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Abstract

Ozet

This article focuses on the attitudes and perceptiaf Chines
genetic scientists regarded to consent issuesipithcess of creati
of genetic databasedn China, plans are being put in place
collecting, and using human genetic samples, wihiége is no cle:
consent policy at the national level. Little knodde is available for
nationwide mail surveys was conducted in ShangBeaijing anc
other human genetic bases in China. A total of Gbthese scientis
and Ethical Review Committees (ERBs) members sack the valit
questionnaires, with a response rate of 77%. Theegushows th:
the creation of genetic databases has been suedumndcontrovers
and debate about consent forms agofhinese biomedic
community. Of the participant$}7.1% agree with family conse
51.2% disagree with it, until 2.7% had no idea amking of geneti
samples. Among those proponents, the majority (82&)e that: A
the genetic information maybe sbhaby the whole family, famil
members have the right to make the decisidimong thos
opponents, 69% insist that: a donor has the rigldutonomy. Th
author suggests that the famédgsisted individual consent may be
appropriate alternative. Propereasures should be taken to impi
the quality of informed consent process in the @bén context «
genetic donation.
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Bu makale, genetik veritabani sturma siirecinde onam sorun-
lari ile ilgili olarak Cinli genetik bilim adamlamn tutum ve anlagla-
ri Uzerine odaklidirCin’de ulusal diizeyde bir onam politikasi yok
tasarilar insan genetik veritabani glurma ve kullanma Uzerir
kuruludur. Sangay, Pekin ve der insan genetik merkezlerinde pc
yolu ile argtirma yapildi. Toplam 300 Cinli bilim adami ve E
Degerlendirme Kurullari Oyeleri %77 yanitlama oraile anketler
geri gonderdiler. Cajma, genetik eritabani olgturulmasinda Cin
biyomedikal topluluk icerisinde onam formlari hakkinddilaf ve
tartisma old@gunu gosterdi. Katilimcilarin %2.7’sinin genetik éka
lem bankacilgi hakkinda hicbir fikri yokken %47'si aile onam
kabul etmekte, %51.2'si ise kabul etmemektedireAihamini savu-
nanlar arasinda ganluk (%82), genetik bilginin tim aile ile payla
labilecesini, aile tyelerinin karar verme hakki olglunu tartsmakta-
dir. Kari goriste olanlar arasinda %69'u veinin 6zerklik hakk
oldugunda 1sar etmektedir. Yazar, aile yardimli bireysel ona
uygun bir alternatif olabileggni 6nermektedir. Cin’de genetik ps
baglaminda aydinlatiingionam siirecini gefiirmede uygun dlgiml
yapilimalidir.

Anahtar Kelimeler: Aydinlatiimigs onam, aile onami,
genetik veritaha@in

ince the late 1990s, the rapidly increasing up with the latest developments in this highly

databases established to collect, processcompetitive field, China’s Ministry of Science and

use, and store human genetic samples havdechnology (MoST) established her National Hu-
confronted great challenges, reflected in the sus-man Genome Research Centers located to Beijing
tained and intense international debate. As tdhcatc and Shanghai in 1998. These two national centers
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have announced the establishment of several data-
bases focusing on common diseases such as hyper-
tension® For instance, the database for Genomic
Polymorphism of Chinese Ethnic Groups
(GPCEG) contains denomination and basic infor-
mation, such as data of genomic polymorphism,
cell lines, reference, of Chinese 56 ethnic gr(fups.
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More and more projects related to create ge-netic databases. First, we will summarize the
netic biobanks of the population have drawn na-chrematistics about the survey sampke.survey
tional attention. In 1998, Ministry of Science and was conducted in July-October, 2005 to examine if
Technology (MoST) and Ministry of Public Health the Chinese research communities identified the
(MoH) issued Interim Measures for the Admini- fundamental ethical issues that have been heatedly
stration of Human Genetic Resources. However,discussed over years in the international level, To
there are no national ethical guidelines on the con conduct the survey, we focus on the institutions
sent issues developed in both of those two leadeand afflicted hospitals relevant to National Human
centers, not mentioned on the national level. Genome Research Centers (Beijing and Shanghai)
Praised by some and criticized by others, theseand other about ten provincial genetic centers.
innovative research initiatives raise complex ethi- Within those sampling institutes and/hospitals
cal issues, which need to be identified and thor-above, we sought eligible respondents with par-
oughly discussed by all stakeholders. Obviously, ticular criteria. The inclusion criteria are as-fol
there is obviously unbalance between the rapidiows: 1) Principal Investigators (Pls) and their
increase of genetic data collecting and usage andesearch team involved in research with human
the ignoring of ethical guidelines and regulation, genetic samples and/or data; 2) ERC members who
especially in the aspect of consent issues. belonged to the same institutions. A total number

In the international debate, probably the single of 300 out of 390 valid questionnaires was send
debated issue in relation to genetic databasésis t back. The response rate is 77%. The anonymous
of consent. Actually, China confront similar situa- questionnaire included a section on socio-

tion in conduct of clinical trials, even some farmou demographic data, followed by questions on ethi-
Chinese physician/investigator just informed hu- cal issues. The respondents included 166 males and

man subjects that it is a kind of innovative thgrap 134 females 52.4% were between 31and 50. 29%
rather than a kind of researtiCompared to the came from Beijing; 37.1% from Shanghai, others
increasing growth of creation of genetic databasesfrom medical institutions and hospitals in other
few publication or open discussions were availableprovinces. 37.8% had studied or worked abroad.
concerning the consent issues in China, while it64% of them held Ph.D.s or Master Degrees. The
has been warmly discussed in the internationalmajority of them majored in the field of biomedi-
society. In the context of genetic databases a numcine. In the sampling population, 74% used human
ber of specific issues have arisen that has leal to genetic samples directly in their work, and 55%
renewed debate about the limits of current consentcollected samples by themselves. 53% claimed that
models and whether new, different notions of con-they have been involved in databases more than
sent need to be considered. For instance, In th@ne year. 15% said they had reviewed protocols
Icelandic Health Sector Database presumed confelated with genetic data collection and usage,
sent is voiced in the process of genetic samplerespondents who are not ERB numbers but re-
collection? In others such as UK BioBank, indi- viewed the protocols as well. Usually those people
vidual consent is clearly required. We hope to were engaged in Scientific Administration Offices
know: What are the Chinese scientists and ERCand/or Department of medical affairs

members’ opinion and attitudes about those con-  ag for the attitude of ethical issues in general,

sent issues arising with developing genetic data-5go, say they have thought over the ethical issues
bases? What proper interventions and strategies, the process of establishing databases. 31% say i
does the research community think are best t0g rgent to identify and solve these issues; 12%
avoid the ethical constraints? say it was little to do with their current research
This paper is part of our final finding in a sur- the other 4% it is unnecessary to talk about ethica
vey project: Chinese scientists’ attitude about theissues now. 54.7% of them did not participate in
ethical issues in the establishment of human ge-any kind of research ethics training courses; 34%
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took part in short time workshops; 11.3 % had Table 1. Attitudes about different consent forr
studied research ethics systematically. What's

more, in general our respondents know little about case: bo you agree with the no
the international ethical discussion More than half f0"0wilng Statementﬁj — gg[;e Disagree idea
. a oral consent could take place o
of respondents (55.3%) reported that they paid nc = | iten one P ° o 69% 11%
attention to the ethical debates in Iceland, UK, b finger print could take place of ~ 50%  35% 15%
; ; personal signature
Estonia, and Tonga. About one fifth of respondents family consent could take place ¢ 24%  56% 20%

(20.4%) reported that they had an idea about the  donor's individual consent
ethical debate in Iceland. 32.4% knew about the

UK BioBank.
_ _ In fact, informed consent is quite a new con-
1. Attitudes About Consent Policy ception in China. Stakeholders hold a variety of
1.1 Different forms of consent version of consent forms. The survey result reflect

Following the Nuremberg Code and Helsinki the true situation. What's more, our current regula
Declaration, individual informed consent is tions even provide several alternatives about con-
thought as a well-known principle of biomedical S€nt policy. There has been a long period during

research at international level. However, it be- Which investigators only obtained oral informed
came a complex situation when population ge- consent from subjects before 1990s. Since the late

netic research is concerned. The individual and19905, the health guthorities began to t'ake meas-
ures to protect subjects’. In 1998, MoH issues the
Procedures for Ethical Review of Human Bio-
medical Research, One year later, China’s State
Food and Drug Agency carried out its own version

collective characteristics of genetic information
provides on a totally new dimension in the con-
text of large genetic sample collecting and usage.

Th [ t of individual t tb - : g
€ requirement of Individual consent may no eof Good Clinical Practice (GCP) , which formu-

absolute, while family or community consent ma . .
y . . y Y lated to ensure the clinical trial process standard
be reasonable and appropriate in many cases. In . . .
. o . , ized, and the rights, benefits and safety of trial
UK BioBank individual written informed consent . 7 . gy
_ _ L o . subjects protectedAlthough the written individ-
is required for participation, while in Icelandic

Health Datab he A Biobank all ual informed consent in biomedical research is
ealthcare 'at'a ase t'e ct on Biobank aflows required, Chinese GCP also considers different
the use of clinical medical samples for research

forms of consent which may be valid in different

by opt-out approach. situation: In general, the informed consent form

What are the attitudes of the sampling popula-should be signed and dated by the subject or sub-
tion related to different forms of consent in the ject's legally acceptable representative. When both
process of DNA data banking in China? (See Tablethe subject and his/her legally acceptable represen
1). For example, if donors from rural areas are nottative are incapable to read, oral consent is germi
used to signature, could oral consent be a propeted provided that a witness is present and sign the
choice? In the survey, 69% disagreed that oralconsent form. Since the outspread of GCP, indi-
informed consent could take place of a written vidual consent has been applied and promoted
consent. 35% disagree that it is acceptable to us&om pioneer institutes to others. Even so, family
finger print instead of personal signature. Althoug consent still is a popular alternative such a distia
family consent is assumed to be popular in Chinesesociety deeply influenced by Confucian thought.
research setting, only 24% think it is appropriate, 1.2 “Right to know” vs. “ Right to not know”
56% disagree with it, and 20% could not make no Unlike the Estonian Genome Project, in the

choice. We will discuss it in detalil later. Theuks |k BioBank. the voluntary donors will not have

about the variety of consent forms. netic information derived from samples. Do Chi-
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nese donors have the right to know the result? Oregulations, such as Interim Measures for the Ad-
in what situation should investigators disclose the ministration of Human Genetic Resources, say
research results to donors, even if it is difficult nothing about re-consent. Therefore, we hope to
for many of them to understand the complex know the attitude of Chinese scientists about re-
meanings of those scientific results? The follow- consent issues, especially in the context of geneti
ing question is supposed to identify the respon-data collecting, storage and usage.

dents’ attitude about the donors’ right to know In our survey, when we ask the question:

(Table 2). whether the DNA samples collected for a particu-
Given the obvious difference in the choice lar purpose could be used for other future research
among the respondents, there may be differentwithout the donor’s re-consent, even if the samples
options in distributing the research findings ie th is identifiable? 59.7% gave a positive answer even
consent form. Consent forms should present do-if researcher could connect with the original do-
nors with the choice to obtain the final result in nors, while 32.7% gave a negative answer, 7.7%
certain circumstances. Those conditions may iNn-had no idea. It indicates that the majority of the
clude: 1) the findings are scientifically valid and respondents do not think it is necessary to remffir
confirmed; 2) the findings have significant impli- every time a significant change to the protocol or

cations for the subject's health concerns; 3) aig the banking conditions occurs. The result, in ou
course of action to ameliorate or treat these Con'opinion does not mean that the question of re-

cerns is readily available, as suggested by NBAC
in 1999 The donors may choose to waive the
right to be informed as they exercise preference fo
a right not to know the results of research done
with the use of their DNA sample.

consent has not been controversial. Regarding the

different attitudes about re-consent, Chinese polic

makers, ERC members and project applicants may

be better to provide donors with necessary consent

options. It would allow the donors to specify types
1.3 Re-consent issues and conditions of future research for which their
ActuallyClit is very difficult to fully informed ~ samples may be used. For example, whether the

donors when the future uses of DNA samples\datasamples are coded or not, at least there shoudd be

are unknown. In Tonga, a choice was offered to thesimple yes/no options for donors.

participants to consent to the use of their samples 1 4 Arguments for and against of family

and data for multiple research projects or for a.gnsent

defined few’ In the UK, according to the protocol, ) )

consent will be asked for various analyses, for HUGO claims that informed consent can be

specified and unspecified biochemical and genetic"dividual, fa_m'""’l",ll’ or at the level of communiie
tests, and for permission to contact participants®"d Populations.”™ Traditionally, Chinese health

again at a later dat@ While in China, the current authorities support this idea of family consent in

health practice. In Chinese situation, family con-
sent plays a key role in clinical practice. The-pos

Table 2. The respondents’ attitudes about right to Sible rationale is that the family itself is a raszh

know. subject and could be better represent the berfefit o
donor by collective decision. Although consent
Case: Should inform donors with must be sought regarding culturally appropriate
the result which contains important No authorities within the family, there are problems
th tic information? A Di id . .
erapeutic Inormation gree isagree idea about family consent: Who give consent on behalf
a fully inform the result, unless the 51% 25% 24% ’ ) o
donor himself gives up the right 0 0 of the family? How about the different opinion
b Inform the fundamental finding,  22%  46% 19% among family members? We wonder what genetic
unless the donor gives up the rigl . - . . .
¢ Unnecessarily inform the result, 45%  37% 18% scientists think about family consent in the estab-
unless the donor required. lishment of genetic databanks.
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We asked the question: In the process of ge-affair. If the preservation of family harmony was
netic research, involving the collection of the do- more valued, investigators should respect family’s
nor family’s unique genealogical data, do you decision in the research sifeThis argument re-
think that it is necessary to get family’s consent flects a fact that: In a Confucian community with
rather than the donor makes his/her own choice®aternalistic tradition in medicine individual
51.2% gave a negative answer, 47.1% give a posiautonomy is easily not paid attention to. Should
tive one, still 2.7% had no idea. The survey indi- donors be required-or at least encouraged to obtain
cates that the sampling population did not hold apermission/assent from their family members? The
consensus on family consent. The result reflees th answer may depend on whether results are antici-
potential tension between family decision and indi- pated that might be returned to respondents and
vidual autonomy. We list the major reasons for andfamily members. In my view, although it is helpful
against family consent, and the respondents providéo make a more reasonable and seriously decision
a variety of choices.(see Table 3 and Table 4) with the help of family member, individual prefer-

On the issue of disagreement between donor€nce should still be seriously considered, and in-
and other family members, investigators should corporated into family decision.
obtain a mutual decision between donors and fam- _
ily members. If the potential donor’s opinion con- Conclusion
flicts with the family, the investigators may cheos The data obtained from questionnaires will

to give up for fear of interfering with this family contribute to draw a few preliminary conclusions
on informed consent issues raised by the creation

of genetic databases in China, which has scarce
examines seriously in the creation of human ge-
netic databases .As far as different forms of con-
sent were concerned, family consent may not take

Table 3. Argument for family consent.

The major reasons for family consent

are:(multi-choice) Percentage

a As the genetic information maybe share
by the whole family, family members
have the right to make the decision

b A family-based collective decision may
better protect human subjects

c lItis a way to show respect to the family

d Itis a tradition of making decisions
together with other family members

Table 4. Augment against family cons..

The major reasons against family consent

are:(multi-choice) Percentage

a Individual research participants have the
right of autonomy

b One’s donation of genetic sample may r
necessarily harm other family members

¢ Individual decision is a way to avoid of
the unnecessary disagreements among
family members

d Itis no use to discuss with the family
members

Turkiye Klinikleri J Med Ethics 2007, 15

place of individual informed consent according to
the survey. Although obtaining individual consent
to collect and store DNA samples and personal
data in a population database is better to respect
donor’'s autonomy, it is possible to inform and
consult the family and to consider family opinion
in many cases. We suggest that the family-assisted
individual consent may be an appropriate alterna-
tive. Further reflection should be carried out to
improve the quality of informed consent process.
In future discussion for the national guidelineg th
informed consent issues should be addressed seri-
ously for fear of protecting benefits of sample do-
nors.
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