
The question of whether stem cell research involving
human embryos is morally acceptable has dominated
much of the national and international dialogue, in-

cluding parliamentary debates in Canada.1,2 Many of the poli-
cies surrounding the ethics of stem cell research were devel-
oped in this highly contentious environment. As such, there
seems to have been only minimal discussion of how basic le-
gal and ethical research norms, including consent princi-
ples, might play out in this context. In this article, we con-
sider 2 unresolved consent issues relevant to embryo
donation for stem cell research: who should obtain consent
and does the donor have the right to withdraw consent.

Who should obtain consent?

Under existing Canadian regulations, only embryos donated by
people who no longer require them for reproductive purposes
can be used for stem cell research.3 In practice, this means that
embryos are obtained from clinics that provide reproductive
technology services. Researchers must satisfy both the local
and the national research ethics boards (the national being the
Stem Cell Oversight Committee) that all consent requirements

have been met.4 These requirements include the condition that
the treating physician will not be the person who obtains con-
sent from the embryo donor.4 In addition, the treating physi-
cian cannot be involved in the stem cell research protocol.4

This policy reflects the understandable concern about con-
flicts of interest and the possibility that a physician may put
undue influence on patients to donate their embryos. As noted
by Lo and colleagues,5 people receiving infertility treatment
are so dependent on their physician “that they might consent
to anything that the doctor requests or even presents.”

These rules have recently been applied to one of the few
embryonic stem cell derivation projects in Canada. In April
2006 the Stem Cell Oversight Committee provided “condi-
tional approval of the application pending the receipt and re-
view of statements that the respective caring physician will
not be the individual obtaining consent.”6

Despite the concerns and the recent decision by the Stem Cell
Oversight Committee, there is no clear consensus within the in-
ternational community on who should seek consent. Indeed,
guidelines and policy statements differ greatly (Table 1). How-
ever, most policies contain no explicit recommendation that the
treating physician be removed from the consent process.
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Table 1: National and international guidelines on who should seek patient consent for embryo donation 

Country Policy (relevant section, paragraph, article) Application  
Person responsible  

for obtaining consent 
Persons who cannot 

obtain consent 

Canada Canadian Institutes of Health Research 
Guidelines4 
(articles 7.2.3, 7.2.7 [2002] 8.3.2, 8.3.3 
[2006]) (2002 version extant by virtue of 
the Assisted Human Reproduction Act3) 

Nationwide Not specifically 
mentioned; provisions 
contemplate researcher 

Members of the health 
team (e.g., physician) 
treating or counselling 
clients (2006 version 
only) 

United 
Kingdom 

Human Fertilisation and Embryology Act 
19907 (c.37 schedule 3, section 3[1]) 

Nationwide Not specifically 
mentioned; could be 
researcher or physician  

Not specified 

 Human Fertilisation and Embryology 
Authority Code of Practice8 (article 6.7) 

Nationwide; 
advisory 

Treatment centres Not specified 

 Medical Research Council Code of Practice9 

(page 15) 
Advisory Consent forms to be 

provided by in-vitro 
fertilization clinics  

Not specified 

United States National Bioethics Advisory Commission 
Report10 (recommendation 5) 

Advisory Contemplates researcher Not specified 

 National Academy of Sciences Guidelines11 
(recommendation 20) 

Advisory Not specified Clinical personnel 
“who have a 
conscientious 
objection to hES 
[human embryonic 
stem] cell research” 

International International Society for Stem Cell 
Research Guidelines12 

International; 
advisory 

Contemplates infertility 
clinic or other third party 
(paragraph 11.5b [vii]) 

Researcher (paragraph 
11.6[i])  



Although hardly definitive, Canadian consent law suggests
that the treating physician, if unaffiliated with embryonic
stem cell research, should be the person to obtain consent. In
general, Canadian law has historically placed the onus for ob-
taining and administering consent on the treating physi-
cian.13 The physician has a duty of care to the patient that in-
cludes a requirement to provide enough information for the
patient to make an informed decision. The embryos are being
created in a clinical situation over which the treating physi-
cian has ultimate legal responsibility. Physicians have a rela-
tionship with the patient and are familiar with their history,
needs and concerns. As such, the treating physician is in a
good position to provide information that “a reasonable per-
son in the patient’s position” would want to know.14

Canadian physicians are also in a fiduciary relationship
with their patients. This compels the physician to place the
best interest of their patient first and to treat them with “ut-
most good faith and loyalty.”15–17 It is less clear whether an-
other relevant person, such as a stem cell researcher or an 
independent third party, would have the same legal obliga-
tions.18 This case law was developed to address the exact con-
cerns emerging in this context and serves as legal foundation
for a consent process focused on the needs of the donor. As
noted by Lo and colleagues,5 “if the patient’s physician is not
an investigator in the [stem cell] study, he or she is focused
on the patient’s well being rather than the potential social and
scientific benefits of the research.”

Finally, it should not be forgotten that physicians control the
consent process in a variety of other situations in which they may
be in a conflict or in a position to exert undue influence. For ex-

ample, treating physicians are generally responsible for obtain-
ing consent in most clinical research situations, including those
in which the risks of dependence are profound (e.g., cancer re-
search) or in which the physician may be receiving remuneration
for patient recruitment.19 Likewise, the financial remuneration
that infertility specialists receive for providing clinical services
also creates a conflict. The more services they provide, the more
money they make. We are not saying that these situations are not
problematic. However, the conflict-of-interest issues generated
by these situations are probably more substantial than those that
might arise if a treating infertility physician is involved in the
consent process. In most situations, the conflict issues are usu-
ally dealt with not by creating a new consent regime, but by full
disclosure, by the imposition of fiduciary obligations and by
moderating the circumstances that create the conflict.20

We should apply consent principles consistently or we risk
creating a patchwork of approaches that will confuse re-
searchers and research ethics committees and that, in fact,
will jeopardize patient rights and the protection of research
participants.

The right to withdraw consent

One of the most fundamental principles of consent and re-
search ethics is that people retain the right to withdraw their
consent for medical procedures or research trials at any time.
In the clinical context, numerous cases have affirmed this
right,13 and a strong expression of an almost unqualified
right can be found in guidelines throughout the world. In-
deed, it stands as a basic tenet of research ethics (Table 2).
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Table 2: Research ethics policies about when patient consent can be withdrawn 

Policy (relevant section, paragraph, article) Withdrawal cut-off 

General research  

Helsinki Declaration21 (paragraph 22) “At any time without reprisal” 

Council of Europe Convention on Human Rights in 
Biomedicine22 (article 14) 

“Consent may be freely withdrawn … at any phase of the research” 

Tri-Council Policy Statement23 (article 2.2) “Consent must be freely given and may be withdrawn at any time” 

Stem cell research  

Proposed Assisted Human Reproduction (Section 8 Consent) 
Regulations24 (Section 14) 

Before the latest of the following occurrences: (a) researcher 
acknowledges in writing that the embryo has been designated for 
research, (b) the beginning of the process of thawing the embryo for 
research or (c) creation of a stem cell line 

Canadian Institutes of Health Research Guidelines4 (article 
8.3.3) 

Creation of an anonymized cell line 

Stem Cell Network Policy Statement25 Use of embryo in cell line derivation 

Human Fertilisation and Embryology Act7 (schedule 3, 
paragraph 4) 

Use of embryo for the purpose of any research project 

Human Fertilization and Embryology Authority Code of 
Practice8 (articles 5.8, 6.8) 

Use of embryo for the purpose of any research project 

National Academy of Sciences Guidelines11 
(recommendation 17) 

Use of blastocysts in cell line derivation  

International Society for Stem Cell Research Guidelines12 

(paragraph 11.2) 
Use of materials (embryos) for research 



Legal and ethical norms tell us that this right extends to
identifiable health information and linkable tissue removed
from the body.26 Canadian case law has stated that identifi-
able health information implicates “personal integrity and
autonomy.”16 Article 8.6 of Canada’s Tri-Council Policy State-
ment, which relates to the banking of genetic material, em-
braces this perspective and declares that, even in the context
of tissue collection, the right to withdraw consent endures
and could include the destruction of the research material.23

The Helsinki Declaration notes that medical research on hu-
man subjects “includes research on identifiable human ma-
terial or identifiable data.”21

Despite this tradition, many policies about research on
embryonic stem cells limit the right to withdraw consent to a
specific time during the research process, usually to any time
before a stem cell line is created (Table 2). One can certainly
see why, from the perspective of researchers, it is desirable to
have a clear cut-off for when consent can be withdrawn. Al-
lowing research participants to withdraw their consent after a
cell line has been created could create unique and profound
problems for researchers. Indeed, a stem cell line could end
up in hundreds of laboratories throughout the world. How-
ever, this logistical reality needs to be explicitly balanced and
reconciled with the general principle that the goals of re-
search do not supersede individual rights.21,22 Likewise, in
analogous situations, such as biobanking projects, most pol-
icy documents explicitly note the existence of the right to
withdraw consent.27,28

It may be argued that the traditional conception of the
right to withdraw consent is not applicable in this context be-
cause the embryo is a new entity with special status. In other
words, the embryo is a separate entity from the gamete and
embryo donors. This argument creates a “special status para-
dox” whereby the proponents of the view reject vesting a spe-
cial status on the embryo for the purpose of performing re-
search on the embryo, but they allow such status for the
purpose of avoiding established research ethics principles.
Likewise, the fact that researchers have added their labour to
transform the tissue into a new form that remains linkable
and relevant to its donors cannot, on its own, extinguish an
autonomy-derived right — as highlighted by the withdrawal
policies associated with research on biobank material and re-
search involving other forms of personal information.

Consent to research is not a binding contract. Research par-
ticipants retain the right to change their mind without reper-
cussions, regardless of what they agreed to at the start of the
proposal (again, a truism found in virtually every research
ethics policy). In the context of stem cell research, there are rea-
sons why this right may be viewed as particularly important.
The research remains controversial and involves highly con-
tested and strongly held moral positions. In such an environ-
ment, ensuring that donors’ wishes are respected seems espe-
cially important. In addition, consent will probably be obtained
in a clinical setting where donors are involved in a sensitive
medical procedure. With the passage of time and distance from
the clinical encounter, donor opinions may change. Finally,
stem cell lines are capable of revealing health information
about the donor. In other words, the stem cell line could be

viewed as an extension of the donor’s health record, something
that the patient clearly retains the right to control.16

That said, the degree to which consent law extends to tis-
sue and genetic information used in research has not been
addressed by a Canadian court and remains a controversial
topic in other jurisdictions.29 Also, allowing the right to with-
draw consent to extend to stem cell lines could have a consid-
erable adverse impact on the research environment, a reality
that must be considered. At a minimum, however, the
strength of the relevant jurisprudence and the long tradition
of upholding the right to withdraw consent in other clinical
research contexts suggest that a deviation from the well-
established norm requires convincing and explicit rationales
that can be logically reconciled with existing principles of le-
gal and research ethics.

Of course, if a stem cell line is made truly anonymous,
withdrawal of consent will not be possible. In such circum-
stances, donors should be made aware of this during the con-
sent process. However, in the current environment, it seems
unlikely that a stem cell line could be made truly anonymous.
There are currently so few stem cell lines in Canada that
anonymity could never be fully achieved. In addition, this may
not be a desirable course of action. Having continuing access
to the health status of the donor may be necessary if, for in-
stance, a cell line is to be used for clinical trials. Traceability
of stem cell lines is an internationally accepted ethical and
scientific standard for stem cell research, and this require-
ment has been incorporated into a number of national poli-
cies.11,30 It has recently been suggested that, in the context of
stem cell research, “donor contact information should be
kept current to facilitate rescreening.”31 It seems self-evident
that, if linkage and recontact is required, the right to with-
draw consent, at some level, should endure.

Conclusion

Although consent policies are always evolving, the rationales
that underlie the existing consent norms should not be ig-
nored. We need to be sure that the hype and social controver-
sies that have surrounded this area of research do not lead us
to overemphasize either the benefits or the risks.32–34 We
should avoid overly protectionist assumptions that would have
us alter the usual approach to obtaining consent, including al-
lowing clinicians to obtain the necessary consent. Likewise,
we should be careful not to let the understandable excitement
about the value of the research erode long-established consent
rights, including the right to withdraw consent. If unique con-
sent rules are to be applied to this area of research, the ratio-
nales for the approach need to be clearly articulated and recon-
ciled with existing principles of consent and research ethics.
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