SIXTH FRAMEWORK
PROGRAMME

/%

Ethical Governance of Biological and Biomedical
Research: Chinese-European Co-operation

1 WORKSHOP REPORT

REXS{EM H B Beijing Workshop

Informed consent in reproductive genetics and stem cell technologyand the role of Ethical Rewew Boards

O

Informed consent in reproductive genetics and stercell
technology and the role of Ethical Review Boards

Peking University Health Science Centre
Beijing, 1 — 5 April 2007




CONTENTS

INTRODUCTION: GENERAL GUIDING QUESTIONS AND EXPECTA TIONS .......oocevviviieeeeeeeee, 3
REPRODUCTIVE MEDICINE: THE RISE OF ART IN EUROPE AN DCHINA .......oceiiiiiiiieiiie, 4
WORKSHOP SETTING ...ttt ettt et e et e et e e ettt e et e e s e b e s eaaneaeseta e eeaa e sasa e rasnerssnaeeenn 6
A LOOK INTO THE DEBATE: KEY ISSUES ... ...ttt e s r et s e nane s 8
THE CONDITION OF BIOETHICS. 11t uittutiiitteetttetsttesssteetstnessrssseessssesestessstesstseestieesteestsaeesnrsneessnns 8
CULTURAL CONCEPTS OF FERTILITYINFERTILITY evvvuutieeietutaeeeeeertieeeereessnseeessssssnnnssseessessnnseeeressnnseeeees 10
REGULATION AND “THE GREY ZONE ..ituittittetttetetteetetsneesnsssssmmmmmesssstssssststsnsetiersntesesenesnnn. 12
AFFORDABILITY, COMMERCIALISATION AND THE SOCIGECONOMIC CONTEXT OFART .....cvvviviiiiiieiii, 14
TIME AND CARE — INSTITUTIONALISATION OF INFORMED CONSENT.....ccuuiitniiiniirieienierieeeiieerersnesrnneennss 17
ETHICS COMMITTEESE REVIEW BOARDS. ....uuiivtutiitttieistnieretnesstntesstnessessssesssnesstierssiersnaeessneessineessnn. 21
RESEARCH COLLABORATIONS. ... tttittstttetteeaestnssantesnessnsesseennsessntansansesessnessasessssssrenssrnsesnssesnnns 23
FINDINGS ..ottt e e et e et e e et e e et e e st e e st e eaesa e s sa e esaneessaneesrtneaertneeertnns 25
MEDIA RESPONSE ... oottt ettt et e e e e e e e e e e et e s eaan e s et e s et e s et e sabaeesstaeeeerass 27
BIONET WORKSHOP OBJIECTIVES ...ttt ettt e s enne e s e e e s e e s eaas 30
LIS T OF PAR T I P AN T S ..ottt e e et e et e et e s e e et sea e enaer e e aaeren s esneerassrnertnesanss 32
WORKSHOP PROGRAMME ... ittt et et e et et e s e e e e e s et s sa s seaentassnsasasrbnseansransns 34



Introduction: general guiding questions and
expectations

The first BIONET workshop, held in Beijing in Api2007, provided an opportunity for
European and Chinese BIONET members, togetherimitted experts, to begin the
work of “mapping” the normative frameworks and girees concerning informed
consent, good governance and best practice inresaad clinical contexts, with an
initial focus on reproductive medicine.

Participants from each region began with a wistieleelop their knowledge of the
situation of informed consent in the other. In &ddi, we wished to develop our
experience of working together, in order to conftima feasibility of open ethics debate
and communication between the different languagedscaltures involved and explore
the possibilities of increasing our understandifithe current situation and the
challenges that were being faced, both in Europema&hina .

The workshop was not only an opportunity for leagnand understanding, but it was also
a point of departure for the entire BIONET projéat. achieve this goal, the main
problems, concerns, ethical ideas and solutions wéroduced from different
professional and national perspectives. Particgpdistcussed the experience of different
established ethics systems, and in the policymaingess. Our common goal was,
jointly, to explore ways of improving regulatiom\gernance and practice according to
shared ethical and scientific standards. From tivefiean, side, there was particular
interest in determining the best forms of govermanicEuropean research activities in
China, based upon a more accurate understandihg sftuation on the ground. From
the Chinese side, there were specific interedisaiming more about European standards
and creating a momentum to support related devedopsin China.

The long-term plan of the BIONET is to provide didbasis to develop advice and
policy for the governance of Sino-European reseprofects in the life sciences, in the
form of evidence based best-practice guidancéndmptocess, BIONET will support
network building, towards a sustainable qualityasfructure for consultation and co-
operation on matters related to the ethics ofddiences research between Europe and
China. The process of preparation for this firstkgbop had already initiated networking
and cooperation, within China and Europe, and adtus continents.

The workshop was also intended to inform BIONETipens about the requirements, the
limitations and challenges in access to informaéibout bioethical governance, the
diverging opinions and experiences about normatabees and procedures or cultures,
and about practical obstacles for understandings@&explorations and learning activities
were informed by our empirical approach towardsiskaes, as a basis for the long-term
purpose of mapping of bioethical governance, ardtieparation of policy advice. The
outcomes from the first workshop will be cruciat tbe preparation of the BIONET
conferences in 2008 and 2009.



Reproductive medicine: the rise of ART in Europe an  d
China

Assisted Reproductive Technologies (ART) comprisange of biomedical technologies
that have been extensively developed and widelliegpm Europe and in China in the
last three decades, including in vitro fertilisatidVF), intracytoplasmic sperm injection
(ICSI), artificial insemination by donor (AID) argte-implantation genetic diagnosis
(PGD). By their very nature they relate to the eoms, well-being and dreams of
humans, but are also surrounded by political/idgickd or socio-economic factors and
cultural understandings of fertility/infertility. ey rely on an environment that supports
the procurement, storage, manipulation and assesshgametes and embryos from
human subjects in ART centres. As such, these tdobies raise a range of ethical,
policy, regulatory, legal, social and medical isswend have implications for professional
conduct, the rights of patients, and individual aogulation welfare.

In many European countries, IVF and other formassisted reproductive technology
have become routine. The principled right to foarfdmily, guaranteed by the European
Convention on Human Rights, has in many countréenlranslated into fully or partly-
subsidised infertility treatment programmes forsiaainable to conceive ‘naturally’. In a
country like Denmark, as many as 3.7% of all bidhs ART babies. And although
fundamental moral issues have not been settledatttebates have moved away from
initial concerns about the artificial medicalisatiof a ‘fact of life’ (hamely that some
couples are not able to conceive), towards vergtiga deliberations about a maximum
age for IVF treatment, whether or not donor anonysihould be upheld in cases of
artificial insemination by donor (AID), whether gie and/or lesbian women should be
allowed to undergo ART treatment, limits on embsgtection and whether or not
‘designed’ saviour siblings or certain procedurepre-gestational selection should be
allowed. Since the world’s first IVF baby, Louiseo®/n, was born in the United
Kingdom in 1978, country after country has adoptational legislation to govern the
practice of ART, including the United Kingdom (HumEgertilisation and Embryology
Act of 1990), Germany (Embryo Protection Act of 09@nd Denmark (Act on Artificial
Fertilization from 1997). There are many nationéfedences in these European
regulations, in terms of ethical principles andkstaas well as in the characteristics of the
respectively adapted policy, with some countrié®anhg surrogacy and others
prohibiting it, some permitting embryo selectiom feaviour siblings’ or to prevent
“serious disease” in contrast to those that banfamy of selection. In some countries,
the interests of the (potential) child can takety over a couple’s right to a family (e.g.
when a couple’s perceived lack of parental abditeeused as justification to deny
infertility treatment), and in others the only re@g@ment for being accepted for treatment
is a couple’s (or single woman'’s) unfulfilled desto have children. And, with recent
attention on human embryonic stem cell researchtagr@dpeutic cloning, ethical debates
that emerge at the “IVF-stem cell interface” halsmdecome central to legislative
initiatives to govern research on gametes, emhbaposstem cells.

In China, the first ‘test tube baby’ was born injBg in March 1988. Ever since the
demand for and supply of assisted reproductivenigogies has grown rapidly. While



accurate statistics are difficult to obtain, it is
estimated that infertility rates are creeping ta¥gar
10% of all couples in China, with the ill effectsat
fast-paced modernisation has brought in its wake
unhealthy urban lifestyles, pollution, improper w$e
contraceptive medicines, etc. — often cited as majo
factors behind this increase. A particular fackatt
has been mentioned to explain the increasing dem:

for infertility treatment among women older than 35

in China is that their condition is often caused by
various abortions that are still used as the major /
remedy for unwanted pregnancies and birth control

In Beijing alone, over 10,000 couples have sought
treatment for infertility since IVF became availabl | -
from the early 1990s, and over 3,000 IVF babiesh
been born while sperm banks throughout the country
are in constant shortage of donors.

China has a long-standing history of ethical caafewedical practice dating back to the
4™ century BC. In more recent times, the medicalgssibn, and in particular those
working in the field of reproductive healthcareybaome to be strictly regulated under
the “Law of the People’s Republic of China on Mediiractitioners” (1999), the “Law
of the People’s Republic of China on Maternal amfdrt Health Care” (1995) as well as
the “Regulations on the Administration of Medicastitutions” (2002). Yet, it is clear
that new technologies and developments in thes@ifences raise new ethical concerns.
As put by Prof. Lu Guangxiu of the Hunan InstitafeReproductive and Stem Cell
Engineering, “the implementation of ART technolagiehich have changed the natural
process of child bearing by separating it from @aed marriage, has initiated a series of
ethical dilemmas”. Moreover the rapid uptake ostheew technologies in the 1990s
meant that by the turn of the millennium, over 2@8pitals and health centres (some
estimates put it at 400) were thought to be proggdART treatment in China, although,
importantly, not according to a consistent stanadnpractice. Indeed, so extensive was
the growth in the provision of ART treatment that Di Zheng of Shanghai’s Reniji
Hospital suggested in 2001 that “the passage ofl&gpn has fallen behind the rate of
IVF activity in China”.

Yet, this state of affairs would undergo radicahmtes in the very same year, as the
Ministry of Health issued its first set of “Ethic8tinciples for Human Assisted
Reproductive Technology & Sperm Banks” in Febru2091 (revised in July 2003).
Upon launching these new principles, which maddbligatory for any institution or
individual providing ART treatment to get officialithorisation to do so as well as
introduced binding practice guidelines, Yu Xiucharighe Ministry of Health argued
that “the market [for ART treatment] must be regedh otherwise the technology could
be abused and the market may grow out of contaoisiog many social, ethical and legal
problems”. As a direct result of these new regatetj the number of approved ART
centres has fallen to 88 and sperm banks to 16f @ecember 2006). Notwithstanding



these important developments, a number of chalkergmain in China. A “grey zone” of
an uncounted number of unauthorized private clip@sists as some individuals are
prepared to risk punishment by providing ART segsigvithout a license, lured by an
ever-growing demand for ART services and the paeat “huge business profits” (Yu
Xiucheng). Moreover, as patients have become meageaof ART, clinics have
experienced a rise in ethically challenging caslesres patients use their knowledge of
ART techniques to seek treatment for ‘infertilityhen in fact they are hoping for
multiple births (as a way to circumvent China’s @héd policy) or are attempting ‘sex
selection’ with the aim of having a boy child. Alsghical debates have been prominent
in many national news media where, for examplewiifie of a prisoner on death row
requested ART with semen from her jailed husbangedsas in cases of requests for
surrogacy. And finally, ethical debates about erolagd gamete donation for stem cell
research have also begun in China with calls foicat review boards to closely monitor
such donation with a special view on protecting warfrom exploitation or harm.

Workshop setting

It was against this background that European andeSh experts met in Beijing for the
first BIONET workshop on “Informed consent in reguztive genetics and stem cell
technology and the role of Ethical Review Boardgjout 50 participants gathered at the
Peking University Health Science Centre from 1 #yil 2007 to discuss and exchange
experiences around issues of informed consent thinchereview of ART treatment and
research. While the second workshop will be foeuggiarticularly on research in the
area of regenerative medicine, the first workshapcentrated on ART clinical practice,
and its interface with research, as a means torstaohel how issues of informed consent
and ethical governance come into play, becausealipractice in infertility clinics is
almost inevitably the starting point and mater@irge for almost all research into
reproductive medicine and stem cells.

The workshop adapted a combination of communicdtiots and methods, in order to
take advantage of the interdisciplinary, multi-oatil and cross-cultural diversity of
contributors, with a variety of experiences andlskin the absence of one general
scientific framework for such a project, the disias in various formats methodically
engaged a change of perspectives. Formats rangadkiynote presentations to semi-
structured case discussions, small group work ged debate, as well as a change of
location for on-site visits and discussions inaroéuctive clinic and a genome research
centre (see programme).



Delegates came not only from academia, clinicalrasdarch professions, but also from
different ministries, administrations, and from th® Chinese journals specializing in
medical ethics (Zhongguo yixue lunlixue / Chinesedit¢al Ethics and Yixue yu zhexue /
Medicine and Philosophy). European delegates fleUK Medical Research Council’s
CURE project (China-UK Research Ethics) particidade active observers. Moreover,
two local patient representatives took part indlseussion. In terms of gender,
participation was fairly distributed.

In addition, the inter-generational dimensionshef tesearch materialized through
contributions from BIONET’s newly formed group ainjor researchers, with special
presentations and very active participation, makirgignificant impact on the event.
Presentations were arranged in the way of a dialogith consecutive Chinese and
European contributions, cases from China and Euaopeshared chairing

responsibilities. There was ample time for operatielin response to speakers and in the
plenum, with a reasonable minimum of structuralstiaint.

Interaction was facilitated through socializing et& such as a scenic banquet and a visit
to the botanical garden. After three days of intenwiork as a full group, a number of
participants had to return to their regular profesasl activities. For this group of
participants, 5 days proved too long.

Discussions were summarized and
presentations and materials were made
available to participants (on CD). Further
results will be published on the open access
point of the BIONET website. In addition

to workshop discussions, the BIONET
Expert Group was formally constituted
(after informal preparations during and
since the kick-off meetings) and set out to
work towards a scientific agenda, under the
chairmanship of Professor Christoph
Rehmann-Sutter. The first results were
introduced to the participants and discussed duhagvorkshop.

In sum, the structure worked out well and was gatyeapproved by the participants. In
particular , the changes of perspective provecetmbpiring, the ‘pairing’ of Chinese

with European presentations was successful aniahtigrelisciplinary design encouraged
spirited debate. When required the organisers addfgxibly by modifying the
programme in order not to restrict the lively dissions. Finally, participants said that
they felt they had learned and benefited a lot ftbenworkshop and were now able to see
more clearly the characteristics of the ethical emallenges as well as the starting points
for constructive collaborations. The organisers &srned from strengths and
weaknesses, and this will feed into the desigutfré workshops. To facilitate this, an
evaluation form has been sent out to all partidipan



A look into the debate: key issues

Over the course of five days, participants at tlhekashop addressed the particular
concerns of different groups: patients and resesublects, biomedical research
institutions (hospitals and research units), paotiakers, law enforcement officials,
educators, as well as Chinese experts in ethicsahdre. In the following, some of the
key issues to have arisen are summarised.

The condition of bioethics

In his introductory note, Officer Yu Xiucheng (Mstry of Health) stated that, “Bioethics
is not well developed in China”, and that it is nmture enough to contribute as much as
desired to the political goal of sustaining a “hamous society”. Mr. Yu identified a
great need to develop bioethics as an integratebaph to applied ethics, bringing
together and mending gaps between the differefégsmns, the natural and social
sciences, strata in society, physicians and patigématditional wisdom and modern
challenges, on the basis of state of the art scdtdfa This is still an open task for China,
urging the state to connect bioethics with a modethsocial science infrastructure. Mr.
Yu pointed out that it will not suffice for Chinaarely to follow and assimilate the
standards of international bioethics, but thaegas to develop the culture’s humanistic
resources and make a reflected contribution taltimeestic and global quest to good
practice.

The conceptual frameworks and
terminological standards and institutions
resulting from this situation in China differ
from those in Europe, not only regarding
the basis for the development of normati
theory (ethics and law) but also due
process. Moreover, they are crucial as tog
for analysis, argument and communicatio
and thus have to be accounted for when
engaging in cross-cultural, international
and interdisciplinary exchange. If not
properly accounted for, these differences
can lead to avoidable misconceptions, jeopardithegnultilateral relationships and the
prospects of establishing best practice in Euroji&asinese collaborations.

Also, it follows from the short history of bioetlilcregulation in China that there are still
only relatively few properly educated bioethics estp (who could, for example, serve on
review boards or as advisors in institutions), trabe few are not supported by an
adequate academic environment (such as in a smi@lces context). In addition, most
of those experts have received education in bicgthith a strong orientation towards
the USA system. In the light of differences betw&iSibioethics and European bioethics



and intra-European diversity, this poses additialifficulties to Chinese-European
understandings.

Through the discussions, significant diversitiesioflerstanding were observed regarding
a number of issues. For example, there were vdeéditions of stakes; e.g., what is a
human being, what is an embryo, can the state apmbkilling, when a “balanced
approach” is required, who defines the extremesa&edrding to which standards?
Whereas the debate about the moral status of theyens still ongoing in China
(disregarding the legally accepted 14-days deaqlp=eticipation is limited. Prof. Wang
Yanguang and Prof. Cong Yali noted that recent gilodies on attitudes towards
abortion indicate a development in the directiopaging more attention and developing
a climate of sympathetic and considered debate avitiversity of opinions.

There are different and overlapping conceptionmofality, ethics, law and political
ideology. The differences and connections betwkemdlated practices of governance
are also somewhat unclear, for example the relattepe of governance by law,
regulation, opinion leadership, or propaganda.iépants from all countries shared some
confusion about questions such as “can ethicswoettablish the right to a desired
outcome?” (such as a right to having a child, dght to begetting a son when desired).
Such questions that have been discussed in Euoopeainy years, are new and heatedly
debated in China. There was also intense debate #i®proper interpretation of due
process as well as of participation in and theexarénd structure of legislation. In
China, significant aspects of the process are ramsparent. The debate illustrates that
China is in early stages of introduction of a cdtaf law and making it practical.

In China, it was argued, people are not yet usetbbating fundamental developments in
public before they take place (Yang Huanming, raigrto the introduction of IVF in
China). Developments in science, and in biomedjane their applications, often take
place without discussion. Prof. Propping, discugsite invention and use of ICSI, which
took place without any ethical oversight, shows hbis also applies to Europe. The
Chinese government has targeted the problem bipgeip a system of oversight and by
boosting the image of societal responsibility agddd science” and encouraging public
debate of bioethics, through various means. Bueitent of debate remains variable,
and, both in China and in Europe, public debateroftllows the revelation of scandals.

Because of the largely top-down approach to patieking in China, the transparency of
the process of developing and enforcing ethicaldsieds and legislation is sometimes
guestioned. In China, the debate is mostly limitedxperts, officials and lawyers;
whereas in Europe significant contributions coneerfindependent media, churches,
NGOs and other civil society organizations. Thes# society organizations are less
established and active in China, especially inthios debates. There are emerging
tendencies among patients and clients to orgaelséalp groups and offer advice,
information and support services to the citizenst iYremains difficult to have
productive debate when the empirical situatiomislear and a reliable research and
evidence base is lacking. An inadequate evidense ban lead to misleading
conclusions, and even generate inappropriate poiegsures.



Moreover, there is still much truth in the traditéd and popular Chinese saying that,
“The sky is high, and the emperor is far away”. iEtlee best intended policy measures at
the central or provincial government levels losartlyrip when local authorities or
professionals do not comply, and participants etlorkshop were of the view that such
lack of compliance is widespread across Chinat&jraresponses were discussed such
as further improving general education, targetivgeducation of relevant professional
groups, increasing the implementation of the liaggnand monitoring system and
developing the awareness of patients’ and citizeghts while providing more qualified
legal experts (e.g. medical lawyers).

Cultural concepts of fertility/infertility

In China, deep-rooted social practices and cultumdkrstandings about family lineage
and ancestors have been a crucial factor in theéneadly growing demand for ART.

This became clear through many of the clinical sakat were distributed to participants
and discussed in group sessions. A case was pedsehere a woman and her parents-
in-law pleaded for Artificial Insemination by Husimh (AIH) following a car accident
that left the husband in a coma. The overridingceom of this woman and her parents-in-
law was framed in the language of the classicalf@oan saying, that “having no
descendants is one of the most unforgivable anitlaimfeeds”. The importance of
family lineage is also apparent in cases of Arafitnsemination by Donor (AID). While
they might disclose that they are undergoing ARatiment, couples will rarely inform
even the closest of relatives if they require Alihecame clear in the discussion, that
underneath the surface of references to “cultuh&hte is a huge variety of different
motivations and conceptualizations of the meanimdjthe perceived problems in ART
and especially in AID, for example frustrated masedf-esteem when seen as an
“‘incapable” husband, equating AID with adultery tloe participation of third parties
(namely medical professionals) in the intimate actsrocreation.

In another case presented, a couple that
had undergone AID successfully but the
father fell terminally ill shortly
* [ilial piety requires people of extending the life afterwards: conflict arose with his parents
of their ancestors, and making their family after he disclosed to them that his child
uﬂlimitédly continuous from generation to was conceived with the he|p of donor
e sperm. The parents subsequently rejected
the child’s inheritance rights upon the
death of their son, in disregard or
ignorance of the legal situation. Finally,
certain conceptions of lineage also play a
big role in the fact that adoption is rarely
an option for infertile couples in China. As suminad by Professor Qiu Renzong in a
presentation on the ‘Philosophical concept of rdpotion and its cultural transformation
with technological advancement’, in China it is egfed that “gentlemenfu zi pay

Filial piety

There are three vice violate the prnciple of

s without offspr
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great attention to marriage that unites two farmsiif@o one in order to serve ancestors in
the temple of the family and to extend the familyfuture generations”. Filial piety, said
Professor Qiu, requires people to extend the fifta@r ancestors continuously from
generation to generation. In a multi-cultural anodernizing society such as China,
however, the outlooks on family and reproductiom @oviously difficult to standardize.

In his talk, Professor Qiu also described Chineseeptions of infertility as growing out
of ancient Confucian, Taoist and Buddhist teachiiggsough these teachings, which
affected mostly the upper strata of society, iiifgriwas primarily viewed as a female
problem resulting from an abnormal structure ofdésex organ, an abnormal uterus,
the eating of poisonous herbs, inbreeding, excessx and also serious diseases
suffered by the husband. In her presentation, BsofeQiao Jie of the Third Hospital of
the Peking University Health Science Centre, arghat“in China, the burden of
infertility most often falls on the woman and irethast, couples who could not conceive
either adopted or divorced”. Indeed, as ProfessompQinted out, social implications of
infertility included individual unhappiness, dishany in families, stigmatization of
infertile women as violators of filial piety, dont&sviolence and divorce.

Rongchuan Yi, one of the patient representativiending the workshop on the fourth
day, explained to participants how a diagnosisif#ttility was disconcerting; was it a
disease, what had caused it, what implicationstdidve, could it be helped? She
actually questioned the definition of infertilitg a disease. She also expressed the view
that patients’ rights include full information, &ting the patient as a mature client and
leaving the final decisions up to them. At presshg argued, clinics are not adequately
prepared to spend enough time on counselling. Simtgal out that patients should be
supported when trying to form self-help and suppoginisations, because, “Only
patients have patience”. Here would also lie anoirtgmt sector for the engagement and
education of specialized social workers. For p&ieART signified hope; hope that they
could fulfil their desire to have children afteethhad been told that they could not do
this on their own. Taking these considerations mind, it is hard to see the demand for
ART in China either diminish or decelerate at gtege. It is obvious, though, that
interactions between patients and professionalswate often take the form of legal
disputes. Ethics has a great responsibility andestempacity to prevent and alleviate
conflicts, by establishing standards that suppoet process, good practice and better
awareness of the medical and social intricacid¥Bfprocedures.

In Europe, as pointed out earlier, many forms offARave become routine. In most
countries, infertility is no longer considered aceptable impediment to a couple’s right
to found a ‘natural’ family. National health insae schemes often partially or fully
finance a limited number of IVF cycles for infegttouples. And as French Professor
Dominique Memmi argued in her presentation on ‘©ssfonal experiences and ethical
issues in ART from a European Perspective’ thaktheas a split between those
European countries which stipulated that there trbesa therapeutic reason for ART
treatment” and those that allowed ART in all cdseielp a woman bear a child”. In the
latter case, single women and lesbians, for examamald be allowed to undergo ART.
Dr. Ayo Wahlberg showed how Denmark had in recewatry gone from legally
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stipulating the former towards the latter followiag amendment of their national Act on
Artificial Fertilization in 2006. This change, hower, had now initiated a discussion as
to whether the national health insurance systeraldranly pay for ART in cases where
there was a therapeutic reason, leaving single wwamnd lesbians to pay for ART
themselves.

Another key ethical debate in Europe, as UK Prafie€enevra Richardson pointed out
in the discussions following Professor Memmi’'s praation, was that of an age limit for
ART, a debate which was informed by a similar qgoestg of whether infertility for
women over 40 could be classified as a “therapeatiaition”. It was clear from
discussions that the concept of infertility was emgbing transformations in many
European countries but often with different outceme

Regulation and “the grey zone”

One of the liveliest and most heated debates fa@tbafter a number of presentations
from Chinese partners suggested that numerous §thiealities exist, with different
standards and practices. While it appeared thgemeral, the situation in larger ART
centres is well organised and monitored, with gedfairts being made to develop a best
practice regime, there were other clinics where Was not the case. The workshop
facilitated the establishing of contacts for cofapiens between Chinese centres. It
remained an open challenge, though, how to endexge tclinics and research institutions
of lower achievements, and how to deal with thespgcially private ones, which do not
comply with the regulations.

More lively discussions ensued in discussions ahowut best to ensure that regulation
was sufficient and/or effective. What emerged frmiany of the presentations and
comments during discussion was that both in Euespein China there were different
forms of regulations, rules, guidelines and lawsdeked, Chinese and European experts at
the very final session evaluating the workshop sstgg that in future workshops time
was devoted to discussing the concept of ‘govemiaasthis word, with its newly
acquired significance in political science and debaver regulation, could not at present
be easily or appropriately translated into Chinese.

In a presentation on “Informed Consent in Gene@sdarch and Diagnostics”, Professor
Peter Propping, from Germany, explained how in Gewrthere were many different
instruments used for the ethical supervision oéaesh. The Declaration of Helsinki
functioned as a general rule, as in most counimgading China, which ensured that
considerations related to the well-being of theviaial in principle should take
precedence over the interests of science and goEw@tther to this there are national
laws, professional regulations of the Federal Badifdhysicians, recommendations of
National Ethics Council (which law makers took ictansideration), concrete statements
on projects by Ethical Committees at medical faesland not at least the ethical
requirements of public or private funding instituts, as well as other regulatory bodies.
In discussions afterwards, Prof. Richardson poiotgdhat it was often the funders and
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international science journals who played a keg mlensuring ethical compliance as
researchers would always make sure that they lipetd their requirements, otherwise
they would risk losing their income or career oppoities. In particular, funding agency
ethical guidelines had ‘teeth’ as she put it.

In China, when it came to ART clinical practicegith is a similar heterogeneity of laws,
rules and regulations. First of all, there arearatl laws which are approved by the
National Executive. These include the “Law on Medlieractitioners”, the “Law on
Maternal and Infant Health Care” and the “Marridgev’. As Li Rong of the Third
Hospital (and one of BIONET's student exchange atds) showed in her
presentation, ART centres are obliged to strictligeae to national population and
family-planning legislation and policies, as stgield on the level of state regulations.
Since 2001, they must also be authorised and ieertib practice by the Ministry of
Health according to “The regulation on Assisted fedpctive Technology” as well as
“The regulation on the Administration of Medicaktitutions”. Once approved, a Centre
receives a certificate from the Ministry of Healthich is its licence to operate and must
provide necessary documents and annual repott® thlinistry of Health. Hence it is
often regulations and in particular the licensiaguirements that have the most ‘teeth’ in
China as Centres do not want to risk losing thegérice to operate. ART centres are also
required to follow “Ethical Principles for Human gisted Reproductive Technology &
Sperm Banks” which were revised by the MinistryHgfalth in July 2003. There
appeared to be a consensus among the Chinesepaantiscthat the ethical standards and
protocols, to the drafting of which she had conti@al substantially, are relatively
advanced and exemplarily adhered to in Prof. Lliréacand research institute, as
compared with other locations in China. And finalyithorised ART centres are required
to carry out routine self inspection in accordawdé their own rules.

Professor Feng Yun of the Reproductive &

Medicine Centre, Ruijin Hospital in

Shanghai welcomed these latest regulatory

initiatives from the Ministry of Health. Yet

at the same time he pointed out how

regulations and guidelines did not always

provide answers to individual cases on a

day-to-day basis in the clinic. For example,

some patients who travel to ART clinics in

urban centres from rural areas in order to

receive state of the art treatment only have

3-day permits to be in the city, which leads

to a demand for implantation of fresh embryos. Tihitrn is in conflict with guidelines
to keep embryos for 6 weeks, so as to be ablerforperelevant quality controls and
embryo assessments, before implantation. Also, satmany people travelling from
many different areas, it is very difficult sometisn® know what the status of frozen
gametes are when these people return to their hastiesut leaving sufficient contact
details behind. And finally, while commercialisatics strictly forbidden, ART
techniques such as cryo preservation cost consildeaaounts, how should appropriate

13



levels of costing be calculated internally withimics? Similarly, while compensation
for travel costs and time off work was allowed flmnors, what was an appropriate level
and kind of compensation? In other words, Prof.gRaghlighted the practical gaps
between regulations and guidelines on the one haddlinical realities on the other,
indicating a vast grey area of uncertain implemg@mteof and compliance with the
medical and ethical standards.

Professor Huang Yuanhua of the Hainan Reprodublieeicine Centre discussed what
he saw as one of the key priorities in China todaynely the accreditation and
assessment of ART centres. Prior to the 2001 régof there were over 200 centres
(others have estimated 350 or 500!) offering ARVises and many of them were
practicing according to questionable standardsefample advertising obviously
fictitious success rates of 70 to 80%. Now that megulations had been introduced it
was important to ensure that they were enforcealititr regular audits of ART centres.
Ethical review boards were also an important tech &ind of self-auditing institution.
Moreover, auditing efforts should not only targetrerised centres, but should also
identify and map out the extent of a continuingeigrone”. Regulations and guidelines
could be an effective way to ensure that licensedres operated ethically, but they did
not reach those remaining individuals operatindnat authorisation. First of all, they
require proper training and support of ethics cott@aimembers and medical personnel.

In sum, the discussion on regulation showed hoetarbgeneity of forms of regulation
prevail or are in different stages of developmertt emplementation, in both Europe and
China. In Europe, this diversity encouraged to sextent ‘fertility tourism’ as there
were many cases where nationals of one countrnyhtidhtfor example, an age limit on
IVF or a ban on PGD, simply travelled to anotherdpean country where it was legal.
In China, as Professor Lu pointed out, there wdisersity of ART centres, ranging from
the top clinics which had much to offer in termsoeft practice, to the medium and also
to the lower standard clinics, not to mention tipey zone'. It was reported that
frequently patients whose request for treatmentrtedbeen approved or who felt
dissatisfied with the course of events would tarplaces of lower reputation, and, given
sufficient financial means or social pressure ytweuld receive the demanded services,.
The regulations and guidelines on ART introducedhgyMinistry of Health were
necessary steps in a process of national harmamdait they were not sufficient in
themselves as they had to be followed up with guditedures as well as enforcement,
education and general public awareness.

Affordability, commercialisation and the socio-econ omic context
of ART

In both Europe and China there is a market forritity treatment, which raises issues of
public health policy. Prof. Paul Unschuld arguedhis presentation on ‘Some thoughts
on the historical roles of European physiciansproductive medicine’, that in today’s
globalizing world “health and disease are econollyic@luable” and that “health and
disease have become figures in a market economg’atgument was that while in the
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past the health of a nation’s population had belegygoriority of the European States,
and in contrast to China, in terms of ensuringansgt labour force as well as national
army to defend itself and to compete economicalty wther countries, this pressure to
keep an entire population healthy was giving wag toarketization of healthcare where
the patient becomes customer. He argued that siherical shaping of the identity of the
medical profession as custodians of the stateésasts and as guardians for their
patients, with the resulting powerful social, stin political and economic position of
physicians, could not be transferred to the Chimesgext. However, concerns about a
global development towards marketization and cororakzation of healthcare were
universal and were very familiar to Chinese pgrtaits. Together with regulation,
commercialization was one of the most keenly debtdpics at the workshop. It was
noted that the relative position, status and firerstanding of the physicians in society
in China differs from that in European countries.sbme extent, this lower status in
China explains the relative weakness of the megicEkssion and the limited political
influence of medical ethics.

In Europe, the ethical basis of the relationshipveen doctor or researcher and patient is
the expressed permission of the latter to engagpeuific activities that would otherwise
be regarded as criminal violations of a persortsgrity: as Dr. Ddring pointed out, “As
soon as the doctor touches the patient, it is @moé, unless the patient expressly
permits it”. Chinese participants were less certlat this basic principle underpinned
relevant policies and practices in China.

As pointed out earlier, in Europe, some countriéesr ART services via national health
insurance systems while in others patients haypaydor it. Cost is very often an
important consideration in all countries, espegialhen patients seek IVF via private
clinics. As is the case with most health-relatetiés, there is inequality and it is often
the more well-off who have better access to IVRatirent. There is considerable
inequality not just between European countries (@enmark provides 2,000 cycles per
million people compared to 600 cycles per millicople in the United Kingdom) but
also within countries as cycles per patient areroftigher in more affluent areas of a
country (in the UK this is referred to as the “maste lottery”). In the UK, one fertility
treatment cycle is estimated to cost about €4,40R0\B 44,000.

In China, the questions of affordability, commelizetion, access and equality are
among the most important in ART, especially considpwide socio-economic disparity
in such a vast country. There is no public healfurance system that would cover ART
treatment. To begin with, authorized ART treatmmsritres are often located in urban
centres meaning that people living in rural areagelto travel sometimes quite far to get
access to treatment which adds to already verytaoitis costs for ART treatment when
compared to average annual incomes. In Beijingstessinsemination (with donor
sperm) can cost anywhere between 3,000 to 5,000 E@&0-500) while in vitro
fertilization costs 4 to 5 times more at 20,008@000 RMB (€2,000-3,000), and all of
this has to be viewed against an assisted concegticcess rate of about 25-33% which
is often difficult to communicate to patients. Teese great costs in a country where
average annual income per capita is roughly 1208 (€1,200).
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Dr. Liging Fan, head of the sperm bank affiliateithvthe Institute of Reproductive &
Stem Cell Engineering iGBhangsha, discussed the question of commercializatibis
presentation. He asked the question of whetheobsperm is a commercial product,
whether it should have price and if so what sholddbasis for sperm quality be —
intelligence, social status, motility of the sperinhina, there is a chronic shortage of
sperm donors as demand constantly outstrips s@ppulythere are many factors behind
this shortage including: misinformation about tbgdl responsibilities of the donor
towards any children conceived; considerably loeasts of assisted insemination with
donor sperm compared to IVF; a high rate of nonlityirag donor applicants (70-80%
were excluded after assessment in Changsha acgdadifan, although the reasons for
such a high exclusion rate were not clarified); &ndlly, cultural understandings about
family lineage and filial bonds could also be artear

In his presentation on ART-related research andneodification in Denmark, Dr. Ayo
Wahlberg showed how a Danish company called Crgositnrecent years marketed
itself globally as “meeting the demand for Scandiaa sperm”. Sperm was definitely a
commercial product in Denmark and this factor hiayed a role in Danish lawmakers’
recent decision to uphold the anonymity of donasshusiness would suffer otherwise.
Cryos priced its sperm according to biological gualriteria (primarily sperm motility),
however, patients could search the anonymous diatabase according to criteria like
educational background, ethnicity and age. In Chimarelevant regulations clearly
stipulate that gametes cannot be commercializéxhded.

Commercialisation was also debated

during one of the case discussions on egg

donations, which was chaired by patient

representatives Rongchuan Yi and

Xiaohong Zhou. The case concerned an

advertisement that had been placed in a

Beijing university campus: “An infertile

couple is seeking an ovum. The desired

egg donor should be: age 20 to 29 years

old, with at least an undergraduate

diploma, no family medical history, good

looking, regardless of the marriage status. Therdwill be above ten thousand yuan.”
The case underlined how both in China and Euromspective parents were always
anxious about the personal history of the people @dnate the gametes they rely on to
have children. In this particular case, XiaohongZhsked “if men could donate sperm
for compensation then why shouldn’t women be abldanate eggs?” To this, Prof. Peter
Propping replied that the risks for women donatggs were much higher than for men
donating sperm, as they had to take fertility draigd undergo an invasive procedure.

The question of commercialization and the lacking@ness of the illegal nature of such

activities also came up in Joy Zhang's (PhD studéehtSE and one of BIONET’s student
exchange candidates) presentation on surrogasjieashowed how potential surrogate
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mothers could easily be found on the internet, tegal website, despite restrictions and
prohibitions. This, Ms. Zhang argued, has mearttith&@hina surrogacy has in fact gone
from an object of prohibition to one of recognitjavhile it is still legally banned and the
guestion remains open whether China will eventuallpw, e.g. the UK’s route to
making legislative proposals on surrogacy.

In sum, commercialization of the ART process — ganpeocurement/donation, gamete
storage, fertility counselling, ART cycles, follayp — was a fact in both Europe and
China raising numerous ethical challenges. In botitexts, donation was seen as an
altruistic act and any compensation was to be bsskety on any particular
inconveniences for the donor related to the adowoiation. Opening up gamete donation
to market forces it was argued would leave manylgeopen to exploitation, especially
women. At the same time, ART treatment was experand had to be financed in some
way, whether through health insurance plans ohbyphtient as private customer. In
China, the most pressing governance problem irrédgiard is implementation of legal
and ethical standards, resulting from the strildifference between regulation on the one
hand and public awareness and compliance on tlee.oth

Time and care — institutionalisation of informed co nsent

One of the key topics of the first workshop wa®inied consent and how this comes
into play in ART treatment as well as related bidial research. Informed consent has
been legally required for hospitals since 1982gasrted by Dr. Zhuo Xiaogin, a lawyer
from Beijing, and it has since gradually gainedagee ethical and regulatory salience
through legislation, education and public debaisclssants emphatically emphasized
that the moral reasoning
underpinning this concept
needs to be distinguished from
the legal form, and that both
needed to be strengthened in
order to improve the patient-
doctor relationship (Professor
Li Benfu). Chinese and
Europeans in principle agreed
that the informed consent
signature should be regarded
as a minimal formal condition
for interventions into the

body, expressing a subjects’
permission to the doctor or
researcher to invade his or her
private sphere. Moreover, all participants shargdoaving awareness of the
shortcomings of the existing informed consent regginboth in Europe and in China.
This goes beyond the question of political or daitations, for example, where
adoption is not offered as an option in the infadneensent process in IVF: while this is
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routine in European countries, there is a signifiiyaunderdeveloped practice of
adoption in China.

In particular, the importance of additional inteérac between professionals and the
subject, with alertness towards his or her sodiaagon, was acknowledged: there was
shared dissatisfaction with a narrow model of givimformation to patients and subjects,
and this was giving way to a more adequately camnsitl model of communication-
centred and context-sensitive informed consentidfzants agreed that this would help
to move from “informed consent as merely a piecpagfer” (Wang Yanguang) towards
an ethically meaningful process. On the other haluhgside the view that the
patient/the family should make their own decisicnading to their own best judgement,
there remains a strong paternalistic opinion tbanselling during informed consent
procedures should include as assessment of thenadaleness of the patients will. The
tension between these two positions remains, adiffisult to overcome.

Another critical issue is the language of ‘rightsbioethics. Chinese participants often
emphasized the need to balance individual rigbtgansibility and the social good.
There were significant tensions between this apgr@ad conflicting notions of ‘rights’
that tend to be prevalent in Europe and the Uritiadies: for example, the self-centred
individual rights approach and the traditional tddeautonomy approach that regards
rights and duties as two sides of the same coirRrAg Yang Huanming explained, the
Chinese model of patients rights has been taken fh@ USA, but implemented in a
political top-to-down direction. He suggested tti$ was problematic, because it tends
to reduce moral, economic and emotional claimegall matters. For example, when
patients need a convincing explanation of a fajl(gach as non-delivery of a healthy
baby after IVF), they should be offered optionseottinan filing lawsuits. An improved
informed consent practice would be expected togetdhe patient, sustain a harmonious
doctor-patient relationship, re-assure societyhefrhoral integrity of the medical and
research professions. The growing incidence ofl ldigautes, on the other hand, can be
in welcomed as an expression of the developmeatstéite of law in China and the
emerging of highly educated patients who demanid tigts, but at the same time has
the potential to create a public climate of dishamgnand to foster what has been refer to
elsewhere as “a culture of compensation”.

When it came to operationalising informed consknd, fair to say that a common
concern in both a European and a Chinese contestimva to caré How was one able to
ensure that sufficient time and appropriate care taken in very busy and often stressful
working environments to make sure that patientewéren the time necessary to
understand risks and benefits, and to avoid atgtuavhere informed consent is just a
formality? How to ensure that informed consentriganized as a process and not just a
signature? What is more, there were many diffefi@ms of informed consent that were
to be taken into consideration depending on whetheas ART treatment, biomedical
research or donation in question.

Prof. Tu Ling gave a comprehensive presentatidhe@informed consent process at the
Reproductive and Genetic Hospital of Changsha, wlsidieaded by Prof. Lu Guangxiu.
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Prof. Lu and her team have implemented a pionegriagramme of ethical governance
in their ART hospital, which includes the settingaf an ethics committee with a
secretariat, training of staff members on ethisslies and informed consent procedures
and an informed consent process for patients sgée@atment. With such a great and
rising demand for ART treatment at their hospitalyas decided to organize a lecture
programme for potential patients (once per weekdjepts who were about to commence
treatment (three times per week) and for inpatiémige per week). In 2005, over 120
lectures had been hosted and over 10,000 patiadtpdrticipated in them. The purpose
of these lectures, which were very much appreciyggatients, according to Prof. Tu,
was to offer general information in preparatiorntha individual interviews with clients
and couples, to make efficient use of the scarmge 6f clinicians, as patients who
attended such lectures were well prepared and imeitlr informed when they then went
on to an individual consultation with an ART clirdn. The hospital also had a customer
evaluation element, in the form of a feedback paogne where patients were asked to
fill out questionnaires asking, for example, whettney felt that they had “complete”,
“partial” or “no” knowledge of the ART process, pexlures and expenses.

In a European context, Prof. Genevra
Richardson gave an overview of some of
the dilemmas and challenges when it came
to informed consent at the interface of ART
and stem cell research. The key ethical
questions concerned timir{gt what point
in time should different forms of consent be
obtained), independen¢ART clinician
and researcher should be fully independent
of each other as should their respective
informed consent processes, treatment
should in no way be affected by a decision
not to participate in research), confidentialitycluding patient privacy and donor
anonymity issues) and induceme(tisw should donors be compensated without making
them vulnerable to exploitation and undue risksPiliscussions, Prof. Nikolas Rose
pointed out that sociological research had shownttte ideal of ‘non-directive’
counselling was often very hard to put into practaoctors often made their own
opinions known in subtle ways, and these influerec@dtient’s decisions. Prof.
Dominique Memmi pointed out that in a clinical s&t informed consent provided a
kind of ‘permission to be touched’ from the patieas fertility treatment requires
invasive procedures to be carried out, especiallwomen.

The distinction between informed consent and inerdecision making was also raised
in many presentations as was the “principle ofvittlial autonomy”, with its various and
inconsistent interpretations and practices. Whieas generally agreed that families play
a very important role in China when it comes toisieas about the healthcare of family
members, in case discussions it was also appdranivhen it came down to decisions
about ART treatment, the couple should be the aredsng all decisions and not their
parents or other family members. However, giverfélcéthat, in most cases, in China
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“an individual's illness is a family’s illness”, bause of the ways medical care and
expenses are in the hands of the family, it woeldnlpractical to reduce the
considerations in the decision making processdartterests of the individual patient. It
was pointed out that in the Changsha case, faneiynbers often attended the lectures
given together with prospective patients, as ammfwtoral and social support and shared
responsibility, but that it was the couple, whodiighad to sign informed consent forms.

One of the key conclusions to arise from theseudisions as well as from the Chinese
and European examples was how important it wasstitutionalize informed consent
processes so that they were a regular and fixedpany treatment process, not just in
terms of securing a signature, but in terms of wigjag clinical processes such that the
issues of time and care for informed consent wac®fed into operational
considerations. Prof. Genevra Richardson addedtibatame went for any ART-related
biomedical research; informed consent should bopotied with sufficient time when
any trials or research were designed.

There was another challenging aspect to the questimformed consent in a Chinese
ART context; namely what to do in cases where p&ialesires conflicted with existing
regulations and laws or with their own safety. Mafyhe participating practitioners
recounted cases where patients utilized their kedge of ART to try and achieve a
desired yet not necessarily legally accepted reBattexample, in one of the cases
presented to participants a patient misleads deetioout a past birth of a ‘Down’s
Syndrome’ child in order to get a prenatal chronmesacreening, when her true motive
was to discover the sex of the child - non-medjciaitlicated sex-diagnosis is illegal in
China. Prof. Propping informed the workshop thagarly 2007, following the
development of techniques that would allow foetad determination at an early age
through analysis of blood samples taken from théhempthe European Society for
Human Genetics urged legislators to expressly barmstermination through blood tests.
A Chinese case was also recounted where a patignested sex selection to avoid
transmitting colour blindness to a daughter, blhwoblindness did not fall under the
category of “serious hereditary disease” that gaired by law before sex selection -
which is otherwise illegal - can be approved.

Another central problem is multifoetal pregnanclaeshe experience of Chinese
participants, as it has proven very difficult tongomnce some women, especially those
from the countryside, to return to the clinic foefal reduction when multiple foetuses
have been implanted, despite the fact that mutaigeregnancies carry high risks.
European participants noted that such “reductiqgpérations did not seem to be
considered as medically and emotionally problematren when they were highly
invasive and risky. However in China, this is asproblem outside clinics as fertility
drugs are available over the counter leading soeoglp to use them without proper
information about risks. In the discussion it whksitied that there was no reliable
evidence as to the motives for such non-compliaHogever, it was agreed that these
problems illustrate the challenges that arise wteals of informed consent clash with
those of the professional responsibility to adhia best interests of the patient. This is
illustrated in cases of the use of ART for sex&@a, where public policy interests clash
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with individual or and socio-economic preferencasd particular sex. It is also
illustrated in the case of multifoetal pregnancielsere professional assessments of risk
clash with the strong desire to have children aedgrve family lineage even at the cost
of potential complications or even death to thelrantOne of the patient representatives
at the workshop made this latter point very emgladlti. These challenges underlined the
importance of clear and good quality informatiomattrisks and benefits for patients in
the informed consent process. They also raiseubstipns of medical risk assessment
and highlight the need for further dialogue betw€himese and European practitioners
on these matters.

Ethics committees & review boards

Experiences from Europe and China have shown hiksy &lement for ART as well as
other biomedical technologies is good governancktla® implementation of the ideals of
best practice, which centrally concerns questidrettocs. Perhaps as a natural
consequence, ethics committees have become amasiogéy important component in

both clinical and research settings in China angbgL In a presentation on ‘Ethics
Committees and Involving of Non-Experts from andhgan Perspective’, Professor
Christoph Rehmann-Sutter proposed a typology a€ettommittees and argued that
ethics committees “are necessarily a part of adumecy and hence, there is a threat that
they might be sucked up by formal duties and lbsé primary objectives”.

In China, participants suggested that
some of the first ethics committees that
had been constituted in the context of
ART had been exactly too bureaucratic
and often consisted of members from
hospital administration departments.
Moreover, there was no adequate training
and education of the committee members
and no clear definition of the ethical or
otherwise governing purpose of these
bodies. As such these committees rarely
had time to go through all the issues
required of them. In discussions, Prof.
Cong Yali argued that the training of ethics conie@tmembers was a key priority in
China so that such committees were not merely as@ud-ons but were actually
qualified, independent and integral to decision imglrocesses in hospitals.

Since these first committees were constituted, néseeond generation’ ethics
committees were beginning to emerge as has bearasigeat Peking University’s Third
Hospital as well as at the Reproductive and Gerhétigpital in Changsha, and these have
developed much better practices. During a site todhe Third Hospital Prof. Qiao Jie
and the clinical ethics committee’s chairman, D&,&xplained that in 2006 a new

ethics committee had been constituted consistirgpamfemiologists, ethicists, lawyers,
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laymen, clinicians, psychologists as well as agratiepresentative. And in Changsha the
ethics committee had ethicists, reproductive sfistsanurse representative, clinicians
and administrators on their ethics committee. ltihlmases time was an issue as members
of ethics committees had other duties to take ofreut in Changsha a secretariat had
been established to help deal with the workload.

A presentation of real cases decided by the etlupsmittee of the Beijing Third

Hospital raised the discussion about the purpodeamge of legitimacy of such an
institution. A case was presented were a consaagusymarried couple had requested
AID, because they feared that the natural courseseimination (by husband) would be
highly risky (in this context the figure of 41%kisf foetal malformation was quoted as
the accepted standard, however many experts désphuteaccuracy of this risk estimate).
The Ethics Committee had noted that all formal nesgments were fulfilled (marriage
certificate, a permission to have a baby, healtmddion of parents and normal social
status of the family). However, the committee ndteat this was a case of an illegal
marriage because the couple were cousins (of greaiied degree). The committee
considered reporting this to the authorities, dided against this, but they also rejected
the couple’s request for AID, because of the undestus of the marriage. This case
illustrated the difficult and uncertain positiondaself-perception of an ethics committee,
between medical considerations, ethical obligatiomsards the patients and a felt moral
obligation to support state policies.

It became clear in discussion that there are diffeexpectations of the role and the style
of review boards and the ways in which they shagiel ethical norms. The European
experience suggested that, whenever feasible sedliice should not be given in the
form of an imperative, but formulated in terms akatations for action for example
through the prediction of different scenarios reésglfrom following different courses of
action. The objective of this approach was thattstadvice should not take away
responsibility from the key actors, but rather ddaeinforce their own responsibility for
the decision. It was noted that areas of unceytard inescapable, and indeed are the
proper working ground of ethics (in contrast to lamd morality, where a certain degree
of definiteness is expected).

In Europe, a key issue for ethical review boardbas of the independence between
clinical practice on the one hand and biomedics¢aech on the other. Just as there
should be different processes of informed congettte two cases so too should there be
different ethical review boards and processesraf. Rehmann-Sutter’s typology the
distinction is between Research Ethics Committedsch tend to meet on a regular
basis) and Clinical Ethics Committees (which cawoaheet regularly but may also have
to meet ad hoc at short notice if an urgent ethiaak arises). Such a division could be
seen in some of the practices in Chinese ART cgngxg. according to regulations there
must be a laboratory responsible person and acksponsible person for ART
treatment, and these two should not be the sansepdrdowever, most Chinese ethics
committees currently dealt with both research dimical practice issues. This
highlighted again the importance of the instituibration of ethics committees and
training of ethics board members to ensure awaseaniethis distinction between ethical
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practice in the clinic and in the laboratory. Ihdgiobnalisation implied such steps as
establishing a secretariat, but bearing in mindathening that bureaucratization had its
dangers.

Professor Stephen Lam from the Department of HeHdlting Kong gave a presentation
on the history and the ethical debates among dsawéthe social engagement measures
taken in order to formulate the Hong Kong Code maicBce on Reproductive Technology
and Embryo Research, explaining the structureefbuncil on Human Reproductive
Technology , the Secretariat, Ethics Committegpésion Committee, Investigation
Committee as well as working groups, and the neveld@ments in reproductive
technology and PGD. The ethics committee operatedrding to guiding principles
including respect for human life in all forms, wae# of the child, personal autonomy,
community values (responsible parenthood, parémial and the family) and balance
between individual and collective interests to pcovulnerable parties from harm or
exploitation. They also operated according to disse guidelines:

Every member has right to judge in accordance auith conscience

Careful and disinterested analysis of recommendsatmay reduce likelihood of
serious moral mistakes

Open and rational debate to find common grounddsolutions promoting
healthy coexistence of different values and opinion

Desirable to arrive at consensus, but dissentimgjans will be duly recorded and
appended to committee’s resolutions

When necessary, seek public’s view, to ensurediséihction between public and
private morality is upheld and justified, takingaocount the culture and context
of Hong Kong Society

Based on Professor Lam’s presentation there wassi®on about how to balance the
interest of parents to have children and the weldrfuture children. The important
conclusion from his talk was that it was not suéfit to have formalized rules of
constitution and membership but that there sholglal lze rules of discourse and guiding
principles for ethics committees as well. The exiengb Hong Kong is particularly
relevant for the BIONET project because it shows oodel to integrate European
(namely UK) and Chinese standards in terms of eaikidered practice.

Research collaborations

Regarding the international dimensions of BIONHiE tlelicate question of the
borderline between the invited sharing of expertideservations and concerns, on the
one hand, and undue interference on the other elzeted frequently in the workshop.
This tension can obviously not be fully dissolvedt the workshop created an
atmosphere of trust and frankness that mitigatesloine Chinese experts insisted that
this should not be a point to worry about. For egemProf. Huanming Yang argued that
the example of the notorious eugenics debate dtnmgecond half of the 1990s
confirmed that the strategy of openness could Instoactive, and a contribution to the
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improvement of science and ethics on all sides.eScmarges of “undue interference”
were undoubtedly misplaced, but at the same tinveas clear that a partnership could
never be productive if it assumed that only onéngairhad something to learn.

In the final presentation of the workshop Profes&oifgang Hennig highlighted some
European concerns about research co-operationghitiese partners. He articulated
concerns about the applicability of European stedsjan particular regarding data
security, quality of data, reliability of drugs,eatific and ethical protocols, under
conditions where the Chinese governments admifisuliies in implementing domestic
standards and monitoring practice. Prof. Hennigheasjsed that European researchers
and ethicists were not seeking to teach good meatdi China or criticise Chinese
governance. The European interests are limitedatkimg sure that European researchers
and European funds conformed to European standardsatter where the related
activities take place, and that researchers waroming to all international laws and
regulations concerning the conduct of researdelfe was to be significant European
investment in research in China, it was crucial thase funding and undertaking such
research fully understood the details of the pcastiand the system in China. Prof.
Hennig suggested that there was a need for théuinmbalisation of data gathering and
monitoring of research practice undertaken by Eeaogbiomedical researchers in China
especially as regards data security and the qualidata.

In the discussions that followed it was

argued that Europe and China should

make efforts to create a win-win

situation, based on mutual respect,

learning and understanding, and high

guality co-operation in bioethics and the

life sciences. State of the art scientific

standards would provide a key to good

practice. It is also in the best interest of

China to avoid being any association

with scientific scandals and bioethical

irregularities, whereas Europe needs to

make efforts to avoid the charge that it is

operating with double standards between

research within and outside Europe.

Participants felt that systematic

networking among Chinese and

European institutions would produce

synergetic effects and would help

overcome the current situation of poorly

co-ordinated local institutions. BIONET

could help provide relevant information, build trasd encourage good governance even
under conditions of competitiveness that can be=#vto the principles of science.
European and Chinese bioethics, life sciences amdrgments have to respond to similar
challenges, and these common interests could lsktosslvance standards and practice
for the benefit of all.
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Findings

The debate that took place at the first BIONET wgbidp should be appreciated as an end
in itself. It was successful as a process of @it@nd problem-oriented work. As Prof.
Cong Yali explained to the workshop participani&ioethics does not offer definite
answers to all questions. Practitioners should a#ifists in doing a good job, we

should gradually learn more about this approachibAg the concrete findings were:

Chinese participants suggested that a standartifmthed consent protocols
should be developed, that would be generally \atid adaptable according to
specific requirements in given situations, comlgnimiversal ethical convictions
and room for diversity of strategies to contexmlihem properly. In addition to
providing examples of model informed consent forsugh a protocol would
detail the steps of the full process, going beyibredconveying of information and
communication and establishing a model of partitgma Such protocols are
required not just for ART treatment, but also fdRArelated research activities
as well as for gamete donation. Care should bentakavoid the discussed legal,
intellectual and/or scientific biases, which ai gtesent in many informed
consent forms and in the language.

It was also recommended that special certifiedhingi programmeshould be
developed and offered to practitioners, such asiplans and nurses in order to
gualify them to counsel patients in informed comsand to systematically
include social workers services. In clinical preetisufficient time and
standardised informed consent procedures shoulutioeluced into daily hospital
routines — informed consent procedures should $téutionalisedwhile also
allowing for individual particularities and caréwas appreciated that
practitioners alone could not overcome the majatadties towards improved
informed consent regimes. They require protectimh support from the state,
from professional organizations and from visiblamyples of good practice. Due
process depends on adequate subsidies, not omyms of finances and
education but also sufficient time to care for @ai$ and clients.

European participants suggested that in the confeéxtiropean-Chinese research
collaborations, these same considerations abautn®d consent should be
carefully protocolled into research desigisswell as into agreements between
partners so that adequate time and resources éar gality informed consent
procedures could be guaranteed.

Chinese ART practitioners highlighted that while Hinistry of Health’s revised
ethical guidelines on ART are very welcome, theyengevertheless confronted
on an almost daily basis with ethical dilemmas Whiould not be resolved by
recourse to these guidelines (e.g. whether to afliwvin cases where the
husband was in a vegetative state). This suggasteed for strengthening
clinical ethics committeeas well as ensuring that these committees hadt isunif
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resources, training and mandate to be able to ameah ad hoc basis to address
such dilemmas.

Where research ethics committees were concernadesthparticipants described
how ‘first generation’ ethics committees which asted mainly of hospital and
institutional administrators were gradually beieglaced by ‘second generation’
ethics committees (institutional review boardsRB$) with much wider
representation from clinicians, lawyers, nurses @attents. However, one of the
take home messages for Chinese participants wiaa ggparation of institutional
ethics review boards from Research Ethics Comnsitteéges necessagnd that
they should be independent of each other. Moredherissue of the training of
ethics committee membewsas highlighted as crucial to ensure that ethias mot
seen as an add-on.

From the European point of view, when it came 8eeech collaborations what
was at stake was making sure that European resgarahd European funds were
accountable to European standards while also adh&rinational requirements
no matter where the research activities take place.

On a more general level, it appeared that partitgoshared the idea of good
practice, and criticised unethical, unscientificl aiishonest activities in ART
related medicine and life sciences research ogrinends of similar ethical and
scientific concerns. The globalised trends towgrénand hidden forms of
commercialization and a general tendency to acemtomic/market capitalist
rationales in medicine pose serious ethical probland challenges to the
character of medicinthat Chinese and European participants were yointl
concerned about.
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Media response

A press conference was held on the final day ofatbekshop with invited journalists. A
press release concerning the formation of the BIDEKpert Group was prepared in
both Chinese and English (see below). The workstexpalso featured on the front page
of the LSE website and a story was prepared fottngersity of Basel website as well.

Some of the media response is included here:

Science Times:
http://sciencetimes.com.cn/sbhtmlnews/20074923462886846.html

Popular Science News
http://www.cpst.net.cn/dzkjb/2007/0412/default.htm

Chinese Radio English Service (interviews with €loph Rehmann-Sutter and Cong
Yali)
http://english.cri.cn/4026/2007/05/14/44@226563.htm

LSE:
http://www.lse.ac.uk/collections/pressAndIinformati@ffice/newsAndEvents/archives/20
07/BIOSBIONET.htm
http://www.lse.ac.uk/collections/pressAndInformati¥ifice/newsAndEvents/archives/20
07/EthicsEuropean-ChineseBioResearchCollab.htm

University of Basel:
http://www.unibas.ch/index.cfm?uuid=DF665EC13005E2311B22AF4E806BB&typ
e=search&show long=1
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April 6, 2007

Ethics of European-Chinese biomedical research calborations

This week in Beijing, a new European and ChinegeeExGroup on ethics of research in
biomedicine and biotechnology has been set upiffteenational committee, composed
of 10 members from the fields of medicine, ethiass, political science and social
science will work towards guidelines for best pi@ein ethical governance of
collaborative research between China and Eurogé&ifonutual understanding and
provide opportunities to learn from each other.URssare to be expected within less than
3 years.

The new Ethical Expert Group is part of BIONET, @o@linated Action Project, funded
by the European Union research framework prograBIGNET is a 21-partner
European-Chinese collaboration on ethical goveraamthe life sciences, coordinated
by the London School of Economics and involvinglieg Chinese institutions such as
Hunan Institute of Reproduction and Stem Cell Eagiing (Changsha), Peking
University Health Science Centre, Union Medicall€gé¢ (Beijing) and the Chinese
Academy of Social Sciences (Beijing).

Two cultures working together to tackle some ofrifst sensitive issues in biomedical
research ethics, such as the latest developmergproductive medicine, genomics,
biobanking, and stem cell research. It shall pre\dad opportunity for mutual learning.
The group works on the assumption that an exchpragess can provide better solutions
for both sides. A series of conferences and wonsho be held in Beijing, Shanghai,
Changsha and other places in China and Europdarequl, the first of which was
hosted by Peking University Health Care Centrdnenweek of 1-6 April. It's special
focus were questions of informed consent and dthésgew boards in assisted
reproductive technologies and biomedical resedrioh.workshop was attended by 20
experts from Europe and about 27 clinical pracigie and bioethicists from China.
Exchange was substantial and fruitful as partidipanthe final session said.

The Expert Group is chaired by Christoph Rehmanite§ua Professor of bioethics at the
University of Basel/Switzerland and also Presiddrihe Swiss National Advisory
Commission on Biomedical Ethics. Trained both inenalar biology and in philosophy
he is a specialist for communication in bioethind &iopolitics. The Expert Group is co-
chaired by Professor Qiu Renzong of the Chineseléwy of Social Sciences and
includes Professor Lu Guangxiu, Professor Zhai Xieioand Professor Cong Yali from
China and Professor Herbert Gottweis, Professorf¢@of Hennig, Professor Genevra
Richardson and Dr. Ole Doéring from Europe.
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“Communication, based on listening to the conceffrgthers in different cultural
contexts, is a root from which ethics can grows itself an ethical act,” said Prof.
Rehmann-Sutter.

“Though bioethics emerged a little late in Chimay@cent years our government has
made great efforts to develop bioethics workindwsitholars in related fields. Now with
the support of the government and efforts of salsplaie have seen how bioethics has
really provided guidance in biomedical research anadtice. | believe BIONET will
improve mutual communication and help to standargrsactice so that we can protect
the interests of common people,” said ProfessoGlangxiu.

Interviews can be requested and information islalks through the secretariat of the
Expert Group at BIOS centre, London School of Ecoics in Europe and through Prof.
Cong Yali, Peking University Health Science Cemr€hina.

Contacts: Dr. Ayo Wahlberg Prof. Cong Yali
BIOS Centre Medical Ethics Programme
London School of Economics Department of Medicaitdnities
Houghton Street Health Science Center
London WC2A 2AE Peking University
United Kingdom 38 Xue Yuan Road, Haidian District
Tel: +44 (0)20 7107 5201 Beijing 100083, P. Rinah
Fax: +44 (0)20 7955 7405 Tel: +86 10 82801299
e-mail:a.j.wahlberg@I|se.ac.uk ethics@mail.bjmu.edu.cn
Appendixes

List of members of Expert Group:

Professor Lu Guangxiu, Institute of Human Reproducand Stem Cell
Engineering, Changsha

Professor Professor Qiu Renzong, Chinese AcaderS8pafl Sciences (co-
Chair)

Professor Cong Yali, Peking University Health SceCentre

Professor Zhai Xiaomei, Peking Union Medical Co#leResearch Centre for
Bioethics, Beijing

Dr. Ole Doring, Institute of Asian Affairs, HambyrGermany

Professor Herbert Gottweis, Department of Polit®eknce, University of
Vienna, Austria

Professor Wolfgang Hennig, Institute of Geneticsivdrsity of Mainz, Germany
& CAS-MPG Partner Institute for Computational Bigig Shanghai, China
Professor Genevra Richardson, School of Law, Ki@glege, United Kingdom

Chairman: Professor Christoph Rehmann-Sutter, {dniEthics in the Biosciences,
University of Basel, Switzerland
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BIONET workshop objectives

The most important component of the BIONET collation is a series of 6 workshops
and conferences. Four workshops have been desigriedd into two overall

conferences which are scheduled to be held in 2008 and August 2009. It is on the
basis of these workshops and conferences that BIOMEbe able to gather an

evidence base which can be useful for policy makesearchers, bio-ethicists and others
interested in the ethical governance of researthdrife sciences. The workshops and
conferences will focus on three key areas — rebgeimedicine, genomic research into
disease susceptibility and treatability and bioliagk- and will in particular look at how
issues of ethical governance, informed consenbanefit sharing come into play around
these forms of research and practice in China amd{e.

Workshops Workshops
Workshop 1: Workshop 3:
ART clinical practice Bio-banking
Beijing, April 2007 O September 2008
o ¢
cC oo
Workshop 2: © ¢ S Workshop 4:
Stem cell research - g G Genomic research
Shanghai, October 2007 q>3 o £ January 2009
o e 8
Conference = E O Conference
© - C
€ oo
Conference 1: c=m Conference 2:
Ethical governance of LI*‘J' < Genomic research,
reproductive technologies, biobanking and benefit
therapeutic stem cells, sharing
and stem cell banks Beijing, August 2009
Changsha, April 2008

Workshops have a number of objectives the most itapbof which is to foster mutual
understanding of cultural particularities and difieces not just between Europe and
China but also within these two vast regions. Taeigular aims of the first workshop
were:

To provide a platform for scholars with differentittiral and academic backgrounds
to improve understanding
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To provide capacity building for a range of profesals across China who are
involved in research, research ethics and decisi@king in these areas, including
members of ethics review boards

To explore differences in approaches, and curberhes around, ethical review and
regulation, particularly around informed consent

To enhance understanding of the strengths and weeakn of different approaches to
the regulation of biomedical research and practice

To gather evidence of problems, cases and pradtides ethical governance of
research in this area, as they are experiencedeoground by different professional
groups in different regions in relation to diffetéssues.

To define lines of future studies in the clinicsdoictor/patient relationships, and on
other issues which may arise

To facilitate the development of evidence basedbsscientific research on ethics,
and awareness of the need to research the expeaedcviews of patients and
research subjects.

To learn from each other about the ethical goverearf ART.

Rather than focus solely on plenary lectures, wwooRs are organised so as to promote
maximum discussion among participants by ensuriegtp of time for questions and
debate after plenary presentations, and also gnesimg break out groups where
particular case studies are presented for disqusSite visits to clinics and laboratories
are also organised to give participants a chantgata about the practical context of the
issues discussed in the workshop. The workshopspatsride BIONET’s network of
junior researchers a place to share their resear@vell as to learn from and participate
in discussion.
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List of participants

The workshop will be attended by representativesifdifferent sectors and disciplines.
Participants in the workshop will include (1) sdists/physicians including those who
are practitioners in research and clinical settiigsethics committee members; (3)
philosophers/bioethicists; (4) science and techmobdministrators/regulators; (5)
sociologists and lawyers. Attendance will be lidite 50, including 10 from Europe, to
ensure opportunities for discussion among the@paints Among the Chinese
participants, there will be 20 ART experts, 2-3degcholars, 2 government officers and

6 ethicists.

Name

Position and work institute

Nikolas Rose

BIOS Centre, London School of Econsmitd Political Science

Christoph Rehmann-
Sutter

Unit for Ethics in the Biosciences, University chgel, Switzerland

Ole Déring Institute of Asian Affairs
Herbert Gottweis Department of Political Sciencémiversity of Vienna
Michael Barr Research Council UK Academic Fellow

PEALS

Dominique Memmi

Director of Research, Centre Nalaie la Recherche Scientifique

Prof.Peter Propping

Institut fuer Humangenetik, ugrsitaetsklinikum

Genevra Richardson

School of Law, King's College

Margaret Sleeboom-
Faulkner

Department of Social Anthropology, Sussex Univegrsit

Paul U. Unschuld

Medizinische Fakultat, Institut @eschichte der Medizin

Ayo Wahlberg

Research Fellow, BIOS Centre, Londond®l of Economics

Amanda Dickens

Global Biopolitics Centre, UEA

David Warrelp@

emeritus Professor Tropical Medicine,

Catherine Elliott

MRC Head office, UK

Tony Peatfield

MRC Head office, UK

Thomas Streitfellner

Department of Political Scigndniversity of Vienna

Xiaoning Xu Senior research fellow

Stephen TS Lam Department of Health, Hong Kong SAR

Guangxiu Lu President, Reproductive and Genetighiaisof Citic-Xiangya,
Institute of Reproductivé®O Stem Cell Engineering, Central South
University

Benfu Li Chair of Chinese medical ethics associa{idMEA)

Renzong Qiu

Chinese Academy of Social Sciences

Huanming Yang

Beijing Genomic Institute

Guijin Zhu Tongji Hospital of Tongji Medical Collegof Huazhong University
of Science & Technology

Jie Qiao Head of Ob/Gyn Depatement and Reprodu€@rdre, Peking
University Third Hospital

Wenli Zuo Ob/Gyn Department, Peking University EH®spital

Guoning Huang

Vice President of Chongqing Obstexrics Gynecology Hospital
Assosiate Chief Physician, Chongging Reproductimh@enetics
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Jiayin Liu

Professor of Medicine, Chief Physician

Chunliang Fan

Researcher, Institute of Policy armhdyement, Chinese Academy
of Sciences

Huan Shen Head of Centre of Reproductive Medidieking University,
People’s Hospital

Yun Feng Professor, Chief Physician, Reproductivd&dicine Centre
Director

Yihua Yang Master Student, Ruijin Hospital, Sharngleotong University,
School of Medicine

Xiaoming Zhu Reproductive Endocrinology Specialist

Yuanhua Huang

Professor of Ob/Gyn Medicine, Chigfditian, Director of Hainan
Reproductive Medicine Centre

Xiucheng Yu

Surveillance Officer, China’s Ministo§ Health

Zhaodai Bai

Associate Professor

Canguan Zhou

Reproductive Medicine Centre, Zhongdhedical School

Jie Li

Reproductive Medicine Centre

Liging Fan Vice President, Reproductive and Gendtispital of Citic-Xiangya,
Institute of Reproductiv®O Stem Cell Engineering, Central South
University

Wei Liu Reproductive and Genetic Hospital of Ci@angya, Institute of
Reproductive90 Stem Cell Engineering, Central South University

Ling Tu Reproductive and Genetic Hospital of Ci@ngya, Institute of
Reproductive90 Stem Cell Engineering, Central South University

Yan Wang Doctor, Reproductive Medicine Researchit@eshangdong
University

Ginny He Reproductive and Genetic Hospital of CKiangya

Jiaen Liu President, Beijing Jia En De Yun Hospital

Pei Li Secretary of Ethical Committee, Beijing Hia De Yun Hospital

Xiaoqin Zhuo Lawyer

Yinliang Liu Director, Research Centre of Biotectogy Law, China University
of Politics and Law

Mingjie Zhao Vice Chief Editor, Medicine and Phitggy Magazine

Tan Li Infertility Clinic, Datun Hospital

Rong Li Peking University Third Hospital

Joy Zhang BIOS Centre, London School of EconomicsRolitical Science

Yeyang Su Beijing Genomic Institute

Xiuyun Yin Peking University Health Science Centre

Xiaonong Li Peking University Health Science Centre

Rongchuan Yi

Patient representative

Xiaohong Zhou

Patient representative

Yu Wang Associate Professor of Ob/Gyn Medicine,oigste Chief Physician
Suli Sui Bioethics Centre, Peking Union Medical IiEgé

Xinging Zhang Associate Professor

Xiaoting Shi Journal of Chinese Medical Ethics

Ruipeng Lei Huazhong University of Science and Tebdbgy

Yali Cong Deputy director of medical ethics prograhPUHSC

Jianhua Lin Public Relation and External Coopera@ifice, Huashan Hospital

of Fudan University
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Workshop programme

Date/Time Topic Speaker Chair
Day 1 The State of ART in China and Europe:
Sunday 1 April The Context
12:30 — 14:00 Welcome Lunch(Bi Xiang Ge Restaurant, Second floor)
14:00-14:30 Welcome Ceremony Nikolas Rose,
Xu Baiyu/Zhang Daging
Lu Guangxiu /Qiu Renzong
14:30-14:45 Introduction of the programme Ole DgriGongYali
14:45 - 16:15 Plenary Session: The Context
14:45 - 15:10 Presentation: The General conditfdhRIl in current China Yu Xiucheng (MOH)
15: 10 - 15:35 Presentation: Professional expegieanid ethical issues in ART, from a European Dominiqgue Memmi
view Rose
15:35-16:15 Presentations: Research Findings onl&ians and Practices in Europe and Thomas Streitfellner Lu
China-the view from BIONET exchange students Joy Zhang, Rose Li
16:15 - 16:30 Coffee/Tea Break
16:30 — 17:45 Introduction of Participants Mediators:
General Discussion of key ethical and governanoeems in China and Europe|: Qiu Renzong
Potential topics may include but not limited: Nikolas Rose
The legal frameworks
National , local and regional variations
Composition and role of ethics committees
Resource and health service issues and implications
17:45 -18:00 Summary and overview of day Ole OgyrdongYali Rose
Lu
18:00 — 19:30 Reception and Workshop Dinner Bi Xiangge

34




Day 2 Morning: Social and Ethical Debates in ART Speaker Chair
Monday 2 Afternoon: Informed Consent in Clinical Practice
April
9:00 — 12:30 Social and ethical debates in ART Li Benfu
Christoph
9:00 - 9:30 Presentation Some Thoughts on the HisidRole of Physicians — Current Paul Unschuld
Challenges
9:30 - 10:00 Presentation: Philosophical concepépfoduction and its cultural transformation Qiu Renzong
with technology advancement --Confucian’s perspecti
10:00 - 10:40 Questions to speakers and open discussion retategits, but not limited:
Role of different technologies: PGD, ICSI, enhaneet
Interests of different stakeholders and conflisbiation
Medical and social indications, multi-foetal redant
paternity/maternity in gamete donation, preventbmfertility
Cultural meanings of reproduction and infertilityEurope and China
10:40 - 11:00 Coffee/Tea Break
11:00 - 12:30 Workshop Session for Group Discussions (two pdrgiteups)
11:00-12:00 Group 1: Ethical and social issues of sperm banks peaker: Fan Liging
Chair: Bai Zhaodai
Group 2: The role of ethical committee: Speaker: Christoph
Ethics committees and involving of non-experts frafBuropean perspective Rehmann-Sutter
Chair: Li Benfu
12:00-12:30 Summary and reports from group disonssi Rapporteurs
Lei Ruipeng
Tu Ling and Li pei
12:30 - 13:30 Lunch Break
13:30 - 16:30 Informed consent in clinical practice: Ethical Dilenas
13:30 - 14:00 Informed Consent in Chinese Practice Qiao Jie
14:00 - 14.30 Regulating consent in an area ota&thincertainty: Genevra Richardson| Zhu Yimin
the case of embryo donation in Europe Ayo
14:30 — 15: 30 Questions to speakers and openssiszurelated to topics: Wahlberg

the common issues of informed consent, the filmf@rmed consent in
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practice
PGD, etc.

15:30 - 15:45 Coffee/Tea Break
15:45 - 16:45 Case Discussion in Two Parallel Gsoup Liu Jiaen
16.45-17.15 Report back from Groups Rapporteurs Ole
Group 1: Wang Yan
Group 2: Li Rong
Evening BIONET Expert Group Meeting Christoph
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Day 3 Informed Consent in Practice: Dilemmas in Clinicaland Research Practice Speaker Chair
Tuesday 3
April
9:00 - 12:30 Informed consent in biomedical research
9:00 - 10:15 Plenary Session: Informed consentambdical research Feng Yun Yang
Four brief presentations, two from China, two frBurope on key issues in informed Huanming
consent in biomedical research Peter Propping Michael
"Informed consent in biomedical research in Euraged casesnd discussions.(peter) Barr
Meaning of informed consent in research contexts Huang Yuanhua
Donation, of gametes and embryos/Storage of gamaetkembryo Ayo Wahiberg
Procurement and storage
Commaodification and commercialisation
10.15: 10:30 Coffee/Tea Break
10:30 - 11:30 Case Discussion in Two Parallel Gsoup Huang
11:30-12:30 Report back from groups Rapporteurs Guoning
Group 1: Zhu Guijin Liu Jiaen
Group 2: Zhou Canquan
12:30 - 13:30 Lunch Break
13: 45 -18:00 Visit to Plant Garden
Departure on 13:45 at gate of Conference Center
Evening BIONET Expert Group Meeting

37




Day 4 Regulation of ART and issues of social justice andgelfare: Speaker Chair
Wednesday ,4 ,Apr. governmental and patient perspectives
9:00 — 12:30 Implementation of the regulation on ART
9:00 - 9:30 Presentation: ethical governance on ART Lu Guangxiu Herbert
9:30 -10:00 Presentation: Implementation of infodneensent in ART: Hong Kong Stephen Lam Gottweis
experience Feng Yun
10:00 - 11:30 Questions to speakers and topicgeneral discussion related to:
Problems of implementation
Prohibited and unacceptable practices Mediators:
Sanctions and incentives for bad and good practice Amanda Dickens
Managing local and regional variations Huang Wenyuan
Regulating private ART clinics
Licensing, evaluation and oversight
Monitoring - from ART to offspring
11:10-11:30 Coffee/Tea Break
11:30 - 12:30 Case Discussion in Two Parallel Gsoup Mediators:
12:00 - 13:30 Lunch Break Liu Yinliang / Unschuld.
13:30 - 14:00 Report back from Groups
One is law case Rapporteurs
One is EU case Zuo Wenli/Wang Shuyu
14:00 - 16:30 Public and Patient Perspectives on ART
14:00 - 14:20 Consultation from public Li Benfu Rose
14:20 - 14:40 Presentation Wolfgang Hennig Cong
14:40 - 15:30 Plenary Session: Patient perspeativeéke availability and use of ART Mediators:
Potential topics: Qiu Renzong
Consent — the patient’s view (two patient repres@res) Patient representative
Patient demands and pressures
Satisfaction and dissatisfaction
Cost, payment, affordability, resources
Confidentiality and access to information
15:30 - 16:00 Coffee/Tea Break
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16:00 - 17:00 Case Discussion in Two Parallel Gsoup Zhuo Xiaogin
17:00 - 17:30 Report back from Groups Zhao Mingjie
17:45 Dinner in Chinese Tradition Restaurant (plan)
Evening BIONET Steering Committee Meeting
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Day 5 Site Symposium and BIONET Meetings Facilitator
Thursday 5 April
9.00 — 10.00 BIONET Expert Group Meeting Christoph Rehmann-Sutter
10.00 - 12:30 Site Symposium at third hospital 0HSC Qiao Jie
Discussions with practitioners
12.30-1.30 Lunch Break
13:30 — 14:45 Closing Session for Workshop Nikolas Rose
Summary, review and evaluation of the workshop
15:00 - 19:00 Site visit, followed by dinner at Hiaaliyin Zhongxin Yang Huanming
Day 6 BIONET Meetings Facilitator
Friday 6 April (BIONET PARTNERS ONLY)
9:00-11:00 Expert Group presentation to BIONET partners Christoph Rehman Sutter
11:00 —11:30 Coffee Break
11:30 - 1:00 BIONET Consortium Meeting Nikolas Rose
To review workshop and for forward planning
1:00 CLOSE
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