D are different from
that for the purpose of conventional service of clin-
ical diagnosis and treatment or blood (or plasma)
collection and supply.

I THE CIRCUMSTANCES UNDER WHICH
INFORMED CONSENT IS EXEMPTED

During medical activities, in case of emergency for
rescue of the dying patient, and when it is impos-
sible to consult him/her or his/her near relatives,
corresponding medical measures can be taken im-
mediately, with the approval of the principal or au-
thorized representative of the medical institution.
For pharmaceutical clinical trial, if informed con-
sent of the patients’ own and their legal proxies is
unavailable in case of emergency, for instance, lack
of therapeutic method being proven effective,
while the investigational drug is expected to rescue
their lives, regain their health or relieve their pain,
they can be incorporated into the trial. However, it
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is required to clearly describe the method of ac-
cepting them in the testing scheme and related
documentations and obtain the consent of the
ethics committee in advance. For the human ge-
netic resources collection, and preservation and
R&D activities, China has made no special provi-
sions on the circumstance under which informed
consent is exempted till present.

I CIRCUMSTANCE UNDER WHICH
RE-CONSENT IS REQUIRED

In human clinical trial, if the latest important data
related to pharmaceutical trial is found or the pro-
cedures or conditions of human subject research
have changed, re-consent from the testee shall be
obtained; re-examination and approval from the
ethics committee shall be acquired. Interim Meas-
ures for the Administration of Human Genetic Re-
sources has no provisions on re-consent. While
Regulations on the Administration of Human Ge-
netic Resources (Submission for Review) has spec-
ified that re-consent from the donor shall be
obtained when his/her biological sample, and re-
lated information are used for any purpose other
than those consented by him/her in the R&D ac-
tivities.

It is known from the above comparison that in
contrast with the clinical care and clinical trial, the
informed consent in the human genetic resources
collection, preservation and R&D activities has
demonstrated different characteristics on the as-
pects of the subject of informed consent, informed
contents and re-consent etc., which are also the
very practical dilemma confronted by the practice
of informed consent in the human genetic re-
sources protection.

THE REALISTIC PERPLEX CONFRONTED
BY INFORMED CONSENT

The ethical argument on informed consent in the
human genetic resources collection, conservation
and R&D activities has extended from whether in-
formed consent is required to which form of in-
formed consent is required. To be specific,
perplexes confronted by informed consent in
human genetic resources protection mainly include
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whether proxy consent is allowed, or only self-con-
sent is acceptable; whether only personal consent is
needed or family consent and even group or com-
munity consent is still required; whether broad
consent can be made or only specific consent is vir-
tually effective informed consent.

I SELF-CONSENT AND PROXY CONSENT

It is an important issue confronted by the biobanks
and researchers that which subject’s informed con-
sent should be sought in the collection, preserva-
tion and R&D activities involving human genetic
resources. In the process of collection and preser-
vation, whether only the donor of a biological sam-
ple himself can make the effective decision of
consent? Whether the proxy consent by a statutory
proxy or other subject is allowable? If other subject
can give proxy consent, whether the scope and se-
quence shall be limited? These issues, as a matter
of fact, are concerned with the subject of informed
consent and the capability of consent.

The Nuremberg Code limits the informed con-
sent to self-consent, pursuant to Section I of such
Code,“The voluntary consent of the human subject
is absolutely essential. This means that the person
involved should have legal capacity to give consent;
should be so situated as to be able to exercise free
power of choice, without the intervention of any
element of force, fraud, deceit, duress, overreach-
ing, or other ulterior form of constraint or coercion;
and should have sufficient knowledge and compre-
hension of the elements of the subject matter in-
volved as to enable him to make an understanding
and enlightened decision.” The Declaration of
Helsinki has specified the proxy consent.On legis-
lation level, different countries have made different
responses. For example, Human Tissue Act (2004)
of U.K. has provided that it is lawful to removal,
storage and use of human organs and other tissue
for scheduled purpose with appropriate consent. In
addition to personal consent, the informed consent
shall also cover appropriate consent given by the
person who has parental responsibility for the child,
nominated representatives or the person who stood
in a qualifying relationship to the donor at that
time. The qualifying relationships should be ranked
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in the following order:(a) spouse or partner; (b) par-
ent or child; (c) brother or sister; (d) grandparent or
grandchild; (e) child of a person falling within para-
graph (c); (f) stepfather or stepmother; (g) half-
brother or half-sister; (h) friend of longstanding
(Article 27).

In fact, in the context of biobanks, the issue of
proxy consent is far more complex than conceived.
Firstly, in the collection, preservation and R&D ac-
tivities, proxy consent is generally manifested as
the consent given by the statutory proxy, instead
of consent by an entrusted agent. In other words, if
the donor of a biological sample has corresponding
capacity of consent, his/her own consent shall be
obtained. Only if the donor of a biological sample
has no capacity of consent for the reason of age, in-
tellectual impairment or behavior disorder, the
statutory proxy can give proxy consent. Secondly,
proxy consent has doubt in time validity. Taking a
minor as an example, if his/her parent or other
statutory proxy has given consent on his/her behalf
to donor sample for a biobank, once such minor has
come of age and had capacity of consent, whether
the biobank must obtain his/her own consent?? Or
the biobank is not required to obtain such consent
but to acknowledge that such donor has the right to
withdraw his/her previous proxy consent once
having the capacity of consent? Thirdly, with re-
gard to the specific content of such consent,
whether broad proxy consent is allowable or only
specific proxy consent is acceptable? In addition,
although for these donors, collection of their bio-
logical samples such as human tissue tends to fall
within the extent of de minimis, only at the time of
collection they will feel discomfort such as pain, if
the standard operating procedure is followed, there
will be usually no other physical risk. Nevertheless,
in case of proxy consent, the intention of biological
sample donor who has no capacity of consent
should also be considered and valued.

I PERSONAL INFORMED CONSENT, FAMILY
CONSENT AND GROUP CONSENT

Whether a person has decided on his/her own to
be involved in a specific research based on being
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informed and to donor biological sample, which
risk and benefit exist for him/her arising from the
aforesaid participation, which effect they will have
upon him/her later on these are usually highlighted
by in discussion of informed consent. However,
this is still an individual-centered way of thinking,
having ignored the right and interest of the subject
concerned, and the possible impact from potential
risk, and interest upon any third person in the pres-
ent or prospective gene research, namely, if the bi-
ological sample and data are used for the purpose
of scientific research, especially gene research on
a specific group or community, the long residual
action and heredity of human genetic research en-
able some genetic information to have non-exclu-
sive particularity for the individual, the revelation
of genetic information not only will have an effect
upon the individual donor of biological sample but
is likely to affect his/her family members or even a
wider range of groups or communities, thus possi-
bly prejudicing or discriminating some individual
or even his/her community. For example, the re-
search on biological sample and data in biobanks
has indicated that some particular ethnic group has
high incidence to a certain specific disease or ge-
netic predisposition of some action, members in
such group would be insulted and discriminated.?
The research on the biological samples of some eth-
nic group or religious group member such as
human tissue will also be likely to impede other
members of such ethnic group or religious group.
Therefore, in collection of the biological sample
and related information of the human genetic sam-
ple donor, not just personal consent, family con-
sent and group or community consent should also
be considered, can respect for human dignity be
embodied.

| BROAD CONSENT AND
SPECIFIC CONSENT

The specifications and ethics on informed consent
often require the participant to be fully informed of
the research’s nature and risk. However, in the
context of biobanks, the path of the aforesaid spe-
cific consent has been challenged. The biobanks
will collect human genetic resources from a large
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number of people or even based on population
group and their samples may be subject to repeated,
long-term and prospective use. These prospective
research programs could not be explicit in case of
collection, then whether the biobanks is allowed
to adopt broad consent in the process of collection?

The scholars objecting broad consent hold that
informed consent should be given on the basis that
the participant is informed of the research project
as well as the benefit and risk arising from or in
connection with the project are evaluated. The
broader the consent is, the lower the degree of
being informed is. The broad consent is a mislead-
ing use of informed consent, because such research
is unforeseeable to him/her and has not been ex-
plicitly expressed in the research program. * The
reason why broad consent is objected also lies in
that only specific consent can really show respect
to the biological sample donors. The principle of
informed consent requires free consent to donor
biological sample for related research, this means
consent to potential risk exposure from participa-
tion in these researches, thus in consideration of
risk exposure, broad consent should be excluded.’
In addition, although adopting broader consent in-
deed can save cost for re-consent, however, the bi-
ological sample donor, since unable to foresee the
risk which may be brought to him/her by the
prospective research, is likely to reduce his/her ex-
pectation and confidence in privacy protection,
thus influencing his/her will of donoring biological
samples.

The reason why broad consent is supported
lies in that biobank-related research is of great sig-
nificance in promoting human welfare, as long as
the information is encoded and applied securely,
the biological sample donors and their families can
be protected from aggression, then there is no need
to restrict their autonomy. Incorporating broad
consent as an option of opt-in does not mean dis-
honoring autonomy. The biobanks conducting a
large-scale prospective research is allowed to con-
tinuously update their research progress, and give
the biological sample donor a choice to withdraw
his/her consent, however, to a prudential partici-
pant, broad consent and specific consent are nearly
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the same.® For the use of samples in prospective re-
search, as long as conditions on three aspects as fol-
lows are satisfied: confidentiality on personal data,
the guaranteed right for the donor to withdraw
his/her consent, and new research’s being approved
by the ethics committee, broad consent can protect
his/her autonomy.” Broad consent given on
prospective research also does not constitute a
waiver of informed consent; instead, under the
safeguard mechanism of research project approval
system and ethical review system, broad consent is
also a form of consent.”

It can be seen from the hot debate between
scholars that whether informed consent can be fur-
ther expanded to allow the use of samples in the
unforeseeable prospective research is a challenge
of practice for informed consent in the era of post-
genome. Broad consent is different from both blank
consent and specific consent. When the biological
sample donor is giving his/her broad consent, al-
though not merely consent to his/her own biolog-
ical sample’s being used in a specific research
project, whether the prospective purpose can be
limited to a certain extent? For example, whether
his/her own biological sample can be limited to one
or more types of research? Whether the circum-
stance can be list explicitly under which the bio-
logical sample can not be used? All these still have
to be furthered reflected from the perspective of
ethics, law and social implications (ELSI).

I INFORMED CONSENT AND RE-CONSENT

With the proceeding of human genetic resources
from the process of collection and preservation to
R&D, the subsequent main user, scope of use and
way of application of human genetic resources tend
to be materialized, and will have a substantial effect
upon the biological sample donor. Usually, which
purpose of research, and which project of research
the collector, preserver, researcher or developer
can use the biological sample and data of the donor
for shall be subject to the informed consent signed
by him/her. If such consent is a specific one, once
beyond original scope of consent, re-consent from
the donor shall be obtained, this is seemly uncon-
troversial. However, what if such consent is a broad
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one? Whether the donor’s giving broad consent
means no re-consent needed for subsequent use of
their samples? Or re-consent is needed only when
the ethics committee deems that the use of samples
for the research project submitted for ethical re-
view is of inconformity with the initial target of
biobanks? In the context of biobanks, taking into
account the operability of obtaining re-consent,
and the possible effect upon the biological sample
donors without prejudice to the driving effect of
large population-based biobanks upon the R&D is
a potential challenge confronted by re-consent in
practice.

INFORMED CONSENT IN THE LEGISLATION
CONCERNING HUMAN GENETIC RESOURCES

It is known from the above-mentioned analysis
that practical dilemma between personal consent
and proxy consent, personal consent and group or
community consent, broad consent and specific
consent as well as informed consent and re-consent
may be confronted in the biological sample collec-
tion, preservation and R&D activities. However, in
the progressive change of human genetic resources
legislation in China, how the provision on in-
formed consent should be optimized?

Firstly, attention should be focused on coordi-
nation of relationship between the subject of in-
formed consent, and the individual, family,
community or ethnic group on the aspect of “con-
sent” to donor his/her own biological samples.

Interim Measures for the Administration of
Human Genetic Resources has defined the subject
of informed consent as “the donor of the biological
samples and/or his (her) legal representatives”, it is
seen from the provisions therein that these interim
measures focus on the possible effect upon the fam-
ily members once the human genetic resources are
used for R&D, and require that the donor’s per-
sonal consent and family consent shall be obtained
if China’s human genetic resources are acquired for
international cooperation project. While Regula-
tions on the Administration of Human Genetic Re-
sources (Submission for Review) has defined the
subject of informed consent as the donor of a bio-
logical sample, and the statutory proxy of such
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donor of incapacity or with limited capacity. As
stipulated in such Submission for Review, personal
consent or proxy consent should be obtained when
the human genetic resources are collected and pre-
served. It can be found that neither Interim Meas-
ures for the Administration of Human Genetic
Resources nor Regulations on the Administration
of Human Genetic Resources (Submission for Re-
view) focuses on the status of the community on
the aspect of “consent” to provide the human ge-
netic resources. With the development of biotech-
nology, more and more researches focus on the
genetic resources of communities or ethnic groups.
In comparison with the specific manner of consent
adopted in traditional medical research specific to
testees, in addition to the biological samples and in-
formation of specific individuals, those of commu-
nities or groups are studied in human genetic R&D
activities. If the purpose and schedule of R&D ac-
tivities are followed, due to the particularity of
human genetic resources, the research result is
likely have a significant effect upon the entire com-
munity or ethnic group. It is then the focus and of
difficulty to cope with personal consent and group
or community consent.

Secondly, in the era of biobanks, the contro-
versy between broad consent and specific consent
become fierce day by day. The reason why the in-
stitutions collecting and preserving human genetic
resources expect the donor to give broad consent is
that they could not foresee the prospective purpose
and risk as well, furthermore, when the human ge-
netic resources are collected and preserved via
biobanks based on population group, obtaining spe-
cific re-consent once the specific research program
is finalized will also be confronted with tremendous
difficulty in practical operation. Nevertheless, the
biological sample donor’s giving broad consent
means neither signing of a blank consent nor such
broad consent’s being applicable for all research
types.

Neither broad consent nor specific consent is
involved in Interim Measures for the Administra-
tion of Human Genetic Resources. With regard to
the stipulations in Regulations on the Administra-
tion of Human Genetic Resources (Submission for
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Review), i.e. “the institutions being approved to
collect and preserve the human genetic resources
should use them for the purpose consented by
their donors”, where the “consent” is usually un-
derstood as specific consent. However, whether
the “purpose” can be described much broadly or
only concretely and clearly in the written in-
formed consent is still unknown, such regulations
only provide that the format text of written in-
formed consent must be approved by the ethics
committee of the collecting and preserving insti-
tutions.

It is thus clear that whether broad consent
should be allowed, how to specify applicability of
broad consent, and whether the foregoing is re-
flected in legislation are all subject to in-depth ex-
ploration.

Thirdly, with regard to informed consent and
re-consent, as mentioned above, Interim Measures
for the Administration of Human Genetic Re-
sources only requires to submit the biological sam-
ple donor’s and their relatives’ written informed
consents for the formalities of submission for ap-
proval of international cooperation project involv-
ing China’s human genetic resources, while the
content of informing and re-consent are not dealt
with therein. Regulations on the Administration of
Human Genetic Resources (Submission for Re-
view) has provisions on re-consent, i.e. “the re-
consent from the biological sample donor shall be
obtained when his/her biological sample are used
for any purpose other than consented by him/her”.

In practice, the researcher, if having to obtain
the donor’s re-consent, must contact him/her once
again. In that case, the researcher may be con-
fronted with the circumstance that the donor has
died or become inaccessible according to original
information or his human genetic resources has un-
dergone irrevocable anonymization or his identity
could not be determined. Under the circumstance
that the donor has died or become inaccessible ac-
cording to original information the R&D of genetic
resources is still limited to the scope of original
consent, rather than improperly expanded such
scope through family consent.
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I CONCLUSIONS

The progress made by Regulations on the Admin-
istration of Human Genetic Resources (Submission
for Review), in comparison with Interim Measures
for the Administration of Human Genetic Re-
sources, is not only the elevation of legislative ef-
fect order and the expression design of legislative
provisions, but in a substantial sense, the more suf-
ficient respect to human subjectivity and the more
comprehensive consideration to the complexity of
relationship between the human subjects as well.
In a certain sense, in comparison with other genetic
resources (genetic resources of animal and plant),
particularity of human genetic resources in ethical
and legal norm may lie in the discretionary power
of “human” as the subject and the complexity of so-
cial and natural attribute of “human and mankind”.
This particularity is profoundly reflected in the
scope of informed consent. In the human biologi-
cal collection, preservation and R&D activities, in-
formed consent is not purely procedurally required
or an issue of control. When the discretionary
power of “human” as the subject is confronted with
the long residual action and hereditary of human
genetic resources and the complexity of social and
natural attribute of “human and mankind”, chal-

lenge in practice between personal consent and
proxy consent, family consent and group or com-
munity consent, broad consent and specific con-
sent as well as informed consent and re-consent is
thus emerging. The reasonable provision in human
genetic resources-related legislation on informed
consent should take into account both the human
dignity and discretionary power and the particu-
larity of human genetic resources and human so-
cial and natural attribute.
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