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Introduction

The ethical dilemmas associated with confl icts of interest 
(COI) involving biomedical researchers and institutions is a 
familiar issue in research ethics. There has been a lot of dis-
course on the subject, and the main points can be summa-
rized as follows. First, COI occur when “professional judg-
ment concerning a primary interest (such as patient welfare 
or the validity of research) tends to be unduly infl uenced by 
a secondary interest (such as fi nancial gain).”1 Several types 
of COI exist, depending on the source or nature of the con-
fl icting interest,2 although it is generally agreed that fi nan-
cial COI are the most pervasive.3 Second, if not managed 
or avoided, such confl icts can compromise research integ-
rity, foster negative public perception of the research and 
jeopardize the welfare of research subjects.4 Indeed, several 
high profi le cases of COI in the past few years, including 
the notorious Olivieri and Healy incidents in Canada, have 
brought the problems posed by COI to the forefront of re-
search ethics debates.5 Third, the establishment of oversight 
mechanisms to deal with COI is considered imperative, and 
two key oversight models have been proffered in relevant 
literature. The fi rst advocates prohibiting interests or situa-
tions that could potentially result in COI,6 while the second 
requires management of such confl icts through disclosure 
and the process of peer review.7 Institutional oversight poli-
cies are generally based on one or a combination of both 
models.8 

Concerns about COI in the biomedical research environ-
ment are particularly signifi cant for emerging technologies 

like stem cell research. Mere perception of COI involving 
stem cell researchers and/or other stakeholders could bring 
adverse public opinion and stifl ing regulatory scrutiny to the 
research. Also, as stem cell research moves from the labora-
tory to the clinical trial stage, it is imperative to eliminate 
or limit ethical pitfalls that could compromise the safety of 
research participants, and ultimately jeopardize research 
continuity. 

Many of Canada’s stem cell researchers receive research 
funds from the Stem Cell Network (SCN or Network), one 
of Canada’s Networks of Centres of Excellence (NCE).9 
The SCN’s primary operation is the redistribution of NCE 
and partner funds to researchers participating in the Net-
work. By virtue of its NCE status, the SCN is responsible 
for the commercialization of Network-supported research 
and the management of research portfolios. The SCN is 
also mandated to maintain close association with private 
sector interests, both in terms of management and in meet-
ing commercialization objectives.10 The NCE/SCN funding 
structure therefore promotes relations between potentially 
confl icting interests, including academic research, corpo-
rate and public interests. 

In Part 1, this background paper11 examines actual and po-
tential COI drivers within the stem cell research context, 
including a consideration of the nature and impact of the 
NCE program. Much of the discussion in this part examines 
the potential impact of commercialization in creating op-
portunities for COI. However, it is important to note that 
COI is one, and certainly not the only issue associated with 
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the commercialization of research. Excellent reviews of the 
issues exist in relevant literature12 and as such, do not war-
rant repetition in this paper. Part 2 reviews existing COI 
oversight policies applicable to the Canadian and interna-
tional stem cell research context. This part also highlights 
gaps in COI oversight. In the fi nal part, the paper offers rec-
ommendations for addressing identifi ed gaps in oversight 
and policy.

1. Drivers

a. The NCE Program, Stem Cell Network and 
the Commercialization Initiative

Canada’s NCE program was established in 1989 to steer 
a “national system of innovation” aimed at linking scien-
tifi c research with industrial know-how and commercial 
exploitation.13 This was implemented through the creation 
and funding of nation-wide multi-institutional, multi-disci-
plinary and multi-sector research networks in areas critical 
to Canada’s economic, scientifi c and social advancement. 
The networks are structured as self-governing “institutions 
without walls,” formed by a pool of individual researchers 
working on mutually related research projects. Networks are 
expected to redistribute funds received from the NCE pro-
gram and partner sources to its members through contested 
research grants available for the pursuit of network-related 
research. Networks are also required to actively explore av-
enues for moving scientifi c research from the laboratory to 
the market. To better facilitate research exploitation, net-
works are encouraged to establish commercialization ven-
tures including intellectual property (IP) receptor compa-
nies, spin-offs, joint ventures with industry and IP licensing 
schemes. Also, networks must recognize “industrial part-
ners’ contributions to the network...by allowing them access 
to the commercial exploitation of the intellectual property 
under terms commensurate with the nature and level of their 
contributions.”14

It is evident therefore that the strong and unequivocal en-
dorsement of close ties between private interests and the 
biomedical research community is a cornerstone of the 
NCE program. Indeed, funding policies encouraging or 
requiring partnerships between academic researchers and 
the private sector are now considered routine worldwide.15 
However, unlike other public research funding entities, the 
linkages promoted through the NCE program extend to the 
management of the networks. According to the NCE Pro-

gram Guide, “at least half of the membership of the Board 
of Directors [of funded networks] should be from outside 
the university community, and the majority of those from 
industry.”16 Industry representation is also required on each 
network’s research management committee. Arguably 
therefore, NCEs are the vanguard of the new approach to 
academy – one that fosters industry connections and en-
courages direct control of publicly funded research by pri-
vate interests. While this is not calamitous per se, the shift 
towards a more direct engagement with private, and often 
profi t-driven, interests may present adverse implications for 
the altruistic pursuit of scientifi c knowledge. As noted by 
Fisher and colleagues,

by promoting industry access to publicly fund-
ed research...[NCE] policy recognizes that sci-
entifi c research is simultaneously fundamental 
and useful, while skewing the balance in favour 
of private and commercial science. The NCE 
offers a major challenge to traditional concep-
tions of academic autonomy and the public na-
ture of knowledge.17   

Consistent with its mandate as a NCE, the SCN has incorpo-
rated a robust commercialization program into its mission 
and objectives. In 2005, the Network announced a “catalyst” 
mission focused in part on “translat[ing] research outcomes 
into clinical applications and commercial products.”18 The 
Network’s strategic research program was also realigned 
with “three of the most understood routes to the clinic/mar-
ket: cellular therapies, drug discovery, and tools, reagents 
and diagnostics.”19 Other strategies employed by the SCN 
in meeting its commercialization objectives include:

Support for Principal Investigators (PI) who wish to 
commercialize their research. Since 2001, Network-
supported Intellectual Property (IP) has contributed 
to the formation and growth of start-up and spin-off 
companies. Several of these companies are now SCN 
partners and co-fund Network projects.

Support for industry partners to ensure they realize 
commercial value for their investment.

Research proposals are required to engage public 
and private partners. Funded projects are encouraged 
to obtain matching funds from partners. As a result, 
partner investment in SCN projects amounts to al-
most 47.7% of total SCN funding, and exceeds SCN 
investment in certain areas.

•

•

•



Health Law Review – 16:2 (2008) 43

In 2002, the SCN created its own biotechnology com-
pany called Aggregate Therapeutics (Aggregate). 
Aggregate is a receptor company for SCN-supported 
IP and the conduit through which pooled IP can be 
exploited. Aggregate currently has agreements with 
eight key Canadian research institutions to serve as 
an incubator of IP resulting from Network-funded 
research. The SCN maintains control over Aggregate 
through a funding agree-
ment and by retaining a 
“Special Voting Share,” 
which allows it to appoint 
two-thirds of the compa-
ny’s Board of Directors.20 

A number of benefi ts have been 
linked to the commercializa-
tion of biomedical research, 
including economic growth, 
job creation, increased research 
funding and the promotion of 
strategic and essential public/
private partnerships to better 
facilitate research translation.21 
These benefi ts notwithstanding, 
numerous studies have demonstrated the adverse implica-
tions of situating academic research in an environment that 
supports industry partnerships and control. For example, a 
seminal 2003 study of all English-language studies in MED-
LINE containing original, quantitative data on academy’s 
fi nancial ties with industry concluded that COI arising from 
such ties are pervasive, and adversely impact on the research 
process.22 Some of the negative effects on research identi-
fi ed by the study include the skewing of research results to 
favour industry perspectives, increased likelihood of pub-
lication bias, publication delays and data withholding, and 
the use in clinical trials of assessment methodologies that 
“fall short of determining a study’s overall quality.”23 A re-
cent study focusing on data withholding in the life sciences 
reveals that having connections with industry, such as own-
ing equity, serving as a consultant, or on a company board, 
increases the likelihood that researchers in the life sciences 
would engage in data withholding.24 The authors of the lat-
ter study conclude, “one of the main obstacles [to efforts to 
minimize data withholding] is the growing commercializa-
tion of U.S. universities.”25 A similar study on the impact of 
data withholding on trainees in the life sciences concludes 
that scientists are less likely to provide their trainees with 
access to scientifi c resources when their research is funded 
by industry.26 

• Concerns have also been raised about the impact of aca-
demic-industry partnerships on research publication prac-
tices. Indeed, the publication of research results is central to 
the research endeavor, and to the pharmaceutical industry’s 
product marketability prospects.27 Academic investigators 
often have to comply with contractual clauses regulating 
publication practices as quid pro quo for industry funding. 
Bodenheimer describes a number of industry-infl uenced 

publication practices, includ-
ing: (1) requiring investigators 
to co-author industry-authored 
manuscripts; (2) publication de-
lays resulting from prepublica-
tion reviews by the sponsoring 
company; (3) non-publication 
of results unfavourable to the 
sponsoring company; and (4) 
the “nonwriting author–nonau-
thor writer” syndrome, whereby 
clinical investigators appear as 
authors in publications authored 
by professional ghostwriters 
who are not named as authors.28

 
Even where no adverse effect on 

publication can be linked to industry support, studies show 
that such support may have some infl uence on researchers’ 
opinions and biases. For example, Stelfox and colleagues 
have linked fi nancial relationships with pharmaceutical in-
dustries to medical literature supporting the safety of cal-
cium-channel antagonists (used for treating cardiovascular 
diseases).29 Cho and Bero found similar reporting of favor-
able outcomes for drugs of interest in symposia publications 
with drug company support.30 Caulfi eld identifi es a “cycle 
of hype” in the framing of biomedical research results based 
on a study of newspaper coverage of genetic discoveries 
in four countries including Canada, which found a bias to-
wards reporting benefi ts.31 He concludes that “genohype” 
is created by the research community largely in response to 
“commercial enthusiasm and pressure from public funding 
agencies”32 to emphasize benefi ts over risks. The positive 
message is then transmitted to the public through the media, 
thus creating a level of public expectation that needs to be 
satisfi ed with more hype.33 This “cycle of hype” could lead 
to loss of public trust in the science where hyped expecta-
tions are not met with promised benefi ts.34 

With or without COI, the commercialized stem cell research 
environment could also lead to negative public perception 
of the value of the research.35 As Caulfi eld rightly notes, “the 

A number of benefits have been 
linked to the commercialization 

of biomedical research, including 
economic growth, job creation, 

increased research funding and the 
promotion of strategic and essential 
public/private partnerships to better 

facilitate research translation.
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mere association with funding entities that have a mandate 
to commercialize research can produce a perception of bias 
that might diminish the perceived impartiality of even high 
quality [research] work.”36 This perception of bias would 
likely be fostered by the NCE/SCN structure, particularly 
the involvement of private interests in network and research 
management. Indeed, a recent Australian study has linked 
public trust in stem cell researchers to the research context. 
The study found that there was 
more public trust in researchers 
working in public institutions 
than those working within the 
private context, and that sup-
port for stem cell research is as-
sociated with the level of trust 
for researchers conducting the 
work.37 

Canadian studies have also 
reached similar conclusions 
with respect to biotechnol-
ogy research in general.38 In one 
study, focus group respondents 
drawn from the Canadian and 
US public rated publicly funded 
university scientists as signifi -
cantly more credible than their 
industry-funded and privately employed colleagues.39 Sur-
vey respondents also generally agreed that the presence of 
fi nancial interests raises doubts about the credibility of even 
the most trusted sources.40 In the clinical research context, 
Kim and colleagues found that potential research partici-
pants are less likely to participate in clinical trials run by 
researchers who own substantial equity in or receive income 
from sponsoring companies.41 It appears safe to conclude 
therefore that involvement of private interests in research 
may diminish public support of stem cell research. As noted 
by Caulfi eld, “Currently, the public believes researchers are 
motivated by the desire to fi nd cures, not make money.... 
However, as the line between commerce and research be-
comes increasingly blurred, the public’s comfort level may 
diminish.”42 A loss of public support would have a profound 
impact on the continuity of stem cell research, and is likely 
to result in decreased government support, lack of public in-
terest in clinical trials and applications and/or the imposition 
of a strict regulatory regime that would frustrate scientists.

 
Commercialization may also lead to broader confl icts in 
the policy-making arena, particularly between the inno-
vation and commercialization sectors of the government. 

Currently, Canadian health research policies appear to ac-
commodate a number of seemingly confl icting agenda, 
including: the translation of knowledge, the stimulation of 
innovation, the promotion of economic growth, the protec-
tion of participants’ rights and the improvement of access to 
health care. The scope of such policy initiatives often neces-
sitates the involvement of various government institutions 
with differing mandates, priorities and interests. Caulfi eld 

contends that evidence of policy 
confl icts already exist in recent 
gene patent controversies and in 
the human gene patent debate 
in Canada.43 According to him, 
“as the products of the genetic 
revolution begin to reach the 
marketplace, it is becoming 
apparent that government com-
mercialization policies have the 
potential to adversely affect, 
paradoxically, the very goals of 
the commercialization agenda, 
that is, the production and dis-
semination of innovative ge-
netic technologies.”44 While a 
detailed examination of such 
confl icts is beyond the scope of 
this paper, further discussion of 

the implications for stem cell research is clearly warranted, 
given the centrality of innovation and commercialization 
goals to the research context.

Furthermore, the risks associated with fi nancial COI in 
general may also be signifi cant in the stem cell research 
context. These risks include the preferential allocation of 
institutional resources and research attention to commer-
cially viable projects,45 failure to terminate sponsored trials 
that may adversely affect patient welfare,46 failure to com-
ply with clinical trial ethics with respect to recruitment of 
research subjects47 and inordinate focus on fi scal valuation 
versus ethical and scientifi c oversight in the review of fund-
ed projects. Finally, allowing researchers to handle multiple 
other responsibilities, such as managing companies and 
involvement with research oversight, may impact on the 
quantity or quality of attention paid to basic and clinical 
research work. 

b.  Compliance with Logistic Requirements

COI could potentially arise from compliance with logistic 
requirements associated with SCN funding. One such re-

A recent Australian study
has linked public trust in stem

cell researchers to the research 
context. The study found that
there was more public trust in 
researchers working in public 
institutions than those working

within the private context.
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quirement is that funded projects identify clear milestones 
and deliverables from the research. Milestones and deliv-
erables are expected to demonstrate research progress to-
wards social and economic utility. Such a milestone-driven 
approach appears at odds with the unpredictable nature of 
the scientifi c endeavor, especially for novel technologies 
like stem cell research. 

Another requirement is the submission of periodic prog-
ress reports by all funded projects for review by the Net-
work’s Research Management Committee (RMC). Fol-
lowing RMC review, the Network could continue funding 
for a project or restructure funding to align with research 
progress. An unfavourable review could result in the with-
drawal or reduction of project funds. The pressure created 
by expectations of returns could lead researchers to falsify 
progress reports in order to maintain their funding. Indeed, 
some commentators on the recent Korean stem cell research 
publication fraud scandal have noted that the “inordinate 
pressure created by expectations of returns for such large 
sums [in government funding]”48  played a considerable role 
in the events that transpired. The pressure to manipulate re-
search results could also arise from the process of obtain-
ing matching funds from funding partners. Caulfi eld rightly 
notes, “matching funds are often associated with a desire to 
achieve a particular research result” and “[a]s such, match-
ing funds can create real and perceived confl icts of inter-
est.”49 

c.  Conflicts of Conscience and 
Funding Hype

Another source of COI could lie in “confl icts of conscience” 
that can occur where “personal beliefs infl uence objectivity 
in research.”50 This is especially signifi cant for the ELSI 
research environment where debates over research ethics 
issues are usually refl ective of each proponent’s views or 
inclinations regarding the propriety of stem cell research. 
Given that the peer-review system is central to research 
integrity and authenticity, a particular view on stem cells 
could impact on the scientifi c merit of studies conducted in 
the area. 

Similar concerns and questions could be raised about the 
scientifi c peer review process. For example, will the empha-
sis on translating research outcomes skew research focus 
and funding in favour of applied over basic science? If this 
happens, will the resulting methodological divide among 
scientists impact the peer review of applied research? Will 

funding and hype envy lead to biased critiques of the stem 
cell research? It is possible that the scientifi c peer-review 
process could be obscured by disagreements over scientifi c 
methods and the propriety of the research.

2.  Conflict of Interest Policies

There is no federal or provincial legislation in Canada regu-
lating COI in the research context. However, several federal 
and provincial legislative provisions are informed by con-
cerns associated with COI. For example, various provinces 
have enacted legislation that provides a statutory frame-
work for the disclosure, investigation and management of 
COI involving members of the Legislative Assembly and 
Executive Council (see e.g. British Columbia, Ontario, and 
New Brunswick’s Members’ Confl ict of Interest Act).51 COI 
provisions have also been applied in the context of health 
information legislation. Alberta’s Health Information Act,52 
for example, allows the Lieutenant Governor-in-Council to 
reassign the review power of the Information and Privacy 
Commissioner to a judge of the Court of Queen’s Bench 
where the Commissioner has an apparent, potential or ac-
tual COI in a complaint under review.53 A COI exists where 
the Commissioner is a former employee or member of a 
custodian of health information.54 

COI concerns have also resulted in the exclusion of stem 
cell researchers from oversight and advisory boards. For 
example, the Assisted Human Reproduction Act55 precludes 
persons licensed to conduct hESC research, or potential li-
censees, from being on the Board of Directors of the Assist-
ed Human Reproduction Agency, the regulatory authority 
charged with implementing the Act.56 Researchers affi liated 
with SCN cannot be members of the Stem Cell Oversight 
Committee (SCOC), the national stem cell research ethics 
board.57 The Canadian rules appear to be unique in this re-
gard, as most other jurisdictions allow for relevant expertise 
on stem cell research oversight/advisory boards, subject to 
COI management strategies such as disclosure, divestment 
of fi nancial interests, and exclusion of experts from leader-
ship roles.58 

COI oversight is mainly handled at an institutional level, 
and varies among institutions. In practice, some institution-
al policies apply to a broad range of persons and interests. 
For example, the Tri-Council Policy Statement (TCPS),59 
which provides ethical guidelines for research funded by 
Canada’s three main funding councils, applies to a majority 



46 Health Law Review – 16:2 (2008)

of the researchers in Canada. Also, many university policies 
are either based on or adopt the provisions of the TCPS. In 
effect, uniform trends exist in the oversight of investigator 
COI by virtue of the TCPS. 

SCN’s COI policy adopts the TCPS and the NCE Confl ict of 
Interest Policy. There is also a Network-specifi c oversight 
method referred to as the “Points to Consider” approach.60 
This is essentially a case-by-case approach to dealing with 
COI, and not a set of predetermined rules. Therefore, to un-
derstand the COI rules that apply in the stem cell research 
context, one must look to the 
TCPS and NCE Confl ict of In-
terest Policy. 

 a. Tri-Council Policy

Article 4.1 of the TCPS contains 
the provisions dealing with COI 
involving researchers and insti-
tutional Research Ethics Boards 
(REB). The provision merely re-
quires the disclosure of “actual, 
perceived or potential” COI to 
the REB. REBs are also respon-
sible for developing oversight 
mechanisms. Specifi c guidance for developing such mecha-
nisms is provided in the explanatory notes accompanying 
the section. Matters covered in the guidance notes include 
approaches for identifying and managing COI, specifi c in-
stances of COI involving researchers and REB members, 
and the parent institution’s role in ensuring the indepen-
dence of its REB.

Other provisions dealing with COI can be found in vari-
ous sections of the TCPS. Article 2.4(e) requires research-
ers to disclose potential or actual COI, including confl icts 
involving their institutions or sponsors, during the process 
of obtaining informed consent from research subjects. The 
same section also requires disclosure of the possibility of 
commercialization of research discoveries. Article 8.7 simi-
larly requires the disclosure of potential for commercial 
use of genetic material and the data derived from its use. 
Article 7.3 authorizes REBs to examine the budget of clini-
cal trials to “assure that ethical duties concerning COI are 
respected.”

Within the SCN context, the TCPS applies only to COI on 
the part of Network-funded researchers, and is ineffectual 
for confl icts involving SCN offi cers and the Board, even 

where such confl icts are adverse to researchers’ interests or 
tend to jeopardize research integrity. Also, since oversight 
depends on each researcher’s institution and REB, there is a 
great deal of variance in the rules applicable to investigator 
COI. This creates an opportunity for diverging approaches 
to the management of COI, and could result in differing 
standards of regulation for researchers working on common 
projects within the SCN virtual network. However, creating 
an SCN-specifi c oversight process for researcher COI would 
have no effect on the application of the TCPS, as the latter 
policy applies to institutions receiving Tri-Council funds, 

including NCEs. Also, many 
universities require REB review 
based on policies emulating the 
TCPS for all protocols their re-
searchers are involved in. 

b. NCE COI Policy

The NCE COI Policy Frame-
work is contained in Appendix 
A of the NCE Program Guide.61 
Unlike the TCPS, NCE COI 
Policy applies to all individuals/
institutions participating in the 
networks, including the mem-

bers of the Board of Directors, universities, researchers and 
network-employees. The responsibility for oversight and 
implementation of the policy is vested in each network’s 
Board of Directors. Paragraph 1.0 of the Policy defi nes COI 
as “a situation where, to the detriment or potential detriment 
of the network, an individual is, or may be, in a position to 
use research knowledge, authority or infl uence for personal 
or family gain (fi nancial or other) or to benefi t others.”62 
Persons wishing to invoke the application of the Policy 
would therefore have to establish the minimum threshold 
of potential detriment to the Network. This may prove to 
be a diffi cult or restrictive standard, particularly where the 
detriment is to the researcher or funded research.63 Also, the 
defi nition appears to exclude COI that are not detrimental 
to the Network or its affi liates, for example, where Network 
offi cials use their infl uence to control the research process 
in the implementation of a Network’s commercialization 
goals. 

Similar to the TCPS, the NCE Policy requires the disclo-
sure of fi nancial interests and positions of infl uence that 
result in COI. In the event of failure to disclose, the Board 
can require the defaulter to account for the benefi t arising 
from the confl icting interest, to withdraw from the action 

There is a great deal of variance
in the rules applicable to

investigator COI. This creates an 
opportunity for diverging approaches 

to the management of COI, and 
could result in differing standards of 
regulation for researchers working 

on common projects within the SCN 
virtual network.
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Failure to disclose interests that 
compete with the altruistic pursuit 

of knowledge could be viewed as a 
material breach of informed consent 
− especially where such failure is 
linked to activities that adversely 

impact on patient welfare or rights.

or network or take any other appropriate action. Network 
members with apparent or actual COI are excluded from 
participating in network decisions.64 

c. CIHR Human Pluripotent Stem Cell 
Research Guidelines (CIHR Guidelines)

The CIHR Guidelines65 apply to research on human plu-
ripotent stem cells funded by the Tri-Council or conducted 
under the auspices of institutions receiving any Tri-Council 
funding. Although not expressly 
mentioned in SCN policy docu-
ments, the COI provisions in 
the CIHR Guidelines apply to 
the SCN and its members by 
virtue of NCE status. The said 
provisions are directed towards 
the oversight of fi nancial insti-
tutional COI. Researchers and 
their institutions are mandated 
to disclose all commercial inter-
ests in the outcome of stem cell 
research, including income from 
and equity owned in companies 
supporting their research. Such 
disclosure must be made to the 
SCOC, local REB and prospective research participants. 

The SCOC and REB are empowered to review project bud-
gets for potential or actual COI. The guidelines also direct 
the ethics boards to conduct periodic reviews of contracts 
between researchers, institutions and industry sponsors, to 
ensure that the researcher’s right to publish freely is pre-
served. Where disclosure is considered inadequate, the 
SCOC and/or REB could require researchers and/or their 
institutions “to remedy any possible distortion of proper 
procedures attributable to such confl icts.”66 No specifi c re-
medial measures are mentioned in the guidelines, thus al-
lowing the oversight bodies the fl exibility to craft remedies 
appropriate to individual cases. 

d. Case Law

Outside the realm of legislation and policy, case law prin-
ciples are likely to play a signifi cant role in addressing COI 
issues, particularly in the area of tort and fi duciary law. For 
example, Canadian tort law precedents consider the failure 
to disclose material risks to patients or medical research 
subjects a breach of the legal duty of informed consent.67 

In Reibl,68 the Supreme Court concluded that material risks 
were best viewed from a patient’s perspective and must in-
clude all information that a reasonable person in a patient’s 
position would want to know. Applying the Reibl material-
ity standard, various courts have interpreted material risks 
widely to include not just matters causing the ultimate 
damage, but also matters which might infl uence the judg-
ment upon which consent is based.69 It is clear therefore 
that failure to disclose interests that compete with the al-
truistic pursuit of knowledge could be viewed as a material 
breach of informed consent − especially where such failure 

is linked to activities that ad-
versely impact on patient wel-
fare or rights. American case 
law is precise on the legal duty 
to disclose COI. As noted by 
the California Court of Appeal 
in Moore v. The Regents of the 
University of California,70 

The possibility that an 
interest extraneous to the 
patient’s health has affect-
ed the physician’s judg-
ment is something that a 
reasonable patient would 
want to know in decid-

ing whether to consent to a proposed course of 
treatment. It is material to the patient’s decision 
and, thus, a prerequisite to informed consent.71

Persons involved in stem cell research who fail to disclose 
COI to their human research subjects may also be liable for 
a breach of fi duciary duty. According to Litman, the “grava-
men of breach of fi duciary obligation is disloyalty”72 by “per-
sons whose loyalty is essential to the effi cacy and integrity 
of important but diverse relational institutions.”73 While the 
existence of fi duciary obligations owed by clinicians to their 
patients is settled law,74 the nature of a researcher’s fi duciary 
duty to research participants is less clear. However, Clamon 
argues that such a duty exists “from the privilege study par-
ticipants bestow upon investigators and institutions to con-
duct human subjects research.”75 He also notes that fi duciary 
obligations are founded upon a duty of good faith, trust, con-
fi dence and candor − all of which are duties owed by biomed-
ical researchers and institutions to their patients, benefactors, 
other researchers, the government and the public.76 

With respect to clinicians, it is important to note that their 
fi duciary obligations extend to the disclosure of “material 
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personal interest, such as a research interest or an econom-
ic interest related to the patient’s course of treatment.”77 
Therefore, IVF clinicians involved in obtaining consent for 
embryo donation to research, or who merely advise patients 
of the donation option, may be liable under fi duciary law 
for failure to disclose any connection to a stem cell research 
protocol. Clinician-researchers who enter into contracts 
that require non-disclosure of research results without the 
research sponsor’s permission could also be in breach of 
fi duciary obligations.78

Commentators have expressed the view that fi duciary law 
strictly prohibits COI.79 Litman contends that avoiding 
COI is the threshold duty of the fi duciary obligation. In his 
words:

First, and perhaps foremost, amongst the pro-
scriptive duties of fi duciaries is the obligation 
to avoid confl icts of interest. Classically, this 
means that fi duciaries must avoid situations in 
which their personal interests, most often, but 
not always economic interests, might interfere 
with the duty of loyalty.80 

It is important to stress that the emphasis here is on “avoid-
ance” and not disclosure. It would appear that the mere 
appearance of COI could provide the basis for an action 
for breach of fi duciary duty. Indeed, the Ontario Court of 
Appeal decision in Cox v. College of Optometrists of On-
tario81 is authority for the proposition that unlawful COI 
exist where there is reasonable apprehension or appearance 
of COI without a potential or actual confl ict. Litman urges, 
“it would be a mistake to assume...that disclosure by a fi -
duciary of a confl ict of interest ipso facto cures or reverses 
the confl ict and thereby frees the fi duciary to pursue self-
interest with impunity.”82 While full and frank disclosure 
is essential, fi duciaries are under a strict duty to hold the 
interests of those to whom they owe fi duciary obligations 
above their personal interests, and to resolve confl icts in fa-
vour of this duty. In order to avoid lawsuits for breach of the 
fi duciary relationship, stem cell investigators who own or 
are involved in commercialization ventures may therefore 
have to do more than ensure full and frank disclosure of 
competing interests. 

International Policies
Until recently, the development of stem cell research 
guidelines and policies in many countries has been over-
shadowed by debates associated with the moral status of 
the embryo.83 With the enactment of stem cell legislation 
restricting or allowing the research, regulatory focus has 

shifted to the regulation of research ethics issues relevant 
to stem cell research. However, many countries do not have 
COI guidelines applicable specifi cally to the stem cell re-
search context. Also, COI regulation in many countries is 
largely unarticulated at a national level. Instead, COI over-
sight depends on individual institutions and a great deal of 
institutional variance exists (see Fig. 1). 

Where national policies exist, such policies are usually re-
fl ective of policy responses to the following three factors: 
(1) high profi le COI cases adversely impacting patient 
welfare and/or academic freedom; (2) a permissive regula-
tory environment for academy-industry relationships; and 
(3) the desire for increased accountability of institutional 
decision makers. However, most national policies apply 
only to research funded by public funding institutions, and 
as such, are limited in effect.84 In the US for example, the 
privatization of the academic research enterprise facili-
tated by the notorious Bayh-Dole Act of 198085 has been 
curtailed by COI guidelines issued by The Offi ce of Public 
Health and Science, Department of Health and Human Ser-
vices (DHHS), the National Science Foundation, and the 
US Food and Drug Administration. Also, the fallout from 
highly publicized COI cases resulting in harm to clinical re-
search subjects, including the paradigmatic Jesse Gelsinger 
incident,86 led to calls for the enactment of strict COI poli-
cies for biomedical researchers and institutions.87 

Outside the national context, a survey of policies on disclo-
sure of COI in US medical schools and other research insti-
tutions, journal publishers and federal agencies reports that 
institutional policies are relaxed, lack clarity and vary great-
ly across institutions.88 The study also found that oversight 
was mainly intra-institutional, and external accountability 
was lacking.89 Since the publication of the latter study, some 
journal publishers have taken steps to address the lack of 
institutional COI policies.90 

Institutional COI have recently come under scrutiny in the 
US. Alan Bernstein rightly notes that the increased focus 
is the result of “increased public demand for accountabil-
ity and transparency” following Enron and other corporate 
scandals.91 In order to ensure that commercial or individual 
interests of public health offi cials do not infl uence public 
health research funding decisions, the DHHS overhauled 
its confl ict of interest guidelines in 2005. The new regula-
tions, which apply to employees of the National Institutes 
of Health (NIH), contain stringent provisions prohibiting 
certain property interests and supplementary activities.92 
The provisions place a monetary ceiling on fi nancial inter-
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Figure 1: COI Policies in Other Jurisdictions

Details of Policy Key Oversight 
Mechanism(s) Features

Country: UK
Agency: Medical Research Council (MRC)
Funding Mandate? Yes
Source of Policy: 
a. Code of Practice for Members of Council and 
  MRC Boards 
b. MRC Policy on Declarations of Interest 2006
Applies to: All who advise and make judgments on 
MRC business including members of MRC’s Council 
and Research Boards, and their families

Disclosure • Major academic collaborations to be disclosed

• Scientifi c reviewers required to disclose 
  perceived, potential and actual confl icts

• Declared interests registered and published 
  on MRC website

Source of Policy: MRC Good Research Practice 
Guidelines
Applies to: MRC-funded scientists

General advisory 
– no specifi c 
guidelines

Country: UK
Agency: Biotechnology and Biological Sciences 
Research Council
Funding Mandate? Yes
Source of Policy: Code of Practice for Council 
Members 2005
Applies to: Members of Council and their “related 
parties” e.g. family members, partners etc.

Disclosure • No policy applicable to researchers

• Disclosure of pecuniary and non-pecuniary
  interests required

• Declaration forms compiled in publicly
  available registers

Country: US
Agency: California Institute of Regenerative Medicine
Funding Mandate? Yes
Source of Policy:
a. Confl ict of Interest Code
b. Independent Citizens’ Oversight Committee 
  (ICOC) Bylaws
c. Confl ict of Interest Policy for:
• CIRM Employees
• Standard Working Group Members
• Facilities Working Group Members
• Granting Working Group Members
Applies to: ICOC Members, CIRM Employees and 
Working Group members

Avoidance, 
Divestiture, and 
Disclosure

• Proactive policy e.g. ICOC members precluded
  from applying for grants or acting as Principal
  Investigators; CIRM employees precluded
  from owning investments greater than 
  $10,000 in organizations applying for grants 
  and organizations with more than 5% of 
  research budget devoted to stem cell therapy

• “COI” extends to family members and anyone 
  with a common fi nancial interest

• A public register of ICOC members’ interests
  exists (http://www.genetics-and-society.org/
  policies/california/confl icts.html)

Country: US
Agency: National Academies
Funding Mandate? No
Source of Policy: Policy on Committee Composition 
and Balance and Confl icts of Interest 2003
Applies to: National Academies’ Committee Members

Disclosure, 
Avoidance

• Potential committee members to fi ll out a
  disclosure form

• Employees of agencies sponsoring study or 
  activity cannot (subject to listed exceptions) be
  members of committees engaged in that activity
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ests owned by NIH employees and their families in “sub-
stantially affected organizations” i.e., biotechnology or 
pharmaceutical companies “involved directly or through 
subsidiaries in the research, development, or manufacture 
of biotechnological…devices…or products.”93 Employees 
are also prohibited from engaging in outside activities in 
the latter-named companies, with research institutions sup-
ported by the NIH, with health care providers and insurers, 
or from providing consultative services for the preparation 
of documents to be submitted to the DHHS. 

The DHHS regulations are perhaps the most extensive 
policy guidelines regulating institutional COI in the inter-
national context today. However, some commentators have 
pointed out that the regulations are excessive and may in-
hibit useful partnerships between the academic community 
and industry.94 In any event, it is imperative to monitor the 
effi cacy of the regulations in addressing institutional COI, 
to see whether it could be a useful template in developing 
similar guidelines in other jurisdictions.

Lastly, international ethical guidelines for biomedical re-
search and health care delivery also contain standards for 
disclosure and management of COI, usually as a compo-

nent of the informed consent requirements. For example, 
the Declaration of Helsinki, which contains ethical guide-
lines for the conduct of medical research involving human 
subjects, requires researchers to inform potential research 
participants of the “aims, methods, sources of funding, any 
possible confl icts of interest, institutional affi liations of the 
researcher, the anticipated benefi ts and potential risks of the 
study and the discomfort it may entail.”95 The Declaration 
also requires authors and publishers to disclose sources of 
funding, institutional affi liations and any possible COI in 
publications resulting from research on human subjects.96  
Publishers must refuse publication where reports of experi-
mentation do not comply with the principles contained in 
the Declaration.97 The Council for International Organiza-
tions of Medical Sciences (CIOMS), a joint World Health 
Organization and UNESCO initiative, recommends includ-
ing information about COI and management mechanisms 
in research protocols submitted for ethics review.98 Similar 
provisions can be found in other international documents 
such as the International Society for Stem Cell Research 
Guidelines for the Conduct of Human Embryonic Stem 
Cell Research,99 and the Organisation for Economic Co-op-
eration and Development Guidelines for the Licensing of 
Genetic Inventions.100 A detailed list of other international 

Details of Policy Key Oversight 
Mechanism(s) Features

Country: Australia
Agency: National Health and Medical Research Council
Funding Mandate? Yes
Source of Policy: 
a. National Statement on Ethical Conduct in Research 
  Involving Humans 1999
b. Human Research Ethics Handbook 2001
Applies to: Institutional Human Ethics Research 
Committees (HREC) (Australian REBs), Researchers 

Disclosure, 
Avoidance

• Research proposals must be approved by 
  the HREC

• Budget of clinical trials must be examined by 
  HREC and relevant aspects of the budget to be
  disclosed to research participants
 

Country: Australia
Agency: Australian Stem Cell Centre
Funding Mandate? Yes
Source of Policy: 
a. Principles and Policies of Good Corporate 
Governance 
b. Annual Report 2005
Applies to: Directors, offi cers, employees, and 
scientists

 Disclosure • Employees and investigators complete a
  disclosure form
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documents containing COI provisions is available on the ex-
cellent HumGen International database, an online resource 
on ethical, legal and social issues in human genetics.101  

Conclusion

Despite the growing concern over COI in biomedical re-
search, the Canadian stem cell research environment ap-
pears to be developing within a mixed public and private 
context that may prove fertile for potential, perceived or 
actual COI. While these developments are refl ective of the 
government-approved trend towards research commercial-
ization, confl ict of interest policies need to be strengthened 
to avoid or mitigate situations that may adversely affect pa-
tient welfare, research integrity and public trust in the sci-
ence. The review of current policies in this paper reveals 
the following oversight trends in relation to the stem cell 
research context: 

COI oversight policies are mainly intra-institutional 
and vary among institutions. The patchwork of poli-
cies may result in lack of clarity on the rules appli-
cable in COI situations.
Existing COI policies are mostly focused on the man-
agement of fi nancial COI without much consideration 
for other potential COI drivers.
Oversight is dependent on the funding context – the 
rules apply only to researchers and institutions receiv-
ing NCE or federal Tri-Council funds.
Disclosure is the more prevalent approach to COI 
oversight. In most instances, the policies do not pro-
vide any guidance on penalties for non- or insuffi cient 
disclosure of interests. REBs are therefore allowed 
the latitude to craft remedial measures. 

The following recommendations may be considered in ad-
dressing the above trends or resolving some of the gaps in 
policy identifi ed in this paper:

A uniform pan-Canadian approach to regulation may 
be necessary to clearly delineate the rules applicable 
to different types of COI. Such rules should address 
the various COI drivers and strive to provide a com-
prehensive, proactive, educational tool for all stake-
holders.
The oversight role of the SCOC in providing external 
accountability needs to be strengthened. The SCOC’s 
role could be extended to monitoring the management 
of SCN’s commercialization portfolio.

•

•

•

•

•

•

More research is required on the effi cacy of manag-
ing COI through the funding process, and on whether 
it might be better to adopt a regulatory approach ap-
plicable irrespective of funding, particularly in the 
context of managing institutional COI.
Institutional COI policies may need to be strength-
ened. This may require mirroring the US DHHS ap-
proach and the prohibition of fi nancial interests, rath-
er than mere disclosure and divestment.
The defi nition of COI in NCE policy should be re-
vised to include detriment to funded research. 
Clear rules should be established allowing REBs to 
see all fi nancial agreements so they can assess the de-
gree of confl ict.

In conclusion, it is important to observe that these reform 
measures have been framed as issues for consideration. 
This is necessary given the purpose of this paper, which is 
to provide relevant background for discussions at the stem 
cell research ethics workshop. Whether these measures are 
met with agreement or not is immaterial to this purpose. 
More importantly, the discussions should situate the debate 
on COI within the stem cell research context on the driv-
ers identifi ed in this paper, and whatever reform measures 
are agreed upon, if at all, must clearly respond to the need 
to protect patient welfare, preserve research integrity and 
promote public trust in stem cell research. 
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