The UK Model: Setting the Standard
for Embryonic Stem Cell Research?

Matthew Herder

Introduction

In the early 1980s the United Kingdom took a pioneering
role in the area of new reproductive technologies (NRTS).
Significant strides were made not only in terms of scientific
and clinical development, but also in relation to relevant
legal and ethical issues. In the latter category, attempts were
made to address the debate concerning the moral status of
human embryos by advocating a“ 14-day limit” for research:
the Warnock Report, published in 1985, stipulated that
research with human embryosonly be allowed up to 14 days
after fertilization, the point at which the three germ layers
typically become distinct." To many, the proposed moral
dividing line was purely arbitrary, yet somehow a quasi-
break in the ontogeny of a human being came to be used as
alegitimate demarcation point.?

In 1990, the U .K. entrenched the 14-day limitin the Human
Fertilisation and Embryology Act,®> and since then most
other industrialized nations that permit embryo research
have followed suit. Draft legislation in Canada,* an opinion
report issued by France’s Comité Consultatif National
d’Ethique (CCNE),® the Netherlands' Embryos Bill,® and
Australia’s National Health and Medical Research Council
(NHMRC)” all expressly endorse the U.K. position. The
United States’ National Institutes of Health (NIH) has
identified the formation of the mesoderm as the appropriate
limit for embryo research, and notably this coincides with
the 14-day limit®

At present it is interesting to speculate about whether the
U.K. will set the standard for embryonic stem cell research.
In January of this year, after lengthy debates, the U.K.
Parliament passed the Human Fertilisation and Embryology
(Research Purposes) Regulations 2001,° permitting
embryonic stem cell research using either in vitro
fertilization (IVF) or somatic cell nuclear transfer (SCNT)
technology, and thereby condoning therapeutic cloning. For
the time being, thisposition is unique to the U.K. Aspolicy-
makers around the world scramble to take a stance on this
hotly debated issue, the question is: will the U.K. lead the

way once again? Or, in the alternative, is the U.K.
framework regulating embryonic stem cell research flawed,
leaving other nation-states to formulate a different set of
standards?

A. Reacting to the Science: A
Comparative Analysis

In this article, the likelihood that the U.K. position will
become the international position is assessed by way of
comparison, examining guidelines and reports issued by
governments and quasi-governmental bodies in Canada,*
theUnited States,** the United N ations,*? Europe,*® France,**
the Netherlands,”® Germany,® and Australia” The
comparison, illustrative rather than comprehensive, focuses
on key aspects of the U.K. scheme, namely: (1) the nature
of the research; (2) the origin of the embryonic stem cells;
(3) issues surrounding consent; (4) safeguards against
commercialization; (5) directed donation; (6) animal/human
hybrids and chimeras; (7) oversight mechanisms and the
scope of the regulatory framework. It will examine these
aspects in relation to policies developed by other
jurisdictions. Points of agreement aswell asinconsistencies
will be highlighted, the goal being to critically evaluate the
U.K.'s initiative as a likely or potential international
consensus position.

(1) Nature of the Research

Stem cells can be derived from a variety of sources,
including adult tissues, umbilical cords, aborted fetuses, and
embryos. The present discussion focuses on stem cells of
embryonic origin (“EScells”). ES cellsare derived from the
isolated inner cell mass of early embryos, cultured to the
blastocyst stage.*®

The Human Fertilisation & Embryology Authority (HFEA),
created under s. 5(1) of the HFE Act, is the licensing body
for research involving embryos (according to s. 9(1) of the
HFE Act). Assuming a particular research project satisfies
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one of the five purposes relating to reproduction described
in Schedule 2, s. 3(2) of the Act or one of the three purposes
relating to therapeutic applications outlined in the new
Regulations, the HFEA will grant a license for embryo
research. Indeed, the new Regulations ensure that research
involving both the derivation and use of ES cells is
licensable in the U.K.

In contrast, the distinction between derivation and useisall-
important in the U.S., in light of the extant Congressional
ban on research with embryos which effectively precludes
the derivation of ES cells. The NIH obtained alegal opinion
in January 1999, taking the view that “by definition, ES
cells are not embryos ... thus, ES
cell research is not subject to the

use those created prior to the August 9 deadline, Germany
iS more permissive.

(2) Origin of ES Cells

ES cells can be derived from a number of sources:
supernumerary embryosremaining frominfertility treatment
clinics; embryos created by in vitro fertilization (IVF) for
research purposes (“research embryos”); and embryos
created by somatic cell nuclear transfer (SCNT) for research
(“SCNT embryos”).

In very general terms, the research use of spare embryos,
destined for destruction,

. ban.”*® On this basis, the NIH
moved to authorize the research

Indeed, the new Regulations ensure that

istreated as less morally
problematic than the
creation of research

use of ES cells but not their
derivation, thereby avoiding,
strictly speaking, aviolation of the
ban.?

Under the Bush administration
however, federal funding of all ES
cell research within U.S. borders

research involving both the derivation and
use of ES cells is licensable in the U.K....In
contrast, the distinction between derivation
and use is all-important in the U.S., in light
of the extant Congressional ban onresearch
with embryos which effectively precludes
the derivation of ES cells.

embryosby either IVF or
SCNT. Annas, Caplan
and Elias, for instance,
argue that there is a
“moral difference”
behind the discarded-
created distinction:

was put on hold. Then, on August
9, 2001, the President announced
that only research with ES cell lines derived previously —
that is, initiated prior to 9:00 p.m. E.D.T. on that date —
would be eligible for federal funding. In his address, Bush
asserted that roughly 60 viable ES cell lines currently exist
in the world. The claim fell under immediate scrutiny,? but
the NIH has subsequently released alist comprising 64 lines
that were purportedly derived in accordance with the criteria
outlined by the President.?? Namely, ES cells “must have
been derived from an embryo that was created for
reproductive purposes and was no longer needed ...
informed consent must have been obtained for the donation
of the embryo and that donation must not have involved
financial inducements.”* In the realm of public funding
then, the U.S. now seems to be the most conservative
amongst the states that condone ES cell research.

Formerly, when Bush had not yet made his policy decision,
Germany enjoyed this position. Under Germany’s Embryo
Protection Law, which confers full human status from the
moment of fertilization, it isillegal to conduct research that
isnot in the best interest of the embryo. The “generation of
human stem cells ispermitted ... from fetal tissues only.”
Nevertheless, this law supposedly does not preclude
research with ES cells derived elsewhere® creating an
interest in the importation of these materials.”® Insofar as
German researchers can continue to use new sources of ES
cells, while federally-funded American scientists can only

Although the destruction

of a human embryo is
lamentabl e, thereisaconsiderable moral difference between
creating and destroying embryos solely to obtain stem cells
and destroying unwanted human embryos that will never be
used for reproductive purposes, to achieve benefit for those
with serious diseases and disorders. %’

On this reasoning, most jurisdictions that allow ES cell
research limit the research to discarded infertility treatment
embryos.?®

The U.K. scheme, however, goes further. M ore precisely,
theU.K. legislation doesnot imposelicensing restrictionsin
relation to the intention with which the embryo was created.
Accordingly, research proposing to use embryos expressly
created for research purposes, whether by | VF or SCNT (i.e.
“therapeutic cloning”), falls within the ambit of licensable
research. In sharp contrast, other jurisdictions including
Canada,” prohibit the creation of embryos for ES cell
research.*® For example, the EmbryosBill in theNetherlands
prima facie precludes the use of research embryos: “[t]he
performance of scientific research with embryos created
specifically for this purpose is prohibited.”*" Y et the Bill
addsacaveat: “[a]ldults ... can providetheir gametes for the
special production of embryos for ... the culturing of
embryonic cells intended for transplantations in humans
where this can only be achieved using specially created
embryos.” *
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Similar “nuances” (i.e.conditional constraints) can befound
inthe European Group on Ethics (EGE) and United Nations
Educational, Scientific and Cultural Organization
(UNESCO) documents. The EGE report states that deriving
ES cells from research embryosis “ethically unacceptable”
so long as “spare embryos represent a ready alternative
source,” while the creation of SCNT embryos “would be
premature” at present.®** UNESCO’s statement largely
focused upon therapeutic cloning, presenting arguments for
and against. Notwithstanding
the fact that the organization

A report by the U.K.’s Nuffield Council on Bioethics, a
precursor document to theHFE Act amendments, singlesout
both “couples undergoing fertility treatment” that have
created embryos using their own gametes, and “embryo
providers” without appreciating the possible disjunction
betweenthetwo.** Also, France’s CCNE positsthat research
is contingent upon “the agreement of the procreating
couple.”** In Europe, the EGE also fails to unequivocally
relate whether the consent of the individual (s) undergoing
fertility treatment is
sufficient.*

eventually took the latter
position, it clearly emphasized
the ongoing consderation of
therapeutic cloning.®* In
France, although the CCNE
has been openly divided, a
majority of themembersarein

favour of giving therapeutic of these gametes.

As the use of donor gametes becomes more
common, the likelihood increases that there
will be a discrepancy between a person’s
original intention in providing gametes for
reproductive purposes and the eventual use

In other documents the
“who” isrelatively clear, but
curiously, there is no
unanimity between the
documents as to whether
embryo or gamete providers
should provide consent. For

cloning the go-ahead.®®

Likewise, Austraian states

may follow suit if the Australian Academy of Science's
(AAS) recommendation to allow research with SCNT
embryos gains support.®® Thus, the global perspective
regarding the use of research embryos, particularly SCNT
embryos, seems open to change.

(3) (Informed) Consent

A sine qua non of ethical research is the informed consent
of the research subject. Research participants must be
“respected as ends in themselves ... [and given] a fair

opportunity to make an informed choice” >’

Inthe U.K., the HFE Act clearly requires the consent of the
gamete providers,® and the consent obtained must specify
one or more of several purposes, including the “use for the
purposesof any project of research.” ** The gamete providers
must also “be provided with such relevantinformation asis
proper.”** What constitutes“ rel evantinformation” and when
that informati on should be disclosed isnot addressed, nor is
the precise timing of the consent request specified. To date,
abill addressing these shortcomings has notbeen introduced
in the U.K. Parliament.

How do other jurisdictions that allow ES cell research
compare? A cursory review of the relevant documents
revealsimportant differenceswith respect to whose consent
isin fact required, when it should be sought, and precisely
what information must be disclosed. A key problem area
concerns the distinction between the gamete providers and
embryo providers. They are not necessarily one and the
same, especially in the context of infertility treatment
clinics, from which supernumerary embryos are obtained.

example in Canada, two

reports preceding the draft
legislation, liketheHFE Act, required the gamete providers’
consent.** In contrast, the NIH and UNESCO stipulate that
the embryo providers must give effective consent.*

W here the consent of both gamete and embryo providersis
mandatory, a discrepancy may arise: a gamete provider
consents to the use of his or her gametes for one purpose
(e.g. reproduction), then subsequently when embryos
created with those gametes remain, the embryo provider(s)
consents to the use of the embryos for another purpose (e.g.
research). Canada’s 2001 draft legislation leaves open this
loophole: providersof “reproductivematerial” must consent
to the use of their reproductive material “for the purpose of
creating an embryo or facilitating human reproduction,” and
the embryo “donor[s]” must consent to the use of spare
embryos in research,*® but gamete providers do not have to
be informed that embryos containing their genetic material
might be used in future research. As the use of donor
gametes becomes more common, the likelihood increases
that there will be a discrepancy between a person’s original
intention in providing gametes for reproductive purposes
and the eventual use of these gametes.”’

The precise nature of the research — stem cell research (and
the destruction of embryos) — is undoubtedly “relevant
information,” within the meaning of s. 3(1)(b), Schedule 3
of the HFE Act, that should always be disclosed. However,
the requisite specificity is lacking under the U.K. scheme
and others. Some reports simply suggest that the “purpose
of the research” must be disclosed while others state that
providers should be “asinformed as possible.”*® Inthe U.S.,
the NIH report specifically incorporates the nature of the
research as a necessary element of disclosure.”* The
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Canadian draft legislation in its Preamble recognizes the
need “to promote the principle of free and informed consent
asafundamental condition of the use of human reproductive
technologies,” but fails to specify what fulfilling this
“fundamental condition” entails.*

In addition to answering who should consent and of what
they should be informed, a third issue remains: when the
providersshould be approached for consent. Theissue of the
timing of consent is only addressed explicitly in one
document reviewed, the NIH guidelines. They mandate that
consent should be obtained “only at the time of deciding the
disposition of embryosin excess of the clinical need.”** This
proposition, in a fashion analogous to a prior U.S.
Commissionreport, islogically flawed: it assumesthat only
persons who would consent to discarding excess embryos
would consent to their use in research.’® In light of the
“pressured context” in which egg donation takes place,
Cohen argues that informed consent is needed “not only
when [women] dispose of excess embryos, but also when
they undergo ovarian stimulation and egg retrieval.”®®
Alternatively, there could be disclosure at the outset of the
need for subsequent decision-making concerning the
potential fate of supernumerary embryos.>

(4) Commercialization

Comprehensive (and uniform) standardsrelating to informed
consent are critical, in part, because of the commercial
interests involved. Lucrative patents are being sought,®® and
licensing agreements and memoranda of understanding are
being negotiated, yet the range of financial incentives that
the various pieces of |egislation and guidelines have sought
to address has been limited.*®

Section 12(e) of the HFE Act provides that “no money or
other benefit shall be given or received in respect of any
supply of gametes or embryos unless authorized by
directions.” Thus gain, commercial or otherwise, is prima
facie prohibited, but a means to recoup expenses or
circumvent this ban may be achieved through properly
enacted directions.”” Other frameworks that identify
commercial concerns have adopted this approach: trade in
human gametes is prohibited®® (except in the U.S., where it
is legal to sell gametes), and payment for embryos is
prohibited;* however, “reasonable cost” expensesincurred
by researchers and/or intermediaries are typically
reimbursable.®® The proposed legislation in Canada is
unique: it permits gamete providers to recover some
expenses.®*

Indeed, some reports stipulate that the absence of financial
benefit isa requisite element of the informed consent given
by provider(s),” raising the question: why are providers

expected to donate their reproductive material without
financial compensation? ® The typical answer to this
question is ‘altruism’. It seems inconsistent, however, to
ascribealtruistic motivesto woul d-be gamete and/or embryo
providers, “while permitting [if not encouraging]
corporations and scientists to profit financially from cells
derived by destroying those embryos.”® Why not assume
that both parties are altruistic or that both are equally
interested in financial gain?

Proposed safeguards against commercialization are also
undermined by the practice of importing and exporting these
reproductive materials. Such practices can occurinthe U K.
and Canada pursuant to legislative authority,*® and
elsewhere on a de facto basis. As mentioned above,
researchersin Germany utilize ES cells derived outside the
country’s borders in order to avoid violating embryo
protection laws. ¢

The U.K. legislation does not address patenting concerns.
Given the HFE Act’s date of inception, this is perhaps not
surprising; nevertheless, more recent reports worldwide
have been silent on the issue as well. Only two of the
documents compared give cursory mention to the issue of
the patentability of ES cell lines. The U.K.'s Nuffield
Council on Bioethics opined that patenting was permissible
subject to some limits,®” while the EGE stated that their
viewswould be announced sometime in the future.®®

Admittedly, stem cell technology presents a new challenge.
Modern property law has not adequately evolved; frozen
embryos and ES cells are sui generis.® In the face of the
growing research imperative, however, ES cell guidelines
must face commercial issues head-on and at length rather
than in a forthcoming document or preamble.”® In this
context, an ad hoc approach is not sufficient: “it makes
sense to deliberate before the patents are issued.”™
Moreover, since “patents are critical for the
commercialization process ... we ought to explore ways of
harnessing the powerful economic incentives attached to
patents as a means of mitigating the ethical concerns
associated with the use of patented genetic inventions.”
Perhaps, as Caulfield and colleagues suggest, regulatory
schemes could require patent holders to guarantee that
licensees meet fully informed consent.™

(5) Directed Donation

Some additional parameters are germane to the present
comparison against the U.K. baseline. The first of these is
directed donation, which refers to the notion that the
provider(s) of certain material like an embryo, stipulates to
whom the donated material is to be given for therapeutic
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purposes. Schedule 3 of the HFE Act provides that an
embryo may be used for the treatment of the person giving
consent or “that person and another specified person.” T hus,
the wording as well as the context in which the statute was
drafted strongly suggest that the other person would be
specified where the purpose is reproductive rather than
research. In the ES cell context, the various national
recommendationsdiffer withrespect todirected donation. In
the United States, the NIH rejects directed donation and
incorporates it as an element to be disclosed to the
provider(s) when consent is sought. The EGE, less
forcefully, also does not favour directed donation.” The
remaining reports that affirm

U.S., alayer of uncertainty exists; thereis no guarantee that
the proposal for aregulatory body will survivethe rigoursof
the legislative process. Other general calls for oversight
have been issued by France’s CCNE,® the Netherlands
Embryos Bill,* the UNESCO, * the EGE,*® and the DFG.*

B. The Regulatory Imperative:
Responding to the U.K.’s Lead
ES cell research isaglobal issue. Recent legislative changes

to the HFE Act have placed the
U.K. at the forefront of the

the permissibility of ES cell
research (Canada’'s draft
legislation, UNESCO, CCNE,
the Netherlands’ Embryos Bill,
NHMRC, AAS) fail to address

this issue. controversy.

ES cell research is a global issue. Recent
legislative changes to the HFE Act have
placed the U.K. at the forefront of the

controversy.

The U.K.'s position is by far
themost “progressive” vis-a-vis
the scope of scientific and
therapeutic inquiry with ES

(6) Animal/Human
Hybrids and Chimeras

The HFE Act does not definitively preclude the creation of
hybrids or chimeras, but both the Nuffield Council and the
Donaldson Report preceding the legislative changes,
acknowledge that legislative action to that effect is
necessary.” Internationally, these practices are generally
prohibited,”” though the UNESCO, EGE, and CCNE reports
do not address the issue. The proposed Canadian Act, in a
manner analogous to the existing HFE Act provisions,
designates the creation of chimeras and the combination of
human and animal genomes as controlled rather than
prohibited activities.”

(7) Oversight and Breadth

Effectiveethicsoversight and review iscritical in this arena.
Although prior to the amendments to the HFE Act there was
some suggestion that the HFEA’srole in regulating ES cell
research was unclear, ° the Regulations did not alter its
mandate, and the HFEA’s oversight powers have been
preserved. IntheU.S., the NIH asserted that the Department
of Health and Human Services should establish a stem cell
oversight entity.®® On August 9, 2001, President Bush
promised to name a president’s council, comprised of
“leading scientists, doctors, ethicists, lawyers, theologians
and others ... chaired by Dr. Leon Kass, a leading
biomedical ethicist from the University of Chicago,”®
leaving many details in the U.S. oversight scheme to be
worked out. Similarly, in Canada, the draft legislation
providesfor the creation of an arm’s-length regulatory body
that “would be responsible for overseeing the
implementation of the proposed legislation.”® As in the

cells. In contrast to every other
state surveyed, the U.K. has sought to license endeavours
with research embryos, whether created by IVF or SCNT.
W hile the position isunique to the U.K. for the time being,
increasingly, reports are opting to keep therapeutic cloning
under close consideration, adhering to an “at this time”
approach®® so often found in judicial dicta. This suggests
that other jurisdictions may soon follow suit, and condone
therapeutic cloning.

Though this aspect, perhaps the most telling of this story,
hasyetto unfold, a host of other issuesremain unsettled. For
instance, the HFE Act stipulates that the gamete providers
must consent to the research project, whereas other
documents place the onus upon the embryo providersor fail
to appreciate the relationship between the two. Little if
anything could be more critical than the identity of the
donor, but the distinctionislessapoint of disagreement than
amisunderstanding. Jurisdictionsthat requirethe consent of
embryo providers or are imprecise do not diverge, at least
not intentionally, from the U.K .’ s requirements.

Other consent parameters, including the information to be
disclosed, the timing of consent, and whether directed
donation can occur, are not adequately addressed by the
U.K. regime. It is entirely foreseeable that other policy-
makers will also fail to act with respect to these concerns.

In terms of the economic forces at play, the HFE Act
precludes, prima facie, gamete providers from financial
compensation, while allowing researchers and
intermediaries to recover expenses. Internationally, thisis
the norm, but policy-makers remain insensitive as to their
assumptions regarding who should benefit from ES cell
research. Though the “innocent researcher” argument as
espoused by the California Supreme Court in Moore v.
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Regents of the University of California,* isnot present inits
full form, itisclear that researcher interests have been given
priority. In asimilar vein, the discussion of patenting issues
has been almost non-exigtent; presumably, jurisdictions do
not want to create disincentives for likely investors.

The issue of animal/human hybrids and chimeras, which
could arguably be created under the authority of a license
pursuant to the HFE Act, isonewhere all states, save for the
Canada in its draft legislation, are at odds with the U.K.
However, this anomaly only highlights the contextual
differences between the HFE Act in its original form and
more recent efforts to regulate the emerging sphere of ES
cell research, where the emphasi s has shifted from NRTsto
genetic technologies, from reproduction to therapeutic
application.

Ultimately then, the U.K. framework is setting the standard.
The amendments to the HFE Act have given UK.
researchers a great deal of incentive to push the science, a
science still in its infancy, in an area of research that is
extremely controversial. Some suggest the scienceiis, in a
sense, limitless and therefore “the mora imperative of
compassion ... compels stem cell research.”*® The number
of diseasesthat may be cured and the suffering that may be
alleviated stipulatesthat “respect for the embryo must give
way to the research imperative.”** The public interestin ES
cell research and the potential benefitsare indeed awesome.
At the same time, certain limits insufficiently addressed by
the U.K. as well as the rest of the world, particularly those
relating to informed consent and commercial interests, need
to be put in place. Today and tomorrow there is one true
imperative that must take hold, and to which the ES cell
research agenda must cede — the regulatory imperative.
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