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Abstract: Although the rise of human embryonic stem cell research has been almost
entirely enabled by the prior birth of In Vitro Fertilisation (IVF) in the late 1970s,
the relationship between these two fields remains somewhat under-examined.
From a feminist perspective the relationship of IVF to human Embryonic Stem
cell (hES) derivation is understandably a matter of significant concern. Moreover,
this relationship is one factor accounting for widespread national differences in the
regulation of hES derivation. This paper examines these, and other, aspects of what
is described as the TVF-Stem Cell Interface', with an emphasis on work in the
UK. The paper also explores the work of the group Human Embryonic Stem Cell
Coordinators (HESCCO): a recent UK initiative aimed to enable greater ethical
oversight of the IVF-Stem Cell interface.

Keywords: IVF-stem cell interface, human embryonic stem cell coordinators, egg
donation, consent form, feminist perspective

5.1 Introduction
The birth of Louise Brown in England in the summer of 1978 was an event surrounded by uncertainty from many quarters: on the one hand this new miracle of
scientific progress was seen to offer hope for thousands, if not millions, of childless
couples, while also confirming the power of scientific and technological innovation. On the other hand, the very term test-tube baby conjured up more negative
images of scientific innovation gone too far, and in particular too deep into the biological frontier of human reproduction (Challoner 1999; Henig 2004; Mulkay
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1997). Not surprisingly, this ambivalence was reflected in the feminist literature as
well: while some feminists called for a complete ban on IVF, others lobbied for its
improvement - and it is in many ways an ambivalence about technological assistance to reproduction that is its most conspicuous social legacy (Kerr and Franklin
2006; Throsby 2004).
Much has happened since the first successful clinical application of IVF nearly
30 years ago, and this remarkable period of social history has, in some respects,
only just begun to be examined properly by scientists, clinicians, journalists, social
scientists, and historians.' Three trends are nonetheless clear. One is the rapid
acceptance of IVF technology to the point it is all but an everyday occurrence to
have a test-tube baby. Second is the vast scale of this new form of human reproductive assistance: more than three million children have been bom of IVF worldwide,
and in some countries, such as Israel and Denmark, it accounts for as much as 3%
of the birth-rate. Lastly, but of equal significance to the first two trends (which are
complementary to one another) is the striking discrepancy in what we might call
the national cultures of IVF. Hence, for example, even in countries side-by-side in
Europe, such as Italy, Germany, and Switzerland, the profile of IVF in terms of its
practice varies enormously. Moreover, while these variations can be put down to
influential factors, such as religion, such factors alone cannot explain the almost
opposite principles through which I V F is regulated and practiced in otherwise
religiously-similar countries such as France, Austria, Spain, Ireland, and Portugal
- all of which are predominantly Catholic, but none of which have very similar situations concerning IVF. The reverse is also true, in that several countries which in
some ways have rather similar I V F profiles do so for very different reasons, as
in the case of Germany, Ireland and Austria.
The advent in the 1990s of the high-profile post-IVF technologies of cloning by
somatic cell nuclear replacement (CNR) and human Embryonic Stem cell (hEs)
derivation has brought increasing attention to the vexing question of how to achieve
a consensual, over-arching, and unified mechanism for the regulation of human
embryo research and hES derivation - processes which are inextricable from IVF.
In other words, a number of new issues that are as complex technologically as they
are ethically or politically have arisen at the interface between IVF and human
embryonic stem cell derivation which move far beyond the familiar (and rather
hackneyed) questions about the 'moral status of the embryo', such as the rights and
wrongs of various means of embryo procurement (altruistic donation? paid donation? egg sharing for research?), as well as both specific and general questions
about commercialisation, anonymization, screening, and also issues of Good
Manufacturing Practice (GMP), standardisation, and safety. In this chapter I argue
that the synthetic historical relationship between IVF and hES derivation needs to

'For a selection see Alberda et al. (1995), Brown and Brown (1998), Clarke (1998), Corea
(1985), Edwards (2001, 2004, 2005), Fishel and Symonds (1986), Kannegiesser (1988), Pfeffer
(1993).
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be more fully understood in order to make sense of the current controversy about
stem cell science - including its gendered dimensions.
To begin with it is important to acknowledge that it is the close relationship
between human embryo research and IVF that enabled the latter to become a clinical reality in the late 1970s. IVF and human embryonic stem cell derivation have
an identical pedigree in the research of scientists such as Richard Gardner, one of
Bob Edward's PhD students at Cambridge, who conducted the first successful
biopsy of a rabbit egg tophectoderm in the 1960s, using unprecedented methods of
embryo surgery, and successfully achieving a 'technologically-assisted conception'
(and birth) with very obvious implications for both human reproduction and clinical
genetics. Thus, while the birth of Louise Brown was met with a level of public
debate that is today often forgotten, the rapid international acceptance of IVF as a
form of technological assistance to those in search of a 'miracle baby' quickly
cemented into place the rationales for IVF that are all but taken for granted in contemporary society.
In retrospect, then, it is not only clear that public acceptance of I V F also
meant implicit acceptance of human embryo research, but the inevitable accumulation of embryos in storage, and the moral imperative to continue to pursue
human embryo research - in particular because I V F has never had a particularly high success rate to begin with (although, in no small part because of
embryo research, it has been improved dramatically and is now effective
approximately 50% of the time in the contexts of best practice using single
blastocyst transfer).
The interUnked features of the introduction and recent history of IVF are - that it:
(a) Came from embryo research;
(b) Would by definition involve in the creation of more human embryos than could
be used clinically;
(c) Would necessarily involve further embryo research to continue to improve the
clinical outcome of IVF.
These are the backdrop to much of today's controversy about what kind of relationship between, and ethical governance over, hES derivation and clinical ART - or
the IVF-stem cell interface should exist. This question, of embryo supply, and its
source in IVF, thus comprises a crucial dimension of hES cell derivation, and its
highly politicised ethics, which are increasingly focussed on the sourcing, distribution, and ethical oversight of human embryos that could potentially be donated to
research. Indeed, one way to condense the main question posed of human embryonic stem cell research by its various interested and often anxious publics is simply
to ask what reciprocities, responsibilities or obligations will return from these donations - to individual women or couples, as goods and services, as hope or cure, as
improved IVF services for the future, or in the form of a more diffuse, non-specific
and generalised idea of 'conmion good' (Waldby and Mitchell 2006). In sum, this
interface, between the context of assisted conception and human embryonic stem
cell derivation, is yet another microcosm of wider issues we often understand in
terms of science and its publics.

126

S. Franklin

The controversy surrounding the allegedly fraudulent conduct of South Korea's
Woo Suk Hwang has, paradoxically, increased pressure on the scientific community to demonstrate the very highest standards of ethical practice in the context of
hES cell derivation, while simultaneously illustrating how easily scientific
evidence, materials, and documents can be forged. At the same time, then, that
issues such as informed consent have become more complex in the context of
embryos donated for hES derivation (e.g., their amplification and potential perpetuity), the science too is under new pressures, such as international competition, that
place new burdens on its traditional mechanisms of ethical governance (i.e. editorial oversight and peer review). The very same extensive informed consent documentation that made Hwang's research appear to comply to the highest ethical
standards, but which was revealed to have been faked, demonstrates that documentation alone is never a sufficient guarantee of veracity: as Hwang's paper also
showed, highly technical DNA scans can also be faked almost without effort simply
by substituting a 'before' for an 'after' image. A paper trail may be only that.
These issues of what are commonly referred to as accountability and transparency point to the need for robust ethical protocols for hES derivation, such as those
set out in the U K Stem Cell Bank's Code of Practice, which is in turn partly modelled on Britain's notoriously strict Human Fertilisation Embryology Authority
(HFEA) requirements for ART, and even stricter requirements for animal research.
Procedures such as informed consent for egg and embryo donation to stem cell
research must be, and be seen to be, more than paper-tight. But what will these
consist of? Informed consent was originally developed for procedures such as
surgical interventions that posed a risk to the life or health of the individual, and
was intended to protect patients against the pressures of medical paternalism. Over
time, informed consent has been expanded to cover everything from liability
protection for clinicians to organ donation. Unsurprisingly, the expansion of
informed consent has been accompanied by criticisms of its 'empty ethics' from
those who claim it has become more of a panacea than an actual form of protection,
and more an exercise in 'box ticking' than actual communication between doctor
and patient (Corrigan 2003).
In the context of embryo donation, informed consent is complicated by several
features, such as the fact that two people must give their consent as a couple i f the
embryo is to be donated to research (whereas informed consent was initially envisaged as individual). There is a growing literature on embryo donation in which
some of the factors that influence couples perceptions of this practice have begun
to be studied, albeit largely inconclusively.^ Studies show wide divergences in couples'
willingness to donate their embryos to research in general (Burton and Sanders

^See BangsboU et al. (2004), Bjuresten and Hovatta (2003), Burton and Sanders (2004),
Choudhary et al. (2004), Newton et al. (2003), Kovacs et al. (2003), Laruelle and Englert (1995),
Lomage et al. (1995), McMahon et al. (2003), Soderstrom-Anttila et al. (2001), Svanberg et al.
(2001), Westlander et al. (1998), and for over-arching bioethical discussions see Robertson
(1995), Magnus and Cho (2005).
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2004; Choudhary et al. 2004), and this finding has been replicated in more recent
research on donation to stem cell research in particular (Bjuresten and Hovatta
2003; Parry 2005). This is not surprising given that embryos produced in the context of IVF are complex embodiments of reproductive hope, reproductive labour,
and often reproductive loss (Kitzinger and Williams 2005). Moreover, as already
mentioned above, donation to hES derivation raises new and unfamiliar issues for
informed consent, such as how much information should be taken from donors,
how practically should reversible anonymity be organised, how should patients'
questions about the production or use of artificial gametes derived from their reproductive cells be answered truthfully, and so forth.
These questions, and many others, although obvious, and increasingly widespread, have only just begun to be studied empirically, in particular by social scientists
- whose insights are more often drawn from the real-world contexts of actual practice than the more ethereal realms of speculation common to bioethics. Although
comparatively little has been published about the precise dynamics of the IVF-stem
cell interface, some social scientists and clinicians have begun to examine some of
the key factors and influences that define this context, such as patient perceptions
of embryo donation to stem cell research (Choudhary et al. 2004; Parry 2005),
media representations and public concern about embryonic stem cells (Doring and
Zinken 2005; Kitzinger and Williams 2005; Williams et al. 2003), and the wider
social implications of the issues raised by stem cell research (Holm 2002; Ganchoff
2004; Hogle 2003; Liddell and Wallace 2005; Parry 2005; Rapp 2003; Sperling
2004; Waldby 2002; Waldby and Squier 2003; see also Franklin 1999a, b, c, 2001,
2003b; Franklin et al. 2005).'

5.2

The U K Stem Cell Initiative

In the second half of this chapter, I focus on the experience of the UK, where ethical
oversight of embryo donation to stem cell research comprises a significant component of a coordinated programme of hES derivation and banking. This system of
'human embryonic stem cell coordination' is seen not only to offer the most efficient and cost-effective route to successful translation of hES products, but also
greater accountability and transparency, and ethical integrity, in the fast-paced and
often controversial field of bioscientific innovation. One of the 'lessons to be
learned' from the UK, I suggest, is that while debate about ethical governance (and

'Other scholars who have examined the 'economic' aspects of donation of embryos, and other
tissue, such as blood, organs, genes, or other body parts, by examining how they become invested
with particular kinds of value. As numerous scholars have pointed out, such forms of 'trade'
(Parry 2005, 2006) raise wider sociological, ethical, and political issues that require further
definition and analysis (Liddell and Wallace 2005; Lock 2002; Rose 2001, 2006; Thompson 2005;
Waldby 2002; and see esp. Tutton 2002; Corrigan 2003).
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especially informed consent) is often rightly criticised as empty (Corrigan 2003) or
as limited or as too narrowly, and individualistically, defined, it is, from another
point of view, an increasingly important context of active deliberation and dialogue,
and one in which patient input and public participation may play a surprisingly
important role. Using a case study from the UK that reveals the complexity of
negotiations that are occurring in the context of standardising informed consent
protocols at the IVF-stem cell interface, and based on my own fieldwork for the
past five years as part of one of the UK's leading stem cell teams, I suggest this
context of unique, explicit, and unprecedented deliberation has much of value to tell
us about the promise and politics of stem cell research.
The question of what is at stake in the context of hES cell derivation and banking
is of particular significance in the UK, which is widely acknowledged to have one
of the most extensive regulatory frameworks for governance of assisted reproduction and embryo research anywhere in the world (Gunning 2000; Mulkay 1997). It is
also often noted that this widely emulated system, while highly bureaucratic (it
operates through a licensing body), and strict (it is backed up by criminal law), is
also one of the most tolerant, progressive, and liberal towards embryo research,
and, more recently, hES cell derivation. In the latter context, the U K is also advantaged by both a national healthcare system, and a comparatively joined up climate
of academic research, funded in large part by the national research councils, and the
Wellcome Trust, the world's second largest medical charity and a major donor of
research income to U K universities. Embryo research in the U K is thus protected
by a stable regulatory environment and a strongly positive government policy of
support, which in turn are directly linked to promoting U K leadership in the
'knowledge economy' of the biosciences, where scientific achievement and
research investment are considered to be vital matters of national, commercial, and
political self-interest (Franklin 2001, 2003a, b, c).'*
Since the late 1990s, it has been the official policy of the U K government to
promote hES cell research, and in order to further this priority the government has
both increased research funding to this area, and supported the commissioning of
the worid's first National Stem Cell Bank to make of the UK a worid hub of hES
cell science. As in many other European countries, both the U K government and
the general population share a positive evaluation of the potential benefits of stem
cell research, and support its development, including the necessity for embryo

••Following in the wake of a number of distinctive UK 'firsts" in the fields of reproductive biomedicine, embryology, developmental biology, and genetics, including the discovery of the structure of the double helix (1953), the first embryo transfer and biopsy in rabbits (1967); the first
test-tube baby (1978), the first immortalised cell lines in mice (1981); the first successful preimplantation genetic diagnosis (PGD) (1990); and the first successful cloning of a mammal from an
adult cell (1996); it was clear that the UK would enjoy an 'indigenous' advantage in the field of
hES cell derivation - the first major post-genomic industry to galvanise into a global 'race' for
clinical and commercial success since the completion of the draft sequence of the human genome
map in 2001 (Edwards 2001, 2005).
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research.' The strategy of the UK government under the leadership of Prime
Minister Tony Blair, for whom stem cell research was a personal priority, has been
to promote stem cell research through public funds as well as public-private partnerships, and to align the governance and regulation of this new field with existing
legislation on embryo research, tissue banking, and quality assurance. Also key to
the national science strategy under the Blair government has been more attention to
issues of public support for, and participation within, scientific innovation exemplified by the UK's G M Nation initiative to stimulate public dialogue in the
wake of the infamous Monsanto debacle of the late 1990s. The efforts to regulate
stem cell research have consequently aimed to promote and to protect U K stem cell
science by ensuring public confidence in the ethical governance of this new field,
while attempting to produce a stable environment for successful research and development, translating these potential clinical applications, and stimulating commercial investment while attempting to avoid the more divisive and unpopular
consequences of a culture of privatised research.
As recommended by the Blair government, and in accordance with the conclusions of a Department of Health (DH) consultation paper into human embryonic
stem cell research, published in 2000, new regulations were introduced into
Pariiament to amend the 1990 Human Fertilisation and Embryology Act in order to
widen the criteria for research on human embryos, including the creation of
embryos through cell nuclear replacement (CNR) for research purposes. Under the
Human Fertilisation and Embryology (Research Purposes) Regulations (2001),
three new criteria for embryo research were added to the existing Act to widen the
possibility for understanding the cellular bases of serious diseases, and to permit
research that might lead to their treatment - including through the method known
as 'therapeutic cloning' (i.e. CNR).
In 2002, following the recommendations of the D H and also those contained
in a special Report of the House of Lords Select Committee on Science and
Technology (2002), the UK Stem Cell bank was commissioned and publicly
funded as a joint endeavour between the Medical Research Council (MRC) and
the Biotechnology and Biological Sciences Research Council (BBSRC, together
£2.3 million). 2002 also saw the first licenses granted for hES cell derivation
from the Human Fertilisation and Embryology Authority (HFEA), the statutory
body which oversees all research concerning human embryos in the UK, and in
2003 the first UK-derived lines were announced by King's College in London
(Pickering et al. 2003). In this same year the U K stem cell bank was constructed
and began its rigorous process of quality accreditation by the MHRA (Medicines
and Healthcare products Regulatory Agency). In the meantime, its Steering
Committee (initially chaired by Professor Genevra Richardson and later by Lord
Naren Patel) began the equally arduous process of devising means to fulfil the
aims and goals of the bank in a manner that would be simultaneously consistent

'For full results of these polls see http://www.ipsos-mori.com/polls/2003/amrc.shtml, and http://
www.yougov.com/archives/pdf/TEL050101042_ 1 .pdf
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with existing U K and EU legislation, including the guidelines of its national
research councils (e.g. MRC, BBSRC), the practices of other public tissue-banking
organizations such as the National Blood Service (NBS), international cGMP and
ISO requirements, MHRA accreditation criteria, and the licensing criteria of the
HFEA. By the end of 2003, the HFEA had granted eight further licences for hES
cell derivation nationwide. The bank was accredited and opened in 2004, the
same year the U K Human Tissue Act (HTA) came into effect, under which regulation the first U K lines were banked in 2005. The simultaneous adoption in 2004
of the EU Directive on Setting Standards of Quality and Safety for the Donation,
Procurement, Testing, Processing, Storage, and Distribution of Human Tissues
and Cells (widely known as the EU TD) increased the necessity for the bank, in
coordination with the UK's increasingly numerous hES cell derivation laboratories, to reach agreed-upon standards and protocols for all aspects of derivation from cGMP to informed consent.*'
The mission statement of the UK stem cell bank is to 'work with the scientific
and clinical community to assure the quality of human stem cell lines used in
research and therapy'. Its four main aims are to:
-

Produce, test and release well-characterised seed stocks of adult, foetal, and
embryonic stem cell lines within a stringent quality framework
Promote basic research in the UK and abroad through the provision of 'Research
Grade' cell banks
Provide stringently tested, safe 'Clinical Grade' cell banks under EU cGMP
conditions as starting material for therapeutic uses
Work with the scientific and clinical communities, commercial organisations
and regulatory agencies to assure the quality of human stem cell lines used in
research and clinical therapy and disseminate best practice

The bank is a public, non-commercial, facility, which will provide a major resource
for the global biotechnology community, including the commercial sector. The cell
lines that are banked and exchanged through the new facility are intended to
comprise a unique population that acts as a vital repository for an emergent form
of reproductive value that literally fuses social technologies of regulation and consent together with biological techniques for cellular control and management, and
medical and social aspirations for scientific progress. In addition to the quality and
stability of lines that are adequately characterised to be banked, the facility is
responsible to guarantee the provenance of any lines it accepts - a procedure that
has required devising new protocols for informed consent to donate embryos to
stem cell research (as we shall see further below).

"2004 also saw the first HFEA licenses granted to two UK clinics for the deliberate creation of
embryos for research using cell nuclear replacement (CNR). A blastocyst derived from this
method was announced by researchers at Newcastle University in the spring of 2005. The legality
of creating human-animal (hybrid) embryos for research was affirmed by the UK Parliament in
May 2008.
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With the bank as its hub, a national system of human embryonic stem cell derivation, characterisation, and banking has been developing rapidly since the first U K
hues were successfully derived at King's in 2003 (Pickering et al. 2003). Two of
the most important components of the U K stem cell network are the connections
between and amongst the various centres (the added value of national scale), and
the interface between stem cell derivation laboratories and IVF chnics (which are
in many cases literally being merged into a single facility).
Successful clinical introduction of stem cells and the emergence of international
stem cell exchange and trade, as well as commercialisation, will thus involve a
combination of several components: they must be safe, regulated, and standardised
to an acceptable GMP standard; they must retain public confidence and support to
become viable products on a significant scale; they have to work and be successful
enough to be either clinically or commercially viable; and they must be seen to be
ethically-derived and subject to appropriate legislation. In sum, good governance of
hES cell derivation, banking, and manufacture will be essential to their potential
clinical, commercial, and social value (Banchoff 2004).

5.3

Human Embryonic Stem Cell Coordinators (HESCCO)

The U K is curtently one of the only countries to begin to attempt to develop
national standards and regulation not only for hES cell derivation and banking, but
also the ethical protocols for informed consent in the context of IVF, where the
embryos necessary for hES cell cultivation are sourced.' An important UK initiative
launched in 2003 established a network of HESCCO, which is currently in the process of updating, improving, piloting, and semi-standardising a national protocol for
patient consent and information materials for donation of embryos to stem cell
research, as well as GMP and other derivation criteria.** This ongoing British initiative is an unprecedented practical intervention into the practices and procedures that
structure the 'embryo transfers' linking hES derivation to IVF, and thus offers a
unique opportunity to sketch out some preliminary reflections on how these are
beginning to be managed, standardised, and regulated.
The necessity for greater national coordination of U K hES cell line derivation
prompted the MRC and the BBSRC to make available strategic research funding
towards development of cooperation between centres capable of deriving hES cell.

^ Informed consent is thus becoming more important for stem cell research just as its legitimacy is
increasingly questioned by some commentators, see Corrigan (2003).
"The first network of its kind, HESCCO, the human embryonic stem cell coordinators group, was
founded in June 2005 in Leeds with approximately 25 members.
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and assisted conception units (ACUs), who could provide spare or surplus eggs and
embryos produced in the context of In Vitro Fertilisation (IVF) treatment for infertility. Seven such centres were funded around the U K (Newcastle, York (Leeds),
London/Leeds (the Bridge Centre), Sheffield, King's College London (Guy's
Hospital), Roslin Centre (with Manchester), and the North of Scotland Initiative
(Aberdeen/Dundee/Edinburgh). A number of these appointed stem cell coordinators to facilitate recruitment of patient donors for stem cell projects. In an effort to
facilitate ethical sourcing of eggs and embryos, and to devise semi-standardized
national protocols for patient information and consent for embryo donation to stem
cell research, funding was sought and approved to bring the coordinators and stem cell
scientists together biannually specifically for national stem cell coordination, a primary benefit of which would be increased national cooperation and more effective
and efficient use of available embryos for stem cell research. In addition to the
seven MRC supported units or networks, other assisted conception or stem cell
units also joined the initiative at its outset: Manchester, Birmingham, Oxford,
Bourn Hall Cambridge, Nottingham.
Through this nationwide programme of cooperation, centres encountering similar
experiences, be they in meeting GMP or drafting patient information and consent
forms, could share experiences and essential information. Efficiency of scale would
also be gained to achieve more rapid compliance with existing and emergent legislation, and in particular the 2004 EU Tissue Directive, as well as the quality control
requirements of GMP, ISO and other accreditation measures. In sum, national coordination would offer the additional potential to increase the accountabiUty and
transparency of stem cell derivation and banking, by ensuring the credibility and rigour of its ethical .governance, thus enhancing successful scientific innovation with
the potential to improve public health.
Aims of HESCCO are:
-

To establish a nationwide programme of coordination
To increase levels of standardization
To maximise use of potentially available eggs and embryos
To improve patient cotmnunication and consent procedures
To comply with UK, EU, & international regulatory policy
To contribute to the process of creating such policy
To coordinate and share quality control experiences

Besides the individual 'stem cell coordinators', clinicians, scientists, and embryologists
participated in HESCCO meetings as well as two social scientists, and invited representatives of national regulatory bodies, including the HFEA, and organizations with
relevant tissue banking expertise, such as the national blood service (NBS). Members
of the bank (UKSCB) also attend meetings, as do representatives of the Medical
Research Council.
The general, over-arching, aims of HESCCO outUned above were Unked in turn to
a number of specific objectives, in the form of key outcomes and dehverables. In turning
to a review and assessment of these tasks the aim is to evaluate their success as models
of good practice that may be of benefit in other national, or intemational, contexts.
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HESCCO: key deliverables are:
-

-

-

-

-

-

-

To establish semi-standardised protocols for sourcing eggs and embryos (including consistent procedures for approaching patients for fresh and frozen eggs and
embryos from IVF and PGD programmes)
To design, pilot, assess, and evaluate a consent form to produce a semi-standardised
document for use nationally that conforms with HFEA and the Stem Cell Bank
Steering committee requirements
To collect data on patient perceptions of egg and embryo donation, informed
consent procedures, and attitudes toward stem cell research (and to make this
data available on a public website and through publication)
To create two websites, one public and one restricted access, which would contain information about stem cell research and the national embryo supply (database, FAQ, publications, links, etc.)
To establish a working national network facilitating feedback and evaluation of
best practice in embryo procurement and hES cell derivation and to provide
resources for professionals involved in this area
To design, test, evaluate, and standardise the protocols for a national database
through which al! embryos donated to hES research are tracked
To establish guidelines for feedback to patients, including standard policies on
anonymity, commercialisation, ti-aceability, testing, and the derivation of artificial gametes
To achieve compliance with existing regulation, and to contribute to the development of evolving guidelines and protocols
To contribute to the formation and improvement of regulatory guidelines within
the U K and in Europe

In addition to patient information and consent protocols, and issues concerning
compliance with evolving regulation, HESCCO meetings have provided an opportunity to address specific technical issues of quality control, in particular where
these overlap with patients' concerns - such as the point at which embryos can no
longer be withdrawn from research, and questions about the criteria for freezing
embryos at each clinic and the availability of surplus embryos. The contribution
by the MRC towards the costs of building/renovating of five GMP-standard derivation labs linked directly to ACUs, in Sheffield, Manchester, London (King's),
Newcastle, and Birmingham in 2005, and the completion of the first of these in
2006 (in Sheffield), has intensified the need to develop, and to agree upon, a minimum set of nationally semi-standardised protocols, despite the difficulties of
so-doing.
While debate about informed consent, patient screening and feedback, and paid
donation, continue to indicate the lack of a uniform frame of reference on the question of 'ethically-sourced' eggs and embryos, the imperative to provide clear standards of best consenting practice is increasing. Thus, in addition to the fact that
consent procedures for embryo donation to stem cell research must respond to
novel technical issues such as immortalization and artificial stem cell-derived gametes, and are developing in a context of high-profile incidents of serious scientific
misconduct, they are also required to conform to a new, and in some senses higher.
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standard. For these and other reasons, consent has become a priority issue for
HESCCO, and occupied much of its attention.
While efforts in conjunction with the U K stem cell bank to develop semistandardised national protocols for GMP and relevant aspects of derivation (such as
appropriate standards of air quality, flow, and monitoring) are ongoing, the primary
deUverable of the HESCCO initiative in the UK has been the establishment of practical,
legal, up-to-date, and nationally-agreed-upon criteria for informed consent, as well as
two new four-page consent forms (for fresh and frozen embryos). The forms are the
outcome of an extensive, time-consuming, and laborious consultation process involving
representatives from the Human Fertilisation and Embryology Authority, the Stem Cell
Bank, the National Blood Service, the Department of Health, and the MRC.

5.4

Standardising Consent Criteria
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-

Donated embryos will be anonymised, although this anonymity must, under the
terms of the EU Tissue Directive, be reversible under exceptional circumstances
when grave matters of public health may be at stake.
- No information emerging from tests done on the cell lines will be fed back to
donors (unless under the exceptional circumstances mentioned above).
- Donors can withdraw their consent until the point that the embryos are used for
research.
_ Cell lines, or discoveries made using, them may be patented and used for
commercial purposes, but the donor will not benefit financially from any future
profit generated by their cell line.
In addition to these minimum criteria (which must be provided in the patient
information leaflet accompanying the consent form, and fully discussed by an independent party who is not part of either the clinical or the research team), each
gamete provider must consent in writing to the following:
-

Free and informed consent are key principles of the Human Tissue Act (2004), the
HFE Act (1990), and the EU Tissue Directive (2004), as well as being standard
principles of best practice in medical practice, random-controlled trials (RCTs),
and any scientific research involving human subjects. For consent to be robust,
legitimate, and ethically sound, comprehensive information must be given in a form
that is readily accessible and allows a free and informed decision to be made by
potential donors. In the UK, all written (patient) information provided and consent
forms have to be approved by Local Ethics Committees (COREC), and for research
involving embryos also by the HFEA.
To meet some of the additional consent issues raised by egg and embryo donation
to hES cell derivation, the Steering Committee of the UK Stem Cell Bank has, in collaboration with the HFEA, drawn up a Ust of 'minimum criteria' that must be addressed
in patient information leaflets and consent forms. Before patients give consent to donation of their embryos for use in research projects to derive stem cell hues, they must
be given oral information supported by relevant written material which confirms that:
-

-

-

The research project is directed towards the creation of stem cell lines.
Very few cell lines are derived from donated embryos at present.
Any cells lines that are derived will be deposited in the U K Stem Cell bank, may
be used for other projects within the U K and/or overseas, and may eventually be
used for treatment, although the research will not lead to any direct medical
benefit to the donor.
The UKSCB is overseen by an independent Steering Committee which has the
responsibility to ensure legal and ethical accountability for hES cell lines once
they are accessioned by the bank.
Donation to research will in no way affect the donors' treatment and the decision
whether to donate is voluntary.

'The Central Office for Research Ethics Committees is run by the UK National Health Service,
see www.corec.org.uk
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-

-

-

-

-

To the use of embryos created using their gametes in the research project for the
derivation of stem cell lines.
That they understand that a sample of any stem cell line will be deposited in the
UK Stem Cell Bank and that the derived stem cell lines may be used in other
research projects.
That they are under no obligation to take part in the study and that a decision
not to participate will not alter the treatment that they would normally receive.
That they understand that they have a right to withdraw their consent without
giving any reason, at any stage until the gametes and/or embryos have been used
for research.
That they understand that any cell line derived from their donated gametes/
embryos may eventually be used for treatment purposes (including cell replacement therapies) in the future.
That they understand that cell lines or discoveries made using them may be
patented and used for commercial purposes, but that the donor will not benefit
financially from this.
That they agree to be contacted in the future in the unlikely event that the Stem
Cell Steering Committee considers that they should be contacted in relation to
confirmed test results performed on stem cell lines that are of direct relevance
to their own, their family's or public health.

5.5

Areas of Ongoing Concern

The collective national effort to draft, pilot, revise and gain ethical approval for a
consent form that is now semi-standardised in the U K has proven a useful exercise
on several fronts; for example by confirming minimum consent criteria, collecting
information on patient perceptions, and improving patient information protocols.
The consent form also offers a practical outcome in the form of a .pdf that is available
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as an easily down-loadable prototype or template. In many respects this process has
also affirmed the value of working at a national scale in order to make efficiency
gains and clarify areas of shared uncertainty.
However, inevitably this process has revealed areas of concern, which bear at
least passing mention as they are likely to remain the subject of ongoing disagreement for the foreseeable future both in the UK and elsewhere. These areas are:
(a) Artificial gametes and 'fettered' or conditional consent
(b) Feedback to patients
(c) Payment of egg and embryo donors, or discounted treatment costs in exchange
for donation
(d) Donor screening

5.5.1

'Fettered' Consent

That it may be possible for germ cell lines, or artificial gametes, to be derived from
embryonic cell lines provides the first concern. If these were to be distributed outside the UK, potentially they could be used for reproductive purposes regardless of
what U K law has to say on the subject (i.e. the ban on reproductive cloning).
Patients may wish to allow their embryos to be used for research or for development of new forms of medical therapy but not for their cells to be used to develop
a new individual in years to come. The possibility of introducing conditional consent, a decision which would respond to the legitimate concerns of potential donors,
is one to which the HFEA has devoted serious consideration, but would set a new
precedent for tissue donation which many regard as contrary to best practice in
terms of either experimental research or tissue banking. Simply not allowing
patients with these concerns to donate would reduce the number of embryos available for research into stem cell derivation and processing even if they were nonGMP and not intended for any therapeutic purpose. An additional objection to
making an exception of embryo donation as a candidate for the unprecedented use
of conditional consent is that adult cells might also be able to be made into gametes
in the future, and that too littie is known about the distinction between these two
types of cells. To date, consent to donate embryos to stem cell research has
remained unconditional in the UK.

5.5.2

Feedback to Patients

A second area of concern is feedback of information to patients. At one end of what
might be called the 'feedback spectrum' is the voiced ethical concern that relevant
information belongs to the donor and that no agency should hold secret identifiable information of relevance to the individual's health. However, information such
as genetic predisposition to disease susceptibility may only come to light through
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research many years after donation, and might be cUnically unrehable. How and by
whom such information would be imparted also presents difficulty. On the other
hand is the requirement that donors remain traceable through a system of reversible
anonymity, so that they can be contacted in the event of a major threat to public
health (the most commonly cited example being the detection of infective diseases
such as BSE which could be spread through other contaminated tissue products).
Beyond this requirement, current best-practice as recommended by the bank Code
of Practice for the Use of Human Stem Cell Lines (2006) is for donors to be
informed that 'no individual feedback will be given on tests performed by the U K
Stem Cell Bank or research results of subsequent studies' although 'general information (...) including the results of research using embryonic stem cell lines will
be published on the [Bank's] website'. Hence, while the option to be informed if
their embryos develop into cell hues has largely been foreclosed, the possibility that
patients would be contacted either in the event of a public health concern, or indeed
should 'test results of direct relevance to the donor or the donor's family' be discovered remains open, and the more indirect feedback provided by the bank as
research reports may become more detailed over time.

5.5.3

Payment to Egg and Embryo Donors

In July 2006, the HFEA granted its first permission to Newcastie University for
'egg sharing for research' - a practice designed to reduce the cost of I V F treatment
in exchange for the donation of eggs and embryos to research - and announced a
public consultation into the wider question of 'whether it is appropriate for women
to donate their eggs for use in scientific research'. Egg-sharing for research, which
is based on clinical egg-sharing programmes in which similarly-discounted I V F
treatment is offered in exchange for donating eggs to other couples, has been the
subject of a public consultation due to the potential for exploitation, and the spectre
of commodification which attaches to any kind of remuneration for tissue donation
(Fontaine 2002) and especially the perceived sale of tissue. In February 2007, the
HFEA confirmed its decision to allow egg sharing for research and to amend their
Code of Practice accordingly.

5.5.4

Donor Screening

While debate continues concerning the suitability of molecular assays to detect
contamination in cell lines, thus eliminating the need for the kind of comprehensive
donor screening that is standard practice in the National Blood Service for so-called
master-stocks, a divergence of opinion attaches to the importance of screening, or
even documentation, of donor characteristics. To some, this paramount question of
pubhc safety can breach no slackening of die reins, while, for other, perhaps more
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technologically-confident, observers, the costly and labour-intensive donor-selection
processes characteristic of post-war blood-banking is no longer the paradigm of
either best practice or fiscal prudence.

5.6

Conclusion

In sum, it is clear that the stem cell field continues to raise challenging ethical questions
that will require an evolving process of innovation at the level of practice as well as
principle. Like the complex questions of GMP arising at the IVF-Stem Cell
interface, for which new definitions of quality control and monitoring are being
devised, so too is this the site of ongoing innovation in definitions of 'best consenting practice'. Patients, who often share the more box ticking view of the myriad
informed consent forms they complete during even a single I V F cycle, frequently
ask challenging questions for which it is difficult to provide definite answers.
This is fortunate, because an active, critical dialogue is essential to robust
informed consent procedures, and to the development of effective patient information materials. Especially at this early stage in the process of devising standards of
best practice in the context of informed consent for embryo donation to stem cell
research, difficult questions should be welcomed, openly debated, and valued
because of the genuine uncertainties they reveal. Literally papering over the difficult practical questions raised by this unique context of tissue donation with overly
reassuring patient information leaflets, or euphemistic informed consent forms, will
significantiy compromise the opportunity to learn more from patients directiy about
their hopes, fears, doubts, expectations, and direct experience of thinking through
the many issues raised by this important and highly emotive field.
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we can reach a number of conclusions. For example, the case of the UK, especially
in contrast to the US, demonstrates how significantly national contexts vary in
terms of ethical oversight and regulation of hES derivation, and in particular the
IVF-stem cell interface - with significant effects for basic science. Whereas in the
US, research has been hampered both by government opposition to the use of
human embryos in research (a position that is inconsistent with support for IVF),
and by the lack of clear or coordinated national, or even regional, guidelines, the
emphasis on national coordination in the U K has yielded a number of important
benefits - from practical information sharing to the advantages of scale (and leadership) provided by the U K Stem cell bank. The pattern of widespread public support
for basic scientific research that has the potential to yield significant medical benefits
appears to be a more uncomplicated driver in the UK, where a generally pragmatic
approach to health improvement is apparentiy motivated by an equally widespread
belief in the moral value, or even imperative, of scientific progress in the name of
improved human futures.
This brings us to an important concluding point about the benefits of national
hES coordination demonstrated by the U K case, which is that the improvement
of informed consent procedures and patient information are not only practical:
they also assist in the creation of a dialogue about the rights and wrongs, the
hopes and fears, and possibilities for improvement and the possibilities for
exploitation, that in the long run (or even in the short term) are as likely to determine the eventual success or failure of the hES field (in which far more public
than private funds currently invested) than the scientific knowledge or technology
on which it is based.

As has been evident in the wake of 'Hwang-gate', public scepticism is inevitably
heightened by such dramatic episodes of scientific fraud, but underlying hopes for
medical progress through ongoing scientific experimentation are robust and in
many cases seemingly unquenchable (Braude et al. 2005). Though it may seem
counterintuitive to claim that there are, indeed, grounds for welcoming public scepticism as a means of protecting the integrity and improving the quahty of public
debate over controversial areas of science, there is some evidence to support this
view. Such evidence is also increasingly finding its way into public policy (Liddell
and Wallace 2005). In the most recent recommendations to emerge from the
Australian Reports on the Prohibition of Human Cloning Act 2002 and the Research
Involving Human Embryos Act 2002, for example, data collection on public perceptions of human embryonic stem cell research, and public outreach via a website are
recommended as a priority.

We can thus summarise that to the extent the practical benefits of hES coordination are ethical as well as technical, we can also consider them sociological too.
One of the interesting outcomes of the HESCCO initiative in its first three years has
been the amount of dialogue and deliberation occasioning its formation, duties, and
evolution into a national network. Like the bank, HESCCO now operates as an
important public interface for hES research, and is likely to increase in importance
in this role over time - locally, regionally, nationally and internationally. From this
perspective, the importance of the time and attention devoted to negotiating consent
procedures becomes more evident - and its value as a process, as well as a requirement, becomes more visible. Rather than an empty ritual of ticking boxes that
induces cynicism and doubt, patient perceptions of the experience of being
approached about the possibility of donating their embryos to hES derivation prove
to offer a rich seam of opinion on this controversial topic. Far from unanimity, the
diverse range of views recorded in even a brief survey of 166 patients provided
extensive material for the FAQ section of the public HESCCO website, as well as
suggesting several areas for further research.

In returning to the opening reference to a legacy of ambivalence toward IVF including within the feminist literature - and the rapid expansion of technologicallyassisted conception over the past half century, during which I V F and embryo
research have continued to develop in tandem, and have become, i f anything, even
more closely interconnected, or symbiotic, as a result of the advent of hES derivation.

In all of these respects, we see in the often confusing diffractions by which we
commonly imagine social and technological change to be related - i f not mirrored
in one another, then still, somehow, a cohesive whole - that one important problem
may be the assumption we can understand the ethical, the social and the technological as distinct domains. Ironically, but not surprisingly, this is one of the main
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lessons to be learned at the IVF-stem cell interface, which appears less and less to
have its future pegged to principles and techniques of scientific intervention into
cellular processes, and more and more to be itself the germ of a new understanding
in which it is the principles and techniques of understanding social interaction that
will play at least as large a role in its future, be it viable or otherwise.
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Chapter 6

Dividual Systems & Ultraneoteny
Elena Gagliasso Luoni(Kl)

Abstract: The fonns of collective thinking are based on the concept of identitarian
individuality and on the relation between individuality and alterity as external to the
self and seem to be unaffected by the ontological fact that some beings - women
- can be singular individuals for a long part of their life, and yet they may become
dual (containing and interacting with the other) and returning to an individual state
by a separation/loss of duality (what may be called dividuality). We refer to embryonic development or to pregnancy, to the birth or to the parturition and there are no
words for referring to the unity of two that makes pregnancy and development an
integrated process, and makes birth and parturition the same event, observed from
two different standpoints.
Is questioning this categorial frame useful?
I f languages are fundamentally embodied, and in predicating world or time they
project forms of kinaesthesia and corporeality, where can we find meaningful definitions of reality that may encompass this specific state of embodiment: the
embodiment of the twol
In order to explore this subject, two fields are especially interesting: the contemporary epigenetics and the studies of hominization.
An overview of contemporary bio-evolutionary knowledges may indirectly
corroborate the theme of an individuality being both dual and dividual, since the
scientific focus now highlights (more clearly than in the past) the interactive
dynamics self/other in development as well in evolution. Paleoanthropology underlines the dual bond between structural and behavioural changes in the maternal
body in new anthropoid species, and the interesting consequences of neonatal prematurity: we are 'ultraneotenous', with a complex celebralization, because we are
also a particular dual system.
Keywords: Individual, feminism, hominization, ultraneoteny, epigenetic frame,
language, nature/nurture
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