
Health Law Review – 16:2 (2008) 5

Introduction

Since the fi rst report of the derivation of human embry-
onic stem cells (hESCs) in 1998,1 ethical debate has raged 
around hESC research. The primary, if not exclusive, con-
cern raised in relation to hESC research is the inescapable 
reality that this research results in the destruction of human 
embryos. Stem cell research is not the only type of research 
performed using human embryos, and it is not the only fo-
cus of those who object to the use of human embryos in 
research.2 But because stem cell research holds enormous 
promise in terms of its potential clinical applications, and 
because it is often linked in the public consciousness with 
somatic-cell nuclear transfer (roughly synonymous in the 
lay understanding with “cloning”), it has become a fl ash-
point at the intersection of science, medicine and ethics.

Human embryos are inevitably destroyed in hESC research. 
Those who oppose embryo research because they ascribe 
full moral status to the embryo therefore take the view that 
such research is ethically impermissible. Those who hold 
that human embryos do not share the same moral status 
as persons, but do have heightened moral status compared 
to other human tissues or biologic matter, are prepared to 
permit stem cell research, but insist that as few embryos as 
possible be destroyed in the process.3 Many who hold this 
view also oppose the creation of human embryos solely for 
research purposes, meaning that such research is acceptable 
only insofar as it uses embryos that are supernumerary to the 
reproductive needs of those for whom they were created.4 

But even among those who do not agree that embryos de-
serve special treatment, morally speaking, ethical unease 
has been expressed around the use of human embryos in 
stem cell research.  Concerns around the commodifi cation 
of gametes and embryos, and the related worry that wom-
en’s reproductive capacity and reproductive material will be 
exploited have been articulated.5 Questions have also been 
raised about who decides what research is worth pursuing 
and about the use of public funds to support research into 
what are likely to become very expensive therapies, pos-
sibly available only to the “privileged few.”6 

In spite of these concerns, many nations, including Cana-
da, have decided to pursue a research agenda that includes 
hESC research. In light of the fact that such research is per-
missible, we must consider the process by which those who 
will donate embryos to the pursuit of hESC research will 
provide consent.

In this paper, I consider the unique ethical issues that arise 
in hESC research. I then discuss consent policy in relation 
to human subjects research generally, and look to existing 
Canadian policy regarding consent to hESC research (the 
Guidelines for Human Pluripotent Stem Cell Research7 and 
the Assisted Human Reproduction Act),8 with a view to cri-
tiquing consent policy. I also refl ect on the subject of con-
sent to the donation of fresh embryos to research, given the 
national attention this matter has received. Finally, I con-
clude by suggesting points for discussion at the workshop 
for which this background paper has been written.
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1. Stem Cell Research and 
Human Subjects Research

Regulation of research involving human subjects is of rela-
tively recent vintage, having originated as an outcome of the 
Nuremberg trials that followed the Second World War.9 The 
aim of regulation of research using human subjects is to at-
tempt to fi nd the elusive balance 
between permitting the conduct 
of scientifi cally sound, poten-
tially benefi cial research and 
ensuring that human subjects 
are treated in an ethically appro-
priate manner during their par-
ticipation in research. Two im-
portant mechanisms employed 
to safeguard the interests of re-
search subjects are the require-
ment of consent to research and 
mandated research ethics board 
(REB) review. In this paper, the 
focus will be on the former.

Research using human tissue is 
considered “human subjects research.”10 As such, research 
on gametes and embryos – specifi c human tissues – clearly 
constitutes human subjects research. Although hESC re-
search falls within the broad category of human subjects 
research and shares much in common in terms of ethical 
issues raised by such research,11 specifi c ethics policy and 
legal rules have begun to evolve in response to the burgeon-
ing fi eld of stem cell research. These rules are in many ways 
similar to rules governing research using human tissues, but 
they also have some unique aspects. Are the differences 
between hESC research and other human subjects research 
suffi cient to warrant unique legal and policy responses? In 
particular, should consent rules be substantively different 
for hESC research? A number of arguments have been made 
that seem to favour the “unique rules” approach. Canadian 
research ethics policy, for example, treats gametes and em-
bryos as distinct from other types of human cells and tis-
sues, noting that “the topic of human reproduction invokes 
a discussion of fundamental values,” and that such research 
“engenders acute ethical concerns for both the research com-
munity and the public at large.”12 Most prominent among 
the reasons given for treating embryo research as unique 
relates to the moral status of the embryo. While I have no 
interest in replaying the moral status debate here, it is im-
portant to consider what is unique about embryonic stem 
cell research, with a view to raising some concrete ques-

tions about whether consent rules in this research context 
should be different from the rules in other research involv-
ing human tissue and, if so, how they should be different.

As noted in the introduction, a signifi cant ethical issue (and 
arguably the main impetus for the debate) in the context 
of human embryonic stem cell research is the prelimi-

nary question of whether such 
research is acceptable at all 
– what Hank Greely calls the 
“what’s in the dish” question.13 
This question has played (and 
continues to play) an impor-
tant role in the development of 
many national policies on em-
bryo research, including that of 
Canada.14 Moral objections to 
the use of embryos in research 
have existed ever since the very 
possibility of such research has 
been on the scientifi c horizon,15 
and such objections show no 
sign of abating as embryonic 
stem cell research continues to 

move forward. In essence, the “moral status” question can 
be boiled down as follows: is the embryo a human being 
from the moment of fertilization, or is it “too rudimentary 
in ... development to yet have interests and be the subject of 
moral duties”?16 If the former, then research that will result 
in embryonic destruction is impermissible; if the latter, such 
research is permissible, at least in some circumstances. 

In spite of the unsettled nature of the moral status ques-
tion, Canada (like many other nations)17 has decided that, 
in some circumstances at least, it is ethically appropriate 
to conduct research on human embryos. The compromise 
position adopted in the Assisted Human Reproduction Act 
(AHR Act) and the Canadian Institutes of Health Research 
(CIHR) Guidelines prohibits the creation of embryos for re-
search purposes, but permits the use of embryos that are no 
longer required for reproductive purposes. 

This policy stance is the background against which we must 
assess legal and ethical issues related to consent, and to an 
extent, at least, further debate about the moral status of the 
embryo is irrelevant. This is an important point insofar as 
the primary motivation behind creating ethical and legal 
rules unique to stem cell research has been this argument 
about the special moral status of embryos. In a sense, adopt-
ing a position that embryonic stem cell research is permitted 
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but is nevertheless distinct from other research using human 
tissue may be viewed as a compromise between adopting 
the “embryo as human being” argument and the position 
that an embryo is nothing special, no more than a collec-
tion of cells. In other words, although the embryo is not the 
same thing as a person and can therefore be used in research, 
it deserves special respect and should not be discarded or 
destroyed cavalierly. While em-
bryo research is a subset of the 
broader category of “human 
tissue research,” it is a special 
subset that requires unique and 
specifi c rules. Arguably, how-
ever, the resulting policy stance 
is unprincipled and logically in-
consistent.18 To a degree, it ap-
pears that the compromises that 
have been made are founded on 
a desire to appease both the sci-
entists who want to push ahead 
with stem cell research and those 
who ardently oppose the conduct 
of such research on the basis of 
the moral status of the embryo.

In addition to the moral status of the embryo, concerns have 
been raised about commodifying human cells and tissues, 
commodifying women’s reproductive capacity and exploit-
ing women.19 Of course, concerns also exist relating to the 
commodifi cation of human cells and tissues in the health 
research context, as do concerns about the potential exploi-
tation of research subjects (the source of the cells and tis-
sues).20 Just as worries have been raised that selling gametes 
or embryos is tantamount to selling babies, similar argu-
ments have been made in the human tissue research context, 
that selling cells or tissues amounts to selling persons. 

Aside from the question of the moral status of the embryo, 
a major distinction between stem cell research and other re-
search involving the use of human cells or tissue is the role 
that women play in research using human gametes and em-
bryos. Human tissue generally can be donated for research 
purposes by both sexes and such donation is equally inva-
sive, regardless of the sex of the donor. While both an egg 
and a sperm cell are required in order to create an embryo, 
obtaining ova from women is quite a different matter than 
obtaining sperm cells from men. Sperm donation is rela-
tively uninvasive and involves no drug therapy or medical 
procedures. 

Ovum donation, by contrast, is extremely invasive. It in-
volves several steps, each requiring medical intervention. 
In some circumstances, women will be prescribed medica-
tion to interrupt their normal menstrual cycle. They then un-
dergo ovarian stimulation, which entails the use of medica-
tion to stimulate the ovaries to produce more than the usual 
one egg per menstrual cycle. Additional medications are 

required to prevent premature 
ovulation. During the period of 
ovarian stimulation, frequent 
blood tests and ultrasound ex-
aminations will take place in 
order to determine the woman’s 
response to fertility drugs and 
to track the progress of matur-
ing ovarian follicles. Ova are 
then retrieved using ultrasound-
guided aspiration, a minor sur-
gical procedure that involves 
the use of anaesthesia. There 
are risks involved in all of the 
medical interventions that take 
place in the context of an egg 
donation cycle, including side 

effects related to the medications used to interrupt the do-
nor’s menstrual cycle and the drugs used in ovarian stimula-
tion.21 In addition, there is a risk of ovarian hyperstimulation 
syndrome (OHSS), which can cause severe complications 
in about 0.05 - 5% of IVF cycles22 and in very rare cases, 
can be fatal. Finally, there are potential long-term risks of 
ovarian stimulation, which are currently unknown.23 Some 
studies suggest a link between ovarian stimulation and the 
risk of developing ovarian and other cancers later in life,24 
but more research is needed in order to substantiate or rule 
out this concern. 

As a result of the risks involved in procuring ova, stem cell 
research is unique in the human subjects research context. 
It may also be unique from the perspective of infertility 
patients / potential research subjects. Studies show that in 
general, individuals and couples with supernumerary cryo-
preserved embryos do not choose to donate these embryos 
to research.25 Further, as Klock has noted, even those who 
initially consent to donate embryos to stem cell research 
frequently change their minds after some time away and 
emotional distance from the clinical experience.26 Research-
ers have begun to explore the reasons for the ambivalence 
potential embryo donors feel about the disposition of super-
numerary embryos,27 and have found that donors concep-
tualize their cryopreserved embryos in a multitude of ways 
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ranging from “biologic material,” to “virtual children” or 
siblings of their living children.28 

Not only are there unique considerations around what is be-
ing donated to research in the stem cell context, there are 
distinctive issues related to who is donating human repro-
ductive material for use in stem cell research. Hank Greely 
has identifi ed a number of different groups of potential tis-
sue donors for human embryonic stem cell research. These 
are: couples donating supernumerary cryopreserved or 
fresh embryos that were created for reproductive purposes; 
women donating fresh ova for reproductive purposes; wom-
en donating fresh ova for research purposes; men or women 
donating somatic cells for use as nuclear donor cells; and 
men donating sperm.29 As Greely has pointed out, distinct 
consent issues may be raised by some of these groups.30 In 
particular, concerns arise around consent in the “fresh” em-
bryo context, given the time pressure involved, and around 
the donation of ova solely for research purposes. As David 
Magnus and Mildred Cho have noted, women donating ova 
solely for purposes of research are undergoing the signifi -
cant risks entailed by egg donation with no corresponding 
benefi t to themselves.31 As such, Magnus and Cho suggest 
that these donors are more like living organ donors, whose 
donations are not always accepted. Indeed, in the case of 
organ donation there is at least a signifi cant and real benefi t 
to be gained by the recipient, whereas in the case of stem 
cell research, it is uncertain whether any clinical benefi t will 
result.32 

Clearly, there are other ethical issues to consider in relation 
to hESC research, including those related to resource allo-
cation and the possibility that the availability of treatments 
using stem cell lines may pose a threat to public health care 
systems.33 But these are questions about the much larger 
debate as to the legitimacy of pursuing a research agenda 
that involves stem cell research, and as such do not raise 
issues specifi cally related to consent to participation in 
hESC research. It appears, based on the foregoing, that 
there may indeed be reasons to depart from traditional con-
sent rules in the hESC research context. The next section 
of the paper considers to what extent this has been done in 
Canadian law and policy and explores whether and, if so, 
how we should deviate from existing consent principles.

2. Consent 

a. Consent and Human Subjects Research 

The key reason for the importance of consent to participa-
tion in research in law and ethics is to demonstrate respect 
for the dignity and autonomy of research participants. To be 
sure, the concept of human dignity is slippery and diffi cult 
to defi ne. As a result, dignity has recently come to be used 
to reject the possibility of stem cell research or to justify a 
policy of restraining science and technology through gov-
ernment regulation.34 There is general agreement, though, 
that the concept of human dignity is closely linked to hu-
man rights. As Caulfi eld and Brownsword put it, “[i]n this 
reading, human dignity is an engine of individual empower-
ment, reinforcing individual autonomy and the right to self-
determination.”35 

The signifi cance of autonomy and self-determination in 
the health research context can be traced through various 
research ethics policies as well as legal interpretations of 
the rights of research subjects.36 The requirement of consent 
has, in many ways, come to signify respect for the autono-
my of participants in health research.

Consent, or more particularly, informed consent, is a corner-
stone of legal and ethical governance of health research.37 In 
the human subjects research context, as in the clinical treat-
ment context, consent is understood as a process.38 A signed 
consent form does not constitute a contract for participa-
tion in research. All major research ethics policies make 
this very plain, in specifying that consent must be “free and 
informed” and that subjects are entitled to withdraw from 
participation at any time, for any reason and without con-
sequence.39  

In order to satisfy legal and ethical requirements, researchers 
must obtain the “free and informed consent”40 of each par-
ticipant. Legally and ethically valid consent to participation 
in research must be voluntary (given without undue infl u-
ence, manipulation or coercion),41 it must be given by a per-
son competent to provide it,42 and it must be “informed.” 

From an ethical perspective, determination as to the volun-
tariness of consent involves consideration of the existence 
of inducements to participation, exercises of authority over 
the subject by another, and the context in which consent is 
given, with a view to whether a relationship of trust and / 
or dependency is at play.43 Similarly, in the legal context, 
consent is voluntary where not obtained by undue infl uence, 
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coercion or fraudulent misrepresentation as to the nature of 
the procedures involved in the research.44 Obviously, many 
factors play a role in shaping decisions about participation 
in medical research, including the impact of the decision 
on one’s family, fear about the risks involved, the level of 
trust placed by the potential subject in the researcher (this 
is especially important of course where the investigator is 
also the subject’s physician), the importance of the research 
to others, and the ability to alleviate suffering of others. But 
the existence and infl uence of 
these varied considerations do 
not necessarily render the deci-
sion to participate involuntary. 
The diffi culty lies in articulating 
the boundary between such con-
siderations being infl uential and 
being coercive. In the clinical 
context, it is rare for the courts to 
fi nd that consent to treatment has 
not been provided voluntarily.45 

In the clinical practice context, 
the law holds that an informed 
patient is one who has been ap-
prised of all “material, special 
or unusual risks” related to the proposed therapeutic inter-
vention.46 In the health research context, particularly where 
the research is not of intended benefi t to the participants, the 
courts have held researchers to a higher standard of disclo-
sure, that of “full disclosure” of all risks: rare, remote or po-
tential.47 Canadian courts have held that the duty of disclo-
sure to research subjects is “at least as great, if not greater 
than, the duty owed by the ordinary physician or surgeon 
to his patient”48 and that the duty to disclose information to 
subjects participating in research from which they do not 
derive any benefi t is more demanding than that required in 
the treatment context.49 As Glass and Lemmens note, Ca-
nadian courts have not yet articulated a specifi c standard of 
disclosure vis-a-vis research with intended benefi t for par-
ticipants, or indicated whether it would be different from 
that outlined in Weiss v. Solomon.50 

b. Consent and Stem Cell Research

Given the consent-related principles articulated above, in 
this section, several key aspects of consent to hESC re-
search will be explored in detail: Who must provide consent 
to research participation? When is consent to be obtained? 
Who should inform the potential subject about the research 
and obtain consent? Can subjects who have agreed to par-

ticipate in health research withdraw their consent and, if so, 
when in the process may they do so? After briefl y explain-
ing how consent in the hESC research context is governed, 
each of these questions will be considered in turn.  There 
is some overlap among the questions, meaning that some 
concepts are relevant to more than one of the questions, but 
in each case I have attempted to highlight the predominant 
issues that demand consideration. 

i. Background 
CIHR Guidelines

In March 2002, the Canadian 
Institutes of Health Research 
issued guidelines for human 
pluripotent stem cell research. 
Compliance with the Guide-
lines is required in order for any 
such research to receive federal 
grant funding. At the same time, 
the CIHR also established the 
Stem Cell Oversight Committee 
(SCOC). The SCOC reviews all 

human pluripotent stem cell research that is funded by any of 
the three federal granting agencies, or that is conducted “un-
der the auspices” of institutions that receive such funding.51 
The SCOC is essentially a specialized REB charged with re-
view of all research proposals involving human pluripotent 
stem cells that fall within the above-noted criteria (agency-
funded or conducted with involvement of an agency-funded 
institution). Such research proposals must also be reviewed 
by the local REB and, if appropriate, the relevant animal 
care committee, meaning that the SCOC adds an additional 
level of scrutiny to human pluripotent stem cell research. 
The SCOC also has a mandate to advise investigators and 
local REBs as to the application of the Guidelines. 

The CIHR Guidelines are intended as “an interpretation 
and extension” of the Tri-Council Policy Statement: Ethi-
cal Conduct for Research Involving Humans (TCPS); as 
such, they are based on the guiding principles adopted in 
the TCPS, which include respect for human dignity, respect 
for free and informed consent and non-commercialization.52 
The Guidelines explicitly require that any embryos used in 
human pluripotent stem cell research were originally cre-
ated for reproductive purposes and are no longer needed for 
such purposes,53 and that free and informed consent is ob-
tained from relevant parties.
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the law holds that an

informed patient is one who
has been apprised of all

“material, special or unusual
risks” related to the proposed 

therapeutic intervention.



10 Health Law Review – 16:2 (2008)

The Assisted Human Reproduction Act

In 2004, the AHR Act was passed by Parliament. The AHR 
Act provides a comprehensive governance structure for 
clinical and research uses of human reproductive material, 
including embryos. The scope of the Act is limited to uses 
of human reproductive material. It therefore governs the 
derivation of stem cells only insofar as this is achieved us-
ing human embryos. It does not govern research involving 
stem cells from any other source, nor does it cover research 
using stem cell lines that have already been derived from 
human embryos. In addition, once stem cell lines have been 
derived from human embryos, the Act no longer has any 
application to those cell lines, nor does it apply to any ma-
terial derived from such cell lines. The AHR Act explicitly 
incorporates the CIHR Guidelines into its defi nition of con-
sent, and the argument has been made that since the AHR 
Act refers to the 2002 version of the CIHR Guidelines, any 
revisions to the Guidelines are inapplicable in the context 
of the legislation. This issue is explored in more detail be-
low.

The enactment of this legislation follows a long and tor-
tured path commencing in 1989 with the creation of the 
Royal Commission on New Reproductive Technologies.54 
The Canadian legislation is most similar in approach to 
that adopted in the U.K. with the Human Fertilisation and 
Embryology Act,55 in that it adopts the model of a single 
national regulator for research and clinical applications of 
ARTs. The legislation holds some promise of comprehen-
sive governance specifi cally in relation to embryo research, 
including stem cell research, but currently, the AHR Act it-
self is only partly in force. The regulatory process began in 
the Fall of 2004, and will continue for a three year period, 
after which the entire Act will be proclaimed in force.56 

The Act contains a “sunset” clause, meaning that it will be re-
viewed by a Parliamentary committee with a view to report-
ing on that review as well as recommending modifi cations to 
the legislation.57 The review is to take place three years after 
the coming into force of s. 21, which speaks to the establish-
ment of the Assisted Human Reproduction Agency of Can-
ada (AHRA). Although the members of the AHRA’s Board 
of Directors have just been appointed, the Agency itself was 
established in January 2006;58 the review will thus have to 
take place beginning no later than January 2009. It will be 
interesting to see what, if anything, is accomplished by that 
time, given the lack of progress on regulation-making to date.

The AHR Act and the CIHR Guidelines

The AHR Act defi nes consent as

... fully informed and freely given consent that 
is given in accordance with the applicable law 
governing consent and that conforms to the 
provisions of the Human Pluripotent Stem Cell 
Research Guidelines released by the Canadian 
Institutes of Health Research in March, 2002, 
as detailed in the Regulations.59 

Since the enactment of the AHR Act, the Canadian Institutes 
of Health Research (CIHR) has issued three sets of revised 
guidelines, in 2005, 2006 and 2007.60 It has been argued that 
the updated CIHR Guidelines are inapplicable to the AHR 
Act, given that the Act expressly adopts the 2002 version of 
the Guidelines. According to Françoise Baylis and Natalie 
Ram, “[i]n the absence of any act of parliament, changes 
to the 2002 CIHR guidelines with respect to the issue of 
consent do not constitute changes to the legislation.”61 The 
specifi c concern articulated by Baylis and Ram is aimed at 
the change of language relating to decision making at the 
time of gamete donation. The 2002 Guidelines called for a 
decision to be made at the time of gamete collection as to 
the eventual disposition of embryos. In the 2005 version 
of the Guidelines, the language was softened somewhat to 
require that gamete donors be “informed of [the] options” 
for embryo disposition. While this concern was alleviated 
with the 2006 amendment to the CIHR Guidelines (this it-
eration of the Guidelines reestablishes the requirement for 
an advance directive as to the eventual disposition of em-
bryos at the time of gamete donation), the question remains 
whether Baylis and Ram’s interpretation of the AHR Act is 
accurate. 

The argument made by Baylis and Ram is puzzling in the 
context of the AHR Act. Given that the AHR Act defi nes 
consent in relation to the regulations governing consent, 
there is at least implicit acknowledgment that the specifi c 
rules around consent will be outlined in the regulations, and 
the regulations are clearly not intended to be static. Indeed, 
the very point of granting a regulation-making power within 
legislation is to permit more timely modifi cation of the rules 
than would be entailed in amending the legislation.62 It is 
clear that regulations must conform to the ambit provided by 
the parent legislation and, as regulations are normally made 
by the Governor-in-Council (not by Parliament), this is sen-
sible. But the AHR Act builds an extraordinary feature into 
the regulation-making process.63 Proposed regulations must 
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be laid before both Houses of Parliament for review and 
reporting by the appropriate committee(s) of each House.64 
The only situations in which this extraordinary process does 
not have to be followed are (i) where the Minister consid-
ers the changes to an existing regulation so “immaterial or 
insubstantial” that the  requirement should not apply, or (ii) 
where the regulation must be made immediately to protect 
health or safety.65 Parliament will therefore have the oppor-
tunity to review every proposed regulatory measure prior 
to its adoption pursuant to the 
AHR Act. This reality weak-
ens Baylis and Ram’s assertion 
that the 2002 CIHR Guidelines 
are somehow immortalized in 
the AHR Act until the statute is 
amended.

ii. Who Gives Consent?
CIHR Guidelines

In outlining requirements for 
consent to participation in stem 
cell research, the CIHR Guide-
lines are clear that the only em-
bryos eligible for use in stem 
cell research are those that are 
“no longer wanted for reproductive purposes.”66 Potential 
embryo donors, as well as gamete donors who are provid-
ing gametes for reproductive use by third parties, must be 
informed that such surplus embryos may be donated to an-
other couple for reproductive use, used in research or dis-
carded. The Guidelines call for potential donors to make a 
decision about eventual disposition in advance of the col-
lection of gametes.  

Consent to the use of embryos in research therefore must 
be obtained from embryo donors and gamete donors, if do-
nated gametes were involved in the creation of embryos. 
The Guidelines also call for consent to be reiterated by 
embryo donors at the time when the embryos are sought 
to be used in research, meaning that valid consent exists 
only when consent has been provided by embryo donors 
on these two separate occasions. With respect to gamete 
donors where the donors are not seeking to create embryos 
for their own reproductive use, gamete donors “must have 
given at the time of donation free and informed consent to 
the unrestricted research use of any embryos created, when 
these embryos are no longer required for reproductive pur-
poses.”67 

AHR Act Consent Regulations

In September 2005, Health Canada introduced draft pro-
posed Regulations under section 8 of the AHR Act. One 
year later, in September 2006, new draft Regulations were 
circulated.68 The Regulations were vetted by both the House 
of Commons Standing Committee on Health69 and the Sen-
ate Standing Committee on Social Affairs, Science and 
Technology.70 The 2006 version of the Regulations have 

now been adopted (with minor 
changes) and came into force on 
December 1, 2007.71 

Section 8 of the Act prohibits 
the use of human reproductive 
material to create an embryo 
without the written consent of 
the gamete donors, and it pro-
hibits the use of in vitro embry-
os for any purpose without the 
consent of the donor.72 Part I of 
the Regulations deals with con-
sent under s.8(1) of the AHR Act 
– the use of human reproductive 
material (defi ned in the AHR 
Act as a sperm, ovum or other 

human cell or a human gene), to create an embryo. Because 
the creation of embryos solely for research purposes is pro-
hibited by s. 5(1)(b) of the AHR Act, the part of the Regula-
tions directed at s.8(1) does not mention research. 

Part 3 of the Regulations addresses consent in relation to s. 
8(3) of the AHR Act. Section 8(3) simply states that prior to 
making any use of an in vitro embryo, the written consent 
of the donor must be obtained. Part 3 of the Regulations 
delineates the specifi c requirements for a valid consent to 
the use of an in vitro embryo. The fi rst task of this section 
of the Regulations is to defi ne “donor” such that researchers 
proposing to use an embryo know from whom they must 
obtain consent. Section 10 of the Regulations provides as 
follows:

10.(1) Subject to section 15, in this Part, “do-
nor” means the following individual or indi-
viduals for whose reproductive use an in vitro 
embryo was created:

(a) the individual who has no spouse or 
common-law partner at the time the in 
vitro embryo is created, regardless of the 
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source of the human reproductive mate-
rial used to create the in vitro embryo, or

(b) subject to subsection (3), the couple 
who are spouses or common-law partners 
at the time the in vitro embryo is created, 
regardless of the source of the human re-
productive material used to create the in 
vitro embryo. 

(2) If the donor is a couple, the consent of each 
spouse or common-law partner must be com-
patible in order for the consent of the donor to 
comply with the requirements of this Part.

(3) In the case of an in vitro embryo created 
using human reproductive material from only 
one of the individuals in the couple that was 
the donor of the embryo at the time it was cre-
ated, that individual becomes the donor of the 
embryo under paragraph 1(a) if, before the use 
of the embryo, in respect of the couple, the in-
dividual is no longer a spouse or common law 
partner. 

Embryo donors include the individual or couple for whose 
reproductive use the embryo was created, regardless of the 
source of the gametes. This means that when consent is 
sought for the purpose of using an embryo in research, only 
the party or parties for whom the embryo was created need 
to be asked to consent. In the case of an individual woman 
seeking IVF services, embryos could be created using the 
woman’s ovum and donor sperm. Once the embryo has 
been created, the consent of the sperm donor is no longer 
needed should the woman wish to have surplus embryos 
used in research. Even if the embryos were created using 
donor ova and sperm, the woman for whose reproductive 
use they were created is now considered the embryo donor. 
Neither gamete donor has any decision making authority 
in respect of the disposition of the embryos at this point, 
whether that is for reproductive use by the woman, repro-
ductive use by a third party, or research use.

Sections 4(2) and 13(2) of the Regulations make it clear 
that the consent of gamete donors is not irrelevant. Before 
making use of any human reproductive material to create an 
embryo, the consent of the donor of the human reproductive 
material must be obtained. Where a donor has consented 
to posthumous reproductive use of their human reproduc-
tive material by their spouse or common law partner, or 

to reproductive use by a third party, the consent must also 
indicate whether the in vitro embryos created from the do-
nor’s human reproductive material that are not needed for 
the purpose for which they were donated may be used for 
research purposes. 

Where a couple (either married or in a common law rela-
tionship) seeks IVF services, there are a number of possibil-
ities in terms of how embryos may be created, as indicated 
below:

using gametes donated by both members of the cou-
ple;
using ova donated by the female member of the cou-
ple and sperm donated by an anonymous donor;
using sperm donated by the male member of the cou-
ple and ova donated by an anonymous donor; or
using sperm and ova donated by anonymous donors.

According to s.10 of the Regulations, both members of the 
couple for whose reproductive use the embryos were cre-
ated are the embryo donors, meaning that they are the indi-
viduals to look to in order to obtain consent. Moreover, both 
members of the couple must agree as to the proposed use of 
the embryos in order for the consent to be valid (s.10(2)). 
The requirement of mutual consent exists regardless of the 
manner in which the embryos were created (with a very 
limited exception – see s.10(3)). As such, even where the fe-
male partner’s gametes and the sperm of a donor were used 
to create the embryos, both members of the couple must 
consent to any proposed use of the embryos. The sperm do-
nor plays no role in the consent process beyond the consent 
obtained at the time of gamete donation.

There are potential problems with this regulatory frame-
work for consent, which can be grouped into two catego-
ries: (i) the elimination of the gamete donor from the picture 
where gametes are being donated for reproductive use by 
third parties and (ii) the mutual consent requirements. 

(a ) Gamete donation

The Regulations as adopted represent a signifi cant improve-
ment over the original proposed Regulations from the per-
spective of the gamete donor’s consent to research using 
embryos created from the donor’s gametes. The original 
proposed consent Regulations indicate that donors consent-
ing to third party reproductive use of their gametes, or an 
embryo created using their gametes, were, in effect, consent-

•

•

•

•
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ing to all possible future uses authorized by the legislation. 
The Regulations, by contrast, provide that gamete donors 
shall indicate whether any supernumerary embryos created 
from their gametes may be used in research when they ini-
tially consent to the reproductive use of their gametes by 
third parties. It is now clear that in donating gametes for re-
productive use by third parties, donors are not also required 
to forfeit their right to withhold consent to the use of their 
human reproductive material in 
research. 

This is a welcome change in the 
regulatory text (and arguably al-
leviates the concern expressed 
by Baylis and Ram about the 
original proposed Regula-
tions),73 but it does not resolve 
all of the concerns around gam-
ete donation and withdrawal of 
consent to research. Suppose 
that X donates ova for repro-
ductive use by her cousin and 
cousin’s husband. Embryos are 
created using X’s ova and donor 
sperm from Y. The cousin and her husband acknowledge in 
writing that the gametes have been donated for their repro-
ductive use. The couple then undertake two unsuccessful 
attempts at conception through IVF. Five embryos remain 
cryopreserved. Two years later, the cousin’s husband dies 
and the cousin subsequently remarries. X has met her cous-
in’s new husband and has seen signs that he is emotionally 
abusing her cousin. X no longer wishes to permit the use of 
the fi ve remaining embryos by her cousin, as she is gravely 
concerned about the prospect for abuse of a child born to the 
couple. It is unclear from the Regulations whether X may 
withdraw her consent to the reproductive use of her em-
bryos. Based on s.10 of the Regulations, the cousin, having 
acknowledged in writing that the embryos were designated 
for her reproductive use, now seems to be the embryo do-
nor and thus has dispositional authority with respect to the 
embryos. Likewise, if the cousin and her original husband 
remain married but decide to give up on IVF and to donate 
the remaining embryos to stem cell research, X may not 
withdraw her earlier consent to research, even if she has 
changed her mind and does not want her gametes used in 
research, because the cousin and her husband are now the 
embryo donors. Alternatively, the cousin and husband may 
decide to donate the embryos to another couple for repro-
ductive use; here again, X has no ability to withdraw her 
initial consent.

In the clinical health care context, consent is viewed as an 
ongoing process. Consent may be varied or withdrawn by 
the patient, even after a procedure has begun, unless re-
specting the withdrawal of consent would lead to harm to 
the patient.74 In the health research context, a research sub-
ject is free to withdraw their consent to continued participa-
tion at any time. While there are important differences be-
tween consent in medical law, and even in the usual health 

research context, and consent to 
stem cell research, it is question-
able whether this pronounced 
difference in the rules about the 
treatment of gamete donors as 
research subjects is justifi ed. 
The reason for the broad discre-
tion to withdraw from research 
participation rests on recogni-
tion of the importance of self-
determination in health care 
decision making. It is not clear 
that stem cell research is so dis-
tinct from other health research 
that such considerations can be 
disregarded.

In the context of human subjects research, as noted earlier, 
subjects may withdraw their consent at any time, even after 
they have commenced participation in a research project. 
If the project involves stored tissue and the tissue sample 
is identifi able (i.e., it can be linked to the research subject), 
subjects may ask for their tissue sample to be destroyed.75 
Researchers do not gain the right to use stored tissue indefi -
nitely should subjects change their mind about participation 
in research. Yet the Regulations stipulate that once a gamete 
donor has consented to the possibility of research use (even 
though the donor likely was not informed of the specifi c 
type of research project for which the embryos could po-
tentially be used), there is no possibility of varying or with-
drawing consent.

The Regulations should contain more robust provisions for 
an ongoing role for gamete donors. Obviously, the donor’s 
ability to change his or her mind after having consented will 
depend on the situation as regards third parties to whom 
the gametes or embryos have been donated.76 But in the 
example given above, there are decision points in the vari-
ous scenarios that would allow the gamete donor to be con-
tacted and asked to renew (or withdraw) her consent. If the 
gametes or embryos have not been used by a third party, 
there appears to be no good reason why a donor should not 

The reason for the broad
discretion to withdraw from

research participation rests on 
recognition of the importance
of self-determination in health

care decision making.
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be able to vary his or her consent, or withdraw it altogether. 
The position taken in the Regulations is certainly more ex-
pedient in that the person or persons with immediate control 
over the embryo are the only ones from whom consent must 
be sought.77 And, in the case of intended reproductive use by 
third parties, requiring the gamete donor to withdraw con-
sent before the recipients have acknowledged the designa-
tion of the gametes for their reproductive use avoids poten-
tial emotional trauma for the individual or couple seeking 
to conceive through IVF. But expedience is not a legitimate 
reason for the abrogation of an individual’s right to decide 
whether or not to participate in research, and the potential 
for heartbreak or emotional trauma seems to apply equally 
to the disappointed couple and the gamete donor who has 
had a change of heart. Why is preference being given to the 
couple on this front? 

(b) Mutual consent

The question of uses that can be made of embryos where 
the couple for whose use the embryos were created disagree 
raises complex and diffi cult issues, as can be seen by the 
litigation on these issues in the United States and in Eng-
land.78 There are problems here in the defi nition of an em-
bryo donor, and the implications of that defi nition on the 
mutual consent requirement. In addition, the lack of clar-
ity around what happens if the embryo donors simply can-
not come to an agreement respecting use of the embryos is 
cause for concern. 

In its consent consultation document, Health Canada uses 
a fi ctionalized scenario as an example to illustrate the ef-
fect of the mutual consent provisions.79 Two gamete donors 
(whom we shall call X and Y) donate gametes from which 
embryos are created for reproductive use by Mr. and Mrs. 
P. The effect of the defi nition of “donor” provided in s.10 of 
the Regulations is that Mr. and Mrs. P. are embryo donors 
(for the purposes of reproductive use by another individual 
or couple, or for use in research). X and Y are not embryo 
donors, meaning that they have no decision-making power 
with respect to the embryos. As embryo donors, both Mr. 
and Mrs. P. must consent to any use of the embryos. 

There is an improvement in the Regulations as adopted 
compared with the 2005 regulatory proposal. The Regula-
tions provide that where only one member of a couple seek-
ing ART services has donated human reproductive material, 
and where the couple is no longer married or in a common 
law relationship, the embryo donor is the individual whose 
human reproductive material was used to create the embryo. 

The 2005 proposal made no allowance for this possibility. 
But, even with this improvement, it remains unclear what 
happens to an embryo if both members of a couple cannot 
come to an agreement as to its disposition.

iii. When Should Consent Be Obtained?
CIHR Guidelines

According to Art. 8.3.1, gamete donors and individuals or 
couples involved in fertility treatment should be informed 
of their options for disposition of unwanted embryos and 
should make a decision about the eventual disposition of 
these embryos, prior to the collection of gametes and the 
creation of embryos. Article 8.3.2 specifi es that, in addition 
to the decision contemplated in Art. 8.3.1, consent of the 
embryo providers must be “reiterated” at the time when the 
embryos are sought to be used in stem cell research. The 
rationale for this requirement is that a signifi cant period of 
time may have elapsed between the creation of embryos for 
reproductive use and the commencement of the research 
project. After either completing their families through IVF 
or abandoning infertility treatment, donors may have come 
to very different opinions about the propriety of embryonic 
stem cell research than they had at the outset of their clinical 
journey. Indeed, studies have shown that such changes of 
heart are common in this population.80 Where the embryos 
were created using donated gametes, there is no need for 
re-consent by gamete donors, provided that, at the time of 
gamete donation, the donor(s) consented to the unrestricted 
research use of any embryos no longer required for repro-
ductive purposes.81 

Another issue, one which is intimately connected to that of 
the timing of consent, is the question of whether consent 
may be general or whether it must be referable to a specifi c 
research project. The more removed the timing of consent 
from the actual research project, the less specifi c consent 
will be. Canadian stem cell research policy makes it clear 
that consent to research on future supernumerary embryos 
must be provided by gamete and / or embryo donors at the 
time of gamete donation, and must be reiterated by embryo 
donors at the time of the research use of the embryos.82 
Canadian policy on this point corresponds with the draft 
guidelines issued by the International Society for Stem Cell 
Research (ISSCR).83 Given the requirement for contempo-
raneous consent, it is clear that the consent to stem cell re-
search must be specifi c. If donors are to consent at the time 
of research use of the embryos, there is no reason why the 
consent should be non-specifi c.
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AHR Act Consent Regulations

The Regulations provide that consent must be obtained from 
embryo donors before any use is made of in vitro embryos.84 

There is no mention in the Regulations as to the two-stage 
consent process outlined in the CIHR Guidelines. It is un-
clear whether the defi nition of consent within the AHR Act, 
which explicitly incorporates the CIHR Guidelines, has 
been overlooked, or whether the 
drafters of the Regulations as-
sumed that the two-step consent 
process outlined in the CIHR 
Guidelines is implicitly includ-
ed in the Regulations.

iv. Who Should Obtain 
Consent?

In the health research context 
generally, physicians who are 
also research investigators ob-
tain consent to participation 
from their patients. This prac-
tice is both legally and ethically 
sound. In the clinical context, the treating physician is re-
sponsible for obtaining consent.85  Likewise, where the phy-
sician is also the investigator under a research protocol, it is 
the investigator’s responsibility to obtain consent from the 
patient. Part of this responsibility relates to the provision of 
information to potential subjects in an effort to ensure that 
consent is informed. 

Caulfi eld, Ogbogu and Isasi note that the CIHR Guidelines 
were initially silent on the matter of whether the infertil-
ity clinician could be involved in or responsible for the in-
formed consent process vis-a-vis stem cell research.86 The 
revised CIHR Guidelines state that “[m]embers of the health 
team treating and/or counselling the client should not be the 
persons to obtain consent from the embryo provider at the 
time of re-consent.”87 The Guidelines do not specify who 
is best placed to obtain consent, but seem to contemplate 
that the researcher who intends to use the embryos to derive 
stem cells will be the person obtaining consent.88 

The concern that drives this new rule in the CIHR Guidelines 
is that physicians might coerce or unduly infl uence their pa-
tients in order to procure donations of embryos for stem 
cell research. This concern is not without foundation; many 
commentators have noted that patients might feel pressured 

into agreeing to donate embryos to research because their 
physician is raising the possibility with them.89 As Lo et 
al. explain, “[t]he concern is that patients are so dependent 
upon their ART physician that they might consent to any-
thing that the doctor requests or even presents.”90 

As in the stem cell research context, worries about con-
fl icts of interest pervade the ethical and legal rules around 

physician disclosure in both the 
clinical and research settings. 
Physicians are in fi duciary rela-
tionships with their patients. As 
such, they owe duties of loyalty 
and utmost good faith.91 As fi du-
ciaries, physicians are required 
to disclose confl icts of interest 
to their patients. Whether clini-
cal researchers who are not the 
subjects’ physician also owe fi -
duciary duties to their subjects 
is unclear (and, in my view, un-
likely). Regardless of the legal 
position of researchers, howev-
er, ethics policy makes it clear 
that researchers are under an 

obligation to identify and address confl icts of interest and to 
disclose their existence to subjects.92 

Clearly, there is cause for concern around confl icts of in-
terest in the health research context. But are the concerns 
around confl ict of interest more serious or less manageable 
in the stem cell research arena than in other human subjects 
research? If not, then why create unique rules for stem cell 
research? As Caulfi eld, Ogbogu and Isasi point out, it may 
well be the case that the potential for confl icts of interest 
is more profound in health research generally than in the 
stem cell context.93 Physicians receive remuneration for 
research-related tests and procedures; indeed, this is quite 
possibly the very reason why some community physicians 
do research at all. Remuneration gives rise to a potential 
confl ict of interest in that the physician has an incentive to 
enroll patients as research subjects.94 While such confl icts 
must be disclosed to potential subjects, calls for bans on 
such research have not been made. Even more importantly, 
we allow patients to consent to research on cancer treat-
ments, although we recognize that where patients have ex-
hausted all  “traditional” treatments for their disease, the 
promise of benefi t from a new treatment may exert con-
siderable infl uence on patient decision-making. Finally, we 
permit healthy volunteers to decide for themselves whether 

There is cause for concern around 
conflicts of interest in the health 

research context. But are the 
concerns around conflict of interest 
more serious or less manageable in 
the stem cell research arena than in 

other human subjects research?
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they wish to participate in Phase I clinical trials in exchange 
for payment.95 Such research subjects do not stand to benefi t 
in any way from the drug being tested, and may even suffer 
signifi cant harm. It is at least arguable that there is noth-
ing especially worrying about stem cell research, when we 
consider it in the context of health research in general. At 
the very least, it does not seem as if the potential confl icts 
of interest are unmanageable.

It bears mention as well that there are signifi cant poten-
tial benefi ts to having infertility specialists involved in the 
process of obtaining informed consent to research. First, 
given that the CIHR Guidelines preclude physicians from 
involvement in the research team, the potential for confl ict 
of interest is minimized.96 The physician will simply be tell-
ing her patients about research in which they might be inter-
ested, but in which she has no stake – fi nancial or otherwise. 
Second, the physician knows her patients and will therefore 
be more likely than either a researcher or an independent 
advocate to approach the consent process in a manner that 
is sensitive to the patient’s needs and interests.97 Third, the 
relationship between patient and physician may mean that 
it is more likely that patients will feel comfortable asking 
questions about the research of their physician.98 

I am not suggesting that we need not be concerned about 
the potential for confl icts of interest in the stem cell re-
search context. Ideally, an independent third party who 
knows the patient and knows all about the research could 
obtain consent.99 But it is not clear how practical this so-
lution is, nor does it resolve the legal question of where 
responsibility for the consent process ultimately lies. In my 
view, the concerns around confl icts of interest raised in the 
stem cell research context are not substantially weightier 
than they are in health research generally. Provided that 
the informed consent process is appropriately robust, there 
seems to be nothing especially objectionable about physi-
cians discussing consent to embryo donation with their pa-
tients. Certainly the process can be structured in such a way 
as to minimize any concerns around confl ict of interest. 
One very obvious example would be to have the physician 
discuss the research with the patient, answer any questions 
the patient has, and then leave the decision to the patient. 
The consent form need not ever be returned to the physi-
cian, and the physician need not ever know what the patient 
decided.100 

v. Withdrawing Consent
CIHR Guidelines

The CIHR Guidelines contemplate withdrawal of consent 
to stem cell research. The CIHR Guidelines require re-con-
sent from donors when the embryos are going to be used in 
stem cell research. Article 8.3.2 states that the requirement 
for reiteration of consent affi rms the subjects’ right to with-
draw from participation in research. Article 8.3.3 provides 
more detail, and stipulates that as part of the informed con-
sent process, subjects must be informed that they “have the 
right to withdraw at any time before an anonymized cell 
line is created.”

AHR Act Consent Regulations

The Regulations also contemplate the possibility that some 
embryo donors might wish to withdraw their consent to a 
proposed use of their embryo(s). Where the donor is a cou-
ple, only one member of the couple need withdraw consent 
(i.e., it is not necessary for both members of the couple to 
withdraw in order for the withdrawal of consent to be valid; 
Regulations, s.14(3)). Embryo donors are free to withdraw 
their consent to research (or to reproductive use by a third 
party) provided that they do so in writing (Regulations 
s.12(b)), and that the person who intends to make use of the 
embryo is notifi ed in writing (Regulations, s.12.(c)).  In the 
research context, the notifi cation must take place before the 
latest of the following three events: 

the person who intends to make use of the embryo has 
acknowledged  in writing that the embryo has been 
designated for research;
the process of thawing the in vitro embryo for use in 
research has begun;101 or
a stem cell line has been created using the in vitro 
embryo.102 

As Caulfi eld, Ogbogu and Isasi articulate, the subject’s right 
to withdraw consent to participation in research is “rarely 
qualifi ed.”103 Indeed, the right to withdraw is fundamen-
tal in both law and ethics policy, and captures linkable (or 
identifi able) tissues and other biologic samples and health 
information. Canadian policy respecting human embryonic 
stem cell research, like many such policies,104 clearly de-
parts from the practice of respecting the subject’s right to 
withdraw consent. 

There may well be good reasons to have a cut off point be-
yond which consent cannot be withdrawn. In the case of an-
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onymized stem cell lines, the point of anonymization seems 
to be a clear cut off point. However, the possibility of true 
anonymization of stem cell lines in Canada seems remote. 
First, the community of stem cell researchers is very small, 
as is the number of cell lines. As long as that remains the 
case, anonymization is going to prove diffi cult. Second, if 
it is ever going to become possible to use a particular stem 
cell line for therapeutic purposes, the stem cell line will 
not be anonymized. The ability to follow-up with embryo 
donors is essential, in order to ensure that the donor has 
not developed health problems 
since the time of embryo dona-
tion. In the context of the AHR 
Act, which applies only to uses 
of human reproductive material, 
and not to stem cell lines them-
selves, the creation of a stem 
cell line seems to be a natural 
end point for the donor’s ability 
to withdraw consent. While it is 
clear that the Act is not intended 
to govern stem cell lines or their 
derivative products, it is not 
necessary for the Regulations to 
restrict the right to withdraw in 
this manner. Instead, the Regu-
lations could simply say that withdrawal of consent after 
the embryo has been destroyed is to be governed by consent 
law and policy relevant to participation in research, not by 
the Act itself. This would safeguard the integrity of the Act 
itself while also safeguarding donor autonomy. 

From the perspective of the researcher, once resources – 
grant funds, investigator time, laboratory resources – have 
been dedicated to the production of a stem cell line, it would 
be profoundly problematic to have subjects notify the re-
searcher that they no longer wish to participate. But, as 
Caulfi eld, Ogbogu and Isasi point out, the same is true in 
cases of biobank research and other research that involves 
the use of human tissue or other biologic samples.105 Yet 
consent policies in these contexts nevertheless contemplate 
an ongoing right to withdraw.106 

Arguably, stem cell research is unique and should be treated 
differently. There are two main distinctions that could be 
drawn on. First, one could argue that embryos are unique 
(as compared to, for example, blood samples) because they 
are a new entity as opposed to a part of the research sub-
ject. As Caulfi eld et al. note, however, the danger in adopt-
ing this approach is that it creates a paradox “whereby the 

proponents of the view reject vesting a special status on 
the embryo for the purpose of performing research on the 
embryo, but allow such status for the purpose of avoiding 
established research ethics principles.”107 It is also problem-
atic in that, although the embryo is genetically unique from 
the embryo donors, a stem cell line will contain genetic in-
formation derived from the donors and will be potentially 
capable of imparting health information about the donors. 
So while stem cell lines are different in kind from embryos, 
the donor continues to have an interest in what happens to 

the cell line.

Second, it is clear that there is 
a marked difference between 
the investment required to bank 
genetic information or store 
biologic samples and that en-
tailed in the creation of a stem 
cell line. Withdrawal of consent 
by participants after biobanking 
might therefore pose much less 
of a problem than withdrawal of 
consent after the development 
of a stem cell line. In addition, 
one might contend that stem 
cell research has more promise 

for future therapeutic intervention than does biobanking or 
storage of tissue samples and that stem cell research there-
fore demands a sui generis approach. The problem here is 
that research ethics policy tends to give short shrift to the 
argument from societal benefi ts of research when such ben-
efi ts are weighed against the interests of the participant.108 

Indeed, given the attitudes of infertility patients toward 
cryopreserved embryos,109 it can be argued that provision 
for withdrawal of consent should be even more robust than 
in the context of health research in general. It is unlikely 
that participants in health research experience this profound 
level of ambivalence and uncertainty about whether to per-
mit investigators to extract information from, or even de-
velop treatments or products with, other biologic samples.

Practical concerns exist in permitting withdrawal of consent 
after the creation of a stem cell line from an embryo. Where 
a stem cell line is particularly useful and in widespread use 
internationally, it may be all but impossible to effect mean-
ingful withdrawal of consent, as it would be very diffi cult 
to police all the labs using the cell line to ensure they have 
stopped doing so. Questions also remain around products 
derived from stem cell lines, and whether such products 
would also be covered by a donor’s withdrawal of consent. 

Although the embryo is
genetically unique from the

embryo donors, a stem cell line
will contain genetic information 
derived from the donors and will
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There may well be reasons, then, to have distinct rules in 
place in terms of donor withdrawal of consent to participa-
tion in stem cell research. But in my view such reasons need 
to be carefully considered and any such departures from 
general rules must be narrowly crafted.

vi. Consent to What? Stem Cells and Super-
markets: The “Fresh vs. Frozen” Debate

The debate around the use of fresh embryos in hESC re-
search touches on many of the issues discussed above, but 
also raises unique questions that merit its discussion sepa-
rate from questions around the timing and withdrawal of 
consent.

In late 2005, Jeffrey Nisker and Angela White authored a 
commentary in the Canadian Medical Association Journal 
(CMAJ) that sparked a debate around the use of fresh em-
bryos in stem cell research.110 Nisker and White worried that 
at best, physicians and researchers may be confused about 
the propriety of approaching their patients with requests for 
fresh embryos and at worst, this practice would contravene 
professional and ethical obligations owed by physicians to 
their patients. The authors drew particular attention to the 
fact that the fi rst Canadian scientist to derive stem cell lines, 
Dr. Andras Nagy, used fresh embryos in his research. Ul-
timately, they called for a moratorium on the donation of 
fresh embryos to stem cell research until professional and 
/or regulatory intervention takes place to guide the practice. 
Nisker and White should be commended for their obvious 
commitment to the protection of women’s interests in the 
context of research on human embryos. Their article raises 
some interesting points that certainly merit further consid-
eration. 

I have a few concerns, however, with their characteriza-
tion of the issues at play in relation to the donation of fresh 
human embryos for stem cell research. My concerns are 
threefold: (i) the research done by Dr. Andras Nagy does 
not appear to give rise to the concerns identifi ed by Nisker 
and White, given the factual realities of the research; (ii) the 
stance taken by the authors risks being viewed as paternal-
istic; and (iii) the authors single out confl icts of interest in 
stem cell research for heightened scrutiny without acknowl-
edging the reality that the very same confl icts exist in other 
health research contexts, and that ethical guidelines permit 
such participation provided that procedural safeguards are 
adhered to by researchers.

As Dr. Nagy explained in response to the CMAJ commen-
tary,111 his use of fresh human embryos for the derivation of 
stem cells complied with the rigorous 2005 CIHR Guide-
lines.112 The guidelines permit the use of fresh (or frozen) 
embryos no longer required for reproductive purposes. 
Given that the fresh embryos used by Nagy were in fact no 
longer required for reproductive use (they would have been 
destroyed had they not been used for research),113 Nisker 
and White’s concern with Nagy’s research in particular may 
be misplaced. The reason for the worries raised by Nisker 
and White has everything to do with the timing of and meth-
ods by which IVF patients are approached to donate their 
embryos for research purposes; nothing really turns on the 
bare question of whether the embryos are fresh or frozen.

With respect to the notion that women may not “understand 
and appreciate” the potential harms that may result from 
the donation of fresh embryos, in my view, this risks under-
estimating women’s capacity to make their own decisions. 
Nisker and White are to be lauded for raising the complex 
ethical terrain that must be navigated when IVF patients are 
approached about embryo donation,114 but it is important not 
to overstate the case. Provided that women are appropriately 
informed of the risks to their chances of pregnancy, as well 
as the risks inherent in future IVF cycles, there seems to be 
no reason in principle to assume that women cannot make 
a reasoned decision about their own participation. With re-
spect to the concern related to who approaches the patient 
to request embryo donation, again, in the Nagy research, 
embryo donors were approached only by their physicians, 
not by the researchers themselves.

Finally, Nisker and White raise the question whether patients 
should ever be permitted to donate fresh embryos, given the 
reduced chance of pregnancy and increased chance of harm. 
In raising this question, the authors seem to imply that there 
is something extraordinary about stem cell research that 
makes confl icts of interest more worrisome, and the consent 
process less reliable, than in other contexts, including, for 
example, research protocols that call for payment of healthy 
volunteers to test investigational drugs for safety. I am sym-
pathetic to their point that physicians should generally not 
approach patients to request the donation of fresh embryos 
for research purposes, but I worry that this implication in 
turn creates the perception that women do not have the ca-
pacity to participate in reproductive health related research 
because the danger of harm is too great. This is distressing 
because it might further marginalize women as potential re-
search subjects,115 and might also reduce the likelihood of 
much-needed research into women’s reproductive health.
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The “fresh embryo” debate has recently resurfaced in Can-
ada, with comments made by Francoise Baylis before the 
House of Commons Standing Committee on Health. Baylis 
was commenting on the proposed consent Regulations un-
der the AHR Act, and noted that she would like to see the 
Regulations address this issue. In her testimony, she stated 
that 

... the research use of embryos should be limit-
ed to frozen-thawed embryos or fresh embryos 
not suitable for transfer. This is because donat-
ing healthy, fresh embryos created for repro-
ductive purposes to research is not in women’s 
self-interest. If there are further IVF attempts, 
donating fresh embryos to research can, one, 
decrease the chance of pregnancy and child-
bearing; two, increase the psychological stress 
experienced as a result of IVF; three, increase 
the number of risky or painful procedures; four, 
increase the social disruption that IVF causes; 
and fi ve, increase the fi nancial burden of in-
fertility treatment. Moreover, donating fresh 
embryos to research is not in women’s other 
regarding interests.116 

Subsequent to this meeting of the Standing Committee on 
Health, the composition of the AHRA was announced by the 
federal government. Baylis is among those appointed to the 
Agency which will grant licenses to individuals and entities 
who wish to use embryos in the clinical and /or research set-
ting. Concerns have been raised among the Canadian stem 
cell research community, given the conservative views of a 
number of the appointees.117 Since the announcement of the 
composition of the AHRA Board of Directors, Baylis has 
been asked to explain her views in the media on a number 
of occasions,118 and has reiterated her concerns around the 
use of fresh embryos in research.

In a study recently published in the Journal of Obstetricians 
and Gynecologists Canada, Nisker and colleagues have as-
serted that there should be an extended waiting period be-
tween the time of gamete donation and embryo creation for 
reproductive purposes and requesting re-consent to the do-
nation of surplus embryos for use in stem cell research.119 
Although the Nisker study does not mention fresh embryos, 
the conclusions reached by the authors appear to support the 
argument that fresh embryos should not be used in research. 
The diffi culty with this conclusion is that the authors have 
offered little by way of explanation as to why they reach it. 

Although I share many of the concerns that have been 
raised in relation to the use of fresh embryos in research,120 
I am reluctant to support the call by Baylis and Nisker for 
a ban on the use of fresh embryos in research. Both assert 
that the need for a ban is grounded in women’s best inter-
ests, and it may well be the case that it will rarely be in 
women’s best interests to donate fresh embryos for use in 
research. But if we exclude the possibility that women may 
decide to donate fresh embryos in research – embryos that 
they do not wish to use, cryopreserve or donate to another 
couple – we are essentially stating that someone other than 
the woman in question is better placed to (i) determine her 
best interests and (ii) make this reproductive decision for 
her. I am extremely uncomfortable with the implications of 
such a move, given the historical lack of respect accorded to 
women’s reproductive decision making.

Imagine a woman who is undergoing a full IVF cycle for 
the third time. She and her partner have two children al-
ready, conceived through IVF, and have decided that, what-
ever the outcome, this will be their fi nal attempt at concep-
tion. The couple does not wish to cryopreserve any excess 
embryos that remain at the completion of this cycle. They 
have been relatively successful in obtaining and fertilizing 
eggs in their other two cycles, and they are aware that it is 
highly likely that they will have more embryos after this 
cycle than they would wish to transfer back to the woman’s 
uterus. They are veterans of infertility treatment as well as 
scientifi cally literate, and have read with interest the news 
of embryonic stem cell research. They would like to donate 
any embryos that they do not use themselves to stem cell 
research. 

The position taken by Baylis and Nisker would preclude 
such a decision because, in their view, it cannot be in this 
woman’s best interests to donate surplus fresh embryos. 
This position also seems to imply that the embryos cannot 
be discarded or donated to another couple for reproductive 
use (again, freezing the embryos is what Nisker and Baylis 
suggest is in the best interests of the woman), which means 
that the couple will be forced to pay for cryopreservation 
even though they do not wish to retain the embryos. More-
over, they may experience psychological harm as a result 
of knowing that they have cryopreserved embryos that they 
had no wish to keep.

Nisker et al. claim that their “…consultations and the re-
sponse of the fi rst 40 couples invited to donate cryopre-
served embryos to hESC research suggest that a signifi cant 
time interval, likely several years after the IVF treatment 
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cycle, should…” elapse before potential donors are contact-
ed and asked to re-consent to donate embryos to research. 
Their fi ndings were as follows: 40 couples were contacted 
and asked to re-consent to the use of their cryopreserved 
embryos in stem cell research. In all cases, embryos had 
been cryopreserved for at least fi ve years. Of the 40 couples 
contacted, 23 responses were received. Twenty-two couples 
agreed to donate their embryos to the study. One couple no 
longer wished to donate their embryos to research. Of the 
non-responding couples, only one package was returned as 
“undeliverable” by Canada Post.

The authors assert that, because the non-responding couples 
were “patients with a reliable history of communication 
with the IVF unit to reconfi rm or change their ‘designation 
to research’ status,” it is unlikely that the reason for their 
lack of response was that they found it inconvenient to re-
spond.121 In my view, there is no foundation for any con-
clusion respecting the failure of these couples to respond, 
given that the couples themselves have offered no explana-
tion. No one can be certain that they even read the contents 
of the envelope they received, let alone that they have had a 
change of heart about donating embryos to research. In her 
testimony before the Standing Committee on Health, Baylis 
offered the Nisker study as evidence that “45% of couples 
who had specifi cally designated their frozen embryos for 
donation to research changed their minds.”122 She explained 
that this conclusion is supportable (even though in fact Ni-
sker et al. do not conclude that the non-responders changed 
their minds about donating to research) because “[i]t was 
made very clear that if we did not hear back from them, our 
understanding was that we were not to act on the consent 
and that we would not act on that consent.”123 

Perhaps a way around the “fresh embryo” problem is to re-
quire the separation of the two distinct decisions – wheth-
er or not to cryopreserve and whether or not to donate to 
research. As long as the woman or couple have made an 
informed choice not to cryopreserve the embryos that re-
main after any given IVF cycle, there is no reason why they 
cannot be approached to donate those embryos for research 
purposes. 

Conclusion

While there are some important distinctions between hESC 
research and other health research using human subjects, 
for the most part these differences do not demand a wholly 
distinct approach to consent in the hESC context. And, to 
the extent that they do demand a distinct set of rules, it is 
arguable that the hESC research context requires more, not 
less, rigorous consent rules. In some cases, consent require-
ments in Canadian law and policy seem to be unjustifi ed 
and potentially illegitimate. In particular, I am referring to 
the virtual exclusion of gamete donor from the consent pro-
cess, the limited right to withdraw afforded to embryo and 
gamete donors, and the requirement that infertility physi-
cians not be involved in the consent process. 

Based on the above discussion of consent-related issues, a 
brief summary of my recommendations for further discus-
sion is outlined below.

1. Who Should Give Consent?

Gamete donors should be given more of a role to vary or 
withdraw their consent to stem cell research; this is par-
ticularly the case given that donors from whose human re-
productive material stem cell lines are created will have to 
be re-contacted and asked for updated health information 
before such stem cell lines can be used in clinical trials.124 

2. When Should Consent Be Obtained?

A two-stage consent process, as specifi ed in the CIHR 
Guidelines, should be explicitly adopted in the AHR Act 
consent Regulations. Consent should be obtained at the time 
of gamete donation and again at the time of the planned re-
search use of the embryos.

3. Who Should Obtain Consent?

Consideration should be given to whether the exclusion of 
the infertility clinician from the research consent process 
is justifi ed. In the absence of evidence that the confl icts of 
interest are somehow more profound in the hESC context 
than in health research more generally, physicians should 
not be excluded from this process.
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4. Withdrawal of Consent

The fact that a stem cell line has been created should not bar 
withdrawal of consent by gamete and embryo donors. As in 
other health research, the right to withdraw consent must be 
available to donors for as long as possible. If, for example, 
cell lines are anonymized, withdrawal of consent will no 
longer be possible. But up to that point, donors should be 
permitted to withdraw consent to the continued use of their 
genetic material.

5. Consent to the Donation of 
Fresh Embryos?

In general, it will not be appropriate for physicians to ask 
their patients to donate fresh embryos if those embryos 
could be frozen for the future use of the couple. But, in my 
view, donation of fresh embryos to research should not be 
prohibited. Where patients make it clear to their physicians 
that they do not intend to freeze embryos that are additional 
to what they can use in a particular IVF cycle, it may be per-
missible to consider donation to research. This may be the 
case, for example, where a couple has decided that a given 
IVF cycle will be their last, or has decided that they will not 
cryopreserve post-PGD embryos that are affected by a par-
ticular genetic condition. We may question the wisdom of 
such decisions by IVF patients, but we must ultimately re-
spect their right to make their own reproductive decisions.

Erin Nelson is an Associate Professor at the Faculty of Law, Uni-
versity of Alberta and a Research Associate with the Health Law 
Institute, University of Alberta.
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