Of Research Participants and Population Biobanks:
Reciprocity as a Conceptual Basis to Relational Autonomy

Ma’n Hilmi Mohammad Zawati
Faculty of Law
McGill University, Montreal
July 2018

A thesis submitted to McGill University in partial fulfillment of the
requirements of the degree of Doctorate in Civil Law

© Ma’n Hilmi Mohammad Zawati, 2018



TABLE OF CONTENTS

ABSTRACT 6
RESUME 7
ACKNOWLEDGMENTS 8
PREFACE 9
GENERAL INTRODUCTION 10
CHAPTER 1: FROM PATERNALISM TO THE INDIVIDUALISTIC 23
CONCEPTION OF AUTONOMY: A BRIEF OVERVIEW OF THE EVOLUTION
OF THE MEDICAL DUTY TO INFORM IN THE 20™ CENTURY
I.  Introduction 24
II. From Paternalism to the Principle of Respect for Autonomy 24
III. Medical Duty to Inform: Characteristics in the Clinical and the Non- 31
Therapeutic Research Settings
IV. Origins of the Conception of Autonomy in Halushka and Weiss 36
V. Conclusion 39
CHAPTER 2: CHARACTERISTICS OF POPULATION BIOBANKS 41
I.  Introduction 4?2
II. Presentation of Population Biobanks 43
ITII. Project of the Public, by the Public, for the Public 49
IV. Established to Supply Data and Samples for Future Research Projects 51
V. Linked with Administrative Health Data 63
VI. Organized and Searchable Collection 70

VII. Conclusion

75




CHAPTER 3: THE DUTY TO INFORM OF RESEARCHERS IN POPULATION 78
BIOBANKS
I. Introduction 79
II. Methodology 80
II1. International Documents 81
IV. Regional Documents 84
V. National Documents 86
VI. Limitations to the Duty to Inform in the Context of Population Biobanks 89
VII. Conclusion 96
CHAPTER 4: LIMITATIONS OF THE INDIVIDUALISTIC CONCEPTION OF 98
AUTONOMY IN POPULATION BIOBANKING
I. Limitations of the Individualistic Conception of Autonomy: An Introduction 99
II. The Concept of Benefit: Moving Beyond Individual Participants 102
A. The Evolution of the Concept of Benefit 103
B. How are Participants Informed about Benefits during Consent? 110
C. Realizing Benefits: Maximizing Collaboration with the Research 114
Community
1. International Documents 116
2. Regional Documents 119
3. Canadian Documents 121
4. Conclusion 122
D. Maintaining the Dynamic 124
I11. Proposed Solutions and their Limitations for Population Biobanks 129
A. Deliberative Model 130
B. Principled Autonomy 133
C. The “Moral Duty” to Participate in Research 136




D. Relational Autonomy 140
IV. Conclusion 144
CHAPTER 5: THE CONCEPT OF RECIPROCITY: ORIGINS AND KEY 147
ELEMENTS
I. Introduction 148
II. Key Elements of the Concept of Reciprocity: Donors and Recipients 152
III. Two Conceptions: Reciprocity for Mutual Benefit and Reciprocity for 154
Mutual Respect
A. Reciprocity for Mutual Benefit 155
1. Fittingness 157
2. Proportionality 159
B. Reciprocity for Mutual Respect 160
1. Fittingness 162
2. Sufficiency 163
IV. Nature of the Reciprocal Exchanges 165
V. Scope of Reciprocal Exchanges 167
VI. Flow of Reciprocal Exchanges 168
VIIL. Value of Reciprocal Exchanges 170
VIII. Conclusion 172
CHAPTER 6: TOWARD A RECIPROCITY-BASED RELATIONAL 174
AUTONOMY FOR POPULATION BIOBANKS: ADVANTAGES AND
LIMITATIONS
I. Introduction 176
II. The Concept of Reciprocity as Portrayed in Biobank Literature 179
I11. Reciprocity-Based Relational Autonomy for Population Biobanks Or The 187
Importance of Considering All Stakeholders
A. The Population Biobank—Public Relationship 189




1. When the Public is a Donor

190

2. When the Public is a Recipient 198
B. The Population Biobank—Research Community Relationship 201
C. The Population Biobank — Participant Relationship 208
1. Manifest Returns 209
2.  Abstruse Returns 221
IV. Reciprocity-Based Relational Autonomy in Population Biobanks: How Does 227
it Affect the Disclosure of Information to Participants?
V. Respecting a Reciprocity-Based Relational Autonomy in the Disclosure of 232
Information to Participants: Advantages and Limitations
A. Respecting a Reciprocity-Based Relational Autonomy in the Disclosure 234
of Information to Participants: Advantages
1. Reconciling Altruism and Self-Interest Considerations 235
2. From Full Disclosure to Meaningful Disclosure 237
B. Limitations of Respecting a Reciprocity-Based Relational Autonomy in 241
the Disclosure of Information to Participants
1. Is Reciprocity-Based Relational Autonomy a Conceptual Easy Way 242
Out and How Does it Differ from the Concept of Solidarity?
2. Does a Reciprocity-Based Relational Autonomy Favour Population 250
Biobank Researchers Over Participants?

3. Would a New Standard for Disclosure of Information to Participants 253
Grounded in Reciprocity-based Relational Autonomy Have a
Legislative Foothold?

4. Can the New Standard of Disclosure of Information Be Applicable to 255
Projects Other Than Population Biobanks?

VI. Conclusion 257
GENERAL CONCLUSION 260
BIBLIOGRAPHY 268




ABSTRACT

The principle of autonomy has been the cornerstone of the physician’s duty to inform since
paternalistic medical practices receded in the second half of the 20" century. One prevalent
conception of autonomy claims that the extent of the duty to inform (and, by extension, the duty
to disclose) is inversely proportional to an intervention’s expected therapeutic benefit. Indeed,
Canadian Courts have found that research participants are not in a therapeutic relationship. As a
consequence, they do not stand to benefit as patients in a clinical setting would. This distinction,
according to judicial interpretation, demands a more exacting standard of information disclosure,
one in which researchers are required to provide participants a full and frank disclosure of all facts,
opinions and probabilities, no matter how remote, as well as any other material information about
the research.

As research becomes increasingly longitudinal (analyzed and accessed over time), international
(crossing boundaries and legal jurisdictions), and less directly focused on individuals, the
feasibility of applying this standard is being called into question. Additionally, research has come
to rely less on direct interventions and ever more on bioinformatics technologies that generate
massive amounts of data. This is especially true in the case of population biobanks, which aim to
study data and samples collected over an extended period and on the scale of entire populations.

This thesis will demonstrate that the dominant jurisprudential interpretation of the standard of
disclosure applicable in the research context has a conception of individualistic autonomy at its
core. It will then outline the multiple limitations individualistic autonomy faces in the context of
population biobanks. This is so for two reasons: first, it fails to recognize the complexities of
benefit considerations in the research setting. Second, given its unidirectional aims (any interaction
centres around the participant), individualistic autonomy fails to acknowledge the multilateral
relationships necessarily implicated in population biobanking research, including those that
implicate the broader research community and the general public.

In carrying out this analysis, this thesis will pay special attention to alternative approaches and
focus specifically on relational autonomy. It will demonstrate that for relational autonomy to be
applied in the population biobanking context, it will need to be situated in a conceptual framework
that practically describes, acknowledges and sustains the multilateral relationships found in this
species of research, without also compromising the rights of participants. Using theoretical
discussions, this thesis will argue that, despite certain limitations, the concept of reciprocity as a
basis for relational autonomy will succeed to do just that. It will, moreover, form the basis of a
reconceived duty to inform for researchers and a new standard of disclosure that is more
meaningful to research participants.



RESUME

A partir de la deuxiéme moitié¢ du 20¢ siécle, avec le recul des pratiques médicales paternalistes, le
principe de I’autonomie s’est imposé comme la pierre angulaire du devoir d’information du
médecin. Une conception courante de I’autonomie pose que 1’étendue du devoir d’information (et,
par extension, de 1’obligation de divulgation) est inversement proportionnelle au bénéfice
thérapeutique potentiel d’une intervention. En effet, les tribunaux canadiens ont établi que les
participants a un projet de recherche ne se trouvent pas en situation de relation thérapeutique. En
conséquence, de tels participants ne bénéficieront pas de leur participation a la recherche de la
méme manicre que des patients pourraient bénéficier d’une intervention dans un contexte clinique.
Cette distinction, selon I’interprétation qu’en ont fait les tribunaux, impose un devoir plus exigeant
d’information aux chercheurs, qui sont tenus de divulguer aux participants 1’ensemble des faits,
opinions et probabilités, sans exception et aussi lointains soient-ils, ainsi que de leur fournir toute
autre information importante liée a la recherche.

Alors que la recherche devient de plus en plus longitudinale (analysée et consultée au fil du temps),
internationale (traversant les frontiéres et les juridictions), et moins centrée sur les individus, la
faisabilité de I’application de cette norme exigeante est remise en question. De plus, la recherche
se base désormais de moins en moins sur des interventions directes, et se base plutdt sur des
technologies bio-informatiques qui générent de grandes quantités d’information. Cela est
particulierement vrai dans le cas des biobanques populationnelles, qui visent a étudier des données
et des échantillons récoltés sur de longues périodes de temps et a 1’échelle de populations entiéres.

Cette thése démontrera que le courant dominant concernant 1’interprétation jurisprudentielle du
standard de divulgation applicable a la recherche est fondé sur une conception individualiste de
I’autonomie. Les multiples limites de cette conception de I’autonomie dans le contexte des
biobanques populationnelles seront ensuite présentées. Ces limites existent pour deux raisons :
premicrement, la conception individualiste de 1’autonomie ne reconnait pas la complexité des
considérations relatives au bénéfice potentiel de la recherche. Deuxiémement, de par son but
unidirectionnel (toute interaction est centrée sur le participant), I’autonomie individualiste ne
permet pas de reconnaitre les relations multilatérales nécessairement impliquées dans la recherche
effectuée a 1’aide de biobanques populationnelles, incluant les relations qui impliquent la
communauté scientifique et le grand public.

En réalisant cette analyse, cette thése portera une attention particuliére aux approches alternatives
et se concentrera sur I’autonomie relationnelle. Cette thése démontrera également qu’afin que
I’autonomie relationnelle puisse étre appliquée dans le contexte des biobanques populationnelles,
elle devra se situer dans un cadre conceptuel qui décrit, reconnait et soutient les relations
multilatérales que 1’on retrouve dans ce type de recherche, sans pour autant compromettre les droits
des participants. En faisant appel a des discussions théoriques, cette thése argumentera que, malgré
certaines limitations, le concept de réciprocité en tant que base pour I’autonomie relationnelle
parviendra a faire exactement cela. Ce concept formera également la base d’un devoir
d’information reconcu et d’un nouveau standard de divulgation plus significatif pour les
participants a la recherche.
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PREFACE

Criticism of the individualistic conception of autonomy is not new. Over a number of years, a great
deal of ink has been spilled grappling with its conceptual limitations as well as with solutions
aimed at palliating them in the clinical setting. However, much less has been written on the
shortcomings of individualistic autonomy in the research field (and even less in the context of
population biobanks), where the standard of disclosure of researchers is, according to Canadian
courts, more exacting than the one imposed on clinicians. Similarly, reciprocity is not, in itself, a
novel concept, and has been presented in several economics, sociological and medical analyses.
Against this backdrop, this Thesis’ original and entirely novel scholarship lies in its use of
reciprocity as both a framework to abate limitations of individualistic autonomy in the research
setting as well as a conceptual basis for accurately describing, acknowledging and sustaining the
multiple relations at the core of a more relational conception of autonomy in the context of
population biobanking. Moreover, by asserting that reciprocity is an appropriate grounding for
relational autonomy, this Thesis also demonstrates that reciprocity is a more plausible conceptual
basis from which to ground the standard of disclosure in population biobanks. By arguing these

points, this Thesis undertakes to produce an innovative contribution to knowledge.
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GENERAL INTRODUCTION

The principle of autonomy has been the cornerstone of the physician’s duty to inform since
paternalistic medical practices receded in the second half of the 20" century!. Prior to this,
physicians would often withhold relevant information from patients in an ostensible effort to
protect them from harm?. Later in the century, health care professions began considering whether
withholding information could result in greater harm, on balance, than disclosure?. This
consideration features centrally in the principle of autonomy. In the medical field, autonomy may
be characterized as the right of a patient to make an informed decision without the unjustified
interference of others*. On one prominent interpretation, respect for autonomy in this context
entails giving

weight to autonomous persons’ considered opinions and choices while
refraining from obstructing their actions unless they are clearly detrimental to

others. To show lack of respect for an autonomous agent is to repudiate that
person’s considered judgments, to deny an individual the freedom to act on

' Roger B Dworkin, “Getting What we Should From the Doctors: Rethinking Patient Autonomy and the Doctor-
Patient Relationship” (2003) 13 Health Matrix 235 at 235 [R Dworkin]. See Gerald Dworkin, “Paternalism” in
Stanford  Encyclopedia  of  Philosophy, Winter 2017 ed by Edward N Zalta, online:
<plato.stanford.edu/entries/paternalism/> [G Dworkin] (for a detailed account of the concept of paternalism); LB
McCullough & Stephen Wear, “Respect for Autonomy and Medical Paternalism Reconsidered” (1985) 6:3 Theoretical
Medicine 295; Douglas N Husak, “Paternalism and Autonomy” (1981) 10:1 Philosophy & Public Affairs 27; Ranaan
Gillon, “Paternalism and Medical Ethics” (1985) 290 Brit Med J 1971; GB Weiss, “Paternalism Modernized” (1985)
11 J Medical Ethics 184 at 184—185 [Weiss, “Paternalism Modernized”] (the author notes that in in less than two
decades, studies with physicians have shown a shift from a trend of withholding cancer diagnostics—90% of
physicians in 1961—to a general preference to disclose them—97% in 1979); James F Childress, Who Should Decide?
Paternalism in Health Care (New York: Oxford University Press, 1982).

2 G Dworkin, supra note 1 at s 1. See also Code of Ethics of Physicians, RRQ 1981, ¢ M-9, r 4 (Even in 1981, the
Quebec Code of Ethics of Physicians still permitted the medical therapeutic privilege: “[e]xcept for [a] valid reason
the physician shall not conceal a fatal or grave prognosis from a patient who requests that it be revealed to him.”).

3 Allen Buchanan, “Medical Paternalism” (1978) 7:4 Philosophy & Public Affairs 370 at 377-378.
4Ma’n H Zawati, “Liability and the Legal Duty to Inform in Research” in Yann Joly & Bartha Maria Knoppers, eds,

Routledge Handbook of Medical Law and Ethics (London: Routledge, 2014) 199 at 210; Graeme Laurie, Genetic
Privacy: A Challenge to Medico-Legal Norms (Cambridge: Cambridge University Press, 2002) at 186—187.
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those considered judgments, or to withhold information necessary to make a
considered judgment, when there are no compelling reasons to do so°.

In particular, the disclosure of information has become a critical element of the principle of
autonomy. One prevalent conception in the medical field claims that the extent of the duty to
inform (and, by extension, the duty to disclose) is inversely proportional to an intervention’s
expected therapeutic benefit. For example, the duty to disclose is typically heightened in cosmetic
surgery, organ donation, and research, where individuals are not expected to benefit
therapeutically®. More precisely, Canadian courts have maintained that research participants are
entitled to a “full and frank disclosure””’ during the consent process and that the duties of
researchers in this respect are more demanding than the duties physicians owe their patients in a
clinical setting®. Since research is generally seen as “an undertaking intended to extend knowledge

”9 Courts have reasoned that research

through a disciplined inquiry and/or systematic investigation
participants are not in a therapeutic relationship and, as a consequence, do not stand to benefit in
the way that patients in a clinical setting would benefit. This distinction, according to judicial

interpretation, necessitates a more exacting duty to inform, one in which researchers are required

5 United States of America, The National Commission for the Protection of Human Subjects of Biomedical and
Behavioral Research, The Belmont Report: Ethical Principles and Guidelines for the Protection of Human Subjects
of Research (Washington, DC: US Government Printing Office, 1978), s 1 “Respect for Persons” [Belmont Report].

6 Suzanne Philips-Nootens, Robert P Kouri & Pauline Lesage-Jarjoura, Eléments de responsabilité civile médicale,
4th ed (Cowansville, Que: Editions Yvon Blais, 2016) at para 257 [Philips-Nootens, Kouri & Lesage-Jarjoura]. See
also Gerald B Robertson & Ellen I Picard, Legal Liability of Doctors and Hospitals in Canada, 5th ed (Toronto:
Thomson Reuters, 2017) at 219-222.

7 Halushka v University of Saskatchewan, (1965), 53 DLR (2d) 436 at 443-444, 52 WWR (ns) 608 (Sask CA)
[Halushka].

8 Weiss ¢ Solomon, [1989] RJQ 731 at 743, 48 CCLT 280 (QCSC) [Weiss].

9 Canada, Canadian Institutes of Health Research, Natural Sciences and Engineering Research Council of Canada &
Social Sciences and Humanities Research Council of Canada, Tri-Council Policy Statement: Ethical Conduct for
Research Involving Humans (Ottawa: Secretariat Responsible for the Conduct of Research, 2014) at Glossary:
“research” [TCPS 2].
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to provide participants a full and frank disclosure “of all risks, no matter how remote, as well as

all other material information about the research™? during the consent process.

As research becomes increasingly longitudinal (analyzed and accessed over time),
international (crossing boundaries and legal jurisdictions)!', and less directly focused on
individuals, the feasibility of applying this standard is being challenged. In addition, research has
come to rely less on direct interventions and ever more on cutting-edge bioinformatics
technologies capable of generating, curating and interpreting massive amounts of data'?. This is
especially true in the case of population biobanks, which aim to study data and samples collected
on the scale of entire populations over an extended period'®. Because the law contends that such
projects do not have therapeutic aims, they attract a more exacting standard of disclosure during
consent. But owing to the nature of population biobanks, there are limitations on the kind of
information that may practically be disclosed to research participants. For example, the only
information that can be provided to participants on the nature of population biobank research is

that the goal is the establishment of the biobank as a resource for future research in health and

19 Robertson & Picard, supra note 6 at 221 citing Haluskha, supra note 7; Weiss, supra note 8.

! Bartha Maria Knoppers & Ma’n H Zawati, “Population Biobanks and Access” in S Rodota and P Zatti, eds, 1/
Governo del Corpo: Trattato di Biodiritto (Milan: Giuffré Editore, 2011) 1181 at 1181 [Knoppers & Zawati]; Keith
Taylor, “Paternalism, Participation and Partnership—The Evolution of Patient Centeredness in the Consultation”
(2009) 74 Patient Education & Counseling 150 at 150.

12 See e.g. TH Pers, JM Karjalainen & Y Chan et al, “Biological interpretation of genome-wide association studies
using predicted gene functions” (2015) 19 Nature Communications 5890.

13 See Muin J Khoury, “The Case for a Global Human Genome Epidemiology Initiative” (2004) 36 Nature Genetics
1027 at 1027.
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genomics with ethics approval for subsequent specific projects'4. Providing a full disclosure to
participants enrolled in population biobanks could be difficult given that their data and samples

will be used for future yet unspecified research projects.

Over the last decade, much has been written on the kind of consent required in population
biobank projects. A number of authors have considered whether broad consent—a model in which
participants are informed that their data and samples will be used for future, as-yet unspecified
research!>—satisfies the legal and ethical requirements of informed consent!®. This approach, in
opposition to more specific consent, is adopted when the possible uses of data and samples are not
identified at the beginning of the relevant project. Broad consent is generally paired with ongoing
communication between biobank researchers and participants, in addition to internal (e.g. in-house
access committees) and external (e.g. research ethics boards) oversight mechanisms aimed at
protecting the rights of participants. While these discussions on the nature of the consent applicable
in biobanking are important, the majority of authors focus on operational concerns, examining the
governance and practicability of specific and broad consent approaches in the population biobank
context, rather than considering the theoretical underpinnings that support the kinds of consent

under consideration!’. Perhaps this is why—despite a large number of articles having been written

14 See e.g. CARTaGENE, “Second Wave Information Brochure for Participants” (2014) online: CARTaGENE
<https://cartagene.qc.ca/sites/default/files/documents/consent/cag_2e vague brochure en v3 7apr2014.pdf>
[CARTaGENE, Second Wave Information Brochure for Participants].

15 Zubin Master et al, “Biobanks, Consent and Claims of Consensus” (2012) 9 Nature Methods 885 at 885.

16 Clarissa Allen, Yann Joly & Palmira Granados Moreno, “Data Sharing, Biobanks and Informed Consent: A
Research Paradox?” (2013) 7 McGill JL & Health 85 at 92; Timothy Caulfield, “Biobanks and Blanket Consent: The
Proper Place of the Public Good and Public Perception Rationales” (2007) 18 King’s LJ 209 at 214-215.

17 See Bartha Maria Knoppers & Ma’n H Abdul-Rahman (Zawati), “Biobanks in the Literature” in Bernice Elger et
al, eds, Ethical Issues in Governing Biobanks: Global Perspectives (Farnham: Ashgate Publishing, 2008) [Knoppers
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on the topic of consent in biobanking—some continue to argue that consent issues in the field

remain unresolved!'®.

Over the course of this Thesis, I will refer to the existing literature on the governance and
practicability of consent approaches in population biobanking. This literature, however, will not
be my central focus. Instead, I will primarily concentrate on what I conceive to be the foundational
problem in population biobank consent: the exacting character of the researcher’s duty to inform.
The rationale supporting this exacting standard, I argue, is both conceptually problematic and
practically at odds with the reality of observational research. More precisely, the duty to inform—
as it has traditionally been conceived by Canadian courts—focuses on the interests of individual
participants while neglecting to consider the interests and significant roles played by the myriad
of other stakeholders implicated in the population biobank research. Under the prevailing judicial
interpretation, participants are conceived as fully independent agents rather than interdependent
with other stakeholders. This approach motivates an exacting standard, one that is not only difficult
to meet in the longitudinal observational research context, but may also negatively affect the

outcome of a research study.

More specifically, when considering the conception of autonomy that is most appropriate when
consenting research participants enrolled in population biobanks, I will argue that reciprocity-

based relational autonomy adequately plays this role. It does so largely because it is capable of

& Abdul-Rahman (Zawati)]; Ma’n H Zawati, “There Will Be Sharing: Population Biobanks, the Duty to Inform and
the Limitations of the Individualistic Conception of Autonomy” (2014) 21 Health Law Journal 97 at 97.

18 Timothy Caulfield & Blake Murdoch, “Genes, cells, and biobanks: Yes, there’s still a consent problem” (2017) 15:7
PLOS Biology 1 at 2.
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accounting for the numerous complex, ongoing, and multilateral relationships established by
population biobank projects. To do so, I will first demonstrate that the current jurisprudential
interpretation of the duty to inform in Canada has individualistic autonomy at its core (also referred
to as “individual autonomy” in this Thesis). Secondly, I will outline the multiple limitations of
individualistic autonomy in the context of population biobanks. These limitations are twofold:
first, individualistic autonomy fails to recognize the complexities of benefit considerations in the
research setting. Second, given its unidirectional aims (that is to say, any interaction between the
participant and another party will be centred on the participant), individualistic autonomy fails to
acknowledge the multilateral relationships necessarily implicated in population biobanking
research, including those that implicate the broader research community and the general public. I
will then demonstrate how most solutions proposed in the literature to palliate individual
autonomy’s shortcomings do not resolve the limitations identified above. In doing so, I will pay
special attention to the alternative approaches of deliberative autonomy, principled autonomy, the
duty to participate in research and relational autonomy. I will argue that the latter represents the
most suitable conception of autonomy in population biobanks. Using theoretical discussions, I will
argue, however, that relational autonomy will need to be situated in a conceptual framework that
practically describes, acknowledges and sustains the multilateral relationships found in this species
of research, without also compromising the rights of participants. I will demonstrate that the
concept of reciprocity can provide such a conceptual basis for conceiving of the multiple relations
at the core of relational autonomy in the context of population biobanking. Indeed, I will argue
that in spite of certain limitations, reciprocity —a concept motivated by the view that individuals

will “help or benefit others at least in part because [they] have received, will receive, or stand to
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receive beneficial assistance from them”'*—

is an appropriate grounding for relational autonomy
and a better conceptual basis from which to frame the disclosure of information during the

population biobank consent process.

In order to demonstrate these points, I will mainly focus on the correlative conception of
autonomy that the traditional duty to inform exteriorizes and ultimately aims to respect. While this
will not prevent me from referring to the duty to inform of researchers from time to time, mainly
approaching my analysis at the level of autonomy (rather than consent or the duty to inform) will
allow me to study the relations that are at the heart of the conception of autonomy as it has been
understood by the courts. This, in turn, will allow me to critically assess whether these relations
can also apply to population biobanks, an issue which is at the heart of my thesis. Using an analogy
from the field of genetics, I am interested in the “genotype” in order to understand the “phenotype”.
While the phenotype is a set of observable characteristics?° (in this case, how the duty to inform is
interpreted by the courts), the genotype (the conception of autonomy and associated relationships)
is the underlying part and the focus of my analysis®!. Approaching the discussion in this way
permits me to begin the work of developing a precise alternative conceptual model for autonomy
without being limited to a superficial discussion focused solely on a need to provide practical
solutions when considering the disclosure of information to participants. Following an

examination of the proposed conceptual model for autonomy, I will very briefly turn to the ways

19 Tom Beauchamp & James Childress, Principles of Biomedical Ethics, 6th ed (New York: Oxford University Press,
2009) at 103.

20 Merriam Webster Dictionary, online ed, sub verbo “phenotype” online: <https://www.merriam-
webster.com/dictionary/phenotype>.

2L Merriam Webster Dictionary, online ed, sub verbo “genotype” online: <https://www.merriam-
webster.com/dictionary/genotype>.
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in which this new conception may be exteriorized by researchers when disclosing information to

research participants (see Figure 1).

Figure 1: From an individualistic conception of autonomy to a reciprocity-based relational

conception of autonomy

Traditional Duty to
Inform of Researchers

'

Individualistic Conception
of Autonomy

'

Relationship is unidirectional;
How parficipant’s decisions
can be shaped by their connections
to others is not predominantly
discussed

P

Parficipant as a relational being;
Engaged in a reciprocal
relationship with the population
biobank researcher

)

Reciprocity-based Relational
Conception of Autonomy

)

How does this affect the
disclosure of information to
participantse

Throughout this thesis, I have chosen to focus on population biobanks. There are two reasons

for this decision. First, population biobanks reflect the complexity of modern research typology.

By “typology” I mean to refer to the variety of research projects that presently exist. Giving

particular attention to research typology means both that the context in which research is conducted

must be considered and that the fact that research is not homogenous will be respected. Indeed,

clinical trials differ markedly from population biobanks. Even among biobanks themselves,

disease-specific biobanks differ in relevant ways from population biobanks. Each type of project
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encapsulates different goals, varying methods of recruitment, different researcher-participant
relationships, and dissimilar levels of access to data and samples?’. Relying on generalizations
(that is, referring to biobanks in general, rather than to specific types of biobanks) in discussions
of particular issues, runs the risk of failing to capture all of the intrinsic characteristics of the
biobank under study and how best the unique issues it presents can be contemplated. For this
reason, a singular focus on population biobanks permits me to avoid such generalization and offers
an accessible point of entry for subsequent discussion. This does not mean, however, that the

results of my research cannot be generalized and adapted to other fields in the future.

Second, and perhaps more importantly, I think that population biobanks best encapsulate the
challenges facing the traditional way of understanding the consent process and the duty of
researchers to inform in Canada. Indeed, both the recruitment of mostly asymptomatic participants
and limitations on the initial provision of information by researchers challenge the current
Canadian jurisprudential application of the duty to inform. In population biobanking, research
participants are informed of the ultimate goal of the project in which they are enrolled: to improve
the health of future generations and to benefit society at large. The emphasis put by population
biobanks on stakeholders outside of the traditional researcher—participant relationship (such as
society or the research community) will, given the currently prevailing conception of autonomy

based solely on the individual participant, be a crucial element to consider.

22 See Edward S Dove, Yann Joly & Bartha Maria Knoppers, “Power to the People: A Wiki-governance Model for
Biobanks” (2012) 13 Genome Biology 158 (for a general discussion on biobank typology); Bartha Maria Knoppers,
Ma’n H Zawati & Emily Kirby, “Sampling Populations of Humans Across the World: ELSI Issues” (2012) 13 Annual
Review Genomics & Human Genetics 395 (for a thorough discussion on population sampling projects and their
diversity).
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Thesis Structure

In Chapter 1, I will demonstrate that the prevailing jurisprudential interpretation of the duty to
inform in Canada is conceptually based on a theory of individualistic autonomy. To do so, I will
first give an overview of the evolution of the duty to inform in Canada, both in the clinical and in
the research contexts. In this account, I will trace the history of the evolution and describe how the
physicians’ duty to inform fundamentally shifted in the middle of the 20th century. As a
consequence of this shift, clinical ethics moved away from paternalism, adopting a theory of
individualist autonomy in its place. Further, I will argue that this shift had an outsized impact on
fields of research and the duties of researchers. By explaining the current state of Canadian law, I
will conclude Chapter 1 by showing how the dominant theme in contemporary research is
individualistic autonomy. Finally, I will suggest that the influence of individualistic autonomy

must be revisited in the context of population biobanking.

Chapter 2 focuses on describing the necessary characteristics of population biobanks as a way
of differentiating them from other kinds of research. This assessment will reveal that the public
and research communities play increasingly central roles in this kind of research. Using qualitative
document analysis, I will review internal documents that Canadian population biobanks share with
their participants with the goal of assessing what they have been promised at their time of
enrolment. The findings of this chapter will, in turn, lead to an examination of the practical and
theoretical limitations of the individualistic conception of autonomy in the population biobanking

context.
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Following the work undertaken in Chapter 2, Chapter 3 will focus on the practical limitations
of the individualistic conception of autonomy. I will show that, despite the requirement that
sufficient and adequate information be provided to population biobanking participants, the nature
of population biobanking makes it challenging, as a practical matter, to provide such information
to participants. More specifically, by drawing on the consent forms and associated documents
reviewed in Chapter 2, in addition to policies, guidelines and statements that have addressed the
provision of information by researchers in population biobanks, I will demonstrate how population
biobanks are constitutionally incapable of foreseeing every possible use of stored data and
samples. This, as a matter of course, would entail that they must deviate from the requirement of
full disclosure of all facts, probabilities and opinions demanded by the individualistic conception

of autonomy.

While Chapter 3 will discuss shortcomings of the individualistic conception of autonomy from
a practical point of view, Chapter 4 will examine the matter from a more theoretical perspective. |
will argue that individualistic autonomy is incapable of recognizing the complexities of benefit
considerations in the research setting. Further, I will show that the individualistic conception of
autonomy, with its unidirectional focus on participants, fails to make sense of the multilateral
relationships that are necessarily implicated in population biobank research. This is especially true
in the case of relationships involving the broader research community and the public at large. I
conclude by outlining a number of solutions that have been proposed in the literature to address
individual autonomy’s shortcomings. Specifically, I will consider deliberative autonomy,
principled autonomy, the duty to participate in research and relational autonomy. Finding most of

these solutions inadequate in the population biobanking context, I will reject the first three. I will
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point to relational autonomy, however, as a plausible basis for a conception of autonomy based on

reciprocity.

Against this backdrop, I will turn to the concept of reciprocity in Chapter 5. First, [ will provide
a broad outline of the concept. Second, I will examine various proposed theories of reciprocity,
explore potential reciprocal exchanges by outlining their nature, scope, flow and overall value.
Finally, I will demonstrate that the literature features two dominant conceptions of reciprocity:
reciprocity for mutual benefit and reciprocity for mutual respect. Setting out this groundwork will
allow me to adopt the concept of reciprocity as a basis for relational autonomy, thereby laying the
foundation for a novel way of understanding the disclosure of information to participants in
population biobanking. This will be the function of Chapter 6. Using the concept of reciprocity to
identify the kinds of relationships that exist between stakeholders in the population biobanking
context, I will demonstrate that reciprocity offers the most appropriate conceptual framework in
which to situate relational autonomy. This is so largely because reciprocity-based relational
autonomy is capable of acknowledging and sustaining the multilateral relationships implicated in
population biobanking research without compromising the rights of research participants. I will
present this argument by first giving an overview of the way in which reciprocity is conceived in
existing biobanking literature. From there, I will identify the kinds of relationships that exist
among the various stakeholders and how reciprocity provides a plausible conceptual mould for
interpreting them. Finally, I will examine advantages and limitations of conceiving of reciprocity
as a basis for relational autonomy in the way we approach the disclosure of information to
participants during the consent process. I will do so by describing the observable characteristics of

the reconceived standard of disclosure to participants that is externalized by the reciprocity-based
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relational conception of autonomy. More specifically, I will demonstrate how this new conception
would allow researchers to conceive of participants as embedded within a web of relations and
how they should not only be informed of the scope of their participation, but also of how their
decisions may affect other stakeholders, including the public and the research community. I will

finally conclude by considering future potential research on the topic.



CHAPTER 1: FROM PATERNALISM TO THE INDIVIDUALISTIC
CONCEPTION OF AUTONOMY: A BRIEF OVERVIEW OF THE
EVOLUTION OF THE MEDICAL DUTY TO INFORM IN THE 20™

CENTURY

Page
I.  Introduction 24
II. From Paternalism to the Principle of Respect for Autonomy 24
III. Medical Duty to Inform: Characteristics in the Clinical and the Non- 31

Therapeutic Research Settings

IV. Origins of the Conception of Autonomy in Halushka and Weiss 36
V. Conclusion 39




24

CHAPTER 1: FROM PATERNALISM TO THE INDIVIDUALISTIC CONCEPTION OF
AUTONOMY: A BRIEF OVERVIEW OF THE EVOLUTION OF THE MEDICAL DUTY
TO INFORM IN THE 20™ CENTURY

I Introduction

In this Chapter, I will argue that the jurisprudential interpretation of the duty to inform of
researchers in Canada is foundationally based on an individualistic conception of autonomy. In
presenting this view, I will first give an overview of the evolution of the medical duty to inform
and its underlying principles. In this context, I use the word “medical” to refer both to clinical and
research settings. Although my primary focus is population biobanking—a research paradigm—I
will begin by briefly examining the clinician’s duty to inform. The reason for doing so is simple:
the duty of researchers to inform has generally been interpreted in comparison to the duties of
clinicians. For that reason, understanding the duty to inform in both contexts is necessary when
examining the duty to inform in research. More specifically, this Chapter will examine how the
duty to inform in the clinical setting evolved in the second half of the 20" century. This, in turn,
will help clarify how these changes have been effected in the research setting. I will then examine
relevant Canadian case law and describe how it characterizes the duty of researchers to inform.

Finally, I will outline the current conception of autonomy that is at the core of the duty of

researchers to inform as it has been considered in Canadian case law.

II. From Paternalism to the Principle of Respect for Autonomy

Respect for patient autonomy is a principle at the core of the medical duty to inform. Indeed,
since the second half of the 20th century, patients have become central contributors to the
therapeutic decision-making process. For centuries prior, however, a certain understanding of

medical beneficence, as well as physician pledges to protect patients from harm, justified



25

widespread paternalistic practices?’. As this Chapter aims to give an overview of the evolution of
the medical duty to inform, I will briefly examine the characteristics of paternalism, highlight its
shortcomings, and describe how it waned over time. Further, I will outline autonomy’s rise to
prominence and describe how it became a guiding principle in medical practice and the basis of

the medical duty to inform.

Contemporary scholars have defined paternalism as the “interference of a state or an individual
with another person, against their will, and defended or motivated by a claim that the person
interfered with will be better off or protected from harm?#”. To act paternalistically, therefore, is
to interfere with another’s freedom of action, often on the presumption that doing so is for their
own good. Paternalism, however, is not a monolithic concept. In order to understand the evolution
of the duty to inform, it is useful to consider the identities of the “paternalist” actors in issue, as
well as the class of persons with whom such paternalists interfere. In that sense, three distinctions
may be made. First, paternalism may be narrow or broad in scope. Paternalism that is narrow in
scope focuses only with state coercion?. Broad paternalism, on the other hand, is concerned with

any paternalistic action stemming from the state, an institution, or private individuals®®. A further

23]J Chin, “Doctor-patient Relationship: from Medical Paternalism to Enhanced Autonomy” (2002) 43 Singapore
Medical Journal 152 at 152; Aaron E Hinkley, “Two Rival Understandings of Autonomy, Paternalism, and Bioethical
Principlism” in H Tristram Engelhardt, Jr, ed, Bioethics Critically Reconsidered: Having Second Thoughts, (Dordrecht:
Springer, 2012) 85 at 87.

24 G Dworkin, supra note 1, s 1 ff. See also Buchanan, supra note 3 at 377-378; Matthew McCoy, “Autonomy,
Consent, and Medical Paternalism: Legal Issues in Medical Intervention” (2008) 14:6 J Alternative & Complementary
Medicine 785; Ben A Rich, “Medical Paternalism v. Respect for Patient Autonomy: The More Things Change the
More They Remain the Same” (2006) 10 J Med & L 87.

25 G Dworkin, supra note 1, s 2.2.

26 [bid. See also Carlos A Rodriguez-Osorio & Guillermo Dominguez-Cherit, “Medial Decision Making: Paternalism
versus Patient-centered (Autonomous) Care” (2008) 14 Current Opinion in Critical Care 708 at 709.



26

distinction might be drawn between pure and impure paternalism. In pure paternalism, “the class
being protected is identical with the class being interfered with”?’. A classic example is of a
physician who withholds information from a patient (ostensibly) for his or her own good. In impure
paternalism, “the class of persons interfered with is larger than the class being protected”?®.
Dworkin, in his seminal essay on this topic, gives the example of a state that, recognizing potential
harm to consumers, prohibits the manufacture and sale of cigarettes®®. A third differentiation may
be made between welfare and moral paternalism. Moral paternalism is typically associated with
state intervention with the goal of protecting a person’s moral well-being®°. Welfare paternalism,
on the other hand, aims at improving a person’s quality of life*!. Consider the 1847 Code of Ethics
of the American Medical Association (AMA), which reads:

The obedience of a patient to the prescriptions of his physician should

be prompt and implicit. He should never permit his own crude opinions

as to their fitness, to influence his attention to them. A failure in one

particular may render an otherwise judicious treatment dangerous, and

even fatal. 3

This excerpt exemplifies pure welfare paternalism. It is pure because the class of persons

protected (patients) is identical to the class being interfered with. It is welfare paternalism,

moreover because interference aims at making the patient’s life better.

27 Rodriguez-Osorio & Dominguez-Cherit, supra.

28 Ibid. See also NHSS Tan, “Deconstructing Paternalism—What Serves the Patient Best?” (2002) 43 Singapore
Medical J 148 at 149.

29 Gerald Dworkin, “Paternalism” in Richard A Wasserstrom, ed, Morality and the Law (Belmont: Wadsworth
Publishing Company, 1971) at 183 [G Dworkin 1971].

30 G Dworkin, supra note 1, s 2.5.
31 Ibid.

32 Code of Ethics of the American Medical Association, 1847, cited in Chin, supra note 23 at 152.
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In the medical context, physicians have long used pure welfare paternalism as a justification for
withholding information from their patients®3. Before criticizing this practice, Buchanan outlines
the motivation of physicians for withholding information in the following way:

1. The physician’s duty—to which he is bound by the Oath of
Hippocrates—is to prevent or at least to minimize harm to his patient.

2. Giving the patient information X will do great harm to him.

3. (Therefore) It is permissible for the physician to withhold information
X from the patient.’*

This conclusion, (3), Buchanan writes, does not follow necessarily from the premises, (1) and
(2)*>. To demonstrate (3), Buchanan explains that an additional premise would be required. This
additional premise would seek to assess whether providing a patient with information X would
result in greater harm than withholding it*®. This view would require that the physician exercise a
comparative judgment3’. The use of the word “judgment” in this context, moreover, implies
something more than just a reflexive assessment. As a matter of practice, for a physician to
withhold information X from a given patient, the required comparative judgment should “be
founded on a profound knowledge of the most intimate details of the patient’s life history, his

characteristic ways of coping with personal crises [...] and his attitude toward the completeness or

incompleteness of his experience’®”. A judgment of this kind would almost certainly not be well

3 Weiss, “Paternalism Modernized” supra note 1 at 184. See also BW Corn, “Medical Paternalism: Who Knows
Best?” (2012) 13 The Lancet Oncology 123; Gillon, supra note 1; Hinkley, supra note 23 at 87; McCullough & Wear,
supra note 1.

34 Buchanan, supra note 3 at 377.

35 Ibid.

36 Ibid.

37 Ibid at 378.

38 Jbid at 381-382.
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founded if based solely on the abstract reasoning of the physician®. For this reason, such
judgments would amount to what Dworkin characterizes as unjustified paternalism: an action that
does not preserve or enhance an individual’s ability “to rationally consider and carry out his own

4000

decisions.*” As a consequence, the major shortcoming of pure welfare paternalism is its lack of

respect for autonomy, which involves “attitudes and actions that ignore [...] or are inattentive to

1o

others’ rights of autonomous action*!”.

On its face, this is problematic given the fundamental role autonomy plays in many of our most
important daily undertakings 42 . According to the Oxford English Dictionary, the word
“autonomous” derives from the Greek words “auto” (self) and “nomos” (law), meaning “having
one’s own laws*”. Early use of the word autonomy did not refer to individuals, but to cities
capable of enacting their own law**. When considered at the level of an individual, the word
autonomy may refer to a variety of conditions, including: “the capacity of reason for moral self-
determination” and the “liberty to follow one’s will; control over one’s own affairs; freedom from

4599

external influence, personal independence®”. Strictly speaking, autonomy requires at least two

39 Ibid.

49 G Dworkin 1971, supra note 29 at 188.

41 Beauchamp & Childress, supra note 19 at 104.
42 Ibid at 99.

B The Oxford  English  Dictionary, online ed, sub verbo “autonomous” online:
<https://en.oxforddictionaries.com/definition/autonomous>.

4 Onora O’Neill, Autonomy and Trust in Bioethics (Cambridge: Cambridge University Press, 2002) at 29 [O’Neill
2002]; Laurie, supra note 4 at 185.

+ The Oxford  English Dictionary, online ed, sub verbo “autonomy” online:
<https://en.oxforddictionaries.com/definition/autonomy>.



29

conditions: liberty and agency?®. Accordingly, someone in a state of coma or another mental

incapacity might not be considered autonomous.

Current interpretations of the respect for autonomy have been greatly influenced by
philosophers Immanuel Kant and John Stuart Mill*’. In his Groundwork of the Metaphysics of
Morals*®, Kant claims that individuals have the capacity to determine their own moral destiny*’.
Based on the view that all human beings have unconditional worth, he argues that to violate a
person’s autonomy is to treat them as a means to an end, rather than as an end in themselves; “that
is, in accordance with others’ goals without regard to that person’s own goals™’.” As for John Stuart
Mill, his essay “On Liberty>!” focuses on the “individuality” of the autonomous individual. He
asserts that only self-protection would warrant limiting an individual’s liberty of action .
Otherwise, individuals should be allowed to pursue the lives they wish according to their own

beliefs.

46 Beauchamp & Childress, supra note 19 at 100.

47 Rebecca L Walker, “Medical Ethics Needs a New View of Autonomy” (2009) 33 J Medicine & Philosophy 594 at
603.

4 Immanuel Kant, Groundwork for the Metaphysics of Morals, translated and edited by Thomas E. Hill Jr & Arnulf
Zweig (Oxford: Oxford University Press, 2009).

49 Ibid at 240. See also Barbara Secker, “The Appearance of Kant’s Deontology in Contemporary Kantianism:
Concepts of Patient Autonomy in Bioethics” (1999) 24:1 J Medicine & Philosophy 43 at 45-47.

30 Beauchamp & Childress, supra note 19 at 103.

31 John Stuart Mill, Three Essays: On Liberty, Representative Government, The Subjection of Women (New York:
Oxford University Press, 1975).

32 Ibid at 15. See also Husak, supra note 1.
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With the rise of the Western conception of individualism® and the mounting influence of the
civil rights movement in the second half of the last century®*, paternalistic practices have declined
and patient autonomy has emerged as an embodiment of personal freedom. The principle of respect

t>>—has become the foundational

for autonomy—crystallized by the doctrine of informed consen
ethos in health care provision. This reality has shaped a positive duty for physicians to adequately
inform their patients before and during the delivery of care. This duty is considered “positive” and
involves “both respectful treatment in disclosing information and actions that foster autonomous

decision making™¢.

Following the two seminal decisions by Canada’s Supreme Court on the physician’s duty to
inform—Hopp v Lepp®” and Reibl v Hughes>®*—there has been a keen focus on autonomy as a form
of self-determination in Canadian law. Indeed, the Court in Hopp v Lepp, in its discussion of
informed consent, states that the “underlying principle is the right of a patient to decide what, if

anything, should be done with his body™*. In a similar way, when discussing the divulgence of

33 Childress, supra note 1 at 66; Lars Oystein Ursin, “Personal Autonomy and Informed Consent” 12 Medicine, Health
Care & Philosophy 17 at 20; Arthur Caplan, “Why Autonomy Needs Help” (2012) J Medical Ethics 301 at 301.

4 Philips-Nootens, Kouri & Lesage-Jarjoura, supra note 6 at para 177; Mark Siegler, “The Progression of Medicine:
From Physician Paternalism to Patient Autonomy to Bureaucratic Parsimony” (1985) 145 Archives Internal Medicine
713 at 714.

33 Laurie, supra note 4 at 184.

36 Beauchamp & Childress, supra note 19, at 104.

ST Hopp v Lepp, [1980] 2 SCR 192, 112 DLR (3d) 67 [Hopp v Lepp].

38 Reibl v Hughes, [1980] 2 SCR 880, 114 DLR (3d) 1 [Reibl v Hughes].

3 Hopp v Lepp, supra note 57 at 196. See generally Louise Bélanger-Hardy, “La notion de choix éclairé en droit
médical canadien” (1997) 5 Health LJ 67 at 67.
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risks in the informed consent process, Chief Justice Laskin, writing for the Court in Reibl v Hughes,
alludes to the right of patients to know the risks of having or not having an operation or a
treatment®®, The Supreme Court of Canada has consistently taken this position. Indeed, in the
Ciarlariello case, Justice Cory, on behalf of a unanimous Court, writes:

“This concept of individual autonomy is fundamental to the common

law and is the basis for the requirement that disclosure be made to a

patient. If, during the course of a medical procedure a patient withdraws

the consent to that procedure, then the doctors must halt the process.

This duty to stop does no more than recognize every individual’s basic

right to make decisions concerning his or her own body”¢!.

With that said, what are the legal characteristics of the medical duty to inform and what is its
extent? Are there any limitations to the information that must be provided to patients or research
participants? Section III of this Chapter will discuss these issues by way of an analysis of pertinent
Canadian case law addressing the non-therapeutic research setting. This discussion will highlight
the particular conception of autonomy that underpins the legal requirements. However, as the duty
to inform of researchers has been determined by Canadian courts through a comparison with the
duty to inform in the clinical setting, I will also briefly explore the clinical context as well.

III.  Medical Duty to Inform: Characteristics in the Clinical and the Non-Therapeutic
Research Settings

The essential character of the legal duty of physicians to inform in Canada is a requirement to

provide patients with information sufficient to allow them to make the best possible decision when

60 Reibl v Hughes, supra note 58, at 889. See also Gerald Robertson, “Informed Consent Ten Years Later: The Impact
of Reibl v. Hugues” (1991) 70 Can Bar Rev 423 at 429.

o1 Ciarlariello v Schacter, [1993] 2 SCR 119 at 135, 100 DLR (4th) 609 [Ciarlariello v Schacter].
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consenting to treatment. In Hopp v Lepp, the Supreme Court specified the scope of the physician’s
duty to inform, which they found to include a duty to answer:
“any specific questions posed by the patient as to the risks involved [...] [and] [...]
without being questioned, disclose to [their patients] the nature of the proposed
operation, its gravity, any material risks and any special or unusual risks attendant
upon the performance of the operation®?”,

It is clear from this excerpt that the Court does not advocate “full disclosure” in the sense of a
requirement that physicians disclose all risks to patients, no matter how remote. However,
physicians are required to disclose any material, special or unusual risks, which, according to Chief
Justice Laskin, are those that would carry significant consequences, even if such consequences are
merely possible®. In Reibl v Hughes®, Chief Justice Laskin introduces the “reasonable patient”
standard when he writes that the duty to inform of physicians applies to what the physician knows
or should know that his/her patient would deem relevant in making a decision about their care®.
In successive case law, the requirements laid out in Hopp v Lepp and Reibl v Hughes have become
a minimum standard with which physicians in common law provinces are expected to abide. In
Quebec, risks must be disclosed to the patient if they are: 1) probable and foreseeable; 2) rare, if

serious and particular to the patient; 3) known to all, if particular to the patient; 4) important, if

serious and decisive in the decision-making of the patient; and 5) increased, if a choice is

62 Jbid at para 29.
9 Hopp v Lepp, supra note 57 at 80-81.

4 See Reibl v Hughes, supra note 58 at para 4, (Laskin J writes: “The Court in Hopp v. Lepp [...] also pointed out that
even if a certain risk is a mere possibility which ordinarily need not be disclosed, yet if its occurrence carries serious
consequences, as for example, paralysis or even death, it should be regarded as a material risk requiring disclosure”).
See also Robertson & Picard, supra note 6 at 166—86 (for a detailed discussion of the meaning of “material, special or
unusual risk”); Philips-Nootens, Kouri & Lesage-Jarjoura, supra note 6 at Title 2, Chapter 1.

65 Reibl v Hughes, supra note 58 at para 16.
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possible®®. With that said, Quebec civil law courts have tended to reject the “reasonable patient”
threshold proposed in Reibl v Hughes, and have instead set out a test based on what a reasonable

physician would disclose in the circumstances.®’

The duty to inform in non-therapeutic research contexts is higher in intensity than the duty that
applies in the clinic. This difference in intensity originates in two leading decisions: Halushka v
University of Saskatchewan and Weiss v Solomon. In Halushka, a student participated in an
experiment on the use of a novel anesthetic and catheter insertion technique. The participant was
informed that the procedure would last a couple of hours and was a “perfectly safe test” that had

been “conducted many times before$®”

. During the procedure, the participant suffered a full cardiac
arrest and remained unconscious for four days. Following the incident, the hospital withdrew the

anesthetic from clinical use.

The participant survived and sued for damages. In its 1965 decision, the Saskatchewan Court
of Appeal found that the disclosure of information that had taken place during the consent process
had been inadequate. In its reasons, the Court contrasted the duty to inform in a research project
with the equivalent duty in a clinical setting, writing that “the duty imposed upon those engaged

in medical research [...] to those who offer themselves as subjects for experimentation, as the

%6 See Philips-Nootens, Kouri & Lesage-Jarjoura, supra note 6 at para 188ff.

7 See Pelletier ¢ Roberge, [1991] RRA 726 (QCCA) at para 51; Chouinard ¢ Landry [1987] RRA 856 (QCCA) J
LeBel (for a critique of Reibl v Hughes in civil law).

% Halushka, supra note 7 at para 3.
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respondent did here, is at least as great as, if not greater than, the duty owed by the ordinary

physician or surgeon to his patient.®”

The Court then justified this heightened duty to inform by explaining that:

“[t]here can be no exceptions to the ordinary requirements of disclosure

in the case of research as there may well be in ordinary medical practice.

The researcher does not have to balance the probable effect of lack

of treatment against the risk involved in the treatment itself. The

example of risks being properly hidden from a patient when it is

important that he should not worry can have no application in the field

of research. The subject of medical experimentation is entitled to a

full and frank disclosure of all the facts, probabilities and opinions

which a reasonable man might be expected to consider before giving

his consent.”®” (My emphasis)
Thus, the standard articulated by the Court is one in which lesser therapeutic benefit to a participant
entails a correspondingly greater duty to inform. The Superior Court of Quebec reiterated this
heightened duty to disclose in research in the 1988 Weiss v Solomon decision. In that case, a patient
who underwent cataract surgery was invited to participate in a research project independent of the
procedure. Over the course of the project, the participant was administered ophthalmologic drops
and a fluorescein angiography. Following the fluorescein injection, the participant suffered a
ventricular fibrillation and died’!. The Court determined, among other things, that the risk of death
or collapse due to the participant’s pre-existing heart condition had not been sufficiently disclosed.

The Court, referring to Halushka, reiterated the importance of full disclosure in non-therapeutic

research by characterizing the duty to inform in these contexts as the most exacting possible’?. Put

%9 Ibid at para 29.
70 Ibid.
7\ Weiss, supra note 8 at para 4.

72 Ibid at para 89. See also Philips-Nootens, Kouri & Lesage-Jarjoura, supra note 6 at para 188.
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another way, the duty to inform in the research setting is more stringent than the disclosure

requirements applicable in the clinic.

While these decisions reflect the present state of law on the duty to inform in research, I argue
that the standard they set is undermined in an era in which observational health research are
increasingly international, collaborative, longitudinal and less directly focused on individuals.
More precisely, [ argue that this standard disproportionately focuses on research participants, while
ignoring the place of other stakeholders embedded in the web of relations that exists in any given
research project. In fact, nowhere in the two leading decisions is there a robust discussion of the
responsibilities of participants toward other stakeholders in the research setting, nor is there
consideration of the way that multilateral relationships in the research context might affect the
standard of the duty to inform of researchers. This absence of clarity is exacerbated by the fact that
the standard set by both the Halushka and the Weiss cases, developed as they were in consideration
of clinical trials, is hardly generalizable. Indeed, contemporary health research features a diversity
that has not yet been considered by Canadian courts. Population biobanks, as we will see in Chapter
2, are a clear example of research projects that are, in terms of their nature and scope, quite different
than those featured in the Weiss and Halushka decisions. Population biobanks constitute a
compelling example of research initiatives that are longitudinal, collaborative and interdependent

on a number of stakeholders.

Before assessing the nature of biobanks in greater detail, it is important to understand the
theoretical grounding of the decisions made in Halushka and Weiss. It is worth determining, in

other words, whether there is a particular conception of autonomy that justifies the perception that
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participants are independent rather than in an interdependent relationship with other stakeholders.
In order to better appreciate the duty to inform as portrayed by Canadian courts, it is first necessary
to understand the conception of autonomy that this duty aims to respect. I will turn to this issue in

the next section.

IV.  Origins of the Conception of Autonomy in Halushka and Weiss

As T demonstrated above, the term “autonomy” captures a variety of concepts’®, including “the
capacity of reason for moral self-determination’*” and the “liberty to follow one’s will; control
over one’s own affairs; freedom from external influence, personal independence’”. Indeed,
autonomy is a concept broadly applied in the literature. It is often associated with “dignity,
integrity, individuality [...], responsibility, and self-knowledge’s”. Owing to its relationship to this
diversity of concepts, no single definition of autonomy emerges as uniquely authoritative. Gerald
Dworkin thus notes: “[w]hat is more likely is that there is no single conception of autonomy but

that we have one concept and many conceptions of autonomy’””.

73 Laurie, supra note 4 at 185.

74 The Oxford  English Dictionary, online ed, sub verbo “autonomy” online:
<https://en.oxforddictionaries.com/definition/autonomy>.

75 Ibid.
76 Gerald Dworkin, The Theory and Practice of Autonomy (Cambridge: Cambridge University Press, 1988) at 6.

77 Ibid at 9.
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“Individual autonomy” is often conceived as the most traditional conception of autonomy’. In
the fields of bioethics’ and medical law, 3 this approach is widely applied—though certainly not
without debate. Developing an understanding of individual autonomy may help to better
contextualize the rationale supporting the Halushka and Weiss decisions and the requirement of
full disclosure they establish in the non-therapeutic research setting, such as in observational

research projects.

According to Onora O’Neill, individual autonomy: “[...] is generally seen as a matter of

812

independence or at least as a capacity for independent decisions and action.®’” The concept of

individuality or “individual autonomy” can be traced back to John Stuart Mill’s foundational work
on utilitarianism. According to Mill, the rightful liberty of an individual can only be secured
through the development of individual autonomy, which may only be interfered with in cases of

self-protection:

That principle is, that the sole end for which making are warranted,
individually or collectively, interfering with the liberty of action of any
of their number, is self-protection. That the only purpose for which
power can be rightfully exercised over any member of a civilized
community, against his will, is to prevent harm to others. He cannot
rightfully be compelled to do or forbear because it will be better for him
to do so, because it will make him happier, because, in the opinion of
others, to do so would be wise, or even right.??

78 O’Neill 2002, supra note 44 at 29; GM Stirrat & R Gill, “Autonomy in Medical Ethics after O’Neill” (2005) 31 J
Medical Ethics 127 at 127 [Stirrat & Gill].

7 Laurie, supra note 4 at 184; Belmont Report, supra note 5.
80 R Dworkin, supra note 1 at 239; Ciarlariello v Schacter, supra note 61.
81 O’Neill 2002, supra note 44 at 23.

82 Mill, supra note 51 at 15.
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Mill’s focus on individual autonomy stems from his belief that it ultimately forms one of the
elements of well-being®*. Roger Dworkin’s writing may present a more concrete and contemporary
understanding of individual autonomy, which he characterizes as the:

[...] right of a patient to make his own decisions about important
personal matters and to effectuate those decisions (or have them
effectuated). Properly understood this would mean that the patient is
entitled to all the information relevant to the decision, including
information the patient does not know he wants or needs. To exercise
autonomy the patient would have to be fully informed and counseled
about what decision to make.?* (My emphasis)

Dworkin describes this conception as rooted in liberal individualism®®. Similarities can be seen
between Dworkin’s proposal and the requirements set out in the Halushka and Weiss decisions.
Indeed, the amplification of the duty to inform supported by the Canadian courts appears to be
primarily motivated by liberal individualism. In Halushka, the court insisted that participants in
non-therapeutic research have a right to a “full and frank disclosure of all the facts, opinions and
probabilities” raised by the research. This excerpt bears striking similarity to one of the explicit
characteristics of liberal individualism, namely, the demand that a participant be “fully informed
and counselled about what decision to make”. In Weiss, moreover, researchers were expected to
carry out full disclosure whether or not it was wanted by the participant®. Such an exacting

disclosure requirement appears associated with liberal individualism, in which “the patient is

entitled to all the information relevant to the decision, including information the patient does not

83 Ibid at 69; Onora O’Neill, “Paternalism and Partial Autonomy” (1984) 10 J Medical Ethics 173 at 173.
84 R Dworkin, supra note 1 at 264.
85 Ibid at 238.

86 Weiss, supra note 8 at para 91.
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know he wants or needs.” Today, the individualistic conception of autonomy has inspired a
standard in which “no waiver can be used to justify non-disclosure of information to a research

subject”™®’.

While an emphasis on individual autonomy—with its roots in liberal individualism—may help
reduce paternalistic practices by physicians and researchers®®, it is not without significant
shortcomings. Part of my argument aims to highlight such limitations in the research setting by
using population biobanks as a case model. In order undertake this analysis, however, it will be
important to understand the nature and characteristics of population biobank research, which will

be outlined in the following Chapter.

V. Conclusion

In this Chapter, I have aimed to explicate the dominant jurisprudential interpretation of the
duty to inform of researchers in Canada. I described how courts have relied on a correlative
understanding of autonomy as a way of supporting their assessment. As a way of understanding
this way of reasoning, I traced the evolution of the 20" century duty to inform in Canada.
Following this review, I concluded that while paternalism was once a widespread norm in both
clinical care and research, respect for autonomy took its place as the basis of the duty to inform.

From there, I demonstrated how researchers must conduct themselves in a way that respects an

87 Robertson & Picard, supra note 6 at 221. See also Philips-Nootens, Kouri & Lesage-Jarjoura supra note 6 at para
201.

88 See Edmund D Pellegrino & David C Thomasma, “The Conflict Between Autonomy and Beneficence in Medical
Ethics: Proposal for a Resolution” (1987) 3 J Contemp Health L & Pol’y 23 at 32.
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individualistic conception of autonomy when informing participants about their role in the research
project. To be more precise, participants are seen as independent agents and not interdependent
and situated within a web of relationships with other stakeholders. This state of affairs, I argued,
has led to the adoption of an exacting duty to inform, one that requires researchers to fully disclose
all facts, opinions and probabilities when consenting participants for research. In later Chapters, I
will argue that such disclosure is impractical and, in some cases, even impossible. To do so, I will
examine limitations of the individualistic conception of autonomy in the context of population
biobanking. This will require that I first lay out the various essential characteristics of population
biobanks and clearly differentiate them from alternative ways of conducting health research
(Chapter 2). This characterization of population biobanks will later help in the development of a
tangible understanding of the practical and theoretical limitations of the individualistic conception

of autonomy.
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CHAPTER 2: CHARACTERISTICS OF POPULATION BIOBANKS

I Introduction

Despite having adopted requirements that apply in all non-therapeutic research, the case law
presented in the previous Chapter was explicitly based on a single category of research projects:
the clinical trial. Population biobanks are, as we will see, a distinct category and raise distinct
concerns. Whether in their structure, ultimate objectives, or their observational nature, biobanks
provide a case study of challenges faced as a consequence of the contemporary legal interpretation
of the duty to inform in research. More specifically, and as I outlined above, I contend that the
duty to inform, as it has been traditionally understood by Canadian courts, turns on individualistic
considerations related to participants. In doing so, it neglects to consider how research participants
and other stakeholders impact upon each other in the population biobanking setting. In other
words, participants are conceived as independent agents rather than interdependent with other
stakeholders. This is all the more problematic in population biobanks, where stakeholders outside
of the researcher—participant relationship play a central role. Indeed, both the general public and
research community, for example, have come to play increasingly important roles. This Chapter
aims at highlighting this trend by describing the nature and characteristics of population biobanks
and, where possible, outlining how they interact with stakeholders outside of the traditional
researcher—participant relationship. In fact, this Chapter will demonstrate that while population
biobanks clearly implicate the interests of participants, so too do they depend on the public and
the broader research community. The content of this Chapter will serve as a reference when I later
demonstrate that individual autonomy faces several limitations in the population biobank context.

Indeed, highlighting how stakeholders outside of the traditional researcher—participant relationship
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participate in population biobank research will provide the basis for the conception of autonomy

that I suggest should replace the individualistic one currently followed.

I1. Presentation of Population Biobanks

With the recognition by scientists that common diseases result from a multiplicity of
interactions between genetic variation, lifestyle and the environment, research initiatives in the
field of genomics have quickly evolved from the study of single genes to the study of the entire
human genome, with special concentration on factors of genetic risk and resistance®. Indeed, the
sequencing of the human genome in the early part of the 21% century®® has provided researchers
tools for building genetic maps of whole populations®' and, more recently, of individuals®?. The
study of normal genomic variation across populations requires that data and samples be collected
from individuals on a longitudinal scale. Such data and samples are stored for extended periods of
time (sometimes projected for up to fifty years), allowing local and international researchers access
for use in studies aimed at understanding the complex interactions of a range of genomic factors
(such as environment, socio-economic conditions, and lifestyle) on common diseases and their
progression’®. Such research is also an opportunity for population-based biobanks to enrich their

database by collecting data derived from completed analyses.

8 Khoury, supra note 13 at 1027; Philip Awadalla et al, “Cohort profile of The CARTaGENE study: Quebec’s
population-based biobank for public health and personalized genomics” (2013) 42 International J Epidemiology 1285
at 1285-1286; Susan MC Gibbons et al, “Governing Genetic Databases: Challenges Facing Research Regulation and
Practice” (2007) 34 JL & Soc’y 163 at 165-167.

90 See Francis S Collins, Michael Morgan & Aristides Patrinos, “The Human Genome Project: Lessons from Large-
Scale Biology” (2003) 300 Science 286 at 286.

o1 Knoppers, Zawati & Kirby, supra note 22 at 397.
92 Saskia C Sanderson, “Genome Sequencing for Healthy Individuals” (2013) 29 Trends in Genetics 556 at 556.

93 See Alice K Hawkins, “Biobanks: Importance, Implications and Opportunities for Genetic Counselors” (2010) 19
J Genetic Counseling 423 at 424.
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In broad strokes, a population biobank has the following characteristics:

(1) its collection has a population basis;

(i1) it is established, or has been converted, to supply biological
materials or data derived therefrom for multiple future research
projects;

(ii1) it contains biological materials and associated personal data, which
may include or be linked to genealogical, medical and lifestyle data and
which may be regularly updated;

(iv) it receives and supplies materials in an organized manner®*,

To better understand the nature of these projects and their distinctive features, the following
sections will briefly explore central elements constitutive of the characteristics listed above, using,
where appropriate, examples of current practices that have been adopted by Canadian population
biobanks. Before doing so, Table 1 below introduces the specific Canadian population biobanks
that will be studied in this Chapter. I indicate the region these biobanks cover, the number of

participants they have enrolled, the relevant age of recruitment, the purpose of each study, and the

governance mechanisms that regulate the sharing of data and samples.

% Council of Europe, Committee of Ministers, Recommendation Rec (2006) 4 of the Committee of Ministers to
Member States on Research on Biological Materials of Human Origin (2006), Recommendation Adopted 15 March
2006 (958th Meeting of the Ministers’ Deputies), online: <https://wed.coe.int/ViewDoc.jsp?id=977859> s 17
[Council of Europe 2006].



Table 1—Presentation of Canadian Population Biobanks

Cohort Name | Region(s) Number of Purpose of the Access
Covered Participants Project Governance
& Age of
Recruitment
BC British 29,767% This project seeks to | Access Committee
Generations Columbia “help researchers learn | (controlled-access);
Project 35-69years more  about  how | also part of the
environment, lifestyle | Canadian
and genes contribute to | Partnership for
cancer and  other | Tomorrow Project
chronic diseases.”*° (CPTP) National
Access Process
The Tomorrow | Alberta 54,184%7 This project seeks to | Access Review
Project “understand what | Panel
35—-69years causes diseases such as | (controlled-access);
cancer, heart disease | also part of the
and other long-term | CPTP National
health conditions.”® Access Process
CARTaGENE | Quebec 40,000% “CARTaGENE project | Data and Sample
will help to provide a | Access
40—69years better understanding of | Committee—
how our environment, | SDAC
lifestyle and genetic | (controlled-access);
background inherited | also part of the
from our parents are | CPTP National
involved in the | Access Process
development of
chronic diseases such
as diabetes, cancer and
heart disease. This
could improve the
prevention, diagnosis
and  treatment  of
diseases, and therefore,
contribute  to  the
improvement of the

45

9 Canadian Partnership for Tomorrow Project, “BC Generations Project (British Colombia)” (2015), online:
<https://portal.partnershipfortomorrow.ca/mica/study/bcgp> (recruitment statistic updated as of January 2015).

9 BC Generations Project, “The Project” (2018), online: <http://www.bcgenerationsproject.ca/>.

97 Canadian Partnership for Tomorrow Project, “Alberta’s Tomorrow Project (Alberta)” (2015), online:
<https://portal.partnershipfortomorrow.ca/mica/study/atp> (recruitment statistic updated as of February 2015).

9 Count me in 4 Tomorrow, “Brief History & Summary” (2012), online: <http://in4tomorrow.ca/>.

% CARTaGENE, “Welcome!” (2016), online: <http://www.cartagene.qc.ca/en>.



Cohort Name | Region(s) Number of Purpose of the Access
Covered Participants Project Governance
& Age of
Recruitment
Quebec health
system.”!%
Ontario Health | Ontario 229,500'! This project seeks to | Data Access
Study 18 years and | investigate “risk | Committee
older factors that cause | (controlled-access);
diseases like cancer, | also part of the
diabetes, heart disease, | CPTP National
asthma and | Access Process
Alzheimer’s.” '
Atlantic PATH | Prince 32,5401 This project seeks to | Data Access
Edward “help researchers find | Committee
Island; New | 35-69years'™ | out why some people | (controlled-access);
Brunswick; develop cancer and | also part of the
NL; Nova others don’t, so that we | CPTP National
Scotia can find new ways of | Access Process
preventing this disease.
It will also help us find
new ways to diagnose
cancer earlier, when it
can be easier to
treat.”!%®
Canadian British 9,700'%7 This project has 3 | Alliance Data
Alliance for Colombia; principal research | Access Committee
Healthy Hearts | Alberta; 35—-69years objectives: For non-CPTP
and Minds Ontario; “1) To understand the | participants; CPTP
Quebec; role of socio- | Access Committee
Prince environmental for CPTP
Edward contextual factors on
100 7pid.

101

Canadian Partnership for

Tomorrow Project,

“Ontario Health Study (Ontario)”
<https://portal.partnershipfortomorrow.ca/mica/study/ohs> (recruitment statistic updated as of February 2015).

(2015),

192 Ontario Health Study, “About the Study” (2018), online: <https://www.ontariohealthstudy.ca/>.

103

Canadian Partnership for Tomorrow Project,

“Atlantic PATH (Atlantic Region)”

<https://portal.partnershipfortomorrow.ca/mica/study/atlantic-path>.

104 Jhid.

105 Atlantic PATH, “Our Study” (2018), online: <http://atlanticpath.ca/>.

107 Canadian Alliance for Healthy Hearts & Minds, “Timetable:

<http://cahhm.mcmaster.ca/?page 1d=4278>.

Release of Data”

(2014),

(2017),

46

online:

online:

online:



lifestyle and economic

Cohort Name | Region(s) Number of Purpose of the Access
Covered Participants Project Governance
& Age of
Recruitment
Island; New individual risk factors, | participants
Brunswick; subclinical disease, and | (controlled-access)
Newfoundl events.
and and 2) To identify unique
Labrador; patterns of contextual
Nova factors, risk, health
Scotia'% service utilization and
clinical outcomes in
high-risk groups
including  Aboriginal
people, Asian, Afro-
Canadians.
3) To identify markers
of early subclinical
dysfunction of the
brain and the heart and
describe their
relationship to
individual/contextual
risk, and outcome.”'*®
Canadian British 51,352'° This project seeks “to | Data and Sample
Longitudinal Colombia; find ways to improve | Access
Study on Alberta; 45-85years the health of Canadians | Committee—
Aging Manitoba; by better understanding | DSAC (controlled-
Ontario; the aging process and | access)''?
Quebec; the factors that shape
Nova the way we age.”!'! It
examines healthy aging
by studying  the
changing  biological,
medical,
psychological, social,

196 Jpid (participating cohorts are the following: Alberta Tomorrow Project
BC Generations, Ontario Health Study, CARTaGENE, Atlantic PATH, Prospective Urban and Rural Epidemiology
(PURE) Study and Montreal Heart Institute Biobank / Biobanque — Institut de Cardiologie de Montréal).

108 Canadian Alliance for Healthy Hearts & Minds, “About” (2014), online: <http://cahhm.mcmaster.ca/>.

47

110 Canadian Longitudinal Study on Aging, “About the Study” (2018), online: <https://www.clsa-elcv.ca/> [CLSA].

1 1bid.

12 Canadian Longitudinal Study on Aging, “Governance” (2018), online: < https://www.clsa-elcv.ca/about-

us/governance>.
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Cohort Name | Region(s) Number of Purpose of the Access
Covered Participants Project Governance
& Age of
Recruitment
Scotia; aspects of people’s
NL!'% lives.

The projects listed in Table 1 will be more closely examined in the sections that follow. It is worth
mentioning from the outset that, aside from the Ontario Health Study (which studies participants
aged 18 and older) and the Canadian Longitudinal Study on Aging (which recruits participants
between the age of 45-85), most population biobanks recruit participants between the ages of 35—
69. As I explain below, this range allows researchers to better observe the progression of disease
among participants. This is so simply because the period is both sufficiently large and late in life

to see participants begin to fall ill'!3

. Developing an understanding of illnesses observed in
population biobank participants requires that data and samples are collected over time. In addition,
research results will, where possible, be linked with personal health data provided by
administrative databases. To better understand these features, the following sections will outline
the following characteristics of population biobanks: 1) that they are essentially for the public; 2)
that they are established to supply data and samples for future research projects; 3) that they are

linked with administrative health data; and, finally, 4) that they are organized and searchable

collections.

199 Canadian Institutes of Health Research, “Canadian Longitudinal Study on Aging (CLSA)” (2017), online:
Government of Canada <http://www.cihr-irsc.gc.ca/e/18542. html> (data collection infrastructures include: National
Coordinating Centre (Hamilton, ON), Biorepository and Bioanalysis Centre (Hamilton, ON), Statistical Analysis
Centre (Montreal, QC), Genetics and Epigenetics Centre (Vancouver, BC), 11 Data Collection Sites (Victoria, BC;
Vancouver, BC; Surrey, BC; Calgary, AB; Winnipeg, MB; Hamilton ON; Ottawa ON; Montreal QC; Sherbrooke,
QC; Halifax, NS; and St. John’s, NL), 4 Computer-Assisted Telephone Interview Centres (Victoria, BC; Winnipeg
MB; Sherbrooke, QC; and Halifax, NS), Information Technology Hub (Hamilton, ON)).

113 Awadalla et al, supra note 89 at 1286; Barbara Parodi, “Biobanks: A Definition” in Deborah Mascalzoni, ed, Ethics,
Law and Governance of Biobanking (Dordrecht: Springer, 2015) at 16.



49

III.  Project of the Public, by the Public, for the Public

The holding of a population-based collection is perhaps the most unique feature of population
biobanks. It is a primary distinction between them and other kinds of data and sample repositories.
The rationale behind the establishment of biobank collections stems from the aim of studying

common, complex diseases that are prevalent in any given population'!*

. “Complex” in this
context refers to diseases that are multi-factorial in nature. While researchers are learning that
nearly every disease has some genetic component, many, such as heart conditions or obesity, are
believed to be associated with multiple gene interactions in addition to environmental and lifestyle
considerations'!>. For most of the history of medicine, the way these factors contributed to disease
was not well understood!!'®. Consequently, there was insufficient knowledge to fully understand
these diseases and positively impact public health initiatives or patient care'!’. The translation of
genomic discoveries into the clinical setting promises to change that reality. With that in mind,

genomics has motivated a number of countries to establish large-scale population-based studies!!®

that aim to link biomarkers to medical history and lifestyle information'!®.

114 Awadalla et al, supra note 89 at 1286; Parodi, supra note 113 at 16.

115 National Institutes of Health (NIH), Genetics Home Reference Website: “What are complex multifactorial
disorders?” (2018), online: <http://ghr.nlm.nih.gov/handbook/mutationsanddisorders/complexdisorders>.

116 Helen Swede, Carol L Stone & Alyssa R Norwood, “National population-based biobanks for genetic research”
(2007) 9 Genetics in Medicine 141 at 142.

17 Ibid.

118 Jpid at 141; Knoppers et al “From genomic databases to translation: a call to action” (2011) 37 J Medical Ethics
515 at 515.

119 Swede, Stone & Norwood, supra note 116 at 142.
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Examples of national population studies include the Canadian Longitudinal Study on Aging
(50,000 participants aged 45-85)'2° and the UK Biobank (500,000 participants aged 40-69

)21, In both projects, individuals representative of the general population are randomly

years
selected and asked to participate. Invited participants are asked to appear at various assessment
centres, where they provide certain data and samples'??. Other population biobanks recruit
participants through clinicians. This is the approach taken, for example, by the Estonian Biobank
(51,535 adults aged 18 years and older)'?} and the Lifelines Project in the Netherlands (165,000
participants, across three generations)'?*. After giving consent to participate in the study, these
mainly asymptomatic individuals are asked to provide biological samples and data derived from
self-administered and interviewer-assisted questionnaires. The fact that most participants are

asymptomatic is quite important, as it indicates that they should not expect to obtain any direct

therapeutic benefit from their participation.

Finally, population-based initiatives are typically not limited to a single jurisdiction. In recent
years, infrastructures networking population biobanks from different geographical locations have
begun to emerge. Examples include the Biobanking and Biomolecular Resources Research

Infrastructure (“BBMRI”) (pan-European, 53-member consortium)'?, the Canadian Alliance for

120 CLSA, supra note 110.

121'See UK Biobank, “UK Biobank” (2018), online: <www.ukbiobank.ac.uk>.

122 Knoppers, Zawati & Kirby, supra note 22; Awadalla, supra note 89 at 1285.

123 See The Estonian Genome Centre, University of Tartu, online: <www.geenivaramu.ee/en/>.

124 See  Healthy Ageing Campus Groningen, “Healthy Ageing Campus” (2018) online:

<https://campus.groningen.nl/about-campus-groningen/healthy-ageing-campus>.

125 See Biobanking and Biomolecular Resources Research Infrastructure (BBMRI), “BBMRI-ERIC” (2018), online:
< http://www.bbmri-eric.eu/>.
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Healthy Hearts and Minds and the Canadian Partnership for Tomorrow Project (“CPTP”) (a pan-
Canadian research study of five population cohorts: BC Generations Project, Alberta Tomorrow
Project, Quebec’s CARTaGENE, Ontario Health Study and the Atlantic PATH project). These
networks explore how genetics, environment, lifestyle and behaviour contribute to the

development of cancer and other chronic diseases!'?®. Such collaborative endeavours increase the

127

statistical power of the overall collection'’ and facilitate related ethical, legal and social issues

(ELSI) policy interoperability!8.

IV.  Established to Supply Data and Samples for Future Research Projects
This second characteristic of population biobanks is that they are established to supply data and

samples for future research projects. This feature is shared by all research biobanks, whether they

129

are disease-specific!?® or composed of residual samples collected following medical care!*’. In

fact, the very goal of instituting a research biobank is to supply searchable data and samples for

131

future research projects'~'. What distinguishes population biobanks, however, is the kind of

126 See Canadian Partnership for Tomorrow Project (CPTP), “Canadian Partnership for Tomorrow Project” (2018),
online: <www.partnershipfortomorrow.ca> [Canadian Partnership for Tomorrow Project].

127 Paul R Burton et al, “Size matters: just how big is BIG? Quantifying realistic sample size requirements for human
genome epidemiology” (2009) 38 Intl J Epidemiology 263 at 271; Parodi, supra note 113 at 16.

128 Sylvie Ouellette & Anne Marie Tassé, “P3G — 10 years of tool building: From the population biobank to the clinic”
(2014) 3 Applied & Translational Genomics 36 at 37.

129 See Adrian Thorogood et al, “An implementation framework for the feedback of individual research results and
incidental findings in research” (2014) 15 BMC Medical Ethics 1 at 7.

130 See e.g. TL McGregor et al “Inclusion of pediatric samples in an opt-out biorepository linking DNA to de-identified
medical records: pediatric BioVU” (2013) 93 Clinical Pharmacology & Therapeutics 204.

131 PopGen International Database, Population Biobanks Lexicon, a collaborative endeavour between: Public
Population Project in Genomics and Society (P3G) & Promoting Harmonization of Epidemiological Biobanks in
Europe (PHOEBE), “Glossary: biobank”, online: <http://www.popgen.info/glossary>; Martin Fransson, Emmanuelle
Rial-Sebbag, Mathias Brochhausen & Jan-Eric Litton, “Toward a common language for biobanking” (2015) 23
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consent procedure applied during recruitment. This different approach, which I will explain below,
is justified in light of two realities: 1) the supply of data and samples in population-based biobanks
is generally more frequent given the size of the collection!?, and 2) access by outside researchers
for presently unspecified projects may occur many years in the future'®3. These two points are
reflective of a critical reality: that stakeholders outside of the participant-researcher paradigm play
an essential role in the success of population biobanks. The results I describe in this section
demonstrate the important role played by the research community on the issue of data and sample
access in the Canadian setting. To my knowledge, no detailed review of the way population
biobank participants are informed of how researchers will access their data and samples has yet

been performed from a Canadian perspective.

Methodology

In this section, I sought to develop an understanding of how large-scale Canadian population
biobanks have approached the future use of data and samples. My objective was to highlight any
role played by stakeholders other than research participants. Elucidating a role of this kind would
help underscore whether truly research participants are interdependent agents embedded in a web
of relations. In applying this methodology, I analyzed consent forms, information brochures and
Frequently Asked Questions (FAQs) posted on population biobank websites. These documents

reflect the extent of information provided to participants during the recruitment process.

European J Human Genetics, 22 at 25. See also DM Shaw, BS Elger & F Colledge, “What is a biobank? Differing
definitions among biobank stakeholders” (2014) 85 Clinical Genetics, 223 at 225.

132 Magdalena Skipper, “The Peopling of Britain” (2015) 16 Nature Reviews Genetics 256 at 256.

133 Knoppers & Zawati, supra note 11 at 1181.
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Understanding what population biobanks present to their participants when obtaining informed
consent allows for an assessment of the ease or difficulty these projects have in actually disclosing

information about data and sample access to participants.

No search engine was useful in the identification of Canadian population biobanks. Therefore,
I relied on working knowledge of existing biobanks to provide guidance in this search. This
allowed for the identification of population biobanks from various provinces that I have studied in
previous work on this topic. More specifically, I made use of document analysis, a qualitative
research methodology, to both identify these documents and analyze their content. This method is
defined as a “systematic procedure for reviewing or evaluating documents—both printed and
electronic”!3*. Document analysis is considered an analytical method in qualitative research, where
data is “examined and interpreted in order to elicit meaning, gain understanding, and develop
empirical knowledge”!?3. More precisely, the analytical procedure involves finding, selecting,
understanding and synthesizing data found in documents. Containing elements of both content
analysis and thematic analysis, document analysis “entails a first-pass document review, in which

meaningful and relevant passages of text or other data are identified”!%¢.

I identified a total of 22 documents from seven biobank projects. Some of these were obtained

online, such as those from CARTaGENE, the Canadian Longitudinal Study on Aging, and the

134 Glenn A Bowen, “Document Analysis as a Qualitative Research Method” (2009) 2 Qualitative Research J 27 at
27.

135 Ibid.

136 Jbid at 28.
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FAQs of the Ontario Health Study. Documents from BC Generations, the Alberta Tomorrow
Project, Atlantic PATH, and the Canadian Alliance for Healthy Hearts and Minds were received
through correspondence with the scientific directors of each project. The Canadian Alliance for
Healthy Hearts and Minds provides consent forms from fourteen different sites in Canada. Three
sites were chosen randomly for inclusion (Aboriginal Participants Site, Montreal Heart Institute,
and Thunder Bay). These sites are generally representative as the documents from all fourteen sites

contain nearly identical information.

Not using a particular search engine and relying on working knowledge to identify population
biobanks could create selection bias. For example, new population biobanks or those of which I’'m
unaware may not have been included. Thanks to my role as Access Officer for the Canadian
Partnership for Tomorrow Project, I have tried to palliate this limitation by staying abreast of new
and emerging biobank projects. Manitoba Tomorrow Project is a case in point. This new
population biobank only began to enroll research participants in 2017-2018'%7. T had not originally
included it in my selection as it did not exist when this work began. After reviewing this project’s
consent form, I decided not to include the project as the content of the form added no new
information to what I had already collected. Indeed, being the biobank to most recently join the
Canadian Partnership for Tomorrow Project, the Manitoba Tomorrow Project has drawn heavily
on the consent forms of other cohorts within the consortium (CARTaGENE, AtlanticPATH, BC

Generations, Alberta Tomorrow Project and Ontario Health Study). Furthermore, population

137 Cancer Care Manitoba, “CCMB Tomorrow Project” (2018), online:
<http://www.cancercare.mb.ca/resource/File/CCMB-Tmrw-Proj pamphlet FNL R1 web.pdf>.
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biobanks of which I am less familiar, such as the Canadian Longitudinal Study on Aging, have

been studied to ensure as little selection bias as possible.

In conducting the document analysis, I first screened the 22 included documents for
pertinence—that is, whether information was related to that provided during the recruitment of
participants and the administration of consent. The scope of information provided to participants
at that moment, and captured in documents and brochures, provides a tangible way to assess the
nature and limitations of the duty to inform of researchers working in the population biobanking
context. Documents not directed at participants and therefore not part of the consent process (e.g.
access policies, access agreements), were excluded (12). Such documents are generally intended
for internal staff members or outside researchers. They normally contain technical information.
The remaining ten documents were thoroughly analyzed to identify approaches used and
mechanisms for the future use of data and samples. Given that my primary objective was to
highlight the existence of any potential role for stakeholders other than research participants,
examining these documents will be helpful in that regard. Indeed, document analysis was used to
analyze selected documents. More precisely, a theory-driven approach (used when there is already
knowledge of the themes) was used to advance the general theme associated with the future use of
data and samples. For this theme, subcategories were identified and coded; for example, the
subcategories “use”, “access”, “data and samples” and “request” were identified for the theme
“access”. This method allowed for the identification of common patterns related to the future use
of data and samples across a number of consent forms, information brochures and Frequently
Asked Questions (FAQs) posted on population biobank websites. Pertinent passages containing

information retrieved through this method were highlighted and organized in a table (Table 2).
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According to Glenn Bowen, the document analysis research methodology has several
advantages. These include efficiency, availability of documents, cost effectiveness, stability
(analyzed documents are not altered), a lack of obstructiveness and reactivity (documents are

unaffected by the research process)!®

. Given that my only purpose was to review and analyze the
content of consent forms and similar documentation, rather than understand how they were
interpreted by research participants or the experiences of researchers in administering them,
document analysis proved more pertinent than, say, interviews or surveys might have been. There
are, however, some limitations presented by the chosen methodology. These include insufficient
detail (some documents might not provide sufficient detail to answer a research question), low
retrievability (some documents are difficult to access), and biased selectivity (the available
documents are likely to be aligned with the agenda of the organization that adopted them)'3°. These
limitations were constrained in my analysis, given that the documents selected provided sufficient
detail to answer my research question and were, for the most part, retrievable. Those that were not
publicly available were made accessible via correspondence. As for biased selectivity, this
limitation would likely have a stronger effect in an organizational context, in which one is

analyzing the internal policies of organizations (such as human resources documents)'#. In my

case, the fact that the documents are aligned with the intentions of their developers was precisely

138 Bowen, supra note 134 at 31.
139 Ibid at 31-32.

140 bid at 32.
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the point. Beyond that, data triangulation with the information retrieved from the literature'#!, as

well as other sources, allowed me to establish consistency and to corroborate my findings'#?.

Results

Given the limited amount of specific information available during the recruitment phase, most

population biobanks have resorted to what is commonly referred to as “broad consent”!#

(discussed at greater length in Chapter 3). The term “broad consent” or “general consent” means

144>

“consenting to a framework for future research of certain types and pertains “to a bank or

research infrastructure whose possible uses are not all known at the start.!#”

This approach
contrasts with “specific consent”, in which participants give consent for the use of their data and
samples in a given area of research or disease type for a limited period of time!#°. Indeed, in cases

of specific consent, future use that does not fall within the definitive parameters described in the

consent form demands that biobanks re-consent their participants for the relevant secondary use'4’.

141 Lisa A Guion, David C Diehl & Debra McDonald, “Triangulation: Establishing the Validity of Qualitative Studies”
(University of Florida: IFAS Extension Document FCS 6014, 2011), online:
<http://edistt.ifas.ufl.edu/pdffiles/FY/FY39400.pdf>.

142 Bowen, supra note 134 at 28.

143 Master et al, supra note 15 at 885.

144 Kristin Solum Steinsbekk, Bjern Kare Myskja & Berge Solberg, “Broad consent versus dynamic consent in
biobank research: Is passive participation an ethical problem?” (2013) 21:9 European Journal of Human Genetics 897
at 897 [Steinsbekk et al].

145 Fonds de la recherche en santé du Québec, Final Report — Advisory Group on a Governance Framework for Data
Banks and Biobanks Used  for Health Research (2006) at 59-60, online:
<www.frsq.gouv.qc.ca/en/ethique/pdfs_ethique/Rapport _groupe conseil anglais.pdf>.

146 Tom Tomlinson et al, “Moral Concerns and the Willingness to Donate to a Research Biobank” (2015) 313 JAMA
417 at 418.

147 TCPS 2, supra note 9 at Chapter 5, Section D, 64 (“Secondary use refers to the use in research of information
originally collected for a purpose other than the current research purpose. [...] Privacy concerns and questions about
the need to seek consent arise, however, when information provided for secondary use in research can be linked to
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This is certainly not the case for Canadian population studies, as is evidenced in the clauses

included in Table 2 below.

Table 2—Consent Provisions Addressing Access to Data and Samples from Canadian
Population Biobanks

Name of the | Portion of the Cohort Documentation

Cohort

BC Consent Form (Version 4.0—December 12, 2014)

Generations

Project “Your information and samples will be collected, coded, and stored at highly
(British secure and protected sites at the Cancer Research Centre of the BC Cancer

Columbia) Agency.”

“The BC Generations Project expects to receive requests from Canadian and
overseas scientists and international collaborators to use the information or
your sample (with your identifying information removed). All access will be
subject to the strictest scientific and ethical scrutiny and independent

oversight.”!48
The Consent Form (DS-3008Av3 CPTP Combined Consent—May 2011)
Tomorrow
Project “I accept that my data and samples may be used, in coded form, by approved
(Alberta) researchers from Canada and other countries for research related to cancer, and

potentially other health conditions, and this will continue even after my death
or if I can no longer make decisions.”'*

Study Booklet (Version DS3010v2—May 2011)

“Researchers may apply to access the research data and samples that are stored
by the Tomorrow Project in Alberta.”'>

individuals, and when the possibility exists that individuals can be identified in published reports, or through data
linkage™).

148 BC Generations Project, “Consent Form, British Columbia” (2014) at 5 (obtained through correspondence) [BC
Generations Project Consent Form].

149 The Tomorrow Project, “Consent Form, Alberta” (2011) at 3 (obtained through correspondence) [The Tomorrow
Project Consent Form].

150 The Tomorrow Project, “Study Booklet, Alberta” (2011) at 5 (obtained through correspondence) [The Tomorrow
Project Study Booklet].



“Applications for access to data or samples may be received from, and
approved for, researchers working in Alberta, other parts of Canada, or
international locations.”"*!

Ontario Health
Study
(Ontario)

Consent Form (version 10—April 24, 2014)

“I accept that my information and blood sample, after my name and other
identifying information have been removed, may be used by researchers from
Ontario, Canada (e.g., as part of the Canadian Partnership for Tomorrow
Project), and other countries for approved health-related research projects.”!

OHS Website FAQ

“All data and information that you provide will be kept on secure servers at the
Ontario Institute for Cancer Research, housed in Toronto, Ontario.”!>?

CARTaGENE
(Quebec)

Information Brochure with Consent Form (April 7, 2014)

“CARTaGENE will only grant access to data and samples to authorized
researchers. Access will not be authorized to insurance companies and
employers.

[...]

As so, the data and samples will be coded.

[...]

The data and samples collected for the CARTaGENE project will be used for
research on health and/or genomics. Researchers with projects that have been
approved can ask to use certain samples and data. In this case, ethics
committees will evaluate the research projects submitted and the scientific
validity of these studies will be examined by an access committee independent
from CARTaGENE.”!**

Atlantic
PATH
(Atlantic
Provinces)

Consent and Brochure (Version 9.2—March 6, 2013)

“We expect to receive requests and, if approved, provide Canadian and
International Researchers access to the data and samples. A Research Ethics
Board, like the one that helps protect you during this research project, will
review and approve all future projects before other researchers gain access to

151 bid at 6.

152 Ontario Health Study, “Consent Form” (2014) (obtained through correspondence) [OHS Consent Form].
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153 Ontario Health Study, “Website FAQ” (2014), online: <https://www.ontariohealthstudy.ca/en/frequently-asked-
questions-blood-collection> [OHS Website FAQ].

154 CARTaGENE, Second Wave Information Brochure for Participants, supra note 14 at 9.



your samples. We may share the samples with other researchers, but we will
not give the researchers any information that would allow them to identify you.
We will always know which sample belongs to you, but other researchers will
not.”!%

Canadian Study Information Package—Home Interview & Data Collection Site

Longitudinal | Visit

Study on

Aging “The CLSA Data and Sample Access Committee must approve requests from

(Canada) researchers from Canada and other countries to use your data and samples.”!%°
Consent form—Home Interview & Data Collection Site Visit
“Il understand that my information and samples will be used for research
purposes only and this research may also have commercial uses that benefit
society.”!®’

Canadian CAHHM — Participant Information and Consent Sheet (Aboriginal

Alliance for Participants)

Healthy

Hearts and “[...] qualified national and international researchers will be able to access to

Minds— it for future research projects.”!*8

Aboriginal

Participants

60

While some variability exists, four common themes can be drawn from the above selected

clauses: 1) jurisdiction of applicants; 2) type of data/samples being provided; 3) scope of the

projects undertaken by applicants; and, 4) bodies adjudicating access requests. In fact, in all of

these examples, research participants are informed during recruitment that future applicants for

155 Atlantic PATH, “Consent and Brochure,” (2013) at 4 (obtained through correspondence) [Atlantic PATH Consent

and Brochure].

156 Canadian Longitudinal Study on Aging, Study Information Package — Home Interview & Data Collection Site Visit
at 6, online <https://www.clsa-elcv.ca/files/docs/CLSA_CoP_Info Booklet.pdf>[CLSA Study Information Package].

157 Canadian Longitudinal Study on Aging, Consent Form — Home Interview & Data Collection Site Visit, online
<https://www.clsa-elcv.ca/files/docs/CLSA_CoP_Info Booklet.pdf> [CLSA Consent Form].

158 Canadian Alliance for Healthy Hearts and Minds, “Participant Information and Consent Sheet (Aboriginal
Participants)” (obtained through correspondence).
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data and sample access may be either Canadian or international researchers. Participants are also
informed whether any restrictions on access will be made based on the national status of
researchers. Some Canadian biobanks have imposed restrictions on access by insurance companies
and employers'>. In all of the examples given above, the population biobanks also specify the
type of data and samples that will be supplied for future research projects. Much of the time, these
data are coded'®’, meaning that “direct identifiers are removed from the information and replaced
with a code”!®!. Coding reduces the risk of a breach of confidentiality by outside researchers and
allows biobank operators to re-identify the participant, if necessary, or to link their information
with administrative health data (discussed in section V). Indeed, if identifiable information is
irreversibly removed, the data and samples cannot reasonably be linked back to the research

participant in question!¢2,

A third theme relates to the scope of research domains for which data and sample access will
be permitted. Consent forms with more encompassing research domains, for example, allow wider

access to data and samples. This, however, certainly does not entail a blank check for researchers

159 See e.g. CARTaGENE, Second Wave Information Brochure for Participants, supra note 14 at 9 (“CARTaGENE
will only grant access to data and samples to authorized researchers. Access will not be authorized to insurance
companies and employers”).

160 See e.g. BC Generations, Alberta Tomorrow Project, Ontario Health Study, CARTaGENE, AtlanticPATH in Table
2.

161 TCPS 2, supra note 9 at 59.

162 According to the Global Alliance for Genomic and Health’s Privacy and Security Policy (2015), “anonymized
data” is defined as: “Data that were related to an identifiable individual when collected, but through a process of
removing all direct identifiers, thereafter prevents the identity of an individual from being readily determined by a
reasonably foreseeable method. Using state-of-the-art techniques, properly anonymized data helps prevent both direct
and indirect identification of an individual.” (Appendix 1), available online at <https://genomicsandhealth.org/work-
products-demonstration-projects/privacy-and-security-policy>. See also Bartha M Knoppers et al “Questioning the
Limits of Genomic Privacy” (2012) 91 American J Human Genetics 577 at 577.
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to undertake any kind of research in any given field and framing will be necessary to ensure that
participants who agree to future use are not providing blanket consent. Such framing is clearly
evidenced in the consent form clauses above. Population biobanks in Canada, when describing the
type of projects that can be undertaken with their data and samples, refer to “health-related research

projects!®®”, “research on health and/or genomics!'®*”, “research related to cancer and potentially

other health conditions !¢

. A more specific consent approach would require that either the
population biobank pinpoint an exact project or disease that would have use of relevant data and
samples'® or to frequently re-contact participants to renew consent every time a new project
requests access to the repository. These strict parameters would subsequently limit access to the

resource and are, by and large, impracticable'®’.

Finally, it is evident in Table 2 that consent forms generally refer either to entities such as those
that adjudicate requests for access, such as the “CLSA Data and Sample Access Committee!%®” or
to “access committee independent from CARTaGENE !¢°”. T will describe the governance

surrounding access mediated by these entities in greater detail in section VI of this Chapter. For

163 OHS Consent Form, supra note 152.
164 CARTaGENE, Second Wave Information Brochure for Participants, supra note 14 at 9.
165 The Tomorrow Project Consent Form, supra note 149.

166 Altovise T Ewing, “Demographic Differences in Willingness to Provide Broad and Narrow Consent for Biobank
Research” (2015) 13 Biopreservation & Biobanking 98 at 98.

167 Tomlinson et al, supra note 146 at 418.

168 CLSA Study Information Package, supra note 156.

169 CARTaGENE, Second Wave Information Brochure for Participants, supra note 14 at 9.
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the moment, I will turn to the third characteristic of population biobanks, that of their linking

research data with administrative health data.

V. Linked with Administrative Health Data

In order for researchers to better understand the multi-factorial nature of common, complex
diseases, there is a need to link biomarkers with medical history and lifestyle information. This is
the third foundational characteristic of population biobanks. Such linkage makes high-quality data
more readily available, “including data on individuals and their encounters with service providers

in the health system as well as social data on factors that affect health outcomes™!7°,

Defined as the bringing together of data relating to the same individual from two or more
sources'’!, data linkage involves the use of a common identifier “such as personal health number,
date of birth, place of residence, or sex!7? to combine data related to the same individual available
in other databases. In population-based biobanks, there are a number of reasons why such linkage

is instrumental!”3. Chief among them is the ability to enrich “study datasets with additional data

170 Council of Canadian Academies, Accessing Health and Health-Related Data in Canada: Executive Summary
(Ottawa: Council of Canadian Academies, 2015), online:
<http://www.scienceadvice.ca/uploads/eng/assessments%20and%20publications%20and%20news%20releases/Heal
th-data/HealthDataExecSumEn.pdf> at vii [Council of Canadian Academies].

7 Dany Doiron, Parminder Raina & Isabel Fortier (on behalf of the Linkage Between Cohorts and Health Care
Utilization Data: Meeting of Canadian Stakeholders workshop participants), “Linking Canadian Population Health
Data: Maximizing the Potential of Cohort and Administrative Data” (2013) 104 Can J Public Health €258 at 7 [Doiron
et al].

172 Ibid.

173 Wellcome Trust, Enabling Data Linkage to Maximise the Value of Public Health Researh Data: Full Report
(London: Wellcome Trust, 2015) at 16, online:
<http://www.wellcome.ac.uk/stellent/groups/corporatesite/@policy communications/documents/web_document/wt
p059017.pdf> [Wellcome Trust — Linkage].
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not being collected directly from study participants”!’*. Such linkage offers “vital information on
health outcomes of participants, and serve to validate self-reported information.”!” Indeed, using
“additional data which records such information as a matter of course can improve the accuracy

of data collection and reduce the burden on both observer and subject.”!7¢

Methodology

In this section, I used the same consent forms, information brochures, and frequently asked
questions (FAQs) analyzed in the previous section. As before, I take document analysis as my
methodological approach, though I add one additional caveat. At this stage of research, the
remaining 10 documents were reviewed in order to better understand how large-scale population
biobank studies in Canada have dealt with linkage to administrative health databases. A deductive
thematic approach was again taken to advance the general theme of access to administrative health
data. Here, as above, subcategories were identified. More precisely, the subcategories “access”,
“health services”, “registry”, “administrative health databases” and “records” were identified for
the theme ““access to health administrative data”. Following this, the documents were coded. This
method allowed for the identification of common patterns across consent forms, information
brochures and Frequently Asked Questions (FAQs) posted on population biobank websites.

Pertinent passages containing information retrieved through this method were highlighted and

organized into a table (Table 3). Consideration of linkage issues is critical, for it is not only an

174 Doiron et al, supra note 171 at 2.

175 Ibid. See also Cathie Sudlow et al “UK Biobank: An Open Access Resource for Identifying the Causes of a Wide
Range of Complex Diseases of Middle and Old Age” (2014) 12 PloS Medicine 1.

176 Wellcome Trust — Linkage, supra note 173.
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essential characteristic of population biobanks, but also reinforces the need to crosscheck collected
data with administrative records as a way of ensuring accuracy and correlatively accelerating the

proliferation of public health benefits.

Results

As evident in the consent clauses presented in Table 3, databases used for linkage purposes
include, but are not limited to: cancer registries, health and wellness databases held by
governmental entities, and bodies curating personal medical records of patients. In Canada, linkage
to administrative health databases is regulated by provincial authorities from whom approval must
be sought—even when participants have consented!”’. For national projects with multiple sites
across the country, this provincial fragmentation tends to impede timely access by researchers
interested in obtaining nationally representative data—a matter that has prompted several
deliberations and initiatives aimed at creating a unified national framework!”8. Exploring these

endeavours in greater detail, however, is beyond the scope of this Thesis.

177 Doiron et al, supra note 171 at 3.

178 See Council of Canadian Academies, supra note 170 at vii (in the Message from the Chair, it is stated that “[i]deally,
the organizations and individuals who contribute to this collective effort, whether within a single province or territory
or at the national level in a federated jurisdiction like Canada, would constitute a coherent and smoothly operating
system with well-defined governance principles and efficient operating procedures that, among other things, would
support timely access to health and social data for research and system innovation. This tends not to be the case in
Canada. Indeed, those who need access to data must navigate a “complex environment of heterogeneous entities,”
often including numerous data custodians, privacy offices, and research ethics boards, whose collective governance
and operational practices fall short of constituting a well-defined and coherent system”).
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Table 3 outlines the importance placed on data linkage by population biobanks. More precisely,
it indicates the multiple sources of such linkage in the provinces and corroborates the level of

emphasis provided in the literature on the significance of these data.

Table 3—Consent Provisions Addressing Data Linkage from Canadian Population Biobanks

Name of the | Portion of the Cohort Documentation
Cohort
BC Consent Form (Version 4.0—December 12, 2014)
Generations
Project “We are asking your permission to access information on your health and
(British health procedures that may occur in the future, or may have occurred in the
Columbia) past, as far back as 1985. The sources of this information include existing
electronic data files such as:

BC Cancer Agency: The BC Cancer Agency keeps a highly-confidential and
accurate registry of all cancer cases diagnosed in British Columbia, and all
deaths from cancer in the province as well as information on screening
procedures and cancer treatment. Information from you will be linked to the
BC Cancer Agency databases.

Population Data BC: The BC Ministry of Health keeps confidential records
of the health services used by all residents, and these records are the most
accurate and complete source of this type of information in British Columbia.
A study about the causes of disease needs to include information about chronic
diseases developed as well as the types of health care services people need,
how often services are used, and whether the services are provided at a doctor’s
office or in a hospital.”'”

The Consent Form (DS-3008Av3 CPTP Combined Consent—May 2011)
Tomorrow
Project “I accept that the Tomorrow Project may request additional information from
(Alberta) health records and databases (including, but not limited to Alberta Cancer
Registry and Alberta Health and Wellness databases) about my past, current
and future health, and will continue to do so even if I can no longer make
decisions or after my death.”'%

Study Booklet (Version DS3010v2—May 2011)

“We are asking your permission to access past, current and future health
records and administrative health databases. [...] Health records and databases

179 BC Generations Project Consent Form, supra note 148 at 3.

180 The Tomorrow Project Consent Form, supra note 149.



can also help explain how patterns of health services used over time may be
associated with long-term health. Examples of databases that may be accessed
by the Tomorrow Project include:

Alberta Cancer Registry. The Alberta Cancer Registry is legally responsible
for keeping an accurate record of all cancer cases diagnosed in Alberta, and all
deaths from cancer in the province. [...] The Tomorrow Project will need to
know the type of cancer, when it was diagnosed, what the diagnostic stage was,
and if it was a particular sub-type defined by a special laboratory test.

Alberta Health and Wellness Databases. Alberta’s provincial health ministry
keeps information on the health services used by Alberta residents. [...] For
example, this database could be used to tell us which participants have had
colorectal cancer screening tests, and when. This kind of information could be
important in understanding how use of colorectal cancer screening tests affects
the numbers of people who develop this kind of cancer.”!®!

Ontario Health
Study
(Ontario)

Consent Form (version 10—April 24, 2014)

“I understand that the information and samples I provide will be linked with
information about me found in both current and future health-related databases
(e.g., Ontario Health Insurance Plan (OHIP) Claims Database, Ontario Cancer
Registry), in my personal medical records, and with any additional information
I might provide in the future.”'s?

OHS Website FAQ

“[...] For example, every time you undergo certain tests (e.g., a mammogram),
the fact that you had this test is noted and stored in a database. This is referred
to as ‘administrative data.” By linking the information you provide to the OHS
with administrative data, researchers are able to ask a broader range of
questions, such as whether screening programs are effective and whether there
are ‘hot spots’ across the province where a certain disease is more common.”'#?

CARTaGENE
(Quebec)

Information Brochure with Consent Form (April 7, 2014)

“I accept that personal information about me contained in government health
administrative databases be transmitted confidentially to CARTaGENE in
coded form when needed for research in health and genomics. This information
may cover the period from January 1%, 1998 to the end of the CARTaGENE
project.”!8

181 The Tomorrow Project Study Booklet, supra note 150 at 4.

182 OHS Consent Form, supra note 152.

183 OHS Website FAQ, supra note 153.

18 CARTaGENE, Second Wave Information Brochure for Participants, supra note 14 at 12.

67



Atlantic
PATH
(Atlantic
Provinces)

Consent and Brochure (Version 9.2—March 6, 2013)

“If you agree to participate, you will also be allowing us permission to access
routinely collected information on health procedures you may undergo or may
have undergone in the past. The sources of this information include existing
electronic data files such as:

Cancer Care Nova Scotia is responsible for keeping a highly confidential and
accurate registry of all cancer cases diagnosed in Nova Scotia. This
information is used to estimate the rates of new and existing cancer in the
population and death rates from various types of cancer. [...] The PATH study
will also be accessing Vital Statistics records related to death records.

The Nova Scotia Department of Health keeps confidential records of the health
services used by all residents, and these records are the most complete source
of this type of information in Nova Scotia. A study about the causes of disease
needs to include the types of health care services people need, how often
services are used, and whether the services are provided at a doctor’s office or
in a hospital.”'®®

Canadian
Longitudinal
Study on
Aging
(Canada)

Study Information Package—Home Interview & Data Collection Site
Visit

“Your provincial health care records will be linked to data collected by the
CLSA to study patterns of health and health care over time. For example,
Ministries of Health in each province keep records about your visits to doctors
and hospitals, medicines you fill a prescription for, and what people die
from.”!8¢

Consent form—Home Interview & Data Collection Site Visit
“I understand that if I choose to give my Health Card Number, it will be used

to link information about me in my public health care records held by the
Provincial Government.”'®’

Canadian
Alliance for
Healthy
Hearts and
Minds—
Montreal
Health

CAHHM — Participant Information and Consent Sheet (MHI Site)

“When you agreed to participate in the MHI Biobank, you may have provided
your health card number so that your study file could be linked with the Quebec
health insurance system (RAMQ) database. This allows us to obtain additional
information on your long-term health status by accessing information directly

185 Atlantic PATH Consent and Brochure, supra note 155 at 3.

186 CLSA Study Information Package, supra note 156 at 2.

187 CLSA Consent Form, supra note 157.
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Institute from the RAMQ database for example and merging it with your Alliance
(MHI) Site participant file.”'%®

Following a review of these clauses, several observations can be made. First, all administrative
health databases mentioned in the consent forms are provincial, as pointed out by the literature
referenced in this section. If a project is hosted in British Columbia, for example, only data stored
in governmental/administrative databases in that province will be accessible. Even pan-Canadian
projects, such as the Canadian Longitudinal Study on Aging, specify the provincial nature of
agencies and ministries for linkage purposes. Given that most of these research projects study
cancer and other chronic diseases, three main sources of data are mentioned in most of the consent
forms: 1) ministries of health, 2) cancer registries, and 3) health services databases. Second, and
perhaps more interestingly, information surrounding linkage takes up more space than any other
section in the consent forms of a majority of analyzed documents (7/10). This is a testament to the
importance of these procedures for the biobanks. Finally, most projects explicitly express the
rationale supporting linkage by informing participants that linkage procedures “help explain how
patterns of health services used over time may be associated with long-term health”, “researchers
are able to ask a broader range of questions”, and linkage allows the biobank to “obtain additional
information on your long-term health status”. While participant biobanks are observational in
nature, linkage procedures provide limited researcher contact with the clinical setting, in the sense
that most of the information found in the government health databases will be clinical in nature.

Having access to such information and cross-checking it with self-administered data collected by

188 Canadian Alliance for Healthy Hearts and Minds, “Participant Information and Consent Sheet (MHI Site)”
(obtained through correspondence).
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biobanks allows them to verify and “clean” the relevant data. Doing so permits the use of only
validated information in the translation of knowledge from the research setting to the clinic. I will
now turn to the fourth and final relevant characteristic of population biobanks: the organized and

searchable nature of their collection.

VI.  Organized and Searchable Collection

The fourth characteristic of population biobanks is organized and searchable nature of their
collections. Organization is a central characteristic of any research biobank, but the practices of
population-based studies differ relative to the nature of the collection, the frequency of access
requests to their data and samples, their longitudinal nature, and the level of communication
projects have with their participants. Organization in a population biobank is guided by both
internal and external governance. More specifically, population biobanks create governance
mechanisms that ensure oversight, management, access, use and closure of the biobank,
communication with participants, and compliance with legal and ethical principles!®’. Processes
are put in place to review, update, and modify governance policies over time!?. The overarching
goal of each of these initiatives is, ultimately, to sustain public trust!®!. Indeed, “it is not enough

to ask a whole population for unquestioning trust, one must put in place good governance and

189 McGill University — Faculty of Medicine, General Guidelines for Biobanks and Associated Databases at 4 online:
<https://www.mcgill.ca/medresearch/files/medresearch/guidelines for biobanks and associated databases.march2
015.pdf>.

190 See e.g. The Canadian Partnership for Tomorrow Project “Access Policy” at s 18, online:
<https://portal.partnershipfortomorrow.ca/sites/default/files/Data%20Access%20Policy%20%28Mar%2023%29.pdf
>[CPTP, Access Policy].

191 Masha Shabani & Pascal Borry, ““You want the right amount of oversight’: interviews with data access committee
members and experts on genomic data access” (2016) 18 Genetics in Medicine 892 at 893.
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mechanisms to ensure that the projects follow through with their promises to participants”!?. As I
mentioned above, governance mechanisms take multiple forms. For the purposes of this text, I
only focus on two internal governance mechanisms, which will then be used in upcoming sections

to frame discussion of issues raised by the individualistic conception of autonomy.

The first common governance mechanism relates to operations management. To keep an
organized and searchable collection, biobanks implement mechanisms to establish and oversee
standard operating procedures (SOPs), quality control, and quality assurance, among other
things!'?3. SOPs, for example, are important for standardizing the preparation and storage of data
and samples. They may also be used to ensure consistency in a project that involves activities
taking place at different sites. Operations management further includes the establishment of

various committees mandated to lead certain areas of the biobank’s activities!®*

. For example, an
Operations Steering Committee will be created to ensure scientific leadership of a study and to
help determine and shape the milestones of the biobank throughout its term!%>. An ethics and legal

committee may be instituted to oversee the development of policies concerning privacy, the return

of research results and incidental findings, access (which I will discuss in greater detail below),

192 Myléne Deschénes & Clémentine Sallée, “Accountability in Population Biobanking: Comparative Approaches”
(2005) 33 JL Med & Ethics 40 at 40.

193 See e.g. Canadian Tumour Repository Network (CTRNet) website, “Standard Operating Procedures”, online:
<https://www.ctrnet.ca/operating-procedures>.

194 See The Canadian Longitudinal Study on Aging, “Governance”, online: < https://www.clsa-elcv.ca/governance>
[The Canadian Longitudinal Study on Aging, “Governance”]; Karine Bédard et al, “Potential Conflicts in Governance
Mechanisms used in Population Biobanks” in Jane Kaye & Mark Stranger, eds, Principles and Practice in Biobank
Governance (Farhnam: Ashgate Publishing, 2009) at 221.

195 The Canadian Longitudinal Study on Aging, “Governance”, supra.
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publications and intellectual property.'® This kind of committee generally acts in an advisory
capacity and assists in the development of consent forms for the biobank. The advantage of having
an ethics and legal committee in large-scale biobanking is that issues related to public engagement,
legal and ethical compliance, and data protection in legislation are handled by experts in these
fields. If the population-biobank spans multiple jurisdictions, the ethics and legal committee could
be tasked with analyzing the legislative landscape across the different regions in order to develop

a more harmonized approach.

One essential component of operations management is the facilitation of communication with
the public and participants. Communications with the public might include the publication of a
website that provides information on the project and its milestones !°7 . Other public
communications might include the organization of citizen forums!'*® and deliberative engagement

sessions'?. As for communication with the participants, the publication of newsletters?® and

196 Jpid. See also Canadian Institutes of Health Research, “Advisory Committee on Ethical, Legal and Social Issues
for the CLSA” (2016), online: <http://www.cihr-irsc.gc.ca/e/40803.html>.

197 See Canadian Partnership for Tomorrow Project website, supra note 126.

198 Béatrice Godard, “Involving Communities: A Matter of Trust & Communication” in Edna Einsiedel & Frank
Timmermans, eds, Crossing Over: Genomics in the Public Arena (Calgary: University of Calgary Press, 2005) at 93.

199 Kieran C O’Doherty, Alice K Hawkins & Michael M Burgess, “Involving citizens in the ethics of biobank research:
Informing institutional policy through structured public deliberation” (2012) 75 Social Science & Medicine 1604 at
1605; Michael Burgess, Kieran C O’Doherty, & David Secko, “Biobanking in British Columbia: Discussions of the
Future of Personalized Medicine through Deliberative Public Engagement” (2008) 5 Personalized Medicine 285 at
285.

200 See e.g UK Biobank Newsletter 2015, online: <http://www.ukbiobank.ac.uk/newsletter-2015/>.
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formal re-contact procedures, provided the participants have consented to such contact,?’! may

satisfy that goal.

A second governance mechanism concerns access to data and samples. In order to sustain
public trust in population biobanks, the implementation of an ethical, economic, and efficient
access system is of fundamental importance. Doing so involves not only the development of
required documentation, but also the creation of bodies tasked with evaluating and approving
access requests???. In essence, biobank participants have agreed to have their data and samples
used in future, yet-unspecified research projects. This necessitates mechanisms for ensuring that
the process is carried out in a manner that respects the wishes of participants as expressed in their
consent forms and protects their privacy and the confidentiality of their data and samples?3.
Documents created for these purposes generally include an Access Policy, Publications and
Intellectual Property Policies, an Access Agreement, and an Access Application Form?**. Such
documents correspond to the consent form and will require routine updates. Population biobanks
include both individual and aggregate data in their collection. The latter can be made available

online for researchers in an open access system. The former will require the creation of a controlled

201 Knoppers & Abdul-Rahman (Zawati), supra note 17 at 14; Barbara Prainsack & Alena Buyx, “A Solidarity-Based
Approach to the Governance of Research Biobanks” (2013) 21 Medical L Rev 71 at 85.

202 Mahsa Shabani, Bartha Maria Knoppers & Pascal Borry, “From the principles of genomic data sharing to the
practices of data access committees” (2015) 7 EMBO Molecular Medicine 507 at 508.

203 Trudo Lemmens & Lisa Austin, “The End of Individual Control Over Health Information: Promoting Fair
Information Practices and the Governance of Biobank Research” in Jane Kaye & Mark Stranger, eds, Principles and
Practice in Biobank Governance (Farhnam: Ashgate Publishing, 2009) 243 at 250-251.

204 See e.g. CPTP’s Access Portal Documents, which include a Data Access Policy, a Publications Policy, an
Intellectual Property Policy and a Data Access Application Form, online:
<https://portal.partnershipfortomorrow.ca/request-access> [CPTP Access Portal Documents].
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system, one in which applicants are required to submit an access application and have their request
evaluated by pertinent access bodies?®. Generally, a data and sample access committee will be
constituted to adjudicate access requests and control the sharing of sensitive data?¢. These
committees are typically composed of experts with backgrounds in epidemiology, law, ethics, and

)207

Information Technology (IT)-"". If a project spans across multiple jurisdictions, a consolidation of

access requests toward an access office will help to streamline the process?’s.

In order to protect the privacy of participants, transferred data and samples will be coded. In
addition, access agreements signed by approved researchers (and their institutions) will list a
number of conditions that include, but are not limited to, prohibitions on both re-identifying
participants and sharing data with unauthorized parties?*®. This agreement will also include a
clause requiring the return of enriched data by approved users to the biobank?!°. Enriched data are
data that are produced by the approved user as part of their project. Their return to the biobank will

allow the population study to enhance its collection and offer future researchers a richer selection

205 Jane Kaye, “Biobanking networks: What are the governance challenges?” in Jane Kaye & Mark Stranger, eds,
Principles and Practice in Biobank Governance (Farnham: Ashgate, 2009) 201 at 210-211.

206 Shabani, Knoppers & Borry, supra note 202 at 507.

207 Mahsa Shabani, Bartha Maria Knoppers & Pascal Borry, “Genomic Databases, Access Review, and Data Access
Committees” in Dhavendra Kumar & Stylianos Antonarakis, eds, Medical and Health Genomics (Amsterdam:
Elsevier, 2016) at 32.

208 Yann Joly et al, “Data Sharing in the Post-Genomic World: The Experience of the International Cancer Genome
Consortium (ICGC) Data Access Compliance Office” (2012) 8 PLoS Computational Biology 1 at 1; Mahsa Shahbani
et al, “Controlled Access under Review: Improving the Governance of Genomic Data Access” (2015) 13:12 PLOS
Biology 1 at 2.

209 Bartha Maria Knoppers et al, “A P3G Generic Access Agreement for Population Genomic Studies” (2013) Nature
Biotechnology 384 at Supplementary Material, s 3.

210 Ibid, s 7.
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of variables for study?!!

. Finally, given that broad consent is used in numerous population
biobanks, some form of ongoing communication with participants will be undertaken®!?. When it
comes to access mechanisms, this may be realized in the form of a public registry that can include
researcher information and lay summaries of projects currently using resources provided by the
population biobank?!3. This will allow participants to remain generally informed of how their data
and samples are being used. In some cases, this may prompt them to withdraw participation. In
fact, it is recommended that access bodies responsible for the adjudication of access requests
identify what they consider as potentially objectionable research uses prior to allowing access to
data and samples?!4. Not only would this require understanding the perceptions of research
participants, but of the general public as well. This, once again, highlights the important role played

by society in population biobanks?!>.

VII. Conclusion

This Chapter introduced the several Canadian population biobanks that will be referred to
throughout the remainder of this Thesis. Using document analysis, I described the central
characteristics of population biobanks and how they differ from other research projects. Four

characteristics were noted in particular: 1) population biobanks are created with the goal of mainly

211 Jennifer Harris, Anita Haugan & Isabelle Budin-Ljosne, “Biobanking: From vision to reality” (2012) 21 Norsk
Epidemiologi 127 at 127.

212 Jodyn Platt et al “Public Preferences Regarding Informed Consent Models for Participation in Population-based
Genomic Research” (2014) 16 Genetics in Medicine 11 at 8.

213 See e.g. The International Cancer Genome Consortium’s Data Access Application Office-DACO, “DACO
Approved Projects,” online: <https://icgc.org/daco/approved-projects>; Shahbani et al, supra note 208.

214 Shahbani Mahsa et al, “Oversight of Genomic Data Sharing: What Roles for Ethics and Data Access Committees?”
(2017) 15:5 Biopreservation & Biobanking 469 at 471.

215 Ibid.



76

benefitting the public and future generations; 2) they are established to supply data and samples
for future research projects; 3) they are linked with administrative health data; and, finally, 4) they
consist of organized and searchable collections. From the analysis of internal biobank documents,
it became clear that there is a critical role played by the public and research community in
population biobanks. Indeed, these projects are essentially created for the benefit of society,
facilitated by the collection of data and samples and their linkage to administrative health data.
Moreover, the fact that population biobanks maintain organized and searchable collections of data
and samples that are accessible by the general research community increases the tangible role and
impact played by researchers who apply for access. Understanding the crucial role played by
stakeholders outside of the participant-researcher paradigm will work to demonstrate how
individualistic autonomy is limited in the context of population biobanks. In particular, it will show
how this particular conception of autonomy is unable to account for the multilateral relationships
implicated in population research projects, including those that involve the broader research
community and the general public. Furthermore, understanding that the public and research
communities play important and meaningful roles will assist in the re-examination of how
information will be disclosed to research participants in the future. This understanding will, I
argue, ground an alternative conception of autonomy that does not see participants as independent

agents but as interdependent with other stakeholders in a complex web of relations.

After having explored the distinctive characteristics of population biobanks using documents
that reflect what research participants are provided in terms of information, I will now analyze

how policies, guidelines and statements have addressed the duty to inform of researchers in
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population biobanks, with particular attention given to the ways they approach situations in which

researchers are limited in the information to participants.



CHAPTER 3: THE DUTY TO INFORM OF RESEARCHERS IN

POPULATION BIOBANKS

Page

I. Introduction 79
II. Methodology 80
III. International Documents 81
IV. Regional Documents 84
V. National Documents 86
VI. Limitations to the Duty to Inform in the Context of Population Biobanks 89
VII. Conclusion 96

78



79

CHAPTER 3: THE DUTY TO INFORM OF RESEARCHERS IN POPULATION
BIOBANKS

I Introduction

In Chapter 1, I demonstrated that an individualistic conception of autonomy is at the core of the
jurisprudential interpretation of the duty to inform in Canada. One consequence of this is that the
duty to inform in research is more exacting than in the clinic setting. Participants, accordingly,
have a right to receive “full and frank disclosure of all the facts, opinions and probabilities?!”
during their consent to a research project. This standard is binding on all researchers working with
human participants in Canada. At present, there is no legislation or case law that specifically
provides an alternative standard for population biobanks. For this reason, population biobank

researchers are expected to abide by the same exacting standard followed by researchers in other

contexts.

The present Chapter will address the gap created by the absence of specific Canadian legislative
guidance on population biobanking. It will do so by examining the range of internationally adopted
guidelines, statements, policies and legislation that address the provision of information to biobank
participants. This comparative analysis will provide an account of what biobank researchers are
expected to disclose to participants in the international setting. From this, in turn, I will draw
comparisons between such expectations and the exacting standard demanded by Canadian courts.
I conclude by outlining the various practical limitations faced by population biobank researchers
when providing information to research participants during the consent process. In doing so, I draw

upon the consent documents reviewed in Chapter 2. Understanding such limitations will be critical

216 Halushka, supra note 7 at 443-444,
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in my later work of assessing the feasibility of the individualistic conception of autonomy

supported by Canadian courts and its application to population biobanks.

II. Methodology

The documents I review in this Chapter were collected using the PopGen module, a
comprehensive international database of legislation and policies relevant in population genetics?!”.
The database contains more than 1000 documents, including policies, statements, legislation, and
regulations. They are categorized into three main groups. The first category is composed of
documents that have been adopted by international bodies such as the World Medical Association
(WMA) and UNESCO. The second category of documents are regional. These are policies,
statements, and regulations adopted by institutions of the European Union, such as the European
Parliament. Finally, the third category consists of national documents emanating from more than
100 countries on five continents (Europe, Asia, Africa, North and South America). These are
documents adopted by a legislative body or organization within a country and are applicable only

within that jurisdiction.

I searched for documents enacted between 1990 to 2017, with 1990 being the default set range
of the PopGen search engine. For both international and regional documents, I selected the
keywords “research” and “consent”, to ensure that I would get results that pertain to population
biobanks or to research in general. I used the same keywords at the national level and obtained a
very large number of documents (more than 300), which is distinct from results at the international

and regional levels, for which relatively fewer documents were found. In order to control for

217 PopGen Module, “International database on the legal and socio-ethical aspects of population genomics” (2017),
online: <www.popgen.info/home> [PopGen Module].
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documents applicable in the population biobanking context, I narrowed the search by adding the

specific keyword: “biobank”.

Overall, the search returned 22 documents. Of these, I selected only those that included
guidance on the provision of information by researchers and that were either 1) seminal to (i.e.
having international or regional outreach), though not specifically mentioning, biobanks or 2)
specifically applicable in the population biobanking context. As a result of that triage, I excluded
a total of 5 documents. The remaining 17 documents were then thoroughly assessed and instances
of guidance on consent and information provision were identified using document analysis. More
specifically, I evaluated these documents for indications of the types of applicable consent
procedures and for any guidance on the kinds of information that participants should be provided.

In the following three sections, I describe the results of the comparative analysis.

III. International Documents

A comparative review of international norms documents collected on PopGen reveals that,
since the second half of the 20" century, there has been consistent discussion of the responsibility
of researchers to provide adequate information. Emerging in the Nuremberg Code?'8 of 1949, “the
duty and responsibility for ascertaining the quality of the consent rests upon each individual who
initiates, directs or engages in the experiment™?!°. The Code affirmed that this is a personal duty,

“which may not be delegated to another with impunity”?2°. In this early iteration of the duty to

218 Nuremberg Military Tribunals, ‘“Permissible Medical Experiments” in Trials of War Criminals before the
Nuremberg Military Tribunals under Control Council Law (Washington, DC: US Government Printing Office,
1949) 10:2 [Nuremburg Code].

219 Ibid, s 1.

220 Ibid, s 1.
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inform, a clear link is drawn between the duty and the quality of participant consent. Quality here
refers to the quality of the information provided during consent. A similar position is taken in the
2013 Declaration of Helsinki**', which stipulates that:

“each potential subject must be adequately informed of the aims,

methods, sources of funding, any possible conflicts of interest,

institutional affiliations of the researcher, the anticipated benefits and

potential risks of the study and the discomfort it may entail, post-study

provisions and any other relevant aspects of the study’?%2.

In this Declaration, the provision of information is not only expected to occur during the initial
consent phase, but in later phases of research as well. Indeed, article 26 additionally requires that
research participants be given an opportunity to express their preferences about receiving further
information about the general outcome and results of the study. Use of words such as “general”
and “outcome” predicts the possibility of disclosure at the conclusion of the research project.
UNESCO?’s International Declaration on Human Genetic Data** includes a similarly structured
duty to inform, which includes a right of participants to decide whether they wish to be informed
of research results®?*. This position has been taken consistently by UNESCO since the 1997

adoption of the Universal Declaration on the Human Genome and Human Rights®®.

221 World Medical Association, Declaration of Helsinki - Ethical Principles for Medical Research Involving Human
Subjects, 64th WMA General Assembly, Fortaleza, October (2013), online:
<http://www.wma.net/en/30publications/10policies/b3/> [Declaration of Helsinki].

222 Ibid, art 26.

223 International Declaration on Human Genetic Data, UNESCOR, 32nd Sess, Resolutions, Item 22, SHS/BIO/04/1
REV (2003) [International Declaration on Human Genetic Data].

224 Ibid, art 10.

225 Universal Declaration on the Human Genome and Human Rights, UNESCOR, 29th Sess, Resolutions, Item 16,
29 C/Res. 31 (2005), art 5(c) [Universal Declaration on the Human Genome and Human Rights].
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The Council for International Organizations of Medical Sciences [CIOMS] has adopted
International Ethical Guidelines for Biomedical Research Involving Human Subjects®’S. This
document states that researchers have a duty to “seek and obtain consent, but only after providing
relevant information about the research and ascertaining that the potential participant has adequate

227

understanding of the material facts=>’”’. More importantly, however, it also acknowledges that

seeking specific consent when future use remains uncertain, will be challenging??®,

Similarly, the World Medical Association’s (WMA) Declaration of Taipei on Ethical
Considerations Regarding Health Databases and Biobanks**° takes the position that researchers
should, by default, always obtain the specific, free, and informed consent of participants for the
storage, collection, and use of data and samples?*°. According to the WMA, in cases of predicted
indefinite use, consent may only be valid if participants are informed about a range of issues,
including, but not limited to, the nature of the data or sample to be collected, how participant

privacy will be protected, the nature of the governance arrangements of the biobank, the procedures

226 Council for International Organizations of Medical Sciences (CIOMS), International Ethical Guidelines for
Biomedical Research Involving Human Subjects (Geneva: WHO Press, 2016), online: <https://cioms.ch/wp-
content/uploads/2017/01/WEB-CIOMS-EthicalGuidelines.pdf>.

227 Ibid at guideline 9.

228 Ibid at guideline 11.

229 World Medical Association, “WMA Declaration of Taipei on Ethical Considerations Regarding Health Databases
and Biobanks” (2016), online: <https://www.wma.net/policies-post/wma-declaration-of-taipei-on-ethical-

considerations-regarding-health-databases-and-biobanks/>.

230 Ipid, art 11.
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for the return of results and rules for accessing data and samples?®!. This approach was inspired by

the OECD’s 2009 Guidelines on Human Biobanks and Genetic Research Databases®?.

IV.  Regional Documents

Regional normative instruments are broadly similar to international documents in their
treatment of information provision. The seminal Convention on Human Rights and Biomedicine**
(Oviedo Convention) of the Council of Europe states that participants in a research project “shall
beforehand be given appropriate information as to the purposes and nature of the intervention as
well as on its consequences and risks?**”. This principle is reiterated in various other European
norms, such as Directive 2001/20/EC**> and the Recommendation Rec (2006) 4 of the Committee
of Ministers to member states on research on biological materials of human origin®*¢, which

explicitly discusses population studies.

Article 10 of the Oviedo Convention recognizes a “right to information”, such that participants
“[are] entitled to know information collected about [their] health” unless they explicitly invoke

their right not to be informed. Importantly, this right not to know is never absolute, and may be

31 Ipid, art 12.

232 OECD, Guidelines on Human Biobanks and Genetic Research Databases (2009) at Best Practice 4.1, online:
<www.oecd.org/science/biotechnologypolicies/44054609.pdf.> [OECD 2009].

233 Council of Europe, Convention for the Protection of Human Rights and Dignity of the Human Being with regard
to the Application of Biology and Medicine: Convention on Human Rights and Biomedicine, 4 April 1997, ETS No
164 (entered into force 1 December 1999) [Oviedo Convention].

234 Ibid, art 5.

235 EC, Directive 2001/20/Ec of The European Parliament and of The Council of 4 April 2001 [2001] OJ, L 212/34,
art 3.

236 Council of Europe 2006, supra note 94, art 14.
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restricted in the interests of the participant in question?’. This constraint may be applied, for
example, where clinically significant information is discovered about a juvenile participant that

may be actionable during childhood?8.

Likewise, Additional Protocol to the Convention on Human Rights and Biomedicine,
concerning Biomedical Research®®® (Additional Protocol) emphasizes the importance of providing
participants with sufficient information in a comprehensible form. It confirms that patients are
entitled to know any collected information that concerns their health?*?. To accomplish this, the
Additional Protocol creates a “duty of care” on the part of researchers to communicate relevant
information in the case that a study “gives rise to information of relevance to the current or future
health or quality of life of research participants?**!”. The Additional Protocol specifies that such
information must be disseminated through a framework of health care or counselling and that
researchers are under an obligation to protect both the confidentiality of information and the wishes

of participants?*,

237 Oviedo Convention, supra note 233, art 10(3).

238 Kristen Hens et al, “Developing a Policy for Paediatric Biobanks: Principles for Good Practice” (2013) 21 European
J Human Genetics 2 at 6.

239 Council of Europe, Additional Protocol to the Convention on Human Rights and Biomedicine, concerning
Biomedical Research, 25 January 2005, ETS No195 (entered into force 1 October 2007), art 13(1).

240 [hid, art 26(1).
241 Ibid, art 27.

242 Ibid.
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V. National Documents

At the beginning of the 21 century, Iceland became the first European country to adopt
legislation specifically directed at biobanks. The 2000 Act on Biobanks** requires that biological
samples collected for storage in a research biobank be accompanied by the free and informed
consent of the donor?**. It adds that “[t]his consent shall be given freely and in writing after the
donor of a biological sample has been informed of the objective of the sample collection, the
benefits, risks associated with its collection [...]?*”. Estonia’s 2000 Human Genes Research
Act**, in turn, states that it is “prohibited to take a tissue sample and prepare a description of state
of health or genealogy without the specific knowledge and voluntary consent of the person.”?¥
Sweden’s 2002 Biobanks in Medical Care Act**® focuses on the importance of informing

participants about the intention and purpose of a biobank project?*. The Act further insists that

tissue samples stored in biobanks may not be used for purposes other than those indicated in

243 Tceland, Act on Biobanks no. 110/2000, as amended by Act No. 27/2008 and Act No. 48/2009, online:
<http://eng.velferdarraduneyti.is/media/acrobat-enskar_sidur/Biobanks-Act-as-amended.pdf>.

244 Ibid, art 7.
245 Ibid.

246 Human Genes Research Act (Estonia) RT I 2000, (104, 685), online:
<https://www.riigiteataja.ee/en/eli/531102013003/consolide> [Estonian Act].

247 Ibid, art 9.

248 Sweden, Biobanks in Medical Care Act, (SFS 2002:297), online:
<http://www.biobanksverige.se/getDocument.aspx?id=339>.

249 Ibid at Chapter 2, s 5.
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consent documents?>°, Legislation enacted in Belgium?®!, Finland?>?, and Taiwan?>* have all also

included similar elements.

In Canada, the 2010 77i-Council Policy Statement (TCPS 2)—a research ethics document that
is binding on researchers funded by one of the three councils—includes a chapter dedicated
entirely to human biological materials. That chapter sets out a number of requirements for

consent?>*

. Apart from referring to elements of consent set out in article 3.2 (including purpose,
risks, benefits, and others), article 12.2 of the Statement demands that researchers disclose, among
other things, “the manner in which biological materials will be taken, [...] the safety and
invasiveness of the procedures for acquisition”, the intended use and plans for “handling results
and findings, including clinically relevant information and incidental findings™?>. The TCPS 2
further acknowledges that some biological materials will be collected for research purposes and
may also be used in “future research, although the precise research project(s) may not be known

99256

at the time . This statement seems to acknowledge practical limitations on the part of

250 Jbid at Chapter 3, s 5.

1 Loi relative a l'obtention et a l'utilisation de matériel corporel humain destiné a des applications médicales
humaines ou a des fins de recherche scientifiqgue (Belgium) M.B. 30/12/2008, online: <https://www.ieb-
eib.org/fr/pdf/1-20081219-rech-mater-humain.pdf> [Belgian Act].

252 The Finnish Biobank Act (Finland), 688/2012, online:
<http://www.finlex.fi/en/laki/kaannokset/2012/en20120688.pdf>.

253 Human Biobanks Management Act (Republic of China), (2012), Hua-Zong-Yi-Yi-Tzu No 09900022481, online:
<http://law.moj.gov.tw/Eng/LawClass/LawAll.aspx?PCode=L0020164.>

234 TCPS 2, supra note 9, art 12.2.
255 Jbid.

256 Jbid, Chapter 12 B.
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researchers, namely, that they are unable to foresee future use at the time of consent. Although
interesting, this statement does not override the standard outlined in case law. Furthermore, the

lack of elaboration by the TCPS2 on this point indicates that its interpretation is unsettled.

In 2010, the German National Ethics Council adopted a guidance document entitled Human
Biobanks for Research®’. This document adopts a general position on consent that bears some
resemblance to those reviewed above. The guidance states that consent must be preceded by
appropriate information about the purpose, significance, and implications of the research

project?8

. This, according to the document, presupposes specific consent. In a manner similar to
various more recent international documents (such as the CIOMS and the WMA’s Declaration of
Taipei), the German National Ethics Council suggests that, where specific consent is impossible,
consent documents must include sufficient information related to the kinds of materials and data
to be collected, how such collections will be stored, to whom materials and data will be provided,
and how the collection will be protected®. In the same vein, the United States 2017 revised

260

Common Rule**®, a national research ethics document, also recognized this broader form of consent

for biobanks, albeit with some conditions?®!.

237 Deuttscherr Etthiikrratt, Human Biobanks for Research (Berlin: Deuttscherr Etthiikrratt 2010).
258 Ibid at 15.
259 Ibid at 37-38.

260 United States Department of Human Health and Services, “Final Revisions to the Common Rule” (2017) Federal
Register 82:12, online: <https://www.gpo.gov/fdsys/pkg/FR-2017-01-19/pdf/2017-01058.pdf>.

261 Jbid at 7150.
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By examining the various international, regional and national normative documents reviewed
in the section above, several conclusions can be drawn. First, most international and regional
documents do not consider population biobanks specifically. Rather, they take general positions
on the importance of providing adequate information to research participants. More recent
international documents have included greater elaboration on the duty of researchers to inform in
biobanking research. National documents usually take the same approach, with greater emphasis
placed on issues associated with biobanking in particular, including the importance of providing
participants with information on the future use and storage of data and samples. Second, and
perhaps more importantly, the comparative analysis of documents has shown that a number of
jurisdictions have provided guidance on how much information should be provided to participants
in the research biobanking context. Cognizant of limitations faced by biobanks in providing
participants with specific information, some of these documents have instead focused on protecting
the confidentiality of data and samples. However, the same cannot be said about the approach
taken in Canadian law. As I demonstrated above, Canadian law requires that research participants
are informed of all facts, opinions, and probabilities prior to giving research consent. This, I argue,
inevitably places unreasonable limitations on researchers in the biobanking context. Many such

limitations are likely impossible to satisfy. In the following section, I will illustrate them.

VI.  Limitations to the Duty to Inform in the Context of Population Biobanks

The range of norms examined above reflect a trend in guidance on consent and the duty to

inform: researchers must adequately inform participants about the risks, goals, and potential

outcomes of research projects during the consent process. The precise nature and content of the
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required consent, however, remain unsettled in the field of population biobanking?®?. While we
have seen that some international and national documents propose solutions when researchers are
unable to provide specific information, the same cannot be said of Canadian Courts. This is why
it is critical to more precisely understand the practical limitations faced by population biobanks

when disclosing information to research participants.

Given that population biobanks are designed to foster future research, there are a certain number
of inevitable limits on what may feasibly be disclosed to participants. In the population biobanking
context, future users and specific proposed research projects are unknown at the time of initial
consent?®®, Biobank researchers will often find themselves unable to fully inform participants
about the “intended uses” or the “range and duration” of such use at the moment of initial consent.
On the other hand, requesting specific consent from participants where exacting information will
be provided—such as information about the researchers who will have access to data and samples
and the nature of their specific research project—will likely restrict future access to such data and
samples. The reason for this is, simply put, that a process of re-consent would be required to follow
every new access application. The process of re-consenting research participants in this way would

be both costly and time-consuming, owing largely to the high number of participants and the

262 See e.g. Judy Allen & Beverley McNamara, “Reconsidering the Value of Consent in Biobank Research” (2011)
25 Bioethics 155; Laura M Beskow et al, “Developing a Simplified Consent Form for Biobanking” (2010) 5 PloS One
€13302; Arthur L Caplan, “What No One Knows Cannot Hurt You: The Limits of Informed Consent in the Emerging
World of Biobanking” in Helge Solbakk, Seren Holm & Bjern Hofmann, eds, The Ethics of Research Biobanking
(London: Springer, 2009); Caulfield, supra note 16.

263 European Society of Human Genetics, “Data Storage and DNA Banking for Biomedical Research: Technical,
Social and Ethical Issues” (2003) 11 European J Human Genetics S8 [European Society of Human Genetics 2003].
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limited resources available to undertake such a re-consenting process®**. Moreover, a process that
includes re-consent may negatively impact recruitment efforts. Indeed, depending on the frequency
of requests, there is a possibility that participants, exasperated from constant re-consenting efforts,
will drop out of the biobank altogether?®. This, in turn, would affect the long-term sustainability

of the population biobank.

Given this situation, a number of population biobanks have resorted to the adoption of broad
consent?%®. The term “broad consent” or “general consent” means “consenting to a framework for
future research of certain types?¢’” and pertains “to a bank or research infrastructure whose
possible uses are not all known at the start.?°8” This category of consent is alluded to in some of
the documents reviewed in this Chapter, namely by the WMA, OECD and CIOMS, TCPS 2,
German National Ethics Council, and the American 2017 revised Common Rule. Some proponents
of broad consent typically point to practical limitations listed above and support arguments in
favour of this alternative approach by claiming that biobank participation is a relatively low-risk

form of research participation®®. This view, however, has not received unanimous agreement in

264 Jane Kaye et al, “Dynamic consent: a patient interface for twenty-first century research networks” (2015) 23
European J Human Genetics 141 at 141.

265 Ibid.
266 Master et al, supra note 15 at 885.
267 Steinsbekk et al, supra note 144 at 897.

268 Fonds de la recherche en santé du Québec, Final Report — Advisory Group on a Governance Framework for Data
Banks and Biobanks Used for Health Research (Montreal: Fonds de la recherche en santé du Québec, 2006), online:
<https://www.google.com/url?sa=t&rct=j&q=&esrc=s&source=web&cd=1&ved=0ahUKEwj54siy6 Y Dc AhUKO0IM

KHbkkA 1UQFgguMA A&url=https%3 A%2F%2Fwww.bibliotheque.assnat.qc.ca%2FDepotNumerique _v2%2FAffi
chageFichier.aspx%3Fidf%3D67934&usg=A0OvVaw056zBpJEKC1MGzZapQelko> at 59-60.

269 F D’Ambro et al, “Research participants’ perceptions and views on consent for biobank research: a review of
empirical data and ethical analysis” (2016) BMC Medical Ethics 16:60 at 2 of 11.
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the literature?’’. In fact, opponents of broad consent argue that one of the key elements of consent,
namely, that it is informed, goes unsatisfied in broad consent regimes®’!. Scholars of that view
claim that donors only receive “information on general categories of foreseeable problems [...]
and benefits [...], but they get no information about the specific research that will be done with
their samples [...]>’?”. Other authors have gone as far as saying that biobanks, as a matter of fact,
are not low risk research enterprises, especially considering that there is a real possibility of re-
identification of participants by third parties®’*. Adding to this problem, there is no consensus on
the perspectives of members of the public or participants regarding the type of consent researchers
in biobanking research should seek. Indeed, while some authors have shown that a majority of
participants prefer one-time broad consent®’#, others have demonstrated that it is either a close split
decision or that there is a preference for specific consent?’>. These findings are insufficient to the
extent that they lack nuance with respect to their consideration of issues related to biobanking. As
I described above, a number of the surveyed documents make generalizations about biobanking in

discussions of particular issues. Many do not, for example, specifically focus on one species of

270 DT Stein & SF Terry, “Reforming Biobank Consent Policy: A Necessary Move Away from Broad Consent Toward
Dynamic Consent” (2013) Biopreservation & Biobanking 17:12, 855 at 855; C Stauton & K. Moodley, “Challenges
in biobank governance in Sub-Saharan Africa” (2013) BMC Medical Ethics 14:35 at 7.

271 Bjorn Hofmann, “Broadening Consent--and Diluting Ethics? ”” (2009) 35 J Medical Ethics 125 at 128.

272 Henry T Greely, “The Uneasy Ethical and Legal Underpinnings of Large-Scale Genomic Biobanks” (2007) 8
Annual Rev Genomics & Human Genetics 343 at 358.

273 Stein & Terry, supra note 270 at 855.

274 T Caulfield et al, “Biobanking, Consent, and Control: A Survey of Albertans on Key Research Ethics Issue” (2012)
10:5 Biopreservation & Biobanking 433 at 436.

275 AT Ewing et al, “Demographic Differences in Willingness to Provide Broad and Narrow Consent for Biobank
Research” (2015) Biopreservation & Biobanking 13:2, 98 at 101; NA Garrison et al, “A systematic literature review
of individuals’ perspectives on broad consent and data sharing in the United States” (2015) 18:7 Genetics in Medicine
663 at 669.
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biobank, such as population biobanks. This presents the risk that critical characteristics of the
biobank under study will not be captured and that problems particular to a specific kind of
biobanking project will be ignored. As a matter of fact, it is rare to encounter explicit discussions
of broad and specific consent practices that contemplate the full diversity of biobanking projects.
This is problematic to the extent that solutions proposed in one context are often inapplicable in
others. A more fulsome discussion of this shortcoming, however, falls outside of the objectives of

this Chapter.

In an effort to defend the use of broad consent as a model for population biobanks, some
proponents have maintained that as “long as [...] broad consent is thorough and includes a

»276 such as the manner in which tissues will be

discussion of the goals and relevant process
conserved, mechanisms for ensuring the security of data, and ongoing governance structures for
access and ethics monitoring?”’, it could meet the broad requirements of informed consent?’®,
Additionally, while the broad consent approach privileges flexibility, owing to its ability to
envision a wider set of uses for data and samples, its promoters insist that such flexibility does not

constitute a “carte blanche”?”. Indeed, defenders argue that broad consent should be accompanied

by additional security and governance mechanisms?®’. Beyond that, population studies that apply

276 Timothy Caulfield & Bartha Maria Knoppers, “Consent, Privacy and Research Biobanks” (2010) Policy Brief no.
1 Genomics, Public Policy, and Society 1 at 5, citing Ants Nomper, Open Consent:A New Form of Informed Consent
for Population Genetic Databases (Tartu: Tartu iilikooli kirjastus, 2005).

277 Knoppers & Abdul-Rahman (Zawati), supra note 17 at 14.

278 Bartha Maria Knoppers & Ma'n H Abdul-Rahman (Zawati), “Health Privacy in Genetic Research: Populations and
Persons” (2009) 28 Politics and the Life Sciences 99 at 100.

279 Bartha Maria Knoppers et al, “Framing Genomics, Public Health Research and Policy: Points to Consider” (2010)
13 Public Health Genomics 224 at 231.

280 Knoppers & Abdul-Rahman (Zawati), supra note 17.
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broad consent procedures often periodically re-contact donors to administer questionnaires and
collect additional samples, “thereby providing an opportunity for renewing consent and the right

to withdraw through participant response over time”28!

. During such re-contact procedures,
consent forms that include any updated information are presented to participants. Participants are
then given an opportunity to reassert whether they are interested in continuing their participation.
Some authors have argued that iterative processes of this kind are indicative of a move toward a
more dynamic consent model 282, one in which participants are provided “active opt-in
requirements for each downstream research project™??. More precisely, dynamic consent is an
online approach that may be put in place to accommodate different consent models depending on
the objectives and context of the research project. In the future, participants can also benefit from
this online system to consent to novel research studies or to modify initial consent along the way,
thereby allowing for dynamic interactions between the participant and the researcher?®*. While I

will not discuss this model in detail, I should mention that such dynamic consent has also received

a fair share of critique in recent years?®,

As for population biobanks in the Canadian context, a review of consent forms and associated

documents from such studies reveals that the broad consent approach described above is gradually

281 Caulfield & Knoppers, supra note 276 at 5.

282 Kaye et al, supra note 264; Isabelle Budin-Ljosne et al, “Dynamic consent: A potential solution to some of the
challenges of modern biomedical research” (2017) 18:4 BMC Medical Ethics 1 at 2.

283 Steinsbekk et al, supra note 144 at 897.

284 Budin-Ljesne et al, “Dynamic Consent: a potential solution to some of the challenges of modern biomedical
research” 18:4 BMC Medical Ethics (2017) at 3 of 10.

285 Steinsbekk et al, supra note 144 at 901.



95

being implemented. For all existing Canadian biobanks, the limited disclosure of unknown future
access of data and samples is paired with rigorous governance and heightened privacy protection
(see Table 2). As an example, the Alberta Tomorrow Project discloses that participant data and
samples “may be used, in coded form, by approved researchers from Canada and other countries
for research related to cancer, and potentially other health conditions™?%¢: Such potential use is
based on the condition that prospective researchers apply for access under a controlled-access
governance system?®’. CARTaGENE takes a similar approach, stating explicitly that “data and
samples collected for the CARTaGENE project will be used for research on health and /or
genomics™?®8, This kind of use is paired with the promise that an “ethics committees will evaluate
the research projects submitted and the scientific validity of these studies will be examined by an

access committee independent from CARTaGENE?”,

Even granting that broad consent is, as its proponents suggest, a form of compromise between
competing values, it remains unclear whether it is capable of being reconciled with legal
requirements surrounding the duty to inform set by Canadian courts. Put another way, it is not
evident that broad consent would satisfy the strict requirement to provide participants with a full
and frank disclosure of all facts, opinions, and probabilities that is described in the Halushka and

Weiss decisions. Recently, commentators have described the continued consent problem facing

286 Alberta Tomorrow Project, Consent Form (2011), referenced in Table 2.
287 CPTP Access Portal Documents, supra note 204.
288 Atlantic PATH Consent and Brochure, supra note 155.

289 Ibid.
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biobanks?®. In a 2017 article, authors Caulfield and Murdoch state that “there remains a great deal
of uncertainty regarding [...] what type of consent is legally appropriate”?®!. They conclude that
broad consent does not appear to fulfill legal requirements in Canada and that “the time is now for
policymakers and politicians to clear up the confusion”?*2, While I agree a problem exists and that
it is time to dissipate confusion, I do not share in the conclusion that the issue applies to biobank
consent, per se. Instead, I argue that the central concern turns on the individualistic conception of
autonomy promoted by Canadian courts, which is the basis of the exacting duty imposed on

biobank researchers. This is a claim that I will defend in the following Chapter.

VII. Conclusion

This Chapter had two objectives. First, it focused on the gap in specific legislative guidance
related to population biobanks and examined the range of guidelines, statements, policies, and
legislation that have been adopted internationally to address requirements surrounding the
provision of information to biobank participants. To assuage the lack of specific Canadian
guidance on this matter, I presented the results of an international comparative review of
guidelines, statements, policies, and legislation that have been adopted on the topic of population
biobanks. This review demonstrated that the requirement that sufficient and adequate information
be provided to participants in biobanking research is widespread. More importantly, several of the
documents analyzed have clearly recognized the limitations of specific consent and suggest a

broader information provision requirement on the part of researchers. This stands in contrast to

290 Caulfield & Murdoch, supra note 18 at 2.
291 Ibid at 2.

292 Ibid at 6.
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legal requirements in Canada demanding more directed, specific consent in which all opinions,

probabilities, and facts are presented to the research participant.

Second, this Chapter outlined various practical limitations faced by population biobank
researchers when providing information to research participants during the consent process.
Drawing on the consent forms and associated documentation reviewed in Chapter 2, I described
the inability of population biobanks to foresee all possible uses of data and samples and the
infeasibility of re-consenting participants every time a new project requests access to their data
and samples. As a matter of course, this would require that population biobanks deviate from full
disclosure requirements in Canadian law. From there, I briefly presented some of the potential
solutions that have been discussed in the literature. Despite extensive discussion on the topic of
biobanking and informed consent, there is some continued controversy on the best approach to
follow when providing information to participants. This is so, I argue, primarily because many of
the proposed solutions, such as broad consent or dynamic consent, are practical solutions generated
by biobanks themselves, with limited conceptual support. The practical limitations of the
individualistic conception of autonomy, however, require redress from a more theoretical point of
view. In the following Chapter, I will argue that the shortcomings of individual autonomy are
broader than the practical concerns identified here and, in fact, touch on more complex matters

related to the multilateral nature of the research relationship in the context of population biobanks.
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CHAPTER 4: LIMITATIONS OF THE INDIVIDUALISTIC CONCEPTION
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CHAPTER 4: LIMITATIONS OF THE INDIVIDUALISTIC CONCEPTION OF
AUTONOMY IN POPULATION BIOBANKING

I. Limitations of the Individualistic Conception of Autonomy: An
Introduction

In Chapter 1, I gave an overview of the evolution of the duty to inform in Canada. While
paternalism was once a dominant norm in clinical practice, it was eventually replaced by respect
for autonomy as the theoretical basis of the duty to inform in the second half of the 20" century.
More importantly, I demonstrated that an individualistic conception of autonomy is at the core of
the interpretation of the duty to inform by Canadian courts. These decisions have since informed
our understanding of the duty to inform in non-therapeutic research, a duty that was determined to

be more exacting than that of physicians in a clinical setting.

In Chapter 2, I examined the nature and characteristics of population biobanks and outlined
how they differ from research projects considered in leading Canadian court decisions. Indeed,
drawing on a review of internal documents presented to research participants by Canadian
population biobanks, it can be seen that a much larger role is thought to be played by the public
and—to some extent—the research community in this context. Not only do these projects recruit
participants from the general population, but their governance is also established in the specific

aim of maintaining public trust®®3.

Chapter 3 described practical limitations that population biobank researchers face when
providing information to participants. Among such limitations are the inability to foresee all

possible uses of data and samples and the infeasibility of re-consenting participants each time a

293 Shabani & Borry, supra note 191 at 893; Deschénes & Sallée, supra note 192 at 40.
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new project requests access. Both limitations would be actualized under a consent model motivated
by individual autonomy. While neither the federal government nor any of the provinces have
enacted legislation specifically regulating biobanks, Chapter 3 highlighted how guidelines,
statements and recommendations in other countries, in addition to those enacted by international
and regional organizations, have recognized that specific models of consent are limited and have

proposed a broader form of information provision by researchers.

For the time being, Canada’s legal duty to inform continues to be based, at its core, on an
individualistic conception of autonomy. But this conception faces several important theoretical
shortcomings. Using information gathered in Chapters 2 and 3, the present Chapter will examine

such shortcomings in detail.

Before doing so, it is important to note that individual autonomy has received a good deal of
criticism by authors who have analyzed its inadequacies in the clinical setting. These inadequacies

transcend the clinical setting to have important effects on research. One criticism is that autonomy

2945

is “highly individualistic=*” in orientation. Several authors contend that this illustrates the manner

295> Put another

in which “rights” may be claimed “without any sense of reciprocal obligations
way, the relevant relationships are “unidirectional” in the sense that the role of a physician is

limited to that of a passive provider of information**®, while little is said about possible patient

29 Laurie, supra note 4 at 184.
295 Stirrat & Gill, supra note 78 at 127.

29 Chin, supra note 23 at 153.
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obligations?”’. Others have gone so far as to qualify a patient—physician relationship based on
individual autonomy as one of “bioethical paternalism”, which leads “some doctors to consider
mistakenly that unthinking acquiescence to a requested intervention against their clinical judgment
is honouring ‘patient autonomy’ when it is, in fact, abrogation of their duty as doctors.?®” In other
words, “a competent patient’s decision is good simply by virtue of having been made by the
patient.?®*”. All of the examples mentioned above point to one important shortcoming: the
individualistic conception of autonomy conceives of participants as fully independent
individuals, entitled to information that would further their own interests. More to the point,
accounts of individualistic autonomy typically fail to mention how the interactions of patients

with others shape their decisions and, correlatively, how their decisions might affect others.

I argue that these shortcomings of individual autonomy transcend the clinical setting and have
important implications for population biobanks. More concretely, I focus on two specific problems
with individual autonomy in the population biobank setting. The first turns on how individual
autonomy fails to recognize the complexities of benefit considerations in the research setting. The
second, related to the first, considers how individual autonomy, with its unidirectional focus on
the participant, is incapable of sustaining that same participant within the multilateral and complex
relationships that involve the public and research community. Finally, this Chapter will
demonstrate that many of the proposed solutions to these shortcomings—namely deliberative

autonomy, principled autonomy, and the duty to participate in research—do not resolve the

297 Stirrat & Gill, supra note 78 at 127.
298 Ibid at 127

299 Ibid at 129.
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limitations at issue. Relational autonomy, however, does represent a useful conception that could

conceivably be adapted to the population biobank setting.

I1. The Concept of Benefit: Moving Beyond Individual Participants

The research relationship described by Canadian courts is one in which researchers and
participants are the predominant actors. Owing to a perceived absence of benefit to participants,
courts have created a highly exacting duty to inform. Individual autonomy, as its name portends,
is focused solely on the individual: in the case of biobanks and other research projects, that
individual is the participant. When applying individual autonomy, the primary concern is with the
actions researchers are required to take relative to participants, minimizing, at the same time, both

the existence and interests of other actors.

The analysis in this Chapter demonstrates that this understanding of the research relationship
is untenable in the context of population biobanks. I focus on the concept of benefit by briefly
exploring how the interests of the public have become central in benefit considerations. For
population biobanks specifically, I rely on consent documents collected in Chapter 2 to
demonstrate how the issue of participant benefit is portrayed during the consent process. I will
then conduct a review of international, regional, and national documents retrieved from the
PopGen database as a way of determining how researchers in population biobanks realize such
benefit. This final exercise will anchor the important role of another actor, one that has thus far

largely evaded consideration: the research community.
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A. The Evolution of the Concept of Benefit
According to the Oxford English Dictionary, “to benefit” is “to do good to, to be of advantage
or profit to; to improve, help forward*®®”. The concept of benefit in medical research has received
a wide array of interpretations in past decades. While certain authors link the concept to financial

t391, others associate benefit with therapeutic intent**2. The concept of benefit in medical

benefi
research ethics can be traced to the Belmont Report, a 1979 document adopted by the United States
National Commission for the Protection of Human Subjects of Biomedical and Behavioral
Research in the wake of the infamous Tuskegee syphilis experiments®®. In the Report, “benefit”
is defined as “something of positive value related to health or welfare%, that can “affect the
individual subjects, the families of individual subjects, and society at large (or special groups of
subjects in society)%. The extent to which individual subjects may receive or extend benefit
remains an important consideration in most kinds of research. In pediatric studies or research on
incapable adults, for example, article 3.9 of the TCPS 2 states that a research ethics board should
require the researcher to ascertain that:
“the research is being carried out for the participant’s direct benefit, or

for the benefit of other persons in the same category. If the research
does not have the potential for direct benefit to the participant but only

300 The Oxford English Dictionary, online ed, sub verbo “Benefit” online:
<https://en.oxforddictionaries.com/definition/benefit>.

301 Agomoni Ganguli-Mitra, “Benefit-sharing and Remuneration” in Bernice Elger et al, eds, Ethical Issues in
Governing Biobanks: Global Perspectives (Farmington: Ashgate Publishing, 2008) at 218.

302 Lainie Ross, “Phase I research and the meaning of direct benefit” (2006) 149 J of Pediatrics, Supplement S20 at
S22.

303 Belmont Report, supra note 5.
304 Ibid, s C point 2.

305 Ibid.
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for the benefit of the other persons in the same category, the researcher

shall demonstrate that the research will expose the participant to only a

minimal risk and minimal burden, and demonstrate how the

participant’s welfare will be protected throughout the participation in

research”306

Similarly, Article 21 of the Civil Code of Quebec®®” emphasizes the importance of benefitting

minors and adults incapable of giving consent. An individual who falls under one of these
categories:

may participate in such research only if, where he is the only subject

of the research, it has the potential to produce benefit to his health or

only if, in the case of research on a group, it has the potential to produce

results capable of conferring benefit to other persons in the same age

category or having the same disease or handicap.3%®

As can be seen in these examples, direct benefit that emanates from medical research may be

associated with participants and other individuals within a particular age category or with those
suffering from a specific disease or condition. This view entails that no one other than the
participant (or someone in the same age category or having the same disease or handicap) will
benefit from participation in the study. Of course, the above-mentioned articles from the Civil
Code of Quebec or the TCPS 2 cannot be broadly applied, for they only concern minors and
incapable adults. With that said, they do demonstrate how considerations of benefit, at least as far

as these vulnerable populations are concerned, remain largely focused on or modelled around the

participants in question.

306 TCPS 2, supra note 9, art 3.9.
307 Art 21 CCQ.

308 Art 21 CCQ.
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Canadian court decisions on the duty to inform in research diverge slightly from the examples
mentioned above. In these decisions, consideration of benefit is thought to focus solely on the
participant in question®”. In other words, when benefit is an issue, the sole relevant determinant
is whether the participant will benefit or not. There is no consideration for other individuals within
the same age category or individuals suffering from the same disease, and even less still other
unaffected individuals. Following from this individualistic view, it is “the absence of any
therapeutic benefit to the patient which provides the policy justification for having different

requirements for consent to research than for consent to treatment®!”

. The requirements associated
with the duty of a researcher to inform became, as a result, more exacting. Nowhere in these
decisions or in their subsequent interpretation by scholars was there a sense that the concept of

benefit as understood by the court extended to stakeholders other than research participants.

Furthermore, reliance on considerations of individual benefit to delineate consent standards for

invasive clinical trials that require the constant physical presence of participants®!!

are unlikely to
be useful in other kinds of research. There is no strong reason to think that a one-size approach is
appropriate across research methods. Indeed, courts have yet to consider other, more observational
and less individually-centered research. For the time being, the duty to inform (and its correlative

individualistic conception of autonomy) are framed in terms of a notion of benefit that conceives

of the individual as the predominant actor in research. Given that research is generally understood

309 See e.g. Halushka, supra note 7 at 443-444.
310 Robertson & Picard, supra note 6 at 125.

311 See e.g. US National Library of Medicine, “Learn About Clinical Studies” (2017), online:
<https://www.clinicaltrials.gov/ct2/about-studies/learn#Clinical Trials>.
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to be principally focused on the production of generalizable knowledge, this is surprising on its

312

face’'“. In fact, with the emergence of genomic research and biobanking, “generalizable” research

has increasingly been associated with “populations” rather than “individuals™:
[i]nvestigators [...] are not expected to act primarily for the benefit of

individual research participants, and indeed, should not if doing so
might interfere with their ability to create generalizable knowledge

[...]30
Population biobanks are an example of research projects in which direct benefit to individuals
is not typically expected’!*. As a result, they offer an important example of research practices that
are not reflected in case law. This reveals a clear conceptual shortcoming of the individualistic
conception of autonomy. Before coming to understand the concept of benefit in population
biobanks, however, we must first address debates that have developed in the human genetics
context regarding benefit, given that this type of research has long been associated with

biobanking?!’.

In considering the concept of benefit, it is worth noting that reflections in the human genetics

research context have long centred on the notion of benefit sharing®'®. First presented in 1992 by

312 Ellen Clayton & Amy L McGuire, “The Legal risks of returning results of genomics research” (2013) Genetics in
Medicine 473 at 473.

313 Ibid at 475.

314 Bartha Maria Knoppers, “Population Genetics and Benefit Sharing” (2000) 3 Community Genetics 212 at 213
[Knoppers 2000].

315 Lorraine Sheremeta & Bartha Maria Knoppers, “Beyond the Rhetoric: Population Genetics and Benefit-sharing”
in PWB Philips & CB Onwuekwa, eds, Assessing and Sharing the Benefits of the Genomic Revolution (Dordrecht:
Springer, 2007) at 157.

316 D Schroeder, “Benefit sharing: it’s time for a definition” (2007) 33 J Medical Ethics 205 at 205; Kadri Simm,
“Benefit-sharing: an inquiry regarding the meaning and limits of the concept in human genetic research” (2005) 1
Genomics, Society & Policy 29 at 29; Bege Dauda & Kris Dierickx, “Benefit sharing: an exploration on the contextual
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the Rio Convention on Biodiversity*!’, “benefit sharing” referred to the just and equitable sharing
of benefits derived from the use of genetic resources®!®. Although this convention focused on
animals and plants, it inspired important discussions about the place of benefit in genetics research
and on efforts to counterbalance the effects of commercialization for financially induced research
participants®'®. In its 1996 Statement on the Principled Conduct of Genetic Research**’, the Human
Genome Organization (HUGO) examined this problem and recommended:

that undue inducement through compensation for individual

participants, families, and populations should be prohibited. This

prohibition, however, does not include agreements with individuals,

families, groups, communities or populations that foresee technology

transfer, local training, joint ventures, provision of health care or of

information infrastructures, reimbursement of costs, of the possible use

of a percentage of any royalties for humanitarian purposes.>?!

Of the seven benefits mentioned in the Recommendation, only one applies to individuals: the

provision of health care. All other benefits bypass individuals and apply to other stakeholders. The
view that benefit sharing, when achieved, should transcend the individual, has been a central

consideration in subsequent ethics norms. The UNESCO Declaration on Human Genome and

Human Rights, for example, states that benefits generated by advances in research on the human

discourse of a changing concept” (2013) 14 BMC Medical Ethics, online: <http://www.biomedcentral.com/1472-
6939/14/36>. See Knoppers 2000, supra note 314 at 213 (for a discussion on benefit-sharing in population biobanks).

317 Convention on Biological Diversity, 5 June 1992, 1760 UNTS 79 (entered into force 29 December 1993).
318 Ibid, art 15; Knoppers 2000, supra note 314 at 213.
319 Simm, supra note 316 at 33.

320 Human Genome Organization, Statement On The Principled Conduct Of Genetics Research, (1996), online:
<http://www.eubios.info/HUGO.htm>.

321 Ibid.
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genome should be made available to everyone*??. Similarly, the Human Genome Organization’s
Ethics Committee adopted a Statement on Benefit-Sharing®*® in 2000. The Statement recommends
that all of humanity should share in and have access to the benefits of genetics research®?* and that
benefits should “not be limited to those individuals who participated in such research?. In the

same vein, but with more precision, UNESCO’s 2003 International Declaration on Human

326

Genetic Data included a number of considerations for population-based studies and

recommended that “benefits resulting from the use of human genetic data, human proteomic data
or biological samples collected for medical and scientific research should be shared with the

society as a whole and the international community”?’. The Declaration adds:

In giving effect to this principle, benefits may take any of the following forms:

special assistance to the persons and groups that have taken part in the research;

access to medical care;

c. provision of new diagnostics, facilities for new treatments or drugs stemming from
the research;

d. support for health services;

e. capacity-building facilities for research purposes;

f. development and strengthening of the capacity of developing countries to collect
and process human genetic data, taking into consideration their specific problems;

g. any other form consistent with the principles set out in this Declaration’?8.

op

322 Universal Declaration on the Human Genome and Human Rights, supra note 225.

323 Human Genome Organization (HUGO) Ethics Committee, Statement on Benefit-Sharing, (2000), online: <
http://www.hugo-international.org/img/benefit sharing 2000.pdf>.

324 Ibid at Recommendation 1 (the same recommendation was reiterated in HUGO’s Ethics Committee’s Statement
on Human Genomic Databases (2003), available online at: <http://www.eubios.info/HUGOHGD.htm>).

325 Ibid at Recommendation 2.
326 International Declaration on Human Genetic Data, supra note 223.
327 Ibid, art 19a.
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In 2011, the Nagoya Protocol on Access to Genetic Resources and the Fair and Equitable
Sharing of Benefits Arising from their Utilization divided benefits that might arise from genetic

resources into two categories: monetary and non-monetary3?°. The monetary category includes,

2330 331

but is not limited to, “access fees””>” and “payment of royalties’~'”. The non-monetary category,

in contrast, includes such benefits as “sharing of research and development results 332,
“contributions to the local economy>*”, and “food and livelihood security benefits*3+”. It should

be noted that, like most of what is listed in the Annex of the Protocol, these examples are not

thought to be benefits targeted at specific participants.

Authors have increasingly been interpreting benefit sharing in terms of mechanisms that are put

into place “to ensure that the benefits stemming from genomic research profit whole population

]”335

groups | ... and away from individualistic calculations. Some authors have attributed this shift

to increased attention to the concept of justice®3®, while others have been motivated by a principle

329 Secretariat of the Convention on Biological , Nagoya Protocol on Access to Genetic Resources and the Fair and
Equitable Sharing of Benefits Arising from their Utilization (Montreal: Secretariat of the Convention on Biological
Diversity, 2011), online: <https://www.cbd.int/abs/doc/protocol/nagoya-protocol-en.pdf>.

30 bid at Annex, at 1(a).

31 Ibid at Annex, at 1(d).

332 Ibid at Annex, at 2(a).

333 Ibid at Annex, at 2(1).

334 Ibid at Annex, at 2(0).

335 Yann Joly, Clarissa Allen & Bartha M Knoppers, “Open Access as Benefit Sharing? The Example of Publicly
Funded Large-Scale Genomic Databases” (2012) 40:1 JL Med & Ethics 143 at 143.

336 Schroeder, supra note 316 (the author suggests the following definition for benefit sharing: “Benefit sharing is the
action of giving a portion of advantages/profits derived from the use of human genetic resources to the resource
providers to achieve justice in exchange, with a particular emphasis on the clear provision of benefits to those who
may lack reasonable access to resulting health care products and services without providing unethical inducements”).
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of fairness*?’. As in the HUGO and UNESCO documents, a number of authors have described the
shift by drawing on the concept of “reasonable availability3*3”. They assert that reasonable
availability “requires that research be tailored to the health needs of the host community and that

research results thus be made available to the community at the end of the project.?3*”

In the following section, I will explore the concept of “benefit” as it applies in large-scale
population studies and explore whether a shift in focus away from the individual per se to society

at large is realized in the information such projects share with their participants.

B. How are Participants Informed about Benefits during Consent?

In the section above, I described how genetics and genomics research have ushered in a novel
interpretation of the concept of benefit. More specifically, large-scale genomics research, such as
population biobanks, have advanced a conception of benefit based on entire groups and
communities. In light of this, it is integral to consider whether Canadian population biobanks have

taken a similar approach.

In my analysis of how population biobank researchers have presented the concept of benefit to
their participants, I relied on the consent forms, information brochures, and frequently asked

questions (FAQs) collected in Chapter 2. Each of these documents (n=12) was reviewed for any

37 Simm, supra note 316 at 34.
338 Dauda and Dierickx, supra note 316 at 1.

339 Ibid.
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passage describing benefit. Once again, these documents were chosen because they best reflect the

extent of information provided to participants during the recruitment process.

In Table 4 below, I highlight passages drawn from these consent forms and information

brochures. These passages detail the interpretations these projects have taken of the concept of

benefit340,

Table 4—Consent Provisions Addressing Benefits from Canadian Population Biobanks

Name of the | Portion of the Cohort Documentation

Cohort

BC Consent Form (Version 4.0—December 12, 2014)

Generations

Project “The BC Generations Project will contribute to a better understanding

(British about the causes of cancer and other chronic diseases and the factors

Columbia) that influence health and illness among Canadians. Health benefits from
this research are likely to help future generations [...].”3*!

The Study Booklet (Version DS3010v2—May 2011)

Tomorrow

Project “Participation in the Tomorrow Project will likely not provide you with

(Alberta) any direct individual benefits.
[...]
The results of the Tomorrow Project will mostly help future
generations. This study will lead to a better understanding of the causes
of cancer, and potentially some of the factors that influence health and
illness in a large group of Canadians”.3#?

340 This reality, however, cannot be limited to population biobanks, but can likely be associated with other non-

therapeutic research projects.

341 BC Generations Project Consent Form, supra note 148 at 4.

342

The Tomorrow Project Study Booklet, supra note 150 at 7.




Ontario
Health Study
(Ontario)

OHS Website FAQ

“Thousands of volunteers in other long-term studies have contributed
to research results that have helped to develop strategies to prevent
disease or to increase early detection and to make treatment more
effective.”343

CARTaGENE
(Quebec)

Information Brochure with Consent Form (April 7, 2014)

“Participation in CARTaGENE will not bring any direct benefit to the
participant. However, studies conducted using CARTaGENE data and
samples may lead to better medical knowledge and in turn improved
health care.”%*

Atlantic
PATH
(Atlantic
Provinces)

Consent and Brochure (Version 9.2—March 6, 2013)

“Participation in this study is not expected to provide you with any
direct individual benefits. [...]

“The most important health benefits from the PATH study will be
realized many years from now, and will largely help future generations.
It will contribute to a better understanding of the causes of disease, and
the factors that influence health and illness among a large group of
Canadians.”3%

Canadian
Longitudinal
Study on
Aging
(Canada)

Study Information Package—Home Interview & Data Collection
Site Visit

“You will not get any direct personal benefit from taking part in the
CLSA. It is possible that, someday, data and samples collected by the
CLSA will lead to new tests that could help society, for example, a
diagnostic test. Should this be the case, you will receive no financial
gain,”346

343 OHS Website FAQ, supra note 153.

344 CARTaGENE, Second Wave Information Brochure for Participants, supra note 14 at 8.

345 Atlantic PATH Consent and Brochure, supra note 155 at 2.

346 CLSA Study Information Package, supra note 156 at 9.
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Consent form—Home Interview & Data Collection Site Visit

“I understand that my information and samples will be used for research
purposes only and this research may also have commercial uses that
benefit society”4’

Canadian CAHHM — Participant Information and Consent Sheet (Thunder
Alliance for Bay Site)

Healthy

Hearts and “The Alliance project could provide society with a better understanding
Minds— of the causes of chronic diseases and their risk factors. You are not

Thunder Bay | expected to receive any direct medical benefit from your taking part in
Site this study.”348

These consent clauses clearly demonstrate that Canadian population biobanks do not predict
much in the way of direct benefit to their participants. Certain cohorts use categorical statements,
such as “participation [...] will not bring any direct benefit***” or “you will not get any direct

personal benefit3*?”. Others use less uncompromising language, for example: “will likely not

3519

provide you with any direct individual benefits*>'” or “is not expected to provide you with any

3529

direct individual benefits>><”. More critically, the clauses appearing in Table 4 highlight that

population biobanks tend to express that their work is primarily expected to benefit society and

future generations. BC Generations, for example, informs participants that “health benefits from

3532

this research are likely to help future generations’-”. Both the Tomorrow Project and Atlantic

347 CLSA Consent Form, supra note 157.

348 Canadian Alliance for Healthy Hearts and Minds, Participant Information and Consent Sheet (Thunder Bay Site)
(obtained through correspondence) [Canadian Alliance, Participant Information and Consent Thunder Bay].

349 CARTaGENE, Second Wave Information Brochure for Participants, supra note 14 at 8.
330 CLSA Study Information Package, supra note 156 at 9.

351 The Tomorrow Project Study Booklet, supra note 150 at 7.

352 Atlantic PATH Consent and Brochure, supra note 155 at 2.

333 BC Generations Project Consent Form, supra note 148 at 4.
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PATH use similar language. The Canadian Longitudinal Study on Aging (CLSA) and the
Canadian Alliance specifically refer to “society” as the major predicted benefactor of results

354, This is similar to the trend identified in a number of normative

emanating from the projec
documents and in the literature. Clauses in consent forms and information brochures reflect that
the place of society and future generations in benefit considerations has been cemented. This

tendency thereby expands the research relationship, incorporating explicit considerations beyond

the interests of individual participants.

C. Realizing Benefits: Maximizing Collaboration with the Research Community

Sections A and B highlighted the increasingly central place of the public and society at large

in the research ecosystem. In particular, they pointed to a shift in our interpretation of benefit,
away from the individual, and toward society and future generations. Following this, I will
consider how such benefit might be realized. Put as a question, how can researchers in population
biobanks materialize the benefit to society that they have promised participants? The document
analysis presented in the following section will outline how policymakers portray the realization

of benefit in biobanking and the mechanisms required for its materialization.

Methodology
In reviewing the ways in which international, regional, and Canadian documents portray the

realization of benefit in population biobanks, I relied on a document analysis using the PopGen

334 CLSA Study Information Package, supra note 156 at 9; Canadian Alliance, Participant Information and Consent
Thunder Bay, supra note 348.
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Module**> of the HumGen International Database>°, a database of guidelines and policies specific
to human genetics research. Statements, Recommendations and other similar documents, were
selected as sources in this work. Documents of a more binding nature, such as legislation,
regulation and enforced guidelines, were included to the extent they were available. As mentioned
in my description of the methodology used in Chapters 2 and 3, the PopGen module categorizes
documents according to levels of jurisdiction: international, regional, and national. Given the large
number of results at the national level (more than 200 documents), my review of documents in the
latter category focused on Canadian documents, simply because they are most pertinent to the

focus of the Thesis.

A total of 24 normative documents, consisting of mostly Guidelines, Statements, and
Recommendations ranging from 1996 to 2017, were returned by the PopGen Module of the
HumGen International database. Two legislative documents were also found. These documents
were retrieved using FULL TEXT keywords such as “access AND sharing”, in combination with
the fixed KEYWORD “biobank”. I chose not to add the term “benefit” to ensure that I have the
chance to interpret documents holistically and not be limited to those that simply invoke the term
“benefit” literally. I intended to leave options open in the case of documents that refer to benefit
using an alternative designation. The search date range was established from 1990 to 2017, 1990
being the default set range of the PopGen search engine. The 24 documents initially returned were

screened for pertinence in the biobanking field. To allow for as wide a perspective as possible, I

355 See PopGen Module, supra note 217.

336 See HumGen International, “HumGen Database: Your resource in ethical, legal and social issues in human genetics”
(2018), online: <www.humgen.org>.
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retained results not necessarily specific to population biobanks, but relevant to biobanking
generally. As a result of this screening, 6 documents were excluded. The remaining documents
were reviewed in order to ensure that each addressed issues of benefit. Of the remaining 18

documents, 16 were selected for further appraisal.

One of the analyzed documents was legislative. Most were ethics norms emanating from
international, regional, or Canadian organizations (n=15). Following a comprehensive assessment
of retained documents, all were found to be complete—that is, they in fact considered the topic of

benefit.

My analysis of these documents is relevant because consent forms, while important for
understanding the dynamics of research consent and practice, often only allude to the question of
benefit broadly. Moreover, they only represent the position of the population biobank itself. The
comparative review performed in this section, however, incorporates a wider perspective, one that
will help us understand how policymakers and international, regional, and Canadian expert
organizations portray the realization of the concept of “benefit” in biobanking. The results of this
analysis are described in the following three sections: 1) International Documents, 2) Regional

Documents, and 3) Canadian Documents.

1. International Documents
As early as 1996, the Bermuda Principles®>’ recommended that all human genomic sequencing

information be made freely available in the public domain “in order to encourage research and

357 Human Genome Organisation (HUGO), Principles Agreed at the First International Strategy Meeting on Human
Genome Sequencing, (1996), online: <www.gene.ucl.ac.uk/hugo/bermuda.htm> [HUGO 1996].
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development and to maximize its benefit to society 3*®”. In 1998, the Human Genome
Organization’s (“HUGO”) Ethics Committee’s Statement on DNA Sampling: Control and

359 stated that research samples obtained with consent may be used for other research if

Access
“there is general notification of such a policy, the participant has not objected, and the sample to
be used by the researcher has been coded or anonymized*¢?”. The statement also highlights that
advances stemming from “other research” should benefit the general population for disease
prevention and treatment3®'. In 2002, the HUGO Ethics Committee’s Statement on Human
Genomic Databases®®* supported this view by stating that “[i]nsofar as it benefits humanity, the

free flow, access, and exchange of data are essential’®3”. It is worth noting that the exchange of

data here refers to the access of data and samples by the research community.

The Bermuda Principles were revisited in the 2003 Fort Lauderdale Rules3%*, which
recognized that “the scientific community will best be served if the results of community resource

projects are made immediately available to free and unrestricted use by the scientific community

358 Jbid at Preamble.

339 Human Genome Organisation (HUGO) Ethics Committee, Statement on DNA Sampling: Control and Access,
(1998), online: <www.hugo-international.org/img/dna_1998.pdf>.

360 bid at para 3 of Recommendations.
361 Ibid at Introduction.

362 Human Genome Organisation (HUGO) Ethics Committee, Statement on Human Genomic Database, (2002), online:
<www.hugo-international.org/img/genomic_2002.pdf>.

363 Ibid at Principle 3a.
364 Human Genome Organisation (HUGO), Sharing Data from Large-scale Biological Research Projects: A System

of Tripartite Responsibility, (2003), online: <www.genome.gov/Pages/Research/WellcomeReport0303.pdf> [HUGO
2003].
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to engage in the full range of opportunities for creative science®°, Community projects, such as
population biobanks, were defined as research projects “specifically devised and implemented to
create a set of data, reagents or other material whose primary utility will be as a resource for the

broad scientific community 366>

. These principles have been reaffirmed in other normative
statements, most notably in the 2008 Amsterdam Principles®®’, which recommended expanding
their application to other kinds of data, such as proteomic data3®®. The 2009 Toronto

Prepublication Data Sharing Statement®® similarly reiterated the value of sharing data for a wider

group of stakeholders, including cohorts and tissue banks.

Certain guidelines have encouraged states to play a more proactive role, such as UNESCO’s

370

International Declaration on Human Genetic Data’’®, which upheld the need to regulate, “in

accordance with their domestic law and international agreements, the cross-border flow of human
genetic data, human proteomic data and biological samples so as to foster international medical

3719

and scientific cooperation and ensure fair access to these data’’'”. According to the Declaration,

benefits resulting from the use of genetic and proteomic data should be shared with “the society as

365 Ibid at “Community Resource Project”.
366 Ibid.

367 Henry Rodriguez et al, “Recommendations from the 2008 International Summit on Proteomics Data Release and
Sharing Policy: The Amsterdam Principles” (2009) 8 J Proteome Research 3689.

368 Data referring to the “entire complement of proteins, including the modifications made to a particular set of proteins,
produced by an organism or a cellular system.” See National Cancer Institute, Office of Cancer Clinical Proteomics
Research, “What is Proteomics?” online: <http://proteomics.cancer.gov/whatisproteomics>.

369 Toronto International Data Release Workshop Authors, “Prepublication Data Sharing” (2009) 461 Nature 168.

370 International Declaration on Human Genetic Data, supra note 223.

371 Ibid art 18.
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a whole and the international community”*’2. In October 2009, the OECD expressly addressed
access issues in its Guidelines on Human Biobanks and Genetic Research Databases (HBGRD)?™3.
These Guidelines proposed that biobankers should, in order to advance knowledge and
understanding, strive to make data and samples widely available to the research community3’4.
The international Global Alliance for Genomics and Health’s 2014 Framework for Responsible
Sharing of Genomic and Health-Related Data, moreover, listed the “development of new scientific
knowledge and applications, enhanced efficiency, reproducibility and safety of research projects

2375

or processes, and more informed decisions about health care as potential benefits of data

sharing.

2. Regional Documents
At the regional level, access to data and samples has been addressed by the European Society
of Human Genetics (ESHG). Its recommendations on Data Storage and DNA Banking for

376 claim there is an ethical imperative

Biomedical Research: Technical, Social and Ethical Issues
to promote access and the exchange of information, so long as confidentiality is protected. Indeed,

Recommendation 17 states that “the value of a collection is proportional to the amount and quality

372 Ibid art 19a.

373 OECD 2009, supra note 232.

374 Ibid at Principle 1.C.

375 Global Alliance for Genomics and Health, Framework for the Responsible Sharing of Genomic and Health-Related
[D(?ZZ ((;21_(1)]1.4)’ online: <https://www.gadgh.org/docs/gadghtoolkit/rsgh/Framework-Version-10September2014.pdf >

376 European Society of Human Genetics 2003, supra note 263.
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of the information attached to it. The full benefits for which the subjects gave their samples will

be realized through maximizing collaborative high-quality research”.

Taking a similar position, the Council of Europe’s Recommendation Rec (2006)4 of the
Committee of Ministers to member states on research on biological materials of human origin
encourages the trans-border flow of biological material and associated data where recipient states
can ensure adequate levels of confidentiality protection. The Recommendation further affirms that
member states should take steps to facilitate researcher access to data and samples stored in

population biobanks 377

. Broadly, the Recommendation takes the view that such use and
collaboration will contribute to improving the quality of life*’®. As a consequence, the European
Commission recommended in its 2012 report Biobanks for Europe—A Challenge for
Governance®” that “greater investment should be made in the development of e-governance tools
to embed ‘ELSI [ethical, legal and social issues] by design’ solutions, which can be used to

augment existing governance structures and facilitate the sharing of samples and information

between biobanks and researchers at a meta-level’39”.

377 Council of Europe 2006, supra note 94, art 20 (1).
378 Ibid at Preamble.

379 EC, Biobanks for Europe: A Challenge for Governance, Report of the Expert Group on Dealing with Ethical and
Regulatory Challenges of International Biobank Research (Luxembourg: EC, 2012) [Biobanks for Europe].

380 Jhid at Recommendation 7.
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3. Canadian Documents
Guidelines applicable in Canada tend to only partially address access and international research
collaboration. Health Canada’s 2011 guidance on Biobanking of Human Biological Materials*®!,

for example, stresses the importance of handling access requests in a timely manner in order to

facilitate research activity3®2.

Likewise, the TCPS 2 addresses genetic research on communities and includes a chapter on
Human Biological Materials Including Materials Related to Human Reproduction, which
underscores the importance of access and collaboration between researchers. It highlights that:

Access to stored human biological materials—and associated
information about individuals whose materials are banked—can be
particularly useful in helping researchers understand diseases that result
from complex interactions between our genetic makeup, environmental
exposure and lifestyles®®?.

Along similar lines, Quebec’s Network of Applied Genetic Medicine issued a Statement of
Principles on the Ethical Conduct of Human Genetic Research Involving Populations in 2000.

This document, subject to a number of conditions, promotes open access to biobanks under the

principle of freedom of research®®*. Moreover, the Statement promotes collaboration between

381 Health Canada Panel on Research Ethics, “Guidance for Health Canada: Biobanking of Human Biological Material”
(2011), online: <http://www.pre.ethics.gc.ca/eng/policy-politique/initiatives/tcps2-eptc2/chapter12-
chapitre12/#tphp>.

382 Ibid at s 2.8.2.4.
383 TCPS 2, supra note 9 at Chapter 12 section D.
384 Network of Applied Genetic Medicine (RMGA), Statement of Principles: Human Genomic Research (2000),

online: <www.rmga.qc.ca/fr/documents/Enoncedeprincipesrechercheengenomiquehumaine fr 000.pdf> [RGMA
Statement].
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foreign researchers and the dissemination of research results in the explicit aim of contributing to

the welfare of humanity3®°,

4. Conclusion
These international, regional and Canadian instruments appear to reflect one of the key
characteristics of population biobanks: that they make data and samples available for future
research. More importantly, they clearly point to the research community as an actor of
fundamental importance, one that has not, thus far, been considered by the individualistic

conception of autonomy.

In fact, documents examined above each imply that data and samples should be shared with
the broader research community in order to facilitate scientific advancement and to maximize
benefits derived from the participation of individuals. These benefits, of course, extend to the
population at large. This position corresponds to the approach taken by research funders when
considering collaboration. Indeed, in 2011, a joint statement on Sharing Research Data to Improve
Public Health®®® led by the UK Wellcome Trust called for the equitable, ethical and efficient
sharing of data as a way of accelerating improvements in public health. The joint statement has
since been signed by 19 funders, including the Canadian Institutes for Health Research®®’. It

contains principles in concurrence with those highlighted in the international, regional and

385 Ibid, s V1L

386 Mark Walport & Paul Brest, “Sharing Research Data to Improve Public Health” (2011) 377 Lancet 537.
37 Wellcome Trust, “Signatories to the Joint Statement” online: <http://www.wellcome.ac.uk/About-
us/Policy/Spotlight-issues/Data-sharing/Public-health-and-epidemiology/Signatories-to-the-joint-
statement/index.htm> (for a full list of signatories).
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Canadian norms reviewed earlier. For example, the joint statement calls for efficiency in a way
that echoes the position of the Global Alliance for Genomics and Health, which presented
enhanced efficiency, reproducibility and safety as some of the potential benefits of data-sharing?®3.
Further, the joint statement defines ethical access as that which “should protect the privacy of
individuals and the dignity of communities, while simultaneously respecting the imperative to

389 This is quite similar to the

improve public health through the most productive use of data
principle outlined by the European Society for Human Genetics, which emphasized an ethical
imperative to promote access and exchange of information, as long as confidentiality of
participants is protected**°. The UK Wellcome Trust-led statement goes on to say that there is a
need to “ensure that research outputs are used to maximize knowledge and potential health

3919

benefits’”"” given that “the populations who participate in the research [...] have the right to expect

that every last ounce of knowledge will be wrung from the research®2”.

In brief, this section has sought to show how policymakers conceive of the realization of benefit
in biobanks. The answer, it appears, is that they understand benefit to society to be realized by
maximizing collaboration with the research community. Indeed, in order to achieve the statistical

significance necessary for investigations of gene—gene, gene—disease and gene—environment

388 Wellcome Trust, “Sharing research data to improve public health: full joint statement by funders of health research”
(2015), online: <https://wellcome.ac.uk/what-we-do/our-work/sharing-research-data-improve-public-health-full-
joint-statement-funders-health> [Joint Statement].

389 Ibid.

390 European Society of Human Genetics 2003, supra note 263.

391 Joint Statement, supra note 388.

392 Ibid.
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d393

interactions over time, large numbers of samples and data are required””>. Only the supply of data

and samples through collaboration between biobanks and researchers can achieve this requisite

breadth.

In this section, I aimed both to highlight the consistent presence of society in benefit
considerations and to understand the importance of collaboration between researchers and
biobanks as a means of promoting benefit to society. This analysis has stressed the limitations of
the individualistic conception of autonomy in understanding the researcher—participant
relationship in a way that is restricted to only these two stakeholders. It has shown how society
and the research community play a similarly important role in benefit considerations. By extension,
both society and the research community ought to become more important considerations when
disclosing information to participants during the consent process. In fact, they, along with the
population biobank and the participant, function within an interconnected web of relations. This is

the issue for discussion in the following section.

D. Maintaining the Dynamic

I argue that the individualistic conception of autonomy does not place sufficient emphasis on
the role of either society or the research community when disclosing information during the
consent process. That being said, we might question why it is important to incorporate society and
the research community. The answer is that all four stakeholders—participant, population biobank

(researcher), society and the research community—are part of a relational dynamic that must be

393 Burton et al, supra note 127 at 271.



125

maintained if population biobanking is to succeed®**

. While the goal of clinical care should be to
provide a direct benefit to patients, population biobanks—as seen in section B—primarily aim to
benefit society or a particular sub-population (in rare disease research, for example). To realize
these goals, however, mechanisms facilitating collaboration with the research community need to
be in place. This was made evident in section C. By participating in a population biobank study,
research participants are contributing data and samples for future, unspecified research. Once these
data and samples are stored, biobanks often have an obligation to make them available to the
research community. The goal is to increase the statistical power needed to generate useful results,
which, in turn, will translate into a greater abundance of knowledge?*> for the benefit of society>”®

and future generations. The ultimate goal is better population health and a correlative increase in

public trust once better health outcomes are materialized (see Figure 2 below).

394 McCullough & Wear, supra note 1 at 299.
395 OECD 2009, supra note 232 at Best Practice 4.1.

396 HUGO 1996, supra note 357.
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Figure 2 Maintaining the Dynamic
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A narrow view of autonomy through liberal individualism devalues the potential influence of
both society and the research community over the life of population studies. More concretely,
individual autonomy would do so by demanding the application of specific consent in the
population biobank setting. As I described in Chapter 3, specific consent practices would require
that participants explicitly re-consent to every access request submitted by a researcher. Were
biobank researchers to follow such an approach, there is a realistic chance that the dynamic created

between various stakeholders (as portrayed in Figure 2) would be greatly destabilized.

More specifically, consent requirements would create an overly complicated access system, one
that would not respect what was promised to participants during the consent process: namely, that

data and samples will be used for the benefit of future generations. In order to satisfy requirements
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set out in Canadian case law that participants be informed of all facts and probabilities, biobank
researchers will be obliged to re-consent participants every time a new research access request to
their data and samples is made. Clauses presented in Table 2 of Chapter 2 show how population
biobanks are clearly limited in what they are capable of divulging. Further, such re-consent would
be far too cumbersome and costly for most projects, which usually involve more than 10,000
individuals, to feasibly undertake®*’. More importantly, delays would be incurred by members of
the research community, who might choose not to make use of data and samples from a population
biobank that has overly cumbersome procedures. Documents analyzed in section C of this Chapter
have called for researchers to “maximize collaborative high-quality research™?8, recommending
that they also “facilitate the sharing of samples and information™*° by making them “immediately
available™®, Requiring that researchers wait until the biobank is able to reach a participant and
ask whether they wish that their data and samples be used by the applicant, is not productive.
Researchers would incur delays contacting participants (if it is even still possible to do so) and
confirming their preferences. This process, based on individualistic concerns, would also
undermine the very nature of population biobanks, which includes the creation of a governance
system for organizing access to data and samples in a way that protects the interest of participants
and sustains public trust. Indeed, as we saw in Chapter 2, Canadian population biobanks put in

place a governance system to ensure that access is carried out in a way that respects the wishes of

397 See Anne Marie Tassé et al, “Retrospective access to data: the ENGAGE consent experience” (2010) 18 European
J Human Genetics 741 at 742.

398 European Society of Human Genetics 2003, supra note 263 at Recommendation 17.
399 Biobanks for Europe, supra note 379 at Recommendation 7.

400 HUGO 2003, supra note 364 at “Community Resource Project”.
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participants (as expressed in their consent forms) and protects their privacy and confidentiality*°!.

Re-consenting participants would ignore such governance and render it largely irrelevant. More
importantly, by impeding the sharing of data and samples through re-consent, an individualistic
conception of autonomy also risks hampering the return of enriched data emanating from the use

402

of the data and samples by researchers**>. This would ultimately impede the orderly translation of

knowledge to the clinic (as portrayed in Figure 2)*%3

and by extension, to society as a whole. While
participants do not expect any direct benefit from their participation, they expect that their data
and samples will be used in an orderly fashion to advance science and produce generalizable
benefits for future generations. Impeding this translational mechanism through unduly
burdensome procedures based on individualistic concerns would risk sidelining the research
community and fail to generate public benefit. Beyond that, a focus on individualistic concerns
ultimately means that population biobanks will fail to respect what they promised to participants
during the recruitment and consent phase. Ultimately, this reveals the relationship of
interdependence that exists between research participants and other population biobank
stakeholders. This dynamic is jeopardized when autonomy is seen as a form of independence

precluding the research participant from considering the interests of other stakeholders in the

multilateral relationships implicated in population biobanks.

401 Lemmens & Austin, supra note 203 at 250-251.

42 See eg.  CARTaGENE, “Data and  Samples  Access Policy”  (2018),  online:

<https://cartagene.qc.ca/sites/default/files/documents/policies/ ACCESS%20POLICY CaG_EN Mars2018.pdf> at
8.2.1.

403 See generally Shabani & Borry, supra note 191 at 893.
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The following section will examine several proposed solutions to the limitations created by

individual autonomy. I will review them and examine whether they can be adaptable to population

biobanks.

ITI. Proposed Solutions and their Limitations for Population Biobanks

A number of authors have offered models for mitigating the current status quo by palliating
the shortcomings of “individual autonomy”. As I mentioned in the introduction to this chapter, the
individualistic conception of autonomy has received a fair deal of criticism. Certain authors have
proposed new conceptions inspired by a range of theoretical currents. Most of the solutions, save
for the duty to participate in research, were proposed with the clinical setting in mind. None were
offered as solutions to address the shortcomings of individual autonomy when disclosing
information to participants during the consent process in population biobanks. I will briefly present
the central tenets of these proposals and comment on whether they can conceivably be adapted to
the population biobank setting. To do so, I will evaluate each model using the shortcomings
identified for individual autonomy. Overall, four models will be examined: 1) deliberative model;
2) principled autonomy; 3) the duty to participate in research, and 4) relational autonomy. The
deliberative model, principled autonomy and relational autonomy all focus on the concept of
autonomy while the duty to participate in research proposes something substantially more

expansive.
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A. Deliberative Model

In the early 1990’s, Emanuel and Emanuel*®* described four models of the physician—patient
relationship. The first was the paternalistic model, where a physician acts as the patient’s guardian,
prioritizing well-being over their free choice*>. The second is the informative model, which, on
Emanuel and Emanuel’s account, represents the current “individualistic” model used in
contemporary bioethics and law. In this model, the objective of the physician—patient interaction
is “for the physician to provide the patient with all relevant information, for the patient to select
the medical intervention he or she wants, and for the physician to execute the selected
interventions**®.” Emanuel and Emanuel further suggest that this conception embodies “a defective

conception of patient autonomy *°7”

, one that “reduces the physician’s role to that of a
technologist*®®”. It does so simply because it is a physician’s duty to provide all information no
matter the values espoused by the patient and without the “fabric of knowledge, understanding,

teaching, and action?*®”

embodying the essence of what it is to be a doctor. The authors also present
the interpretive model, in which the physician—patient interaction aims at identifying the values of
the patient and helping them to select the medical interventions that best reflect them*!°. Finally,

they present the deliberative model, which, in contrast to the interpretive model, aims at helping

404 EJ Emanuel & LL Emanuel, “Four Models of the Physician-Patient Relationship” (1992) 267 JAMA 2221.
495 Ibid at 2221.

496 Ibid.

497 Ibid at 2226.

408 Ibid.

499 Ibid.

410 Jpid at 2222.
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the patient determine and choose “the best health-related values that can be realized in the clinical

situation*!1”

. The goal of the physician, then, would be to persuade the patient of the most
estimable values worthy of being pursued*!2. The authors are quick to differentiate the deliberative
model from paternalism, as the former applies persuasion, while the latter prefers imposition*!3.

Although they mention that each of these models has a certain degree of merit and could be

justifiable in some circumstances, Emanuel and Emanuel prefer the deliberative model.

If we were to adapt this conception of patient autonomy to participants in population biobanks,
would it be capable of palliating the limitations identified for the individualistic conception of

autonomy? The answer, I think, is no.

The deliberative model’s conception of autonomy is one of moral self-development, in which
“the patient is empowered not simply to follow unexamined preferences or examined values, but
to consider, through dialogue, alternate health-related values, their worthiness, and their
implications for treatment™!4. This model incorporates two basic elements: 1) moral persuasion
by the physician; and, 2) the implementation of the patient’s selected intervention. Essentially, a
physician will recommend a particular intervention and try to persuade the patient that it should

be taken. Following this, it is left to the patient to make a final decision.

41 Jpid at 2222.
412 Ipid.
413 Jpid at 2225.

414 Jpid at 2222.
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If we were to adapt the deliberative model in the participant-researcher relationship, it would
be up to the researcher to persuade participants of the values that best encapsulate the nature of the
research project, including suggesting why certain values are more worthy of being pursued than
others. Can the researcher then suggest to the participant that the public and the research
community are important stakeholders in need of special attention in decisions surrounding
participation? The answer is no, unless the researcher clearly presents this as an issue affecting the
participant directly. In fact, according to Emanuel and Emanuel’s original description of the
deliberative model in the clinical setting, the physician only discusses values that are related to the
patient’s disease and treatments within the scope of their relationship*!>. If we were to adapt this
conception to the population biobank research setting, the scope of the relevant values would need
to have a direct impact on the participant to the exclusion of others. An argument may be made
that not taking the public or the researcher community’s interests into consideration would affect
the feasibility of what is promised by the population biobank to the research participant. That said,
all of this depends on the researcher being aware of these facts and, beyond that, being interested
enough to convey them to the participant. It also means that it is not a consistently inbuilt approach
that could be followed irrespective of the researcher interacting with the participant. For these
reasons, despite breaking the individualistic conception’s unidirectional approach to disclosing
information to participants by creating an iterative bilateral approach, it would be difficult to assert
that the deliberative model comprehensively or consistently ground considerations related to
stakeholders outside the researcher-participant relationship, including those surrounding benefit in

to the general public.

415 Ibid.
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B. Principled Autonomy

Like Emanuel and Emanuel, Onora O’Neill, a British philosopher, criticizes the shortcomings
of individual autonomy in bioethics. In her view, individual autonomy has become an inflated term
for informed consent requirements and its purported priority over other principles in bioethics
should be seen as illusory*'®. In her book “Autonomy and Trust in Bioethics”, she emphasizes the
need to “identify more convincing patterns of ethical reasoning, and more convincing ways of
choosing policies and action for medical practice and for dealing with advances in the life sciences

and in biotechnology”*!”.

Enter “principled autonomy”4!%

. For O’Neill, the goal of autonomy should mainly be to ensure
that no one is coerced or deceived rather than to guarantee that autonomous choices are
protected*!?. Deriving on Kant’s conception of autonomy, principled autonomy can show us that
the wrongs that informed consent procedures aim to protect individuals from, such as coercion and
deception, are wrongs independent of a need to respect autonomous individual choices. For

9 ¢

O’Neill, this is made clear in Kant’s use of the language of “autonomy of reason”, “autonomy of

ethics”, “autonomy of principles”, and “autonomy of willing”, rather than language that associates

autonomy to individuals per se**°.

416 O*Neill 2002, supra note 44 at 73.
417 Ibid.

418 This is a term coined by Onora O’Neill. For a detailed account of its meaning and characteristics, see ibid at 73—
95.

419 Ibid at 87.

420 Ibid at 83.
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O’Neill writes that principled autonomy is “not relational, not graduated, not a form of self-
expression; it is a matter of acting on certain sorts of principles, and specifically on principles of
obligation.**!” On her view, Kant’s conception of autonomy is one of self-legislation, in which
individuals are obliged to act according to ethical reasoning*??. Ethical reasoning, in turn is based
on “the ideal of living by principles that at least could be principles or laws for all”*?3. In other
words, the principled autonomy account is predominantly concerned with the universalizability of
principles of conduct*?*. If we were to adopt this conception in the research setting, it would imply
identifying shared moral principles, accepted by researchers and participants alike for which all
stakeholders would generally trust the others to follow such principles. Consequently, according
to principled autonomy, the information-giving process would aim at thwarting instances of
exploitation, research misconduct and coercion, for example, rather than on cursorily upholding
personal autonomy*?°. The participant would trust that a researcher will abide by moral principles

and not aim to harm or exploit them.

Would principled autonomy, then, represent an appropriate model for population biobank
research? The answer, again, is no. Principled autonomy suggests a plausible way of breaking the
unidirectional relationship between researcher and the participant when the provision of

information during the consent stage is considered. Importantly, this is so only insofar as they both

421 Ibid at 84.

422 Ibid at 85.

423 Ibid.

424 Kant, supra note 48 at 231-232; Laurie, supra note 4 at 184.

425 O’Neill, supra note 44 at 73.
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act according to established moral principles and that the researcher does not attempt to abuse or
coerce the participant. However, given that principled autonomy is not relational in nature,
everything depends on the shared universal moral principles followed by the researcher and the
participant. While O’Neill highlights both the lack of coercion and deception as pillars of
autonomy, other moral principles at the core of ethical reasoning could be included. However, like
the deliberative model, the bonds that O’Neill is trying to solidify are fundamentally those between
researchers and participants. Nowhere is it clear that the public, society, or the research community
would be able to have a place in the equation (especially in benefit considerations), or that the
provision of information by the researcher, or choices made by the participant, would be called to
account for the interests of other actors. One could argue that the invocation to consider the
interests of other stakeholders in the research relationship is a shared moral principle. However,
much like my argument against the deliberative model, this will depend on the particularities of
the researcher and participant in question. More precisely, it will depend on whether they abide by
these principles as a way of expecting the other party in the relationship to follow them as well. In
other words, principled autonomy does not provide a solid basis to comprehensively and
consistently ground considerations related to stakeholders outside the researcher—participant
relationship in the population biobanking setting. It cannot, therefore, be an appropriate solution

to palliate the shortcomings of the individualistic conception of autonomy.
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C. The “Moral Duty” to Participate in Research
In this section, I will briefly explore the concept of a “moral duty” to participate in research that
has been proposed by several authors*?, but mainly John Harris and Sarah Chan. I then examine

the adaptability of this concept to population biobank research.

The concept of moral duty to participate in scientific research is not based on autonomy. Despite
this, its central tenet calls for individuals to contribute to social practices that benefit themselves
individually, in their role as members of society*?’. According to its proponents, the moral duty to
participate in research is justified by the following factors: 1) fairness and 2) the duty of
beneficence. John Harris argues that the principle of fairness recognizes the importance of
contributing to social practices that benefit individuals. Scientific research, on his view, produces
benefits that individuals currently enjoy (such as advancement in vaccine development) and
benefitting without giving back (being a “free rider”) is unfair to the social institution*?. In a later
article, Chan and Harris explain this concept in greater depth:

[if] you benefit from an institution or practice, such as the ongoing
institution of scientific research, and accept the benefits that derive

from that institution, then you have, in fairness, a reason to support the
existence of that institution or participate in that practice.**’

426 Rosamond Rhodes, “Rethinking Research Ethics” (2005) 7 American J Bioethics 7 at 15; Joanna Stjernschantz
Forsberg, Mats G. Hansson & Stefan Eriksson, “Why Participating in (Certain) Scientific Research is a Moral Duty”
(2014) 40 J Medical Ethics 325 [Stjernschantz Forsberg et al 2014]; Joanna Stjernschantz Forsberg, Mats G. Hansson
& Stefan Eriksson, “Changing Perspectives in Biobank Research: From Individual Rights to Concerns about Public
Health Regarding the Return of Results” (2009) 17 European J Human Genetics 1544; John Harris, “Scientific
Research is a Moral Duty” (2005) 31 J Medical Ethics, 242; Sarah Chan & John Harris, “Free Riders and Pious Sons
— Why Science Research Remains Obligatory” (2009) 23 Bioethics 16.

427 Harris, supra at 241.
428 Ibid at 242.

429 Chan & Harris, supra note 426 at 162.
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According to Harris, the duty of beneficence*? indicates that it is morally wrong to abstain
from acting when we could otherwise prevent serious harm. In these cases, failing to act is morally
equivalent to accepting responsibility for any harm that materializes*}!. According to Chan and
Harris, “failing to prevent harm is as effective a way of ensuring that harm occurs, and hence as
morally reprehensible, as doing harm directly.**2” In this passage, the authors contend that
participating in research is a way of preventing harm to others. Not to participate would, as a result,
be morally equivalent to harming people directly. For Chan and Harris, this amounts to what they
call a duty to rescue**?. This duty is not limited to individuals in the future, but includes people in

the present as well*34,

While a moral duty to participate in research is an interesting notion, one which recognizes the
importance of stakeholders outside of the researcher—participant relationship (especially in benefit
considerations), I believe, for several reasons, that it is not easily adaptable to population biobanks.
First, it is hard to contend that a particular person’s life or well-being now or in the future could
certainly be in peril in the case that another does not participate in research. Being both
observational and longitudinal in nature, participation in population biobanks does not provide any
direct benefit to the participant, much less to anyone else in the short term. Over the long term, the

relevant research is intended to produce generalizable knowledge in order to better understand

430 Harris, supra note 426 at 243.

1 Ibid at 242.

432 Chan & Harris, supra note 426 at 165.
433 Ibid at 165.

434 Ibid at 166.
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disease etymology and ultimately enable better health outcomes. But we cannot always be sure
that this goal will necessarily be realized in the sense that benefit to future members of society is
not assured. As some of the documents reviewed in section B of this Chapter have shown, research
in population biobanks “may lead to better medical knowledge and in turn improved health
care.”*> The key word in this context is “may”, which indicates that such results are uncertain.
The issue of certainty features greatly in Chan and Harris’ argument and seems to be a pillar of
their duty to rescue argument. Indeed, in their argument as to why the duty to rescue can apply to
both future and existing individuals, Chan and Harris state that:
Intuitively, it seems correct that a duty to rescue X today is more pressing than one
to rescue Y in a year’s time. [...] If we could say with 100% certainty that without
our intervention [i.e. our participation in research], X and Y would both suffer equal
injury but at different times, it is hard to see why our obligation to X is greater than
that to Y*3¢,
The majority of population biobanks are longitudinal in nature and can sometimes span from
twenty to fifty years in length*’. A promise of “better medical knowledge”—as described to

participants in consent forms—that could require decades to materialize, should not be conceived

as an assured and certain way to prevent harm.

Second, what is perhaps more precarious in Chan and Harris’ conception of beneficence is their

suggestion that, if some individual fails “to attempt a rescue that he could have effected; and in

435 CARTaGENE, Second Wave Information Brochure for Participants, supra note 14, at 8.
436 Chan & Harris, supra note 426 at 165.

437 BC Generations Project Consent Form, supra note 148; The Tomorrow Project Study Booklet, supra note 150;
CARTaGENE, Second Wave Information Brochure for Participants, supra note 14. See also, Jaroslaw Sak et al,
“Population Biobanking in Selected European Countries and Proposed Model for a Polish National DNA Bank™ (2012)
53 J Applied Genetics 159 at 161.
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that case moral shame ought rightfully to attach to him in full measure, as it surely would to anyone
who stands by in idleness when he could have saved a life.”**® This line of argument is problematic.
At the authors” own admission**®, research undertakings are still met with skepticism on the part
of the general public. While Chan and Harris do not go so far as to advocate for compulsory
participation, by using the language of “shame”, they certainly advocate for a responsibility to
participate that is incongruous with the fundamentally voluntary nature of research participation—
a principle that traces back as far as the Nuremberg Code**. Even in the clinical setting, where
interventions are made with therapeutic intent, and in which timeliness is often a critical variable,
the concept of responsibility is generally frowned upon**!. The absence of actionable evidence
sometimes associated with certain domains of medicine is frequently described as a limitation of
such an approach*?. This lack of actionable evidence is increased in the population biobank
context, where future benefits are hoped for, but will only materialize and be useful in practice if
they have transitioned from research to the clinical setting***. For all of these reasons, the creation
of a responsibility to participate in scientific research would be incongruous with the practice of

population biobanking.

438 Chan & Harris, supra note 426 at 169.
439 Harris, supra note 426 at 242.
440 Nuremberg Code, supra note 218.

441 Timothy Caulfield et al, “Reflections on the Cost of ‘Low-Cost” Whole Genome Sequencing: Framing the Health
Policy Debate” (2013) 11:11 PLoS Biology 1 at 3.

442 See Leslie Pray, ‘“Personalized Medicine: Hope or Hype?” (2008) 1:1 Nature Education 72 at 72.
y

443 Caulfield et al, supra note 441 at 3.
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D. Relational Autonomy
Relational autonomy, much like the deliberative model, principled autonomy and the duty to
participate in research, has been suggested as a potential response to the individualistic conception
of autonomy**. In this section, I briefly outline relational autonomy and consider whether it may
be adapted to the population biobanking context. More precisely, [ will examine whether relational
autonomy is capable of palliating the numerous shortcomings of individualistic autonomy

identified in previous sections of this Chapter.

Relational theorists argue that the traditional approach to autonomy is fundamentally anchored
in liberal individualism*#°. Instead of shunning the resulting conception of autonomy, they aim to
re-conceptualize it in a manner that emphasizes social connectivity and interdependence**¢. This
conceptualization was defended by Nedelsky in Law’s Relations, in which she writes that
“autonomy exists on a continuum. As we act (usually partially) autonomously, we are always in
interaction with the relationships (intimate and social-structural) that enable our autonomy.

Relations are then constitutive of autonomy rather than conditions for it*7”,

444 Caroyn Ells, Matthew Hunt & Jane Chambers-Evans, “Relational autonomy as an essential component of patient-
centered care”, (2011) 4:2 Intl J Feminist Approaches to Bioethics 79 at 91.

3 See generally Barbara Frank, “Réflexions éthiques sur la sauvegarde de I’autonomie” in Barreau du Québec,
Pouvoirs publics et protection 2003, volume 182 (Cowansville, Que: Editions Yvon Blais) 183.

446 Jocelyn Downie & Jennifer Llewellyn, “Relational Theory and Health Law and Policy” (2008) Health LJ 193 at
196; Jennifer Nedelsky, Law’s Relations: A Relational Theory of Self, Autonomy, and Law (Oxford: Oxford University
Press, 2011) at 8 (“I argue that we cannot afford to cede the meaning of autonomy to the liberal tradition and that we
should redefine rather than resist the term”).

447 Nedelsky, supra at 8.
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According to proponents of relational autonomy, individuals are socially embedded. It is
impossible to conceive of them as fundamentally distinct from their connections to others**%. In
fact, identity is formed only within the context of social relationships that are, in turn, shaped by a
complex array of intersecting social determinants**. The individualistic conception of autonomy,
in contrast, ignores this proposed web of relations*°. Relational autonomy operates on the
assumption that decisions are not simply “ours”**!. Those with whom we are in relation might play

an important role in our decisions and will generally be affected by them*2.

Certain authors have distinguished causal and constitutive conceptions of relational

453

autonomy*>°. The causal view claims that individuals “face external constraints [and in order] to

exercise her autonomy, the individual must remain situated [in] relations; absent relations, she

lacks autonomy” 4

. The constitutive view, in turn, suggests that individuals are directly
constituted by their relations and their various concerns for others*>. Both of these conceptions

share a common characteristic: conceptions of autonomy must take into account external social

448 John Christman, “Liberal Individualism, and the Social Constitution of Selves” (2004) 116:1-2 Philosophical
Studies 143 at 147.

449 Christman, ibid at 147, Jonathan Herring, Relational Autonomy and Family Law (London: Springer Publishing,
2014) at 11.

40 Herring, supra at 20.
41 Ibid at 12.

42 Jennifer K. Walter, “Relational Autonomy: Moving Beyond the Limits of Isolated Individualism” (2014) 133
Pediatrics S16 at S16.

453 Edward Dove et al, “Beyond Individualism : Is there a place for relational autonomy in clinical practice and
research” (2017) 12:3 Clinical Ethics 150 at 154.

454 Jbid at 154.

45 Ibid.
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conditions at some level*°. In the population biobanking context, the causal view, in which
individuals lose autonomy for failing to be situated within a web of relations, is less of a concern
than issues raised by the constitutive view, which points to limitations in conceiving of a decision
made by an individual—when they are completely separated from all connections—as a fully
autonomous decision. For this reason, I focus the present examination of relational autonomy by
drawing primarily on the latter proposal. For reasons of brevity, I will set aside the causal theory

and simply apply the language of relational autonomy to stand in for the constitutive conception.

Unlike the deliberative model, principled autonomy, or the duty to participate in research,
relational autonomy represents a potentially stable foundation on which to construct a conception
of autonomy that is cognizant of the complex, ongoing, and multilateral relationships that shape
population biobanking projects. In such projects, multilateral relationships are founded in
interactions among a number of stakeholders, including the population biobank itself, research
participants, the public at large, and the research community. Since relational autonomy proposes
that others might play a central role in the decisions of research participants—and be affected by
them in turn—relational autonomy provides a potentially plausible framework in which to
comprehensively and consistently ground considerations related to stakeholders outside of
researcher-participant relationships in the population biobank setting (including benefit
considerations). As I indicated in earlier sections of this Chapter, decisions made by research
participants tangibly affect both the public and research community. Relational autonomy reframes

discussions during the consent process—whether related to risks, benefits or general purposes of

456 Ibid.
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the research project—allowing the interests of the public and research community to be considered

while also encouraging the research participant to be more sensitive to these interactions.

That being said, two concerns might be foreseen. The first is a practical worry. While we can
conceive of a place for relational autonomy in the population biobanking context in principle, how
this conception will be translated into practice is an entirely different issue. As a recent paper put
it: “whether this reconceptualization of autonomy [i.e. rational autonomy] is taken up in practice
largely will depend on how we [...] conceive it and what we want it to do.**”” In the population
biobanking context, there is a general, pervasive absence of practical clarity. In order for such
practical clarity to be realized, a discussion of the nature and characteristics of the relations that
exist in population biobanking is required. This is so primarily because such characteristics are
necessary for adapting relational autonomy in that particular context, while taking into account all
of the existing stakeholders. The second concern relates to the possible infringement of individual
rights when employing a relational conception of autonomy that takes external players into account
and considers external conditions. Some authors, for example, have expressed a worry that

458

relational accounts may end up defeating autonomous choices*®. For example, decisions by a

pregnant woman may be disregarded in the interests of a future child*>°.

47 Ibid at 161.

458 Christman, supra note 448 at 158; Sheila McLean, Autonomy, Consent and the Law (London: Routledge, 2010) at
62-65.

49 McLean, supra.
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While significant, these concerns may be palliated by situating relational autonomy in a
conceptual framework that practically describes, acknowledges and sustains the multilateral
relationships implicated in population biobank research, without also compromising the rights of
participants. With this in mind, I propose that the concept of reciprocity is capable of doing exactly
this. Over the next two Chapters, I will outline the core tenets of reciprocity and examine how it

may be practically applied in the population biobanking context.

IV.  Conclusion
Advances in medical research necessitate the creation of reference maps of whole and sub-
populations. Such maps serve a crucial role “as controls for replication, comparison, and validation
of personalized genomic discoveries and profiles™#°. Population biobanks play precisely this role.
They are at the centre of these vital public health planning pursuits. The only way biobanks will
be capable of achieving their objectives is through the collection, storage and sharing of data and

samples for future unspecified research.

However, in order to efficiently undertake these activities, population biobanks must ensure
that local legal requirements are satisfied. Chapter 2 described the nature, role and characteristics
of population biobanks as essential resources for researchers. In Chapter 3, I stressed the
limitations of jurisprudential requirements of disclosure, which affect both the content and manner
in which information is provided to participants during consent. Chapter 4 critiqued the restrictive
nature of the traditional conception of autonomy—which lies at the theoretical heart of the exacting

legal duties Canadian law imposes on researchers. I then demonstrated how its origins are rooted

460 Knoppers, Zawati & Kirby, supra note 22 at 408.
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in a unilateral conception of autonomy that does not cohere with considerations beyond the
participant-researcher relationship. Because the realization of benefits to the public requires
maximizing collaborations among researchers, this Chapter has demonstrated how an

individualistic conception of autonomy could impede that from happening.

This Chapter is in no way a repudiation of the importance of autonomy. As one author puts it:
“[c]ritiques of autonomy should not be taken as suggestions to do away with it. Instead, we should
seek principles to complement it, especially when autonomy falters or is inapplicable#¢!. In line
with this approach, I mean only to suggest that the individualistic conception of autonomy faces
important limitations in population biobanking. This pushes us to identify a conception, premised
on multilateral trust and transparency, that acknowledges the critical roles played by the general
public and research community. To that effect, four candidate alternatives were reviewed as
possible alternatives that would address the shortcomings of individual autonomy. The deliberative
model, principled autonomy and the duty to participate in research were, in turn, shown to be
similarly inimical to population biobanking. None of these theories both fully recognizes the
complexities of benefit considerations and the importance of consistently incorporating the
interests of stakeholders outside the participant—researcher relationship. Relational autonomy,
however, was identified as a potentially fertile grounding for a conception of autonomy I argue is
more fitting in the case of the complex, ongoing and multilateral relationships established by
population biobanking projects. That said, I also argue that in order to reinforce its capacity to

acknowledge and sustain multilateral relationships implicated in population biobank research,

461 Charles E Gessert, “The Problem with Autonomy: An overemphasis on patient autonomy results in patients feeling
abandoned and physicians feeling frustrated” (2008) 91 Minnesota Medicine 40 at 41.
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without infringing on the individual rights of research participants, relational autonomy must be
complemented with the concept of reciprocity. In the next chapter, I introduce that very concept

of reciprocity.
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CHAPTER 5: THE CONCEPT OF RECIPROCITY: ORIGINS AND KEY ELEMENTS

I Introduction

In the Introduction to this Thesis, I described being interested in looking beyond the observable
characteristics of the duty to inform of researchers in population biobanking. To do so, I set out to
examine the constitutive elements of the duty to inform, namely, the conception of autonomy that
motivates how the duty to inform, and the relationships that follow from it, are interpreted by
Canadian courts. In Chapter 1, I underlined the exacting nature of the duty to inform of researchers.
I stressed that researchers are obliged to provide participants with all relevant facts, opinions, and
probabilities related to the research project during the consent process. I demonstrated that the
leading judicial interpretation of the duty to inform in Canada has individualistic autonomy, by
way of liberal individualism, at its core. In Chapters 2 to 4, I outlined the multiple conceptual
limitations faced by individualistic autonomy in the population biobanking context. It is so limited
for two reasons. First, it fails to recognize the complexities of benefit considerations in the research
setting. Second, given its unidirectional aims, individualistic autonomy does not acknowledge the
multilateral relationships necessarily implicated in population biobanking research, including
those that incorporate the broader research community and the general public. Following this, I
demonstrated how various proposed solutions failed to resolve the shortcomings of individual
autonomy in the context of population biobanks. In doing so, I gave special attention to the
alternative approaches of deliberative autonomy, principled autonomy and the duty to participate
in research. At the end of Chapter 4, I introduced the concept of relational autonomy and
determined that, in principle, it could be adapted to the population biobank setting, especially when
considering what to disclose to research participants during the consent process. To that end, I

identified the work of a number of authors who have advocated for a conception of autonomy that
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would primarily turn on “relationships and social structures”*?, With that said, I argued that
relational autonomy may practically be adapted to the population biobank setting only to the extent
that it is complemented by a framework that adequately reflects interactions between various
stakeholders engaged in population biobank research, notably participants, the population biobank

itself, the general public, and the research community.

Enter: reciprocity. Presented as an emerging concept in bioethics*®, reciprocity is based on the

premise that individuals will “help or benefit others at least in part because [they] have received,

2464

will receive, or stand to receive beneficial assistance from them™°*. The concept of reciprocity

can be traced at least as far back as Cicero, who noted that “there is no duty more indispensable

than that of returning a kindness**>”. He adds that “all men distrust one forgetful of a benefit*¢®”.

467

More recently, reciprocity has been described as a form of mutuality*®’, as a relationship that

462 Jocelyn Downie & Susan Sherwin, “A Feminist Exploration of Issues Around Assisted Death” (1996) 15:2 St
Louis University Public L Rev 303 at 327.

463 Bartha Maria Knoppers & Ruth Chadwick, “Human Genetic Research: Emerging Trends in Ethics” (2005) 6:1
Nature 75; Anne Marie Tassé et al, “Enoncé de principes sur la conduite éthique de la recherche en génétique humaine
concernant des populations” (Montreal: Réseau de médecine génétique appliquée, 2010), online:
<http://www.rmga.qc.ca/fr/programs_and forms>.

464 Beauchamp & Childress, supra note 19 at 103.

465 Alvin W Gouldner, “The Norm of Reciprocity: A Preliminary Statement” (1960) 25 American Sociological Rev
161 at 161.

466 Jhid.

467 See Marcia B Cohen, “Perception of power in client/worker relationships” (1998) 79 Families in Society: J
Contemporary Human Services 433.
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468

recognizes the essence of humanity 1469

or the relational*® alliance*’® between two persons. It has
been similarly characterized as a principle vital to securing a society’s success, “a key intervening
variable through which shared social rules are enabled to yield social stability*’!”. The concept of
reciprocity has been variously applied in such fields as social policy*’?, economics*’?, public
health*’* and clinical health care*’>. It has, similarly, been the subject of much theoretical debate.
A thorough understanding of the nature and constitutive elements of reciprocity, for example,
appears in the work of American legal philosopher Lawrence C. Becker*’®. In his seminal book
Reciprocity, Becker takes note of the wide range of materials written on the concept and laments

that such diversity of view makes the development of a harmonized conception of reciprocity

challenging*”’.

468 KA Eriksen, B Sundfor, B Karlsson et al, “Recognition as a valued human being: Perspectives of mental health
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Over the next two Chapters, I aim to demonstrate that the concept of reciprocity provides a
plausible grounding for relational autonomy; a conception of autonomy that will need to be
respected by researchers when disclosing information to participants during the consent process.
More importantly, I argue that such reciprocity-based relational autonomy is the most fitting
conception of autonomy in light of the many complex, ongoing, and multilateral relationships
established by population biobank projects. In order to do so, I must first introduce the concept of
reciprocity and its features. This will be the aim of the present chapter. I begin by presenting key
elements of the concept of reciprocity, namely the importance of having donors and recipients who
undertake reciprocal exchanges with each other. I present these elements first because, regardless
of the specific conception of reciprocity under examination, the presence of a donor and a recipient
is a universally accepted condition. I will thereafter introduce two distinct conceptions of
reciprocity: reciprocity for mutual benefit and reciprocity for mutual respect. For both of these
conceptions, I will examine the criteria necessary for a reciprocal exchange to be categorized as
one or the other. Finally, this Chapter will assess the different characteristics of reciprocal
exchange that are at the heart of the concept of reciprocity (see Table 5). I will do so by examining
the nature of the reciprocal exchanges (whether they are individual or communal), the two major
scopes of reciprocal exchanges (generalized and non-specialized), the flow of the exchange (seriate
or negotiated), and the value bestowed in the exchange (instrumental or symbolic). By
understanding these different characteristics of the reciprocal exchange, I will be able to sketch
out a theoretical basis on which the concept of reciprocity can be applied in the population biobank

setting. This will be the work of Chapter 6.
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Table 5—Reciprocity: Concept, Conceptions and Characteristics of the Reciprocal

Exchanges
Concept Reciprocity
Conceptions Reciprocity for Mutual Benefit or Reciprocity

for Mutual Respect

Nature of the Reciprocal Exchange

Individual or Communal

Scope of Reciprocal Exchange

Generalized or Non-Specialized

Flow of the Reciprocal Exchange

Seriate or Negotiated

Value of the Reciprocal Exchange

Instrumental or Symbolic

I1. Key Elements of the Concept of Reciprocity: Donors and Recipients

Reciprocity has historically been interpreted in a number of ways. In its simplest formulation,

reciprocity can be understood to have both positive and negative expressions. A positive

expression of reciprocity is the provision of a good in exchange for something received. Negative

reciprocity, on the other hand, refers to the return of hostility for hostility incurred*’8. For the

purposes of this Thesis, I limit my examination of reciprocity to its positive expression which I

will describe simply as reciprocity. I focus only on positive reciprocity because, in the subject

matter at hand, hostility between the relevant parties is unlikely to arise.

478 Ibid at 73.



153

The concept of reciprocity is hardly new. All of us, after all, have had kind gestures returned
by our benefactors. Consider two office colleagues arriving to work in the morning. One opens the
door for the other. Once inside, the second reciprocates and opens the door for the first. This is a
classic example of reciprocity, exemplifying a relationship in which the second colleague is a
recipient, and the first is a donor. Also consider the relationship between two neighbours. The first
struggles to carry a new set of furniture into her home. The second, seeing the difficulty
encountered by the first, offers a helping hand. In recognition of his help, the neighbour offers
coffee and some snacks. In this case, the first neighbour is a recipient and the helping neighbour

1s a donor.

Neither recipient in these examples was under any sort of legal obligation to reciprocate. Why
then, might they have chosen to act in this way? In his book, Lawrence Becker undertakes his
assessment of reciprocity with this same question: “what can there be, in the very act of giving a
gift, that requires a commensurate return on the part of the recipient?” 4’ According to his view,
the act of reciprocating is a moral virtue*®°. The relevant virtue, critically, is the recipient’s—not,
as we might expect, the donor’s. Using the examples above, reciprocity seeks to understand the
act performed in return by the second office colleague and by the neighbour who struggled with
her furniture. Becker clarifies this point by writing that:

Reciprocity is a recipient’s virtue. It is the way people ought to be disposed to
respond to others. It says nothing about how people ought to behave, or feel, when

they give a gift. Perhaps friends ought to give without thought of a return. But how
should we receive gifts from our friends? Surely we should not respond to them

479 Ibid at 416.

480 Ibid at 75.
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with evil, or with indifference. And surely we should make our responses fitting
and proportionate. That is reciprocity*®!.

The nature of reciprocity on this view, that it must be fitting and proportionate, will be discussed
further in sections to come. For now, it is important to note that reciprocal relationships must have
both a donor and a recipient. More importantly still, the study of reciprocal relationships focuses
on the recipient’s actions rather than on the donor’s. Because reciprocity definitionally involves
some kind of return, my focus will be primarily on the contours and characteristics of the
recipient’s return rather than on the act of donation. With that in mind, I turn to the following
questions. First, how many conceptions of reciprocity exist? Second, how might the exchange
between a donor and a recipient, which is at the heart of reciprocity, be qualified? To begin
answering these questions, I will first present two distinct conceptions of reciprocity: 1) reciprocity

for mutual benefit and 2) reciprocity for mutual respect.

III.  Two Conceptions: Reciprocity for Mutual Benefit and Reciprocity for Mutual
Respect

After reading some of the description provided in the previous section, one might be led to

question how reciprocity is related to the Golden Rule found in Confucian, Talmudic and New

Testament writings*?

. While such association is understandable, it is imprecise. The Golden Rule
is significantly broader in scope, for it concerns much more than simple exchanges between two

persons, “it proposes a criterion for initiatives one might take: [d]o to others only what you would

481 Ibid at 93.

482 Ibid at 81
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have them do to you.*®3” This meaningfully differs from reciprocity, which is implicated only after
a recipient responds to the actions of a donor. As I mentioned, the concept of reciprocity mainly
focuses on assessing an exchange between a recipient and donor, with primary emphasis on the
recipient. The Golden Rule, on the other hand, is interested only in the donor and what they ought,

pre-emptively, to do for others.

As I mentioned above, two different conceptions of reciprocity exist: reciprocity for mutual
benefit and reciprocity for mutual respect. Reciprocity for mutual benefit—which is defended by
both Becker and Alvin Gouldner, an American sociologist—conceives of reciprocity as an
exchange aiming to mutually benefit both the donor and recipient. Reciprocity for mutual respect,
proposed by Christie Hartley, a philosophy professor, claims that reciprocity primarily aims to
achieve mutual respect between a donor and recipient. In this section, I will introduce these
alternative purposes of reciprocal action in order to later assess how they each might palliate the
shortcomings of individual autonomy when considering the disclosure of information to

participants during the consent process.

A. Reciprocity for Mutual Benefit

To better understand the reciprocal relationship between a recipient and a donor, one must first

understand the purpose of reciprocal exchange. For Becker, an exchange might be connected to

prudence, self-interest, altruism, justice or fairness, among other things*%%. Whatever the

483 Ibid.

484 Ibid.
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motivation, Becker’s position is that an exchange between a donor and recipient within a reciprocal
relationship ultimately aims at producing mutual benefit: “[w]e ought to be disposed to return good

for the good we get from agents who are trying to produce benefits for us.**>”

For Becker, such
mutual benefit is further directed at promoting social equilibrium**, a concept explained at length
in Gouldner’s writing*®’. In order for a reciprocal exchange to realize the aim of mutual benefit, it
must be sensitive to matters of fittingness and proportionality, two notions that I examine in the
following sub-sections. Before turning to these criteria in detail, I should make a small
clarification. In Becker’s work, the terms “donor” and “recipient” can sometimes be used to
describe the same person at different stages of the reciprocal relationship. This is logical. A donor
undertakes an act of donation toward the recipient. The recipient then reciprocates by responding
to the donor. For Becker, in this response, the recipient will then become the donor and the donor
will become the recipient. In other words, the two individuals exchange these positions
successively. That said, in order to eliminate any confusion, I will use the language of recipient
and original donor separately, even if these roles may shift throughout the reciprocal exchange. In
order to better understand the conception of reciprocity for mutual benefit, it is useful to examine

the constitutive characteristics of any resulting reciprocal exchange associated with it: 1)

fittingness and 2) proportionality.

485 Ibid at 89.
486 Jbid at 82.

487 Gouldner, supra note 465 at 175.
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1. Fittingness
For Becker, a reciprocal exchange is fitting, that is, fulfills the criteria of fittingness, if 1) what
is returned by the recipient is an objective “good” for the donor and 2) is both perceived by the

donor as such and understood to be in return for his act of donation*®®,

The first requirement of fittingness is straightforward: the return should be considered a “good”
for the donor. More precisely, one should not return “evil” for a received “good”. If I (a donor)
give up my seat in the bus to a man with a physical handicap (a recipient) and he responds by
unnecessarily putting his bag on the only seat remaining on the bus, his return would likely not

plausibly be considered a good.

This brings us to a second requirement that the return is perceived by the donor as both a good
and a return, which underlines an element of subjectivity in the overall assessment. Determining
whether this condition is met will require a case-by-case analysis, subject to the circumstances at
hand**°. This second requirement of fittingness is squarely in the eye of the beholder—in our case,
in the eye of the donor (whose initial act of donation will be reciprocated)**°. In his book, Becker
uses the example of an anonymous blood donor to illustrate this point. Donated blood could save
the life of a hospitalized little boy. For the sake of argument, suppose that the boy’s parents succeed

in tracking down the anonymous donor. Should they decide to reciprocate by thanking the donor

488 Becker, supra note 476 at 107.
489 Ibid.

490 Jbid at 108—109.
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or buying them a gift, one might objectively say that this return is a good. The identified donor,
however, might not see it that way. In fact, they might see their re-identification as a breach of
privacy, even if the intentions were noble. In his book, Becker uses this example to suggest that a
more fitting return would have been for the recipient to donate to the blood bank in turn*’!. That
said, how will we know that the donor will perceive this as a good and as a return if he or she is
anonymous? According to Becker, in the absence of a clear way of assessing how the original
donor perceives the return, we should presume that the act is a good from the donor’s perspective
given that they donated to the bank in the first place and wished to remain anonymous. While we
are not interested by particulars of donation in assessments of reciprocal exchange, Becker
presumes that a return that is identical to the initial donation qualifies as a good. The essential logic
is that a donor who did not think donation is a good would not have donated in the first place.
Furthermore, Becker sees the act of donating to the blood bank (and not, for example, to a charity)
by the recipient as fitting because it is the most convenient return possible in the circumstances.
For all of these reasons, and when compared to tracking down the donor, donating to the blood
bank might more easily be seen as a fitting return. Interestingly, it seems that the personal
knowledge of the donor that a return was made by the recipient is unnecessary in the

circumstances, especially given the wishes of the donor to remain anonymous.

Fittingness is only one of two criteria that must be satisfied for an exchange to be considered

reciprocal. The following section will describe the second criteria: proportionality.

1 bid at 110.
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2. Proportionality
Proportionality is the second criteria needed to determine whether an exchange fits within a
framework of reciprocity for mutual benefit. If a return is fitting according to the description given
above, one must then assess whether it is proportional. In doing so, we should assess whether the
return was “equal to the good received”**?. This requirement is justified because reciprocity for
mutual benefit—as is implied by its name—ultimately aims at producing a balanced exchange of
benefits*>*. For Becker, the best possible return is one of commensurate benefit with as little

494

sacrifice as possible™*. You open the door for me, I open the door for you: equal benefit with

minimal sacrifice*®.

An obvious problem then lies in cases for which it is not possible to reciprocate with precisely
equal benefit. Consider the example of a good Samaritan who donates a large sum of money to a
poor family. The poor family is clearly unable to return a commensurate benefit, for doing so
means they would lose everything they have. As Gouldner suggests: “the demand for exact
equality would place an impossible burden even on actors highly motivated to comply with the

2496

reciprocity norm [...] . In such cases, an equal sacrifice, for Becker, becomes the most

satisfactory option. An equal sacrifice would “not compromise the ability of either party to make

492 Becker, supra note 476 at 111.
493 Ibid.

494 Ibid at 112.

495 Ibid at 113.

496 Gouldner, supra note 465 at 172.
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further exchanges.” #°” A proportional return would then be an equal sacrifice, proportional to the
recipient’s situation when compared to that of the donor. Gouldner adopts similar reasoning and
notes that the “obligations imposed by the norm of reciprocity may vary with the status of the
participants within a society”**®. To be more precise, if the large sum of money represents 1% of
the donor’s savings, a return by the poor family that amounts to 1% of what they have could be

seen as proportional as it represents a roughly equal sacrifice.

In summary, a reciprocal act necessarily includes both a donor and a recipient. Reciprocity is
not concerned with how donors should or should not act. It is concerned only with the actions of
recipients. In order to be included in the conception of reciprocity for mutual benefit, an act must
be both fitting and proportional. That said, reciprocity for mutual benefit is not the only proposed

conception of reciprocity. The following section will explore reciprocity for mutual respect.

B. Reciprocity for Mutual Respect

Traditionally speaking, reciprocal relationships have been understood to aim at sustaining
mutually advantageous relationships (reciprocity for mutual benefit). In recent years, however,
that traditional conception has been increasingly challenged. Notably, criticism of reciprocity for
mutual benefit features prominently in the work of Christie Hartley, a philosophy professor. For

Hartley, reciprocity should not only be focused on mutuality of benefit, but should also aim at

497 Becker, supra note 476 at 113.

498 Gouldner, supra note 465 at 171.
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99499

showing “respect for someone who contributed to one’s project”” and thereby be a form of

recognition of a donor’s contribution.

Hartley sets out her argument by invoking the example of a colleague who decides to stay late
at the office to help a departing colleague pack up her things. In doing so, she misses a submission
deadline for a conference paper’®. The colleague who stays late to help (a donor) is doing so out
of respect and kindness, but at a cost. The departing colleague (a recipient) shows her appreciation
by gifting her a poster she had usually found humorous. For Hartley, the colleague who sacrificed
and stayed late will see the poster as a benefit, but receiving it could not compare to the way she
benefited her departing colleague by staying late and missing a deadline. But the goal of this
exchange, on Hartley’s view, is not to sustain mutually beneficial relationships, but rather to thank
the colleague, to show respect and to recognize the contribution she made>®!. Hartley clarifies that

502

although the exchange is asymmetrical, it is appropriate in the circumstances’"~. As a criterion that

must be satisfied on this conception of reciprocity, Hartley proposes to retain fittingness. At the
same time, she rejects proportionality and replaces it with a criterion of sufficiency, which aims to

fit a new purpose: that of a reciprocal relationship based on mutual respect among equals®®3.

499 Christie Hartley, “Two Conceptions of Justice as Reciprocity” (2014) 40:3 Social Theory & Practice 409 at 416.
300 1hid at 417.

301 Tbid.

302 Ibid.

303 Ibid at 422.
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In the following two subsections, I will present both Hartley’s criterion of fittingness—which
differs slightly from Becker’s given the different purpose of the reciprocal relationship—and

sufficiency.

1. Fittingness

For Hartley, fittingness, understood as a return that is objectively good for the original donor,
remains an important component of reciprocity for mutual respect. Importantly, Hartley presents
her conception of reciprocity within a framework that conceives of all individuals as free and equal
cooperating members of society.>** On her view, the aim of such cooperation is the creation and
sustainment of “society based on relations of mutual respect among equals™ . Hartley defines
equality, therefore, in terms of social relationships®?®. Tt is important to note that this conception
of equality does not entail that people necessarily have equal responsibilities. Some of us could
have greater responsibilities than others while others, given their capacities, may have no

responsibilities at all>?’,

The requirement of fittingness, then, will be satisfied when a return contributes to members of

508

society and does so in a manner understood to foster cooperation’”®. Expanding on the work of the

political philosopher John Rawls®?, Hartley explains that social cooperation entails living among

504 Ibid at 422.
505 Ibid at 427.
306 Jbid.

307 Ibid at 430.
508 Ibid at 421.

309 See generally John Rawls, Political Liberalism (New York: Columbia University Press, 2005).
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others on terms of mutual respect®'?. Thus being in relationship with others in ways that contribute
to a cooperative social structure and helping to produce goods needed by members of society, may
both be considered fitting contributions in the relevant sense®'!. The co-worker who gave her
colleague a gift in return for staying late did so as a way of acknowledging the contribution of the
colleague and to show appreciation to another member of society through an act of mutual respect.
The act, if fitting, satisfies the requirements of reciprocity for mutual respect so long as it also

accords with the sufficiency requirement.

2. Sufficiency

>12 For this reason,

Reciprocity for mutual benefit has the purpose of securing mutual advantage
the criterion of proportionality is critical in determining the appropriate balance of exchanges. In
the case of reciprocity for mutual respect, however, Hartley proposes that proportionality is no
longer necessary. It should, on her view, be replaced with a criterion of sufficiency. For Hartley,
determining whether an act is sufficient is, in fact, closely related to the fittingness assessment.
Indeed, if fittingness refers to a return that contributes to members of society in a manner
understood to foster cooperation’'3, sufficiency, in turn, requires that the return be fair in the sense

that it is reasonably acceptable to rational individuals who aim to live and cooperate on grounds

of reciprocity and mutual respect>'*. The criterion of proportionality found in reciprocity for

310 Hartley, supra note 499 at 431.

S Ibid at 429.

312 Jbid at 414; Becker, supra note 476 at 89.
313 Ibid at 421.

314 Hartley, supra 499 at 426.
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mutual benefit requires that a return be quantified either as an equal benefit or an equal sacrifice.
Contrastingly, sufficiency, according to Hartley, is not measurable because it is difficult to
“quantify the value of relating to others in accordance with the substantive demands of a

relationship based on mutual respect’!>”,

In order to better understand sufficiency, Hartley provides the example of a donor who helps
his neighbour (a recipient) to paint his house before it is sold. The neighbour wants to reciprocate.
No matter what ends up being done, the act should not be seen as aiming to symmetrically balance
the exchange, but should be sufficient to show respect as a cooperative contributor to the
neighbour’s project!®. Obviously, the return should satisfy the fittingness requirement: it should
be a good rather than an evil. Further, the return should recognize the contribution made by the
individual in a way that satisfies the criterion of sufficiency, namely, that it will be seen as
justifiable by members of society. A good example of this would be for the neighbour to give the
helper a souvenir, perhaps some trinket that they are very fond of. Returning the kind gesture with
an item of that sort would satisfy the fittingness requirement. It is also sufficient because it
contributes to another member of society in the sense that it exhibits mutual respect for others. It
indicates recognition of a contribution made to the neighbour’s project. It would be sensible to
assume that rational individuals would see such return as one that would be reasonable to accept

as fair.

515 Ibid at 429.

316 Ibid at 416-417.
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One important thing can be drawn from this survey of the conception of reciprocity for mutual
benefit and reciprocity for mutual respect is the central importance of the actual exchange. For this
reason, it will be useful to understand the specific characteristics of reciprocal exchanges. If I am
to apply both conceptions of reciprocity to population biobanking, examining the nature, scope,

flow, and overall value of reciprocal exchanges is necessary.

Before delving deeper into these characteristics, it is important to note that the various
conceptions of reciprocity I have outlined here (namely, reciprocity for mutual benefit or for
mutual respect) may be realized in a range of reciprocal exchanges, sometimes combining vastly
different characteristics. Put another way, neither conception has a predetermined set of
characteristics (e.g. nature, scope, flow, value) for reciprocal exchanges falling under its ambit.
That said, some of these characteristics may be more easily associated with one conception rather
than the other. For example, a negotiated flow of reciprocal exchanges can be more easily
associated with the conception of reciprocity as mutual benefit. However, the nature, scope and
value of that reciprocal exchange will not necessarily be the same for all cases of reciprocity for
mutual benefit. I will refer to these situations in greater detail when examining the nature, scope,
flow and overall value of the reciprocal exchanges that can be applied to both reciprocity for

mutual benefit and reciprocity for mutual respect.

IV.  Nature of the Reciprocal Exchanges

In previous sections, I established that a relationship will qualify as reciprocal only insofar as
an exchange occurs. I now turn to examining the nature of reciprocal exchanges. In other words,

who are such exchanges aimed at and how direct may they be?
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To begin, two kinds of reciprocal exchange may occur: reciprocal exchanges that are individual

>17 Individual reciprocal exchanges concern one

in nature and those that are communal in nature
single individual. If my neighbour helps me paint my house, returning his kind gesture by offering
him a vase he so often praised is an individual reciprocal exchange in the sense that it concerns
my neighbour and no one else. Communal reciprocal exchanges, in contrast, focus on a return to
a potentially larger community of people. In the case of the blood bank example used in the earlier
sections—in which the benefactor of an anonymous blood donation will return the kind gesture by

supporting the blood bank—the return is communal in nature in the sense that it does not concern

one specific individual, but potentially many of them.

Additionally, the first of these exchanges is direct. I have, in other words, directly returned
something to my neighbour. According to Hobbs et al., individual reciprocal exchanges are always

18, Likewise, communal exchanges are synonymous with indirect exchanges®'®. In fact, in

direc
the case of the blood bank illustration, when the original benefactor supports the blood bank, he
or she completes an indirect reciprocal exchange given the return will not be directly provided to

the original donor, but to future benefactors of the blood bank.

Beyond the direct or indirect nature of the exchange, there exists two major scopes of reciprocal

exchanges: generalized reciprocal exchanges and non-specialized reciprocal exchanges®?°.

317 A Hobbs et al, “The Privacy-Reciprocity Connection in Biobanking: Comparing German with UK Strategies”
(2012) 15 Public Health Genomics 272 at 273.

518 Ibid at 281.
319 Ibid.

20 Tan R Macneil, “Exchange Revisited: Individual Utility and Social Solidarity” (1986) 96:3 Ethics 567 at 581.
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V. Scope of Reciprocal Exchanges

Generalized reciprocal exchanges focus less directly on monetary value. In exchanges of this
kind, reciprocity occurs “primarily in terms of reputation, prestige and power rather than in

»321 'In other words, the return in a generalized exchange likely will not be

economic returns
economically commensurate or even have monetary value at all. If a person donates a very large
sum of money to a charity, the return will not be in the exact amount donated. The generalized
reciprocal exchange will be completed through the reputation the donor will attain from giving
such a large sum of money to a charitable cause. This is why, according to Macneil, generalized

reciprocal exchanges are oriented toward maintaining social solidarity>%2.

Macneil conceives of non-specialized exchanges as perfectly balanced®?®. The default setting
in cases of non-specialized exchange is one of simultaneous exchange of identical goods. For
example, [ leave the door open for you when you come in the office, and you reciprocate by leaving
the second door open for me. However, non-specialized reciprocal exchanges may also include
transactions that feature a commensurate return that is stipulated to obtain in some narrow window
of time>2*, In other words, it is possible that the relevant exchanges will happen on a fixed timeline,

rather than instantaneously, and will include commensurate rather than identical goods.

521 Ibid at 582.
522 Ibid.
523 Ibid.

524 Ibid at 582-583.
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The examination of both generalized reciprocal exchanges and non-specialized reciprocal
exchanges opens the door to another discussion: one that is focused on the flow or reciprocal
exchanges. More specifically, when will the reciprocal exchange be completed and can its
completion be a condition of the original act of donation? The following section will discuss these

issues in greater detail.

VI.  Flow of Reciprocal Exchanges

Reciprocal exchanges may flow either unilaterally or in a negotiated fashion. Unilateral
exchange between individual actors refers to situations where each individual is free to initiate
exchange with the other at any time. A unilateral flow entails that some initiations may be
reciprocated immediately, while others will be reciprocated only later>?. Put simply, when one

initiates a reciprocal exchange, they should not expect to receive something in return immediately.

Despite the possibility of variation in the speed of return, any resulting exchange is
nevertheless of a reciprocal nature, taking into account the circumstances at hand®?°. The key, then,
is that an initial act of donation must not be conditioned on an immediate return. For this reason, I
believe the term “seriate” is more appropriate when describing this type of flow. It includes all of
the characteristics of a “unilateral” flow of reciprocal exchange, but avoids being confused as being

“unidirectional” or “one-sided”. I use the word “seriate” in the sense that an initial act made by

525 Linda D Molm, “The Structure of Reciprocity” (2010) 73:2 Social Psychology Quarterly 119 at 122.

326 Ibid at 121.
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one person or entity toward another could occur at a later time and is not conditioned upon the

latter reciprocating immediately to the former (see Figure 3).

As for the negotiated flow of a reciprocal exchange, its name clearly explains its attributes.
This is the opposite of a seriate flow in the sense that it refers to the completion of an agreement
rather than an act that may or may not be reciprocated immediately. An agreement of this kind
“creates a dyadic unit>>”” and specifies, as a transaction, what each party will receive from the
other. This kind of exchange applies best to reciprocity for mutual benefit rather than reciprocity
for mutual respect. Obviously, this type of exchange is conditional as “each actor’s outcomes
depend on the joint actions of self and other?® (see Figure 3). The existence of an agreement does
not mean that the return will be equal. All that is necessary in a negotiated flow is the agreement
of the parties, whether or not the exchange is equal®®. If T agree to pay for the installation of a
stereo system in your car on the condition that you do the same when I buy mine, the flow of the
exchange is negotiated. We might also agree that, in exchange of me paying for the installation,
you will buy a stereo system for my house, which is likely to be more expensive. This is a

negotiated flow all the same, even if the transaction is unequal.

327 Ibid at 122.
328 Ibid at 121.

529 Ibid.
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Figure 3: Flow of Reciprocal Exchanges

uﬂu
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Whether the flow of reciprocal exchange is seriate or negotiated does not necessarily affect
their value. Put another way, there may not be a clear connection between the flow of exchange
and the purpose of the exchange. In the next section, I will outline the possible value of reciprocal

exchanges.

VII. Value of Reciprocal Exchanges

Reciprocal exchanges may have instrumental or symbolical value®*®. The first of these is
sometimes called utilitarian value, for it refers to acts of reciprocity that extend some form of utility
to the recipient: “their value is instrumental in the sense that they help the recipient meet the need

that was the original objective of the exchange®3!”

. Here, as above, this characteristic applies best
in cases of reciprocity for mutual benefit rather than in reciprocity for mutual respect. Indeed, in a
reciprocal exchange that is instrumentally valuable, each party jointly receives negotiated returns

that will help them realize their interests. Such reciprocal exchange may be linked to the negotiated

330 Linda D Molm, David R Schaefer & Jessica L Collet, “The Value of Reciprocity” (2007) 70:2 Social Psychology
Quarterly 199 at 201 [Molm et al].

331 Ibid.
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flow discussed in the previous section. Given that the purpose of the exchange will have been
previously identified and agreed upon, a negotiated flow will thereby likely enhance the

instrumental value of the exchange.

Symbolically valuable exchanges, in contrast, have been described as having value that is
present in the reciprocal act itself and is neither instrumental nor derived®2. Symbolic value has
two constitutive elements: an ‘“uncertainty reduction value” and an “expressive value” 3.
Uncertainty reduction refers to acts of reciprocity that “carry uncertainty reduction value to the
extent that they reduce the risk and uncertainty inherent in exchange, by providing evidence of the
partner’s reliability and trustworthiness.”>3* Expressive value, on the other hand, emphasizes
positive returns, such as a feeling of being valued and respected*>. These elements contribute to
affective bonds that develop and are sustained between partners in an exchange*¢. Further, in
order for a reciprocal exchange to convey symbolic value, three conditions must be met®’. First,
the exchange in question should recur over time. Second, when an act is initiated, there should be
no expectation of immediate return. This means that there should be no negotiation, formal

agreement or structures in place to guarantee immediate reciprocity. Finally, in order for a

reciprocal exchange to convey symbolic value, it must be a voluntary choice by a recipient to

332 Ibid.
333 Ibid.
334 Ibid.
335 Ibid.
336 Ibid.

337 Ibid at 202.
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return benefit to the donor. This characteristic would most easily apply in reciprocity for mutual

respect rather than reciprocity for mutual benefit.

In summary, while instrumental value of reciprocity aims to enhance the individual utility of

the recipient, symbolic value will mainly focus on the social solidarity of a relationship3%.

VIII. Conclusion

In an effort to present a concept that will be an appropriate conceptual basis to relational
autonomy when framing the duty to inform of researchers and the disclosure of information to
population biobank participants during the consent process, this Chapter undertook to introduce
and outline the concept of reciprocity. I demonstrated that reciprocity involves an exchange
between a donor and a recipient. More importantly, I noted that a reciprocity analysis intrinsically

focuses on how recipients respond to donation.

Two major conceptions of reciprocity were highlighted: reciprocity for mutual benefit and
reciprocity for mutual respect, each with its own set of criteria. In order to later adapt these
conceptions to population biobanking, I examined a number of different possible characteristics
of the exchange between donors and recipients. These included the nature, scope, flow and value
of each exchange. Of course, the various attributes I have described do not necessarily come in
uniform packages: that is, reciprocity for mutual benefit does not necessarily entail that exchanges

at its core will be individual in nature, negotiated in flow, non-specialized in type or instrumental

338 Ibid at 200.
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in value. On the contrary, the various conceptions of reciprocity may have varied reciprocal
exchanges, sometimes combining different types or values at once. Understanding these intricacies
will help to better adapt the concept of reciprocity in the population biobanking setting, with all of

1ts nuance and associated caveats.

More importantly, in order to demonstrate that reciprocity is an appropriate grounding for
relational autonomy - a conception of autonomy that will need to be respected by researchers when
disclosing information to participants during the consent process - it was critically important to
present the concept of reciprocity as a first step in an analysis that will ultimately require autonomy
to be understood through the prism of relationships between stakeholders, rather than through the
lens of self-interested individualistic considerations. This will then allow me to characterize the
resulting conception of autonomy and how it will affect the disclosure of information by

researchers during the consent process.

As I discussed in previous chapters, the individualistic conception of autonomy faces numerous
challenges in the context of population studies. In the next Chapter, I will demonstrate that, despite
certain limitations, reciprocity is the most appropriate grounding for relational autonomy in the
population biobanking context. This is so, in large part, because of its ability to acknowledge and
sustain the complex, ongoing, and multilateral relationships established by these research projects

without also compromising the correlative rights of research participants.
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CHAPTER 6: TOWARD A RECIPROCITY-BASED RELATIONAL AUTONOMY FOR
POPULATION BIOBANKS: ADVANTAGES AND LIMITATIONS

1. Introduction

In this Chapter, I demonstrate that, despite certain limitations, reciprocity is the most suitable
conceptual grounding for relational autonomy in population biobanks. The result of which, as I
will show, is a more appropriate conception of autonomy that is capable of theoretically framing
the disclosure of information during the consent process. This is so because, when compared to
individualistic autonomy, reciprocity-based relational autonomy offers a more solid basis on which

complex, ongoing and multilateral relationships can both be acknowledged and sustained.

The relationship between the disclosure of information, autonomy and its relations is crucial,
and has been a recurring theme throughout this Thesis. In Chapter 1, I began with an examination
of observable characteristics of the duty to inform through the lens of two leading Canadian court
decisions: Halushka and Weiss. There, I showcased how requirements underlying the researcher’s
duty to inform participants were higher in intensity when compared to the clinician’s duty to
inform patients. By examining the origins of the exacting duty to inform favoured by Canadian
courts, I showed how an individualistic conception of autonomy—rooted in liberal
individualism—was at the core of the traditional duty to inform. In Chapters 2—4, I demonstrated
how population biobanks, which are longitudinal, international, and less directly focused on
individuals than conventional research, challenge this conception of autonomy. More specifically,
I showed that by adopting a unidirectional focus on the participant, important considerations

(including benefit considerations) relating to other stakeholders, namely the public and the
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research community, end up being overlooked. Indeed, this undividualistic focus requires that
population biobanks re-consent participants every time a researcher accesses their data and
samples. With projects averaging more than 10,000 participants, doing so risks creating delays and
impeding the timely sharing of data and samples. Ultimately, this may hamper the return of
enriched data emanating from the use of the data and samples by members of the research
community, in turn frustrating the orderly translation of knowledge to the clinic, and by extension,

to the public at large.

At the end of Chapter 4, I examined relational autonomy and considered how it potentially
coheres with multilateral relationships, rather than uniquely focusing on individuals. However, in
order to practically apply relational autonomy in the population biobanking context, it is first
necessary that it is complemented by a concept capable of accurately describing, acknowledging
and sustaining the relationships in population biobanks. As a first step toward that goal, Chapter 5
introduced the concept of reciprocity. There, I presented the concept’s key elements: 1) the
presence of a donor and recipient and 2) the existence of a reciprocal exchange. I then examined
the possible nature of the relevant reciprocal exchanges: their scope, flow and the values bestowed
on them. Doing so was aimed at constructing the theoretical underpinnings necessary to apply the
concept of reciprocity as a complement to relational autonomy. In the present chapter, I will use
these underpinnings to show how the resulting conception could effectively palliate the
shortcomings of individual autonomy by accounting for and sustaining the multilateral
relationships and interactions that are at the heart of population biobank research projects, while
at the same time protecting research participants when disclosing information to them during the

consent process.
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Chapter 6 will begin with an overview of the treatment of reciprocity in biobanking literature
(section II). Given that this Thesis aims to assess the extent to which reciprocity-based relational
autonomy—a conception to be respected in the disclosure of information to participants during the
consent process—is congruent with population biobanking, understanding how reciprocity has
been understood in past biobanking literature will provide relevant and necessary background.
This work will help to 1) assess the degree to which reciprocity features in scholarly work and 2)
determine whether autonomy has ever been a key consideration when reciprocity has been

discussed in the biobanking literature.

This Chapter will also draw on the theoretical framework presented in Chapter 5 to properly
describe the multiple reciprocal relationships that exist in the population biobanking context. More
specifically, in Section III, I will outline three specific reciprocal relationships: that between
population biobanks and participants, between population biobanks and the public and between
population biobanks and the research community. For each, I will identify the relevant donors and
recipients as well as the nature, scope, flow and value of the possible reciprocal exchanges between
them. Crucially, as much as possible, I aim to provide a nuanced and detailed account of how
reciprocity can best describe the existing relationships between all of the stakeholders implicated
in population biobanking. Using these relationships as a guide, I then demonstrate how they may
be understood according to relational autonomy and how such understanding ultimately affects the
disclosure of information to participants during the consent process. To that end, I will explain
how the new conception of autonomy will be exteriorized when disclosing information to research

participants and how this differs from the current approach used in population biobanks (section
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IV). Finally, I conclude this Chapter by examining the advantages and legal limitations of

introducing reciprocity as a basis for relational autonomy in population biobanks (section V).

II. The Concept of Reciprocity as Portrayed in Biobank Literature

This section aims at understanding how the concept of reciprocity has been portrayed in past
biobanking literature. Undertaking this literature review, in light of my proposal to situate
relational autonomy in the conceptual framework of reciprocity, is important for two reasons. First,
it will allow me to be cognizant in my analysis of reciprocity of the various discussions on the
topic as a way of ensuring that I do not, so to speak, reinvent the wheel when adapting the concept
of reciprocity to population biobanks. Second, and for similar reasons, this literature review will
help to determine whether autonomy more specifically has ever been a key consideration in

discussions about reciprocity.

A review of the existing literature on reciprocity in the context of biobanking reveals that
discussions are limited in a number of important ways. In the following few paragraphs, I aim to
highlight how this is so by presenting the different ways reciprocity has featured in the literature.
By the end of this review, [ will have demonstrated that the literature cannot, at present, form the
basis for the working model of reciprocity-based relational autonomy I wish to present in this

Chapter.

A first general limitation of the literature is that, while most articles engage with the concept of

autonomy, very few provide an in-depth analysis of its relationship to reciprocity. The influential
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Knoppers and Chadwick paper on emerging trends in the ethics of human genetic research>, for
example, describes reciprocity, along with universality, mutuality, citizenry and solidarity, as
novel concepts in research ethics>*’. These concepts are said to embody the complexity of
contemporary research endeavours and reflect the growth of public participation®*!. Knoppers and
Chadwick describe reciprocity as a form of “recognition of the participation and contribution of
the research participant™?”. Beyond that, they propose broadening the concept of reciprocity as a
form of exchange that includes both individuals and the general population®*. In doing so, they
recognize an important role played by actors outside of the participant-researcher relationship.
However, the article does not deliberate on the concept of reciprocity in greater detail and does not
consider how it would practically be used in relation to autonomy. Furthermore, the research

community does not appear to have been captured in the discussion.

The Knoppers and Chadwick article is but one example of an article in which reciprocity is
mentioned briefly. Other articles that succinctly mention reciprocity are primarily concerned with
public engagement in biobanking research generally>**. In one such article, Gottweis et al. argue

that reciprocity may play a role in addressing important socio-ethical issues raised in biobanking,

339 Knoppers & Chadwick, supra note 463.
340 Jbid at 75.

34 Ibid.

342 Ibid.

343 Ibid at 76.

344 Herbert Gottweis, George Gaskell & Johannes Starkbaum, “Connecting the Public with Biobank Research:
Reciprocity Matters” (2011) 12 Nature Reviews Genetics 738.
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545

such as privacy and benefit sharing”*>. While they do not define reciprocity, they claim that “people

need to feel that they are part of something larger and that their donation feeds into a mutual,

346 On their view, reciprocity facilitates this interaction by creating a

respectful relationship
“culture of care for the study participants and transparency that is integral to biobank™%’. Again,
while presenting interesting angles from which to view reciprocity—especially those that highlight
the importance of mutuality and respect—the Gottweis et al. article does not offer a practical

understanding of how the concept of reciprocity could be used to better understand the autonomy

of participants when information is being disclosed by researchers during the consent process.

A second limitation revealed in the literature is that examinations of reciprocity in the context
of biobanking typically only discuss the relationship between biobanks and participants or
biobanks and the public. While these relationships are surely important, utilizing the concept of
reciprocity in the interactions of members of the research community—or within a multilateral
sphere where all the stakeholders’ interactions influence each other—is ignored. Articles
discussing the relationships between biobanks and participants or biobanks and the public tend to
outline the views and expectations of participants in biobanking research and other kinds of
disease-specific projects, including those in which recruited participants are unhealthy (for
example, cancer patients). Most of these articles operate on the view that research participants do

not usually provide data and samples purely altruistically>*®. This is supported by the proposal that,

545 Ibid at 738.
546 Ibid at 739.
47 Ibid.

348 Louise Locock & Anne-Marie R Boylan, “Biosamples as Gifts? How Participants in Biobanking Projects Talk
About Donation” (2016) 19:4 Health Expect 805 at 807.
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as some authors have pointed out, biobank participants do not simply forget about the bodily
substances they have donated, but rather maintain “a complex relationship with their removed, but
not completely detached or disentangled”>* biological samples. All of the articles reviewed
indicate that participants place a great deal of importance on donating their data and samples for
research. At the same time, these articles also identify a need for participants to receive something
in return for their participation. Interestingly, this expectation is not limited to participants with an
illness or condition, where some form of personal therapeutic benefit might easily be anticipated.
Healthy volunteers typically have similar expectations, for example, they might understand future

tSSO

familial or social benefit as an extension of personal benefit>>". Participant surveys have shown

that most embrace what authors refer to as “reciprocity”, whereby participants wish to feel they

are taking part in “something larger and that their donation feeds into a mutual, respectful

551

relationship®>!” that features in a complex “social exchange>>2”. In one Australian study, members

of the public were asked to complete a survey assessing their beliefs about trust, intention and
benefit implicated in biobank participation®>3. Results indicate that a large majority of participants
endorsed reciprocity. In fact, survey participants reported an expectation that personal benefits

554

would be returned to biobank donors”>*. For these participants, such return is an intuitive question

349 Hobbs et al, supra note 517 at 273.
330 Locock & Boylan, supra note 548 at 811.

331 Christine Critchley, Dianne Nicol & Rebekah McWhirter, “Identifying Public Expectations of Genetic Biobanks”
(2016) Public Understanding Science 1 at 13.

332 Isabelle Pellegrini et al, “Contributing to Research via Biobanks: What it Means to Cancer Patients” (2014) 17:4
Health Expectations 523 at 531.

333 Dianne Nicol & Christine Critchley, “Benefit Sharing and Biobanking in Australia” (2011) 21:5 Public
Understanding Science 534.

354 Ibid at 550.
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of fairness: “reciprocal behaviour can be viewed as a desired end in itself as a fair method of
distributing resources. Those sharing their resources [...] should receive something back [...]
simply because it is considered the fair thing to do”™>. In these articles, the discussion around
reciprocity is more substantial than in such papers as those authored by Gottweis et al. or Knoppers
and Chadwick, all of whom considered the concept at a higher level of generality. However,
articles discussing reciprocity as a relationship between biobanks and participants or biobanks and
the public tend to limit their presentation on participant expectations, without delving deeper into
how a concept such as reciprocity can play a comprehensive role in the way researchers

communicate with and inform participants.

The third limitation I encountered in my literature review originates in articles solely focused
on the concept of reciprocity and its theoretical underpinnings. In contrast to those reviewed above,
this set of articles do not contemplate reciprocity generally, but discuss its use in the field of
biobanking. I consider them limited to the extent that they invariably discuss reciprocity in a
manner that suggests the creation of an obligation to return and, by extension, that biobank
participation should be conditioned on such return®°. While it may be that some possible
conception of reciprocity includes this characteristic of conditionality, it is surely not a necessary

feature. Nadja Kanellopoulou, writing from a governance perspective, has contributed

355 Ibid at 551.

336 See e.g. Nadja Kanellopoulou, “Reconsidering Altruism, Introducing Reciprocity and Empowerment in the
Governance of Biobanks” in Jane Kaye & Mark Stranger, eds, Principles and Practice in Biobank Governance
(Farnham: Ashgate, 2009) 33 at 46 [Kanellopoulou 2009] (“The notion of ‘conditional gift’ describes a different
dynamic to the one manifest in unconditional interactions: unless balanced conditions that impose limitations on the
uses of tissue in research are met by the parties, the gifts are not valid — in that case, cooperation and trust perish and
the relationship does not exist”).
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substantially to this debate. In one article, Kanellopoulou sets out to address the imbalance of legal

t557

power between researchers and participants in the biobanking context>>’. On her view, the notion

of research participants conceiving of the donation of data and samples as an unconditional gift is

558

false’>°. Instead, she proposes applying reciprocity in biobank governance in order to encourage

engagement, cooperation and trust between participants and researchers. She writes:
I propose that a better approach for law to protect participants’ interests would be

to focus on the nature of their [participants’] interaction with researchers and

describe it as an ongoing cooperation and dynamic relationship with special

obligations for both sides®>’.

She sees this approach as a way to empower research participants and encourage a more balanced
relationship between researchers and participants>®’. Moreover, the adoption of reciprocity would
demonstrate to research participants that the contributions they have made are valued and
respected®®!. Against this backdrop, Kanellopoulou proposes that donated samples and data should
be considered conditional gifts that extend from biobank participants to researchers. In order for
this framework to function, Kanellopoulou suggests that participants and researchers must agree
to return conditional gifts to each other in ways that protect participants and does not impede

research’®2.

557 Ibid at 43.
558 Ibid at 42.
559 Ibid at 41.
560 Ibid at 45.
361 Ibid.

562 Ibid.
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A few years later, in a second chapter on reciprocity in biobanking, Kanellopoulou continued
promoting this view of reciprocity as an empowerment tool that seeks to restore balance in the
relationships of researchers and participants. Her argument cites major biobanking initiatives in
the United Kingdom as a ground for refuting the assumption that participants are primarily
motivated by altruism. Instead, Kanellopoulou calls for wider participant control exercised through
reciprocity®®. In her view, the return of reciprocal benefit sustains cooperation and trust®¢4.
Kanellopoulou thus argues that proposals that allow participants to benefit from their contribution
should be taken seriously, even if returned benefits are small or intangible. In realizing this goal,
Kanellopoulou calls for mutual understanding and agreement between researchers and
participants>®. In her two contributions, Kanellopoulou proposes a number important elements for
consideration, including that seeing altruism as the sole reason participants enroll in research is
inaccurate. Kanellopoulou also emphasizes the role of reciprocity as an underlying notion that
would allow participants to feel valued and respected. The overarching limitation, however, is that
she does not discuss reciprocity from the perspective of relationships between biobanks and the
public or biobanks and the research community. Instead, her work focuses mainly on reciprocity
between the biobank researcher and the participant. Furthermore, the notion that reciprocity only
fits within a “conditional” exchange lacks nuance. As I discussed in Chapter 5, certain reciprocal
exchanges are seriate in nature, which means that they are not negotiated in advance and are not

conditional. Suggesting that the enrolment of biobank participants is conditional on some sort of

363 Nadja K Kanellopoulou, “Reciprocity, Trust, and Public Interest in Research Biobanking: In Search of a Balance”
in Christian Lenk et al, eds, Human Tissue Research: A European Perspective on the Ethical and Legal Challenges
(New York: Oxford University Press, 2011) 45 at 51 [Kanellopoulou 2011].

364 Ibid.

565 Ibid at 51-52.
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return that protects participants and does not impede research endeavours®® is one-dimensional. It
does not, after all, account for all of the possible exchanges between participants and researchers.
This is, admittedly, something Kanellopoulou acknowledges. She concludes her chapter with the
prescient observation that “workable notions of reciprocity in the evaluation of participants’
contribution in research>®”” is conspicuously absent in contemporary reciprocity literature. For
Kanellopoulou, much of that work remained to be developed. In essence, what this literature
review informs us is that there is still work to be done toward understanding how reciprocity can
reflect the contributions made by participants in the research setting. In a way, such realization is
an important premise for what this Chapter aims to demonstrate. Basically, to provide a workable
notion of reciprocity, I will need to use it as a conceptual framework that practically describes,
acknowledges and sustains the multilateral relationships implicated in population biobanks, which
will help me form the basic understanding of the relations embedded in the relational conception

of autonomy that I propose to adapt.

More specifically, using the theoretical foundation reviewed in Chapter 5, Section III of this
chapter will attempt to provide a workable notion of reciprocity by examining the nature and
characteristics of the possible exchanges between the population biobank researcher and three
other stakeholders, namely 1) the participant, 2) the public and 3) the research community. More
importantly, I will also demonstrate how notions of reciprocity between the population biobank

and the participant cannot simply be studied in the abstract, but must include tangible

566 Ibid.

567 Ibid at 52.
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considerations emanating from the reciprocal exchanges between the population biobank and other
stakeholders. In the section below, I present a conceptual framing of reciprocity that is reflective
of the reality of population biobanking and that can serve as a practical grounding for relational
autonomy. In this thesis, I aim to bring together several strands of thinking about reciprocity that
are present in different bodies of literature. From these, I propose an approach with sufficient
specificity to facilitate new thinking about the disclosure of information to participants in the
population biobank setting. My approach differs from the frameworks seen in the literature review
above to the extent that it is built on a comprehensive understanding of reciprocity, its attendant
conceptual framing and its more pointed emphasis on the importance of including all relevant
stakeholders in the analysis. While the researcher—participant relationship is of interest in assessing
the disclosure of information by researchers, other relationships must not be ignored. Indeed,
accounting for all of the implicated actors may be the most neglected aspect of discussions

surrounding autonomy and reciprocity in the field of biobanking.

ITI.Reciprocity-Based Relational Autonomy for Population Biobanks Or The
Importance of Considering All Stakeholders

Reciprocity is generally thought to be associated with such elements as trust, respect and

368 Tt is unclear, however, how these components could be meant to work together in the

mutuality
context of population biobanking. Is trust, for example, a necessary condition for reciprocity or
merely its consequence? Does mutuality have meaning beyond a simple mutuality of benefit? Will

all possible exchanges in the context of population biobanks be dependent on some form of

reciprocation? What is the role of “respect” or the recognition of one’s contribution in this

368 Sima Sandhu et al, supra note 468; Kanellopoulou 2009, supra note 556.
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framework? I will attempt to answer these questions in the following sections, keeping a view
toward understanding how reciprocity can provide a plausible basis for the concept of relational
autonomy. When I examined the current jurisprudential interpretation of the duty to inform of
researchers and the individualistic conception of autonomy that is at its core, I analyzed the type
of relations that existed between the actors found within that framework: namely, participants and
researchers. Now, I will demonstrate how reciprocity can form a more suitable grounding for
relational autonomy in considerations surrounding the disclosure of information to participants
during the consent process. To do so, I need to understand the “relations” that are described by the
relational conception. This is why I will first examine the possible exchanges that are at the heart
of this reciprocal relationship. Once that is complete, I will be able to better qualify the resulting
conception of autonomy and highlight how it will affect the way in which population biobank
researchers will satisfy their duty to disclose information to participants as part of the consent
process. [ will not limit my examination of the relevant exchanges to those between the population
biobank and the participant. Doing so would imply that the exchanges between these two
stakeholders can be studied independently of any other consideration, which would not truly differ
from the approach taken in the individualistic conception of autonomy. I will still examine
exchanges between the participant and the population biobank, but only after having studied
exchanges between the population biobank and the public (section A) and the population biobank
and the research community (section B). From there, I will demonstrate both that all of these
stakeholders are part of multilateral reciprocal relationships (see Figure 4) and that notions of
reciprocity between the population biobank and the participant (section C) must include
considerations emanating from reciprocal exchanges between the population biobank and the other

stakeholders. In order to provide a workable notion of reciprocity in the multilateral relationships
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found in the population biobank context, I will refer to theoretical notions seen in Chapter 5 and
apply them as necessary in this Chapter. For example, I will highlight the nature, scope, flow and

value of each reciprocal exchange under study.

As anote, I do not think that population biobanks can themselves be plausibly considered moral

agents. For reasons of brevity, I only use the term “population biobanks” to refer to researchers

overseeing population biobanks.

Figure 4: Reciprocal Exchanges in Population Biobanks

RECIPROCAL EXCHANGES

PARTICIPANTS \
POPULATION

BIOBANKS

RESEARCH
COMMUNITY

A. The Population Biobank—Public Relationship

As seen in the literature review above, discussions of reciprocity in the biobanking context

generally focus on implications for participants and the public. Considering the history of
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individual-centred discussions, this shifting interest from individuals to the broader population®’
is a positive development. This section will dissect the population biobank—public reciprocal
relationship and provide granularity absent in the current literature. This section will begin by
studying the reciprocal exchanges possible in cases where the public is the donor (section A.1)
before shifting to a similar analysis when the public is a recipient (section A.2). Looking at both

possibilities will allow a comprehensive understanding of this reciprocal relationship.

1. When the Public is a Donor

In the relationship between population biobanks and the public, I argue that the public
primarily plays the role of the donor. Indeed, the most prominent source of funding of population
biobanks is public money, and by extension, is derived from members of the public at large. This
is especially true in the case of Canadian population biobanks®’°. Where this is the case, the
population biobank will qualify as a recipient. These roles could conceivably be reversed—a

situation to which I will return later.

Operating on the view that the public is a donor and the biobank a recipient, what type of
reciprocal exchanges may be envisaged? First, there must be an act of donation (by the donor—in
this context, the public). Secondly, for a relationship to be considered reciprocal, a return by the
recipient to the donor must be concluded. As for the act of donation—by the public in this case—

it will be the contribution made by members of the public as a collectivity through public funds to

369 Knoppers & Chadwick, supra note 463 at 76.

570 See Canadian Partnership for ~ Tomorrow, “Who We Are” (2016), online:
<http://www.partnershipfortomorrow.ca/who-we-are/> [CPTP, Partners].
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create and sustain population biobanks (through tax revenue, for example). Of course, it is certainly
true that some biobanks may, in the future, not rely on public funds. In situations where the
population biobank is created and sustained exclusively through private funding, the public may
not qualify as a donor, unless members of the public financially contribute to the population
biobank as a collective through some means other than taxes. At present, Canadian population
biobanks are largely supported by public funds®’!. For this reason, I will focus on this form of

donation.

Now that I have established the act of donation, what will the recipient (in this case the
population biobank) return back to the public at large? This question is especially important as
reciprocity is a concept that focuses on the actions of the recipient following a donation. In other
words, we may more precisely qualify the reciprocal relationship in view thanks to the kinds of
return undertaken by the population biobank. In this case, I argue that the conception of reciprocity
at the heart of the relationship between the population biobank and the participant is that of
reciprocity for mutual respect (see Figure 5). As I outlined earlier in Chapter 5, the foundational
view of the mutual respect conception of reciprocity is that its ultimate purpose does not turn on
sustaining a mutually advantageous relationship, but rather to extend thanks to the other party, to

show respect by recognizing the other’s contribution®’?

. More specifically, I posit that there are
three possible mechanisms for the population biobank to reciprocate to the public. I also believe

that all three will respect conditions of fittingness (being a good, and seen as a good and as a return

57U Ibid.

572 Hartley, supra note 499.
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by the donor) and sufficiency (aim to show respect and acknowledge the contribution made by the

donor).

The first kind of return by the population biobank is centred on the implementation of efficient
access mechanisms to data and samples stored by the biobank. The implementation of access
mechanisms not only involves the development of documentation necessary to support them, but
the creation of bodies tasked with evaluating and approving access requests as well’’3. Such return
actually engages two other stakeholders: the participant and the research community. In fact, the
goal of implementing efficient access mechanisms is to provide the research community with the
ability to access data and samples of participants to further their own research projects and enrich
the population biobank. This is a short-term goal. The long-term goal is that through access and
enrichment, new discoveries will be made possible, which may in turn benefit the population as a
whole. Indeed, the primary goal is to increase the statistical power needed to generate useful
results, which, in turn, will translate into meaningful knowledge>’* for society®”> and future
generations. The ultimate purpose is to improve the health of the population and correlatively

increase public trust once such outcomes are materialized®’®.

573 Shabani, Knoppers & Borry, supra note 202 at 508.
374 OECD 2009, supra note 232.
375 HUGO 1996, supra note 357.

576 Pascal Borry et al, “The challenges of the expanded availability of genomic information: an agenda-setting paper”
(2018) 9:2 J Community Genetics 103.
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Implementing efficient access mechanisms is both fitting and sufficient. It is fitting to the
extent that it represents a good and is likely to be seen both as a good and a return by the general
public®”’. The public as a collectivity might not be aware of all the inner workings of a population
biobank when it provides public funding. But that does not mean that the population biobank
should not need to ensure that such funding is well utilized. Implementing efficient access
mechanisms is one way of ensuring that funds given by the collectivity are properly utilized and
that knowledge emanating from data and samples is maximized. Implementing efficient access
mechanisms is also sufficient in the sense that its goal is not the balancing of benefit with the
donor, but rather of showing respect to them as contributors and recognizing their contribution.
The population biobank will do so by ensuring that proper access mechanisms are in place that
allow the participant’s donation to be used efficiently and in accordance with what they were
promised during the consent process®’8. The act of return also aims to contribute to a cooperative
project, seeking to promote the general health of the population. It will be difficult to see how such
return could not be justified to all members of society, an important indicator of the fulfillment of

the criteria of sufficiency.

With this return by the population biobank, the first type of reciprocal exchange is complete.
If I were to characterize this exchange, it would be communal in nature as it pertains to the public

rather than to a particular individual®”. I also argue that this reciprocal exchange is generalized.

377 Becker, supra note 476 at 93.
578 See Table 4 in Chapter 4, above.

579 Hobbs et al, supra note 517 at 273.
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Generalized exchange is oriented toward maintaining social solidarity and is on the higher end of

the spectrum of solidarity-building varieties of reciprocity>°

. When the public donates (in our
case, through public funds), they are not entrenched in a relationship that requires commensurable
return, which is the opposite of a generalized exchange. Moreover, the flow of the reciprocal
exchange can be qualified as seriate as it does not feature any agreement or transaction. As for the
value of the reciprocal exchange itself, it is symbolic (or more precisely “expressive™8!). It is not
instrumental as it is not negotiated. The act of return by the population biobank to the public aims

at letting the public know that their contribution is valued and respected by ensuring efficient

access mechanisms to maximize their use’82.

The second kind of return made by the population biobank to the public is through the
disclosure of general results emanating from the use of data and samples. Such results are
aggregate in nature so as to ensure they do not pertain to specific individuals within the biobank.
General results may take various forms, such as newsletters or information made available online.
Newsletters, for example, are used prominently by CARTaGENE, which states clearly in its
consent form that a yearly bulletin describing research projects that use its resources will be made

publicly available®®?, The same process also exists in other population biobanks, for example, in

380 Macneil, supra note 520 at 582.
381 Molm et al, supra note 530 at 201.
382 Ibid.

383 CARTaGENE, Second Wave Information Brochure for Participants, supra note 14.
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AtlanticPATH>®* and the Alberta Tomorrow Project®®. Bulletins or newsletters are not the only
form of general results disclosure. Today, population biobanks can also publish information and
statistics on social media platforms, such as on Twitter. CARTaGENE, for example, posted on its
Twitter account that: “Almost 25% of CARTaGENE’s participants declared having at least one
member of their immediate biological family affected by diabetes. This highlights the importance

386 This is a clear example of an aggregate result.

of genes discovery in creating new treatments.
It does not identify specific participants and presents a useful, though general, result based on the
assessment of all CARTaGENE participants. These results represent a form of transparency toward
the public. By returning such results, the biobank lets taxpayers know that their funds are indeed
leading to important discoveries. This interaction or reciprocal exchange falls within a framework
of reciprocity for mutual respect. Much like the first type of return, this is both fitting and
sufficient. It is fitting, because returning general results is a good that contributes to the general
knowledge possessed by society. Further, it would be realistic to assume that it will be seen by the
public as both a good and as a return. Beyond that, it is also sufficient, as it aims to contribute to
members of society in a way that would be reasonable to assume would be accepted by the public.
In fact, making such information publicly available sends a strong message to the public and to
researchers that the population biobank is producing results. Furthermore, it also aims at educating

members of the public about the value of their donation. It is a sensible act of recognition and

respect. As for the characteristics of this reciprocal exchange, it is communal in nature, generalized

384 Atlantic PATH Consent and Brochure, supra note 155.
385 The Tomorrow Project Study Booklet, supra note 150.

386 CARTaGENE Twitter Account, online: <https://twitter.com/ cartagene ?lang=en>.
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in scope, seriate in terms of its flow and expressive as to its value for the same reasons as those

presented for the first kind of return above (i.e. implementing efficient access mechanisms).

A third type of return concerns the dissemination of information in scientific conferences and
through publications based on discoveries that use data and samples from the biobank. Researchers
in population biobanks disseminate and publish articles using data and samples as a way to
contribute to the scientific literature®®’. While journal articles are generally not intended for broad
public consumption, they are nevertheless helpful for advancing our current thinking and fostering
an environment of collaboration and innovation that can be expected to materialize in downstream
scientific applications of broader benefit to society. More importantly, some discoveries from
scientific publications are presented to the public through mainstream media. News stories such
as: “For Women, Confusion About Alcohol and Health” published in the New York Times are a
good case in point®®®, In this particular case, the medium in question—although not Canadian—
cited a study conducted by a population biobank in the United States that showed that alcohol
amount, not type, triggers breast cancer. At the time, the study in question was presented at a
European conference®® and was later the subject of a scientific publication in the European Journal

590

of Cancer’””. Dissemination of discoveries emanating from this study informed the general public.

Furthermore, population biobanks funded through public funds will acknowledge such funding in

387 See e.g. CPTP, Access Policy, supra note 190.

388 Tara Parker-Pope, “For Women, Confusion About Alcohol and Health” (9 October 2007), New York Times: Well
(blog), online: <https://well.blogs.nytimes.com/2007/10/09/at-cocktail-time-shots-of-confusion/>.

389 Kaiser Permanente, Media Release, “Kaiser Permanente study: Alcohol amount, not type—wine, beer, liquor—
triggers breast cancer” (27 September 2007), online: <https://www.eurekalert.org/pub_releases/2007-09/kpdo-
kps092207.php>.

390 Yan Li et al, “Wine, liquor, beer and risk of breast cancer in a large population”(2009) 45:5 European J Cancer
843.
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any publications. In their marker paper, researchers with CARTaGENE thanked Genome Canada
and Genome Quebec, the primary funders of their cohort>”!. Both Genome Canada and Genome
Quebec receive government funding through budgets adopted in the federal and provincial

legislatures respectively.

In my view, the reciprocal exchange described above falls within a reciprocity for mutual
respect. The return made by the population biobank is fitting; it is a “good” and can reasonably be
considered by the public to be both a good and a return. Further, it aims at contributing to a social
project. In fact, the population biobank is showing respect and recognition by striving to inform
the public about their health and the risks associated with different types of consumption. It also
showcases to the participant how their donation has now bore fruit by generating new research
findings that are presented to the public. Population biobanks are under no particular obligation to
do so, but by reciprocating in this way, they send a message to the participant that their original

donation was valued and accordingly efficiently utilized.

For exactly the same reasons as the other two kinds of returns listed in this section, I contend
that the reciprocal exchange created following the dissemination of scientific information is

592 in its flow and generalized in its scope. As for its value, it

communal in nature. It is also seriate
is expressive rather than instrumental. Indeed, the dissemination of scientific information is not

borne out of negotiation, but is a way for the population biobank to emphasize the importance of

91 Awadalla et al, supra note 89 at Acknowledgements.

392 Molm, supra note 525 at 122.
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maximizing on the resources it has been provided through public funds in ways that will ultimately

materialize in downstream scientific applications of general benefit to society.

Figure 5: Public-Population Biobanks Reciprocal Relationship

Public > Population Biobanks

Donor e Public Funds Recipient

Population Biobanks Public

Recipient o Efficient Access Mechanisms Donor
e General Results (Newsletters)
e Scientific Publications

In brief, in the reciprocal relationship between the public as a donor and the population biobank
as a recipient, three types of return are possible. All three fit within the framework of reciprocity
for mutual respect. Below, I want to briefly examine the possibility of conceiving of the biobank
as a donor and the public as a recipient. Following this, I will transition to a discussion of the

population biobank-research community reciprocal relationship.

2. When the Public is a Recipient
The reciprocal relationship between the public and population biobank where the public is a
recipient is not as tangible as that in which the public is a donor. For reasons I will lay out below,
I would even say that it is difficult to fully conceive. However, I will nonetheless briefly present

its rationale in the pursuit of comprehensiveness.
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The idea that the public can be a recipient originates from a qualitative study of cancer patient

h593

perceptions of biobank research”””, in which authors found that some patients view biobank

participation as a way of giving back to science (see Figure 6):
patients struggling to face the life-threatening disease and the treatment involved
may indeed regard the issue of research as a priority. Whether this is because close
relatives have benefited from research, because of moral or civic reasons, or
because donation is experienced as a commitment to giving back what one has
received, supporting research via biobanking is mainly perceived as a means of
promoting and sustaining hope and trust in the future.>**
What this statement presumes is that, among the many factors that could prompt members of the
public to participate in research, at least one is the value they collectively receive from discoveries
that are made possible by the research undertaken by the population biobank. While it is surely
valid to think that population biobanks may potentially work to improve the health of the general
public, I think it remains, for the time being, circumstantial and difficult to guarantee in all cases.
In fact, it is important to keep in mind that population biobanks are relatively novel undertakings.
While they can hold much promise, the fruits of their scientific discoveries will be slow to
materialize. This is so, in part, because a number of biobanking projects have twenty or more years
remaining before they are expected to reach completion. The promise of value to the public exists,
but will require several years before becoming truly tangible. With that said, we may wonder why
this is an issue. It is an issue to the extent that the act of donation must be tangible if it is to initiate
a reciprocal exchange. The act of reciprocation, however, can occur at a later time. In other words,

when conceiving of the population biobank as a donor and the public as a recipient, the act of

donation (in this case, the added value to the public) needs to be tangible and definitive in order

393 Pellegrini et al, supra note 552.

594 See ibid at 529.
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for the act of reciprocation to occur (even at a later time). However, because the act of donation is
not guaranteed, it is difficult to see how a reciprocal relationship between the population biobank
and the public, where the latter is the recipient can actually exist. The other limitation is that, once
members of the public decide to reciprocate (provided—for the sake of argument—that the act of
donation is definitive), it would be difficult to conceive of the public as reciprocating through
participation. The public here will be substituted by individual participants rendering the reciprocal
exchange with the original parties (i.e. the public and the population biobank) difficult to conceive.
For these reasons, I will not delve deeper into the matter. I have presented it here simply as a way
of presenting all relevant possibilities when studying the reciprocal relationship between

population biobanks and the public.

Figure 6: Population Biobanks-Public Reciprocal Relationship

Population Biobanks > Public
Donor e Beneficial Scientific outcome ~ Recipient
Public Population Biobanks
Recipient * Participation as a Way of Donor
Giving Back

Despite difficulty in conceiving of the public as a recipient, my examination of the reciprocal
relationship between the population biobank and the public has established a plausible reciprocal
exchange in which the public is a donor and the population biobank is a recipient. This reciprocal
relationship is primarily premised on respect and on valuing the donation given by the research

participants.
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Establishing the existence of such a relationship is crucial. One of my criticisms of liberal
individualism as a basis for autonomy focused on the fact that it fails to acknowledge multilateral
relationships that are necessarily implicated in population biobank research. Reciprocity, however,
does exactly the opposite insofar as it both acknowledges and sustains multilateral relationships
that involve the public and other stakeholders. More importantly, in my examination of the
reciprocal relationship between the population biobank and the public, I mentioned how other
stakeholders might interact within such a relationship. The data and samples collected, from which
scientific discoveries can be applied for the public, are donated by participants. When the
population biobank implements an efficient access system, it does so while keeping in mind that
members of the research community will be accessing the population biobank. The following
section will focus on the reciprocal relationship that exists between the population biobank and the

research community. This time, the reciprocal relationship will be built on mutual benefit.

B. The Population Biobank—Research Community Relationship

Chapter 4 of this Thesis demonstrated that, in order for a population biobank to achieve the
statistical significance necessary for the investigation of gene-gene, gene-disease, and gene-
environment interactions over time, large amounts of data and samples are required®®>. More
importantly, to achieve the requisite breadth, international, regional and Canadian documents
highlighted the importance of collaboration between members of the research community in order

to maximize on the use of the data and samples for the benefit of society and future generations.

395 Burton et al, supra note 127 at 271.
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This section will examine the reciprocal relationship between the population biobank and the
research community, a topic long neglected in the reciprocity literature. For this reason, it warrants
close consideration of its nature and characteristics. In the population biobank—research
community relationship, I posit that the population biobank should be considered a donor and the
research community (represented by an applicant requesting access to data and samples) should
be considered the recipient. More specifically, the resulting exchange begins when population
biobanks provide a member of the research community (research applicant) with access to data

and samples (donation).

The aim of this reciprocal relationship is mutual benefit, rather than respect. Indeed, the
research applicant requesting access to data and samples is primarily interested in the scientific
value of the information these materials contain. The population biobank, correlatively, is
interested in the dissemination of data and samples in order to maximize their use, financially

sustaining itself through cost-recovery fees paid by research applicants®®

, and enriching its dataset
from the return of derived data from research applicants after the research project is completed>®”.
In this kind of relationship, both entities seek and receive a benefit. Typically, Canadian population

biobanks will enter into a formal agreement (known as an Access Agreement>*®) that formalizes

the relationship.

3% See e.g. CPTP, Access Policy, supra note 190.
397 Ibid at 12.

598 Ibid at 9.
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In the agreement reached by population biobanks, researchers and the researchers’ institutions,
the biobank will commit to providing data or samples for use in a stipulated research project on
the condition that governance bodies responsible for adjudicating access requests, such as an
access committee>®, will first evaluate and accept the access request®®. In return, the researcher
applicant (who then becomes an approved user) will be asked to do four things (which I consider

returns in the reciprocal relationship and which will be outlined below).

In contrast to reciprocity for mutual respect, reciprocity for mutual benefit must satisfy not
only the criteria of fittingness (the return both being a good and being seen as such by the donor),
but also the criteria of proportionality (rather than sufficiency). Given that the relationship between
population biobanks and researchers is modulated by an agreement in which the biobank and
researcher have equal bargaining power, both parties will agree only to an exchange of what they
both consider qualifying as a good. As a result, this relationship will necessarily satisfy the criteria
of fittingness. Proportionality, in turn, requires that the relevant exchange be balanced. As I
demonstrated in Chapter 5, such balance can be understood as either a return of commensurate
benefit with as little sacrifice as possible, or an equal marginal sacrifice in which the return is
proportional to donor sacrifice®®!. Depending on the nature of the return made by the research

applicant, I believe they can either fulfill the criteria of proportionality based on commensurate

399 See Chapter 2, above.
600 CPTP, Access Policy, supra note 190, s 8.a.

601 Becker 2005, supra note 476 at 27.
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benefit or based on equal marginal sacrifice. This section will review four types of return and

establish which understanding of proportionality they seem to fulfill.

First, the population biobank will require that applicants pay a cost-recovery access fee prior
to receiving the data or samples. Such fees are used to defray administrative and operational costs

associated with shipping data and samples®*

. These exchanges are proportional in nature as they
are premised on an equal sacrifice in the sense that fees seek only to recover costs and not to earn
a profit. The amount of time and work put into preparing and shipping data and samples will be
covered by fees set out by the parties. Second, approved users will also be required to maintain
strict security safeguards throughout the use of data and samples in order to ensure that the re-

d®%3. This is also

identification of participants or unauthorized data and sample access is prevente
proportional as the population biobank will require that the approved user apply similar security
safeguards when storing and shipping the data and samples. This is an equal marginal sacrifice.
Thirdly, approved users will be required to return data derived from their projects in order to enrich
the population biobank’s database®*. Such derived data is the culmination of an approved users’
research, and sending a copy to the population biobank ensures that data made available to the

research community is as updated as possible. In turn, this allows for more efficient research that

builds on the work of others®?®. This return can also be viewed as proportional in the sense that it

602 CPTP, Access Policy, supra note 190, s 15.

603 Canadian Partnership for Tomorrow Project, Data and Samples Access Application Form (2016), online:
<https://portal.partnershipfortomorrow.ca/agate/register/#/join>; CPTP Access Policy, supra note 190, s 6.

604 CPTP, Access Policy, supra note 190, s 12.

605 Ibid.
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exhibits commensurate benefit with minimal sacrifice. Indeed, the population biobank provided
data and samples that were beneficial to the approved user. The latter will return enriched data that
will be useful for the population biobank and the research community at large. Finally, the
approved user will be required to provide proper attribution to the biobank and its scientific
directors (or lead principal investigators)®°®. Depending on the level of contribution made by
researchers in the biobank, this may lead to a co-authorship in alignment with international
authorship standards®®’ (see Figure 7). This again signifies commensurate benefit with minimal
sacrifice. Accessing data and samples will allow approved users to further their own research and
to publish. Proper attribution will also benefit the biobank researcher who may have his/her name
featured on the same paper depending on their level of contribution. This would be commensurate

benefits with minimal sacrifice.

Figure 7: Population Biobanks-Research Community Reciprocal Relationship

Population Biobanks p Research Community
Donor o DataandSamples Recipient
Research Community p Population Biobanks
Recipient o Cost-Recovery Fees Donor
e Strict Security Safeguards
e Return of Derived Results

e Proper Attribution

606 See e.g. Canadian Partnership for Tomorrow Project, “Publications Policy” (2016), online:

<https://portal.partnershipfortomorrow.ca/sites/portal-live-7.x-5.10-020320171455--
partnershipfortomorrow.ca/files/CPTP%20Publications%20Policy%20-%20Approved%200ct%2022%202015.pdf>
[CPTP Publications Policy].

607 Fabien Milanovic, David Pontille & Anne Cambon-Thomsen, “Biobanking and Data Sharing: a Plurality of
Exchange Regimes” (2007) 3:1 Genomics, Society & Policy 17 at 24.
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As far as the nature of the reciprocal exchanges mentioned above are concerned, I would
suggest that they are individual in nature. Even though the term “individual” usually concerns one
particular person, I would still maintain that it is individual in the sense that it concerns only one
party (the population biobank or its researchers). It cannot be seen as communal because it does
not pertain to a larger group of people as a group per se. As for the scope of the reciprocal
exchanges above, I believe they are non-specialized as they occur within an agreed upon timeline
and include commensurate goods®®®. The flow of the reciprocal exchange would be negotiated
given that returns made by the member of the research community would be based on a prior
agreement that specifies what each party will receive from the other®®. This is especially true of
access agreements signed between population biobank and approved users. Not only do such
agreements contain clear terms and conditions, but they will also lay out the responsibilities of the
parties (and the nature of what each party will do and return) and contain a jointly acceptable

timeframe for fulfilment of the agreement®!©,

In contrast to the relationship between population biobanks and the public (which holds an
expressive value), the value underpinning the relationship between population biobanks and

1611 Instrumental value, also known as

members of the research community is instrumenta
utilitarian value, refers to acts of reciprocity that provide some form of utility to the recipient:

“their value is instrumental in the sense that they help the recipient meet the need that was the

608 Macneil, supra note 520 at 582-583.
09 Molm, supra note 525 at 122.
610 CPTP, Access Policy, supra note 190, ss 7b & 13.

611 Molm et al, supra note 530 at 201.
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original objective of the exchange®!'?”. This is exactly what access agreements, which are a
foundational element of the relationship between the biobank and members of the research
community, aim to achieve. Each party will receive jointly negotiated benefits that will help them

to accomplish their unique objectives.

The previous subsections aimed at presenting two kinds of reciprocal relationships: the first
was between population biobanks and the public while the second was between the population
biobank and the research community. During this examination, it has been clear that these
relationships—although mainly specific to the parties involved in them—all implicate the biobank
participant in some way. For example, in the population biobank—public relationship, one of the
mechanisms of return to the public included the implementation of an efficient access system for
the use of data and samples donated by participants. In the population biobank-research
community relationship, one of the mechanisms of return by the population biobank to the
participant included ensuring that strict security safeguards that protect the data and samples of
participants are put in place. These examples show that it will be difficult to look at the population
biobank—participant relationship without accounting for relations involving the public and research
community. Indeed, only the concept of reciprocity has the ability to acknowledge and sustain
these multilateral relationships between different stakeholders. The section below will specifically
examine the reciprocal exchanges between the population biobank and participants and highlight,

were possible, how they interact with both the public and research community.

612 Ibid.
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C. The Population Biobank—Participant Relationship

In this section, I examine the reciprocal relationship that exists between population biobanks
and research participants; a reciprocal relationship that I will demonstrate is rooted in respect rather
than mutual benefit. I will also demonstrate that notions of reciprocity between these two parties
include considerations emanating from the reciprocal exchanges between the population biobank

and the other stakeholders studied in the last sections, namely the public and research community.

The existence of a donor—recipient relationship is, as we saw in Chapter 5, the first requirement
in a relationship of reciprocity. It should not be controversial to propose that the donor in this case
is the participant who donates data and samples to the population biobank. Correspondingly, it is
the population biobank that qualifies as the recipient. A second requirement for reciprocity is the
existence of an exchange resulting from a return made by the recipient. I will describe in detail the
different kinds of possible return, describing them as either 1) manifest returns or 2) abstruse
returns. I have created this nomenclature to differentiate between returns that are tangible and
directly affecting participants (manifest returns) and those that are more personal in nature
(abstruse returns). For each return, I will describe how the conception of reciprocity at play is one
of respect and examine the nature, scope, flow and value of the resulting reciprocal exchange.
Doing so allows me to both identify and describe the type of relation that exists between the
population biobank and the participant in order to practically apply these terms in descriptions of
the relational autonomy at play and how it affects the disclosure of information by researchers in

population biobanks.
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1. Manifest Returns

In this subsection, I will explore what I call manifest returns in order to better understand the
different facets of the participant—population biobank relationship. There are four kinds of returns
under this category. More specifically, in return for their donation, the population biobank offers
participants the following: a promise to safeguard their privacy beyond the storage period,
communicate with them in an ongoing fashion, return abnormal results during the assessment

centre visit and return individual research results and incidental findings where possible.

The first way in which population biobanks reciprocate to participants is through the
establishment of safeguards that protect the confidentiality of stored data and samples beyond

storage®!?

. The population biobank will do this primarily during the collection and storage of data
and samples, but will continue doing so when it shares such samples with authorized members of
the research community. Procedures are put in place not to guarantee fu// confidentiality, but rather
to make reasonable efforts to limit the possibility of unauthorized access to the data and samples®'4.
This is an effort that requires both good storage practices when the data and samples are located
within the population biobank and strong confidentiality rules when the data and samples are
accessed by the research community. For external access by researchers, an efficient access

governance system must be established in order to adjudicate requests, applicant credentials and

operational readiness. Some population biobanks go so far as to request that approved users

613 CPTP, Access Policy, supra note 190, s 6.

614 Jbid. Specific terms and conditions will also feature in the Access Agreement. See e.g. Canadian Partnership for
Tomorrow Project, “Access Agreement” (2016), online:
<https://portal.partnershipfortomorrow.ca/agate/register/#/join> [ Access Agreement].
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provide copies of articles before they are submitted for publication in order to ensure that
participants have not been identified®!>. T consider the resulting exchange to be indicative of
reciprocity of mutual respect because the return strikes me as both fitting and sufficient. It is fitting
as what is being returned by the recipient (i.e. safeguards to protect confidentiality beyond the
storage period) is a good for the donor (participant) and can reasonably be considered as both a
good and as a return. It is also sufficient if it aims at acknowledging the donor’s contribution in a
fair way and showing proper respect for it. A sceptic might assert that protecting the confidentiality
of the data and samples or participants is a legal requirement and establishing safeguards to protect
it is an obligation imposed by law. While this is true, the extent to which population biobanks go
to protect it, however, is indicative of a willingness to value a participant’s contribution (even
when data or samples are no longer under their control). During collection and storage, the
population biobank is bound by the general requirements of confidentiality. It may also elect to
place the onus on an approved user to ensure that confidentiality is protected. However, most
population biobanks have enacted safeguards that go beyond the storage period and extend to
overseeing the use of the data and samples when they are no longer under their control. Indeed,
population biobanks, such as the Canadian Partnership for Tomorrow Project, a consortium of five
major population biobanks in Canada, includes an auditing clause in their Access Agreement
allowing them to assess whether the host institution currently using the data and samples properly

protect them®!6,

615 CPTP Publications Policy, supra note 606.

616 Access Agreement, supra note 614 at clause 5.4 1.
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When the recipient protects the data and samples of donors beyond the storage period and when
they are no longer under their control, the recipient population biobank is not aiming to produce a
balanced exchange of benefits, but is rather acknowledging the importance of the donation and is
doing everything possible to protect it. The resulting reciprocal exchange can be identified as
individual in the sense that it concerns the research participant in question. Beyond that, the scope
of the reciprocal exchange is generalized. When the participant donates their data and samples,
they are not bound by a relationship that requires commensurable return. Moreover, the flow of
the reciprocal exchange can be qualified as seriate as it does not feature any agreement or
transaction. Finally, the value of the reciprocal exchange itself, it is “expressive”¢!”. Indeed,
putting in place proper safeguards to protect a participant’s privacy aims at letting them know that

their contribution is valued and, ultimately, respected®'s.

The second type of reciprocal return made by population biobanks to participants takes the
form of continued ongoing communication. In order for the biobank to keep participants informed
about its activities, it maintains regular contact with participants. Such contact will offer an
opportunity to ask participants new questions, invite them to participate in new projects or request
that they provide new samples®!®. Above all, such communication is an opportunity to inform
participants about study progress and outcomes, usually through the publication of regular

newsletters®?’. Another example of ongoing communication may be found in public registries. The

617 Molm et al, supra note 530 at 201.
618 Ibid.
619 See e.g. CARTaGENE, “Second Wave Information Brochure for Participants” supra note 14.

620 See e.g. Atlantic PATH Consent and Brochure, supra note 155; The Tomorrow Project Study Booklet, supra note
150.
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Canadian Partnership for Tomorrow Project®?!, for example, has created a website containing a
public, openly accessible registry of ongoing research projects that are currently using samples
and data.®?? The goal is to allow research participants—as well as the general public—to learn
more about an approved user, their affiliation and to access the lay summary of their project. Much
like in the first kind of return, ongoing communication also falls under reciprocity for mutual
respect. It is fitting as ongoing communication is a good and research participants can reasonably
consider it both a good and a return. It is also sufficient insofar as it acknowledges the donor’s
contribution. The ultimate aim is to thank participants and show them respect. Indeed, by
highlighting new discoveries or recent publications only made possible through the use of their
data and samples, the population biobank is interested to show participants the extent of the value
of their donation and concretely indicate that their data and samples have worked to advance
scientific knowledge. This information can be made available to participants, but this would
require that they either request them personally or they search for mentions of the relevant biobank
in scholarly publications. Through proactive ongoing communication, population biobanks aim to
save participants time and effort by making all this information available to them at no cost. The
resulting reciprocal exchange is individual in nature, generalized in scope, seriate in its flow and
expressive in its value for exactly the same reasons identified in the first return above (i.e.

safeguards to protect privacy).

621 Canadian Partnership for Tomorrow Project website, supra note 126.

622 Canadian  Partnership = for = Tomorrow  Project,  “Approved  Project”  (2015),  online:

<https://portal.partnershipfortomorrow.ca/mica/research/projects>.
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A third way in which population biobanks may reciprocate is through the return of abnormal
findings emanating from physical measurements at an assessment centre. Participants who enroll
in population biobanks are asked at the beginning of recruitment to visit an assessment centre to
complete questionnaires and provide samples. During that visit, a number of physical
measurements are taken, including bone density and blood pressure. All biobanks return any
critical values (those that could pose a serious danger to their lives) discovered during these
measurements to participants®?®. Some biobanks could even extend the return period to include
abnormal findings from laboratory tests performed before the samples are stored®?*. In both cases,
if critical medical values are identified, the participant is informed. If the situation warrants, they
may be escorted to an emergency medical treatment centre®?®, Here again, such return falls within
reciprocity for mutual respect. Giving back critical health values (such as high blood pressure) to
research participants is a good and should reasonably be seen by the participant as both a good and
as a return. It is consequently fitting. This third type of return is also sufficient. It acknowledges
the donation of the participant and directly contributes to his or her well-being. Providing critical
health values respects these participants and their health. Just as for the two other types of return
mentioned above, and for exactly the same reasons, the resulting reciprocal exchange from the
return of critical health values to participants can only be seen as individual in nature, generalized

in scope, seriate in flow and expressive in value.

623 Ma’n H Zawati & Amélie Rioux, “Biobanks and the Return of Research Results: Out with the Old and In with the
New?” (2011) 39:4 JL Med Ethics 614 at 615.

624 Ibid.

625 Ibid.
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Providing critical health values back to researchers raises the issue of a fourth type of return:
that which involves individual research results (IRRs) and incidental findings (IFs). Such return
happens after samples are stored (see Figure 8 below). While IRRs are pertinent to the objectives
of a research project (in our case a population biobank), incidental findings (IFs) fall beyond its
scope®?®. Return of IRRs and IFs should also be differentiated from the return of general research
results. While IRRs and IFs concern individual participants, general results concern a group of
persons®?’. Both the modalities and conditions for their return differ®2%. T have examined the return
of general results in my study of the relationship between population biobanks and the public.
Here, I will instead focus on the issue of returning individual research results and incidental

findings to population biobank participants.

626 Ma’n H Zawati & Bartha Maria Knoppers, “International Normative Perspectives on the Return of Individual
Research Results and Incidental Findings in Genomic Biobanks” (2012) 14 Genetics in Medicine 484 at 486.

627 Laura M Beskow & Wylie Burke, “Offering Aggregate Results to Participants in Genomic Research: Opportunities
and Challenges” (2012) 14 Genetics in Medicine 490 at 491.

628 Zawati & Rioux, supra note 623 at 616.
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Figure 8—Storage of Data and Samples in Population Biobanks
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Papers discussing the return of IRRs and IFs to participants generally refer to reciprocity as a
guiding principle. Some authors have noted that “the obligation to offer results increases when the
interaction with a research participant is more extensive because a more intense relationship
creates a stronger requirement for reciprocity®?®.” The relationship will be defined in terms of the
level of involvement of participants and researchers, the duration of their interaction and the
characteristics of the participant contribution®*’. Put another way, a greater degree of participation
will entail a greater expectation of return. Bredenoord et al. similarly pointed to reciprocity as a
justification for disclosure of individual research results and incidental findings®*!. Here again, the

authors maintain that individuals do not participate in biobank research out of pure altruism®32,

29 Vardit Ravitsky & Benjamin Wilfond, “Disclosing Individual Genetic Results to Research Participants” (2006) 6:6
American J Bioethics 8 at 14-15.

630 Jbid at 15.

631 Annelien L Bredenoord et al, “Disclosure of Individual Genetic Data to Research Participants: The Debate
Reconsidered” (2011) 27:2 Trends in Genetics 41.

632 Jbid at 44.



216

They expect that a productive relationship between themselves and researchers will arise and that
such productivity will most tangibly be realized in the form of clinically useful results®*3. This
being said, not all authors agree about the place of reciprocity in the debate. Solberg and Steinbekk,
for example, authored an article in 2012 on managing the return of incidental findings and research

results in biobanks®*

. While they agree that conceptions of reciprocity and justice play an essential
role in structuring relationships between participants and researchers, they contend that any
potential value derived from population biobanks makes sense only as it applies to future

generations. On their view, beneficence on the part of participants can be understood only at the

level of the collective and are never at the level of the individual alone®.

With that said, an increasing number of authors suggest that IRRs and IFs should be returned

to individual participants only when specific criteria are met. The proposed criteria are typically

636

the following: analytical validity, clinical significance and actionability ®°°. In such cases,

“analytical validity” refers to the ability to precisely and reliably identify a particular genetic

637

characteristic®’, while “clinically significant” and “actionable” findings are those that have a well-

recognized and significant risk and for which an accepted therapeutic or preventive intervention is

633 Ibid.

634 Berge Solberg & Kristin Solum Steinsbekk, “Managing Incidental Findings in Population Based Biobank Research”
(2012) 21:2 Norsk Epidemiologi 195.

635 Ibid at 196.

636 See Bartha Maria Knoppers & Amy Dam, “Return of Results: Towards a Lexicon?” (2011) 39:4 JL Med Ethics
577 at 579.

37 Ibid, at 246. See also Susan Wolf et al, “Managing Incidental Findings and Research Results in Genomic Research
Involving Biobanks and Archived Data Sets” (2012) 14 Genetics in Medicine 361.
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available®8, In Canada, the TCPS 2 requires that researchers return material incidental findings to

participants®*®

. While prescriptive, this is a vague obligation, for it is unclear what the language of
“significance” is meant to convey and how it ought to be assessed. In addressing this concern (and
others), the Panel on Research Ethics—a body charged with developing the TCPS 2—is currently
proposing to nuance its position on incidental findings and produce a guidance document that
would help the research community navigate such decisions®’. For the moment, as a way to
delimit the future, open-ended scope of professional responsibilities®!, the TCPS 2 allows
researchers to opt out of this obligation by indicating to the Research Ethics Board (REB) that the
return of incidental findings is either impracticable or impossible®*?. Return is impracticable, for
example, if it cannot be put into practice without jeopardizing the overall conduct of a particular
research project®®?. For example, if there are 100,000 participants, systematically returning IRRs
and IFs for all participants would require large financial and human resources. If the project is

unable to obtain such resources, the imposition of an obligation to return IRRs and IFs risks

jeopardizing its overall conduct.

638 Knoppers & Dam, supra 636 at 579.

639 TCPS 2, supra note 9, art 3.4.

640 Susan Zimmerman, “Secretariat on Responsible Conduct of Research: Current Initiatives” (Presentation at the
CAREB National Conference, Toronto, 26 May 2016), online: <https://www.careb-
accer.org/sites/default/files/downloads/secretariat_on_responsible conduct of research.pdf> at slide 17.

641 Zawati & Rioux, supra note 623 at 618.

642 TCPS 2, supra note 9, art 3.4.

643 Jbid at Glossary: “Impracticable”.
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The tension surrounding the return of IRRs and IFs was never higher than in debates
surrounding population biobanks. Historically, population biobanks have elected not to return
IRRs and IFs after long-term storage. The Public Population in Genomics and Society (P3G)
international consortium upheld the validity of this no-return approach.%* However, given
increasing pressure to return validated, significant and actionable findings, P3G has also proposed
that population biobanks may introduce an option of return upon recontact with participants®®.
Re-contact is a systematic procedure conducted by population biobanks in which the biobank
periodically follows up with research participants while samples are in storage to collect new data
or samples or to inform them about ancillary studies they may wish to participate in %46,
Alternatively, the P3G Statement proposes that the option for return may be inserted in any new
consent during the recruitment stage®#’. If the setting is propitious and the participant has consented

to receiving IRRs and IFs, then such return may be considered a feature of a reciprocity-based

relationship.

In fact, seeing the return of IRRs and IFs materialize in the population biobank setting is not
far-fetched. While most population biobanks have a no-return policy, some have begun
introducing the consent form option in their most recent recruitment processes. The consent form

of the Ontario Health Study (OHS) is a good example. For several years, OHS has either been

644 See Bartha Maria Knoppers et al, “Population Studies: return of research results and incidental findings Policy
Statement” (2012) European J Human Genetics 1 [Knoppers et al, 2012].

645 Ibid.
646 See Chapter 3, section VI, above.

647 Knoppers et al, 2012, supra note 644 at 3.
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silent or has adopted a no-return policy. Recently, it more directly opened the door to the return of

incidental findings:
I understand that researchers who use my information and samples in the future might
discover something unexpected that could significantly affect my health (known as an
“incidental research finding”). [...] I accept that if my information or samples are included
in future research, the only time my individual results will be communicated to me is if
incidental research findings are found. Otherwise, I accept that the results of future uses of
my information and samples will not be shared with me®*3.

Furthermore, biobank participants are likely to be invited to join other projects as part of the re-
contact process, and some of these projects may utilize new tools that would make the return of
IRRs and IFs more realistic. The possibility of joining new projects is most notably available in
the case of the Canadian Healthy Hearts and Minds project, in which recruited participants from
Canadian population biobanks were sought to perform and store data from MRI scans®¥.
Participants who consent to participate in this project are informed that, with their consent, the
results of any severe structural abnormality found on the scans would be returned®*’. In summary,
the return of IRRs and IFs, while subject to much debate, should not be dismissed. The possibility
of this happening in the population biobank context has never been more present than with
recontact made by new projects of already enrolled population biobank participants. When the
criteria of analytical validity, clinical significance and actionability are satisfied, and when the

return from the population biobank to the participant is completed, I believe it becomes another

example of manifest reciprocal exchange.

648 Ontario Health Study, “Consent Form (with physical measurements)” (2014), (obtained through correspondence).
649 Canadian Alliance, Participant Information and Consent Thunder Bay, supra note 348.

630 Canadian Alliance for Healthy Hearts and Minds, “Policy on Managing the Return of Severe Structural
Abnormalities” (obtained through correspondence). See also Sonia Anand et al, “Rationale, design, and methods for
Canadian alliance for healthy hearts and minds cohort study (CAHHM) — a Pan Canadian cohort study” (2016) 16:650
BMC Public Health 1.
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Much like the return of critical health values at the assessment stage, the return of analytically
valid, clinically significant and actionable IRRs and IFs to research participants falls within
reciprocity for mutual respect because, in my view, it is both fitting and sufficient. It is fitting in
the sense that undertaking such return is a good and can be seen by the participant who has
consented to such return as both a good and a return. It is sufficient because it acknowledges the
donation of participants by valuing their health and well-being. Here again, the goal is not to create
a purely advantageous relationship of benefits, but to acknowledge the donor’s contributions and
reciprocate in a way that highlights the level of respect they are owed. Population biobanks can
always decide not to return any findings to participants. Indeed, for many years, population
biobanks have considered themselves as research endeavours not equipped to deal with clinical
issues that could emanate from research findings. Hence, returning findings to participants would
be considered to be the taking of an extra step. Ultimately, this would aim to send a message to
participants that their contribution is valued so much that they are ready to validate and return

potentially useful findings in spite of the limitations.

The resulting reciprocal exchange is individual in nature, generalized in scope, seriate in its
flow and symbolic in its value for exactly the same reasons presented in all the above-mentioned
returns. One may criticize the fact that the flow is not negotiated in the case of the return of IRRs
and IFs given that consent forms will generally simply describe such return and only provide the
participant the option of receiving them or not. In other words, it may be said that consent forms
represent a kind of negotiation (in reference to a negotiated flow of the reciprocal exchange). This

view is incorrect. Consent forms are a snapshot of what was raised and discussed prior to
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enrolment, but consent is a continuous process®!. It should not be understood to be analogous to
the contracts formed between population biobanks and research applicants. More importantly, the
existence of a consent form does not dictate the type of flow of the reciprocal exchange. It is rather
the opposite, for the seriate, non-conditional nature of the flow will help researchers determine
how best to approach the consent process as a whole, while keeping in mind the protection of

participants.

Finally, the examples presented above may all be categorized under “manifest” reciprocal
exchanges, as they are tangibly performed or envisaged as part of the population biobank—
participant relationship. A second category, which I will discuss briefly below, relates to a more
concealed form of reciprocal exchange between population biobanks and participants. I will refer
to these exchanges as “abstruse”. Because of their relevantly different nature, I conceive of them

in a separate category.

2. Abstruse Returns

Abstruse returns are neither as clear nor as tangible as those outlined above. They nevertheless
deserve some consideration, principally because they can be seen to have a growing prominence
in the literature. In fact, a number of studies have revealed instances in which participants, simply

in the act of participating in the research project, subjectively believe that they are receiving

631 TCPS 2, supra note 9, art 3.3 (“Consent shall be maintained throughout the research project. Researchers have an
ongoing duty to provide participants with all information relevant to their ongoing consent to participate in the
research”).
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something in return (see Figure 9). The returns to which I refer are strictly personal in nature and

do not tangibly affect participant health%>2,

In fact, a recent study of biobank participants has shown that some felt that donating data and
samples was itself of personal value to them: “the thought of just sitting, waiting for the disease to
take over seemed very alien. And so I thought the only proactive thing that I could do about the
disease was maybe to take part in any research®3”. According to study investigators, the quoted
participant did not derive any direct health benefit, yet “an alternative form of personal benefit is

6542

evident, in helping her make sense of a distressing situation®>*”. Another participant linked her

participation to karma: “And this kind of karma may come back and protect me. I know that’s all
spooky nonsense [...] At various points in my past, [’ve needed help, and at some point in the

future I may need help.®>”

For these participants, enrolling in a biobank project allowed them to
feel they have contributed to realizing a greater goal. This feeling, however, is subjective. In a
2014 paper, Stjernschantz Forsberg et al. also suggest that research participants enroll in scientific
research for their own self-interest®>®. Stjernschantz Forsberg et al. argue that it is in the interest
of individuals to participate in biobank research in order to allow for the greater representation of

657

genes in future personalized medicine treatments®’. I believe, however, that the understanding of

52 Locock & Boylan, supra note 548 at 809.

633 Ibid at 810.

654 Ibid.

635 Ibid.

656 Stjernschantz Forsberg et al 2014, supra note 426 at 326.

657 Ibid at 327.
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certain participants of their enrolment in research as a way to satisfy their own sense of personal
realization requires additional evidence if we are to fully appreciate its scope, rationale, impact on
participants and limitations. More importantly, the level at which the population biobank needs to
act is unclear. If we are to consider this to be a return, would the population biobank need to
succeed only so that participants can feel they are part of some great realization, or must it produce
impactful results so that participants themselves can value from it in the future? The answer is

unclear. For this reason, I have categorized this kind of return under the “abstruse” category.

As for the conception of reciprocity with which it can be identified, I argue that it is reciprocity
for mutual respect. If we were to say, for the sake of argument, that the return is one in which the
biobank will need to succeed and/or produce impactful results, it would be both fitting and
sufficient. It would be fitting because such return would be a good and would be considered both
as a good and as a return by the participant. It is also sufficient because it acknowledges the
donation of participants by—in the terms used by research participants themselves—invigorating
their sense of purpose. Further, by succeeding in their mandate and producing results from the use
of collected data and samples, population biobanks are fulfilling what they have promised
participants during recruitment. Doing so is a great manifestation of respect toward the other and
a productive way to ensure that trust is maintained between all parties. The resulting reciprocal
exchange is individual in nature, for it concerns only the research participant. It is also generalized
in scope, as no commensurate economic return is predicted. Given that it is not negotiated, but
rather personal, I consider its flow to be seriate and its value to be expressive—emphasizing

positive returns for the participant and a feeling of being valued and respected.
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Figure 9: Participant-Population Biobanks Reciprocal Relationship
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e Return of Abnormal Findings
o Returnof IRRs and Ifs
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of Contributing to a Greater Goal

One of my main criticisms of the individualistic conception of autonomy is its lack of
acknowledgment of multilateral relationships necessarily implicated in population biobanking
research, including those that involve the public and broader research community. As
demonstrated in Chapter 4, relational autonomy represents a conception that can not only palliate
the shortcomings of individualistic autonomy, but can conceivably be adapted to the population
biobank setting as well. To do so, I argued that relational autonomy must be operationalized
through reciprocity. The concept of reciprocity highlights the various relationships stakeholders
involved in population biobanks have between each other and reflects the vehicle in which we may

better adapt the relational conception of autonomy to this research endeavour.

This section presented three types of relationships, all implicating the population biobank. Table
6 below summarizes their nature and characteristics. The most important kind of relationship, of
course, and the one under scrutiny when discussing the disclosure of information during the
consent process is the population biobank—participant relationship. Through the concept of
reciprocity, this section managed to showcase intertwining connections between this relationship

and those that include both the public and research community. In fact, in the population biobank—
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public relationship, one of the mechanisms of return to the public included implementing an
efficient access system for the use of data and samples donated by individual participants. In the
population biobank-research community relationship, one of the mechanisms of return by the
population biobank to the research participant included ensuring that strict security safeguards that
protect the data and samples of participants were put in place. Correlatively, decisions made by
research participants can affect both the public and the research community. This is certainly the
case given that the mechanism for any potential return by the population biobank is powered by
the data and samples of participants. For example, should the participant decide to limit the kinds
of research projects accessing his/her data and samples, certain members of the research
community might be left out and will not be able to apply for access. Similarly, if the research
participant requires that he or she consents to specific future use of their data and samples as they
come, delay could ensue, which would likely slow the translation of knowledge acquired from
research into meaningful results for society and future generations (as seen in Chapter 4).
Practically, this means that any decision participants make in the course of the consent process and
throughout their participation in population biobanking would affect the public and research
community. Such interconnectivity indicates that research participants are relational beings whose
interests and decisions can be shaped and influenced by their connections to others. Only

reciprocity allows us to fully appreciate this reality.

Given that my overarching objective is to propose a conception of autonomy that can be suitably
adapted to population biobanks and ultimately respected by researchers, the next logical step
would be to describe how a reciprocity-based relational autonomy affects the disclosure of

information by researchers during the consent process. The following section (IV) aims to do
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exactly that. Moreover, I will also demonstrate the value added by considering reciprocity as a
basis for relational autonomy in considerations surrounding the disclosure of information to
participants. This also means that I will need to examine the limitations of adopting such

conception and how these limitations can be palliated. I will turn my attention to these important

questions in section V.

Table 6: Summary of the Reciprocal Relationships in Population Biobanks

Relationship Characteristics of the Reciprocal Exchange
Population Biobank—Public e Conception: Reciprocity for mutual
respect (fittingness and sufficiency)
Population Biobank as the Recipient e Nature: Communal
and the Public as the Donor e Scope: Generalized
Population Biobanks as the Donor and : ffl olw..SSe r1atl§: T .
the Public as the Recipient alue: Symbolic (expressive)
Population Biobank—Research e Conception: Reciprocity for mutual
Community benefit (fittingness and proportionality)
e Nature: Individual
Population Biobank as thg Donor and e Scope: Non-specialized
Zl:ci iliiiearch Community as the e Flow: Negotiated
P e Value: Instrumental
Population Biobank—Participant e Conception: Reciprocity for mutual
respect (fittingness and sufficiency)
Population Biobank as the Recipient e Nature: Communal
and the Participant as the Donor e Scope: Generalized
e Flow: Seriate
e Value: Symbolic (expressive)
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IV.Reciprocity-based Relational Autonomy in Population Biobanks: How Does It Affect

the Disclosure of Information to Participants?

Early in this Thesis, I set out to examine the duty to inform of researchers as portrayed in
Canadian Court decisions. In doing so, I described how two leading court decisions, Halushka and
Weiss, emphasized the importance of full disclosure in non-therapeutic research (including all of
the facts, opinions and probabilities that needed to be presented to participants) by characterizing

658 T also noted that this duty was

the duty to inform in these contexts as the most exacting possible
mainly centred on considerations that relate to participants in abstraction to other potential
stakeholders in the research setting. I highlighted how such singular focus on participants is
especially challenging at a moment in which research endeavours are becoming increasingly
longitudinal (analyzed and accessed over time), international (crossing boundaries and legal
jurisdictions)®, and less directly focused on individuals.

In order to better understand the rationale supporting the standard set by the courts, and because
the duty to inform of the researcher is correlated with the autonomy of the participant, I decided
to examine the specific conception of participant autonomy that is at the heart of these decisions.
After examination, I determined that the conception of autonomy that has shaped the courts’
standard in the disclosure of information was an individualistic conception of autonomy influenced

by liberal individualism. More importantly, I argued that this conception of autonomy presupposes

a unidirectional relationship toward the participant that marginalizes the ways in which decisions

658 Weiss, supra note 8 at para 89. See also Philips-Nootens, Kouri & Lesage-Jarjoura, supra note 6 at 192.

639 Knoppers & Zawati, supra note 11 at 118; Taylor, supra note 11 at 150.
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can be shaped by their connections to other important stakeholders, namely the public and the

research community in the population biobanking setting.

I set out to find a more appropriate conception of autonomy; one that could form the basis of
a reconceived duty to inform for researchers and a new standard of disclosure in the case of
complex, ongoing and multilateral relationships established by population biobank projects. To
that end, I identified relational autonomy as a potential fertile conception on which to build. I
argued that in order to operationalize relational autonomy in population biobanking, the relations

at the heart of this conception can only be understood through the prism of reciprocity.

This brings us to an examination of what the disclosure of information grounded on the respect
of a reciprocity-based relational autonomy would look like in the context of population
biobanking. More specifically, it will be important to understand how this reconceived standard of
disclosure would vary in its configuration from the exacting standard set by the Courts in Canada.
This will be done through a study of the level and intensity of information participants can expect
to receive from population biobank researchers according to a reciprocity-based relational

conception of autonomy.

First and foremost, reciprocity-based relational autonomy will require that relationality be
acknowledged in any discussions between the participant and the population biobank researcher
as part of their duty to inform. The participant will need to understand how they are engaged in a
reciprocal relationship with the population biobank and how the population biobank is also

engaged in reciprocal relationships with the public and the broader research community. Doing so
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will ensure that participants understand their role and any potential duties toward others. In contrast
to the individualistic conception of autonomy, the decision-making process that is crystallized
during the disclosure of information will not solely focus on participants, but will acknowledge
how decisions made by the participant may affect other stakeholders. In doing so, however, the
participant should not suffer any harm or loss of autonomous choice. They will simply need to
understand the interests of others—in our case, the public and the research community—and take

them into account before making an autonomous decision.

Secondly, in order to ensure a meaningful discussion where participants receive proper
information from the population biobank researcher, several novel considerations will play an
important role in setting a reconceived duty to inform for researchers during the consent process.
Chief among them should be that reciprocity-based relational autonomy must encourage the
population biobank researcher to see the participant as embedded in a web of reciprocal
relationships. This will allow the researcher to critically reflect with the participant on the needs
and interests of other stakeholders (for example, the public and research community) and how
decisions made by the participant during the consent process and throughout participation might
affect them. More practically speaking, much of the intensity of the discussion should focus on the
reciprocal nature of the relations these various stakeholders have within the population biobank.
This is crucial because, as I showed in the previous section, nearly all of the relevant relationships
revolve around the data and samples provided by the research participant. Rather than endeavour
(despite the many limitations of doing so) to provide the participant with a full disclosure of all
the facts, opinions and probabilities, the disclosure of information to participants by researchers

should focus on what the provision of such data and samples actually means for all of the
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stakeholders. When it comes to the public, participants should be informed that the use of their
data and samples will allow the translation of scientific findings into scientific knowledge that will
benefit society and future generations. More specifically, participants should be informed that the
use of their data and samples will allow for the publication of academic works that will contribute
to science and general knowledge. In order to facilitate this, the participant must know the roles
played by the research community and its members. Indeed, participants should be informed that
their data and samples will be accessed by future researchers who will, in turn, enrich data held at
the biobank and accelerate the translation of research knowledge into clinical outcomes. In contrast
to broad consent approaches studied in Chapter 3 of this thesis, participants are not only informed
that their data and samples will be used for future unspecified research, but they will also be told
why this is the case and will be informed of the intended outcome. This allows participants to
clearly situate their role within the multiple existing relations and better understand their potential
duties toward others. In other words, by being informed that decisions they might make will affect
the public and research community, they will consider the interests of these stakeholders in their
reflection. This is necessary, because doing otherwise might imperil population biobanks. As I
stressed in earlier chapters, any decision participants make in the course of the consent process
and throughout their participation in population biobanking could very well affect the public or
the research community. Such interconnectivity indicates that research participants are relational
beings whose interests and decisions can be shaped and influenced by their connections to others.
Given the important role played by the public and the research community, not considering their
interests could hinder the accomplishment of the population biobank and likely slow the translation

of knowledge acquired from research into meaningful results for society and future generations.
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This, of course, does not mean that researchers should not consider the interests of participants.
Far from it. Thanks to the respect of a reciprocity-based relational autonomy by researchers,
participants will clearly understand the reciprocal relationship they have with the population
biobank. While they donate their data and samples, they should expect different types of “returns”
from the biobank. Such returns should be presented as aiming to protect the participant’s interests,
but also as a way for the population biobank to recognize the value of their donation. To that end,
the population biobank researcher should inform the participant of the ways their data and samples
will be protected once they are collected, when they are stored and when they are in use by other
researchers. They should be familiarized with the safeguards in place to do so. They should be
informed that they will receive abnormal findings should any be identified. If they are interested
and if it is possible to do so, participants should be informed that they can also receive analytically
valid, clinically significant and actionable individual research results and incidental findings.
Finally, any limitation in undertaking any of these returns should be identified and participants
should be informed of ways this can be palliated. For example, in contrast with the traditional duty
to inform that requires full disclosure of all facts, opinions and probabilities, participants can be
informed that some information may not be available at the time of recruitment—such as who will
access their data and samples and for what purposes. One way of palliating this is to emphasize
the importance of ongoing communication for the purposes of informing participants via public
registries the identities of researchers who are accessing their data and samples and for what
reasons. Again, the goal must be to allow participants to situate themselves within the web of

relations encircling the population biobank endeavour.
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In sum, a duty to inform of researchers that is rooted in the respect of a reciprocity-based
relational autonomy has a number of observable characteristics: 1) it sees participants as subject
to multiple relationships; 2) it ensures that they are aware of that reality and that they are informed
of how their decisions may affect other stakeholders; and, 3) it explains the reciprocal nature of
the relationship created between the participant and the population biobank, including ways in
which the interests of participants will be protected and how their donation will be valued and
recognized by the population biobank. In contrast to an approach that requires researchers to
provide full disclosure of information they might not have (specific consent) or an approach that
simply informs participants that their data and samples will be used by future researchers provided
mechanisms of protection and ongoing communication (broad consent), the disclosure of
information that I propose contains elements of broad consent, but provides a stronger conceptual
grounding based on reciprocal relationships and interactions that ultimately aim to value the
participant’s contribution. This is a different dynamic than that found in current approaches, one
that I argue is more suitable in the context of population biobanking. The disclosure of information
that respects a reciprocity-based relational autonomy exhibits advantages as well as limitations.

Highlighting these requires further examination, which will be the subject of the next section.

V. Respecting a Reciprocity-Based Relational Autonomy in the Disclosure of
Information to Participants: Advantages and Limitations

One prominent limitation facing population biobank researchers when they inform participants
about the research project in which they are about to enroll in is the inability to foresee all potential

future use of stored data and samples that are collected and stored as a result of participation.
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Indeed, as various uses are likely to emerge in the future, adhering to the traditional duty to inform
rooted in individualistic autonomy would require a specific model of consent, one in which future
uses are expected to be defined from the onset of the project. If they are not, participants would
need to be re-consented every time a new use is requested by a researcher applying for access to
the stored data and samples. A duty to inform that requires such full disclosure of all facts,
probabilities and opinions is difficult to satisfy in such a situation, especially given that it is largely

660

unfeasible ®° and even potentially distressing %! for multiple iterations of re-consent to be

administered to participants over time.

Against this backdrop, neither Canada’s federal government nor any of the provinces have
enacted legislation specifically regulating biobanks. In contrast, a number of other jurisdictions
have recognized the limitations of the model of specific consent and have proposed a pragmatic
form of information provision by researchers. Alternative pragmatic models, such as broad
consent, have been proposed in several international documents and were also heavily featured in
the literature. However, “solution-oriented” approaches are often overly practical in nature and
seem to palliate symptoms (multiple re-consent, full disclosure), rather than the cause of the
problem. The problem in this case, I argue, is the individualistic conception of autonomy at the
heart of the disclosure of information standard as constructed by the Canadian Courts. I argue that
the individualistic conception of autonomy does not sufficiently value the roles society and the

research community play in population biobanking. As a result, it centres its concern in what the

660 See Tassé et al, supra note 397 at 742.

661 1J Pieper & CJH Thomson, “The Value of Respect in human research ethics: a conceptual analysis and a practical
guide” (2014) 32 Monash Bioethics Rev 232 at 248.
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participant needs to know solely for their own interests. Individualistic autonomy is thereby
incapable of conceiving of a role for research participants as part of a multilateral web or relations
that includes other stakeholders. In that respect, the resulting traditional duty to inform of

researchers is limitative.

Faced with this challenge, I have applied the concept of reciprocity to the relational conception
of autonomy in order to find a more suitable conceptual basis for the disclosure of information by
population biobank researchers during the consent process. I have aimed to understand the
reciprocal relationships between population biobanks and participants, population biobanks and
the public and population biobanks and the research community. With these relationships in mind,
I demonstrated that all four categories of biobank stakeholders feature in an intertwined web of
relations, in which each thread (i.e. stakeholder) affects the others. This helped to shape a new way
of looking at the duty to inform of researchers that I believe has the ability to acknowledge and
sustain the multilateral relationships implicated in population biobanking research, without
compromising the rights of research participants. I also believe it contains a number of other
advantages that deserve a closer look (subsection A) and a few limitations that will need to be

addressed should we be interested in introducing it in practice (subsection B).

A. Respecting a Reciprocity-Based Relational Autonomy in the Disclosure of
Information to Participants: Advantages

I argue in this section that respecting reciprocity-based relational autonomy in the disclosure of
information to participants has two main advantages other than expediency in accounting for all

of the stakeholders implicated in population biobanking as shown in previous sections. First, the
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resulting disclosure of information helps to manage the sometimes contradictory altruistic and self-
interested considerations that have been found to exist in numerous studies of the motivations of
biobank participants and can help researchers better navigate them. Secondly, the standard of
disclosure that is created will be more conducive to research studies and will allow for meaningful

disclosure of information. I will discuss both of these advantages in turn.

1. Reconciling Altruism and Self-interest Considerations

The first advantage of the proposed standard of disclosure of information is its capacity to better
equip researchers in reconciling contradictory participant motivations for biobank enrolment,
which are sometimes based on altruism and sometimes grounded in self-interest (the expectation
of receiving something in return). As alluded to earlier in Chapter 6, certain authors have alluded
to the role of altruistic motivations in the willingness of participants to carry costs in the assistance
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of others®®“. Another line of reasoning, contrastingly, identifies self-interest as a strong catalyst for

663 664

participation®®-. This is a contradiction—some have even identified it as a paradox®**. Reciprocity-
based relational autonomy, when at the heart of the considerations surrounding the disclosure of
information to participants, provides a conceptual basis for making sense of this paradox,
reconciling self-interested and altruistic motivations in the way information is conveyed to

participants wishing to enrol in biobank research.

%62 Prainsack & Buyx, supra note 201 at 85; Héléne Nobile et al, “Why do Participants Enroll in Population Biobank
Studies? A Systematic Literature Review” (2012) 13 Expert Rev Molecular Diagnostics 35 at 38.

663 Stjernschantz Forsberg et al 2014, supra note 426 at 326.

664 Nobile et al, supra note 662 at 43.
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Indeed, in accounting for the array of relationships that feature in the population biobank setting
and by differentiating between them, researchers will be able to explain to participants the altruistic
nature (i.e. for the benefit of others) of their enrolment in population biobanks. More specifically,
participants will be informed that by providing data and samples, they will help the research
community increase its understanding of disease for the benefit of society. They will also be
informed that they operate within a framework of communal reciprocity between the population
biobank and the public. Such discussion will help the participant understand that their decision to
participate encompasses altruistic considerations. Similarly, researchers will also be able to
emphasize to participants the importance of seeing their enrolment as part of a reciprocal
relationship between them and the population biobank, where health-related or personal returns
will be made to both value and acknowledge the contribution they have made. Such emphasis will,
in turn, help researchers to efficiently manage any self-interested expectations participants may
have when they are informed about their participation in population biobanks during the consent
process. In contrast, the traditional duty to inform as construed by Canadian courts, by being
focused on providing full disclosure to participants (which have focused centrally on the risks of
participating), does not offer a comprehensive framework in which the contradictory
considerations participants entertain can be nuanced and reconciled in the population biobanking
context. By allowing the participant to clearly situate their role within the multiple existing
relations and better understand their potential duties toward others, the resulting reconceived duty
to inform anchored in the respect of a reciprocity-based relational autonomy provides researchers
with more expedient means to manage participant expectations when informing them about their

participation during the consent process.
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2. From Full Disclosure to Meaningful Disclosure
This section aims at showing how reciprocity-based relational autonomy is conducive to

meaningful disclosure of information to participants.

Earlier chapters in this thesis have demonstrated that the traditional duty to inform of
researchers is anchored in an individualistic conception of autonomy. The resulting standard of
disclosure is exacting, owing largely to the requirement that full disclosure be provided to
participants without giving full consideration to the potential limitations faced by researchers in
doing so. As we have seen in Chapter 3, full information might not be readily available in the
context of population biobanks. The traditional duty to inform implies that biobanks, in these cases,
ought to re-consent participants every time a new applicant requests data or samples if they were
initially unknown or their research project was unspecified at the time of initial consent. As a
result, this approach risks impeding population biobank operations with the concern that some set
of samples may be used and others may not®®>. This situation will be especially likely to materialize
if participants who are contacted for re-consent to a new use under the requirements of individual
autonomy refuse to provide such consent or do not respond to the request. This reality is not
without consequence for participants themselves. By participating in population biobank research,
participants are contributing data and samples for future, unspecified research. Once these data
and samples are stored, biobanks usually have an obligation to make them available to the broader

research community. The goal is to increase statistical power as a way of generating useful results

665 Kerina H. Jones et al., “The other side of the coin: Harm due to the non-use of health-related data” (2017) 97
International Journal of Medical Informatics 43 at 48.
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in the promise that such results will translate into the advancement of knowledge®®® for the benefit
of society ®7 and future generations. Impeding this translational mechanism by applying
potentially burdensome procedures based on individualistic concerns risks alienating the crucial
role of the research community and failing to generate public benefit. More importantly, however,
a focus on individualistic concerns ultimately means that population biobanks fail, as I indicated
above, to respect promises made to participants during recruitment and consent. This is why I
argue that individualistic autonomy renders the very act of consenting and receiving information
somewhat devoid of meaning. Indeed, what is the point of consenting to a research project if, in
order to ensure that a participant is fully informed (for the sake of being fully informed), there’s a
risk of impeding the same project the participant is consenting to? In other words, what is the
purpose of informing the participant of their enrollment in a research project that will likely not
produce the expected outcome it was created to produce in the first place? If the disclosure of
information to a participant aims at allowing them to make an informed decision about
participation, will the participant truly be able to do that if they are unaware of their role within
the complex web of relations found in population biobanks and how the success of the project as
well as the interests of other stakeholders affect and are affected by their decisions as a participant?
Full disclosure, as construed by Canadian courts, is more concerned with perfunctorily providing
participants with information (even if it means re-consenting them and impeding the very research
they are consenting to) than it is with meaningfully informing participants about the importance of

their contribution in a way that can fulfill precisely what was promised to them.

666 OECD 2009, supra note 232 at Best Practice 4.1.

667 HUGO 1996, supra note 357.
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Reciprocity-based relational autonomy, in turn, and the reconceived duty to inform associated
with it do not have the perfunctory disclosure of information as a goal, but rather aim at providing
participants with meaningful information throughout the consent process. The disclosure of
information anchored in reciprocity-based relational autonomy aims to sufficiently acknowledge
participant contributions and show respect for their donation %8 . Practically speaking, the
disclosure of information grounded in a reciprocity-based relational conception of autonomy will
not require researchers to provide all facts, opinions and probabilities in a unidirectional and
routine matter, but will instead focus the researcher’s obligation on providing participants with all
known information, while taking into account the diverse relations that could shape their decisions.
Additionally, participants will be informed of how they interact with others in the context of their
participation in the research project. When crystallized in the consent process, this approach would
include language on the general objectives of the population biobank (for example, benefitting the
public and future generations) and the importance of sharing data and samples with the research
community in pursuit of such objectives. Also included will be a discussion of the ways in which
privacy and the confidentiality of data and samples will be protected, a brief overview of the
overall access governance system (and attendant safeguards) and how participants may be kept
informed of the identities of researchers given access to the biobank. While some of this
information is currently available in certain consent forms of the population biobanks reviewed in
Chapter 2, the crucial difference in approach lies in the context in which it is provided. In consent
forms currently in use, some of this information is provided simply to inform the participant of the
procedures in place. Looked at from the perspective of a reciprocity-based relational autonomy,

this information will be provided as a way to highlight how the population biobank will express

668 TCPS 2, supra note 9 at Chapter 2.
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the value of participant contributions and how the population biobank will reciprocate accordingly.
Additionally, by respecting a reciprocity-based relational conception of autonomy, researchers
must provide a clear explanation of why participants cannot continually be updated and why they
will not be asked to provide additional consent every time a request for access is processed. These
explanations will turn on such issues as processing delays, the risk of adversely affecting the
integrity of the data. Current consent forms, such as those reviewed in Chapter 2, do not include
clauses of this nature. Further, researchers must give a clear description of any potential return to
the participant and how it will materialize (for example, abnormal findings, individual research
results and incidental findings). In conclusion, researchers would not cease to have responsibilities
to keep participants informed, but the reconceived duty to inform of researchers will not be
undertaken cursorily, but will be executed in a meaningful manner that meets the expectations of
research participants who donate their data and samples and expect to know how they will be used,
what the limitations are in doing so, to whom these data and samples will contribute and what the
population biobank will do to both acknowledge and value their participation. Doing so reinforces
the participant’s autonomy as they will be able to better understand their role within the research
project and the overall impact of their contribution on all the relevant stakeholders. More
importantly, they will be informed of the responsibilities of others toward them and the possible
returns they can expect. This will build their confidence and provide them with a threshold from

which to measure outcomes in accordance with their goals and stated preferences.

Finally, the resulting standard of meaningful disclosure of information I am defending would
promote the fundamental goals of population biobanks, such as encouraging the creation of

generalizable knowledge for the benefit of future generations and regularly communicating
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research results to the public. The successful implementation of this sort of regime would not only
positively empower research participants by setting aside space for recognizing their contributions,
it would also be of benefit to the population at large. I maintain that respecting a reciprocity-based
relational conception of autonomy when disclosing information to participants during the consent
process will nurture and sustain a multilateral, trust-based relationship between the population
biobanks, researchers, participants and the public owing to the successful accomplishment of their
joint endeavour, or at least, the lack of apparent barriers hampering such joint success. This will
give real meaning to their decision to participate. By accounting for all of the relevant interests
and relationships implicated in biobanking research, the proposed standard of disclosure of
information would also encourage a more effective and efficient research paradigm, thereby

hastening the translation of basic knowledge into the clinic.
B. Limitations of Respecting a Reciprocity-Based Relational Autonomy in the

Disclosure of Information to Participants
Against this backdrop, I predict that the introduction of a new standard of disclosure of
information grounded in a reciprocity-based conception of relational autonomy would face several
limitations. Two are theoretical while the remaining others are practical. The first theoretical
limitation turns on the robustness of the notion of reciprocity for mutual respect as a basis for
relational autonomy and whether it may be conflated with solidarity, a concept that has also been
proposed in the literature. The second limitation addresses the perception that reciprocity-based

relational autonomy may favour population biobank researchers over participants.
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The third (practical) limitation involves the absence of a direct legislative foothold through
which the disclosure of information anchored in reciprocity-based relational autonomy could be
realized. The final limitation turns on the general applicability of this new standard of disclosure
in other kinds of research projects. To better examine these limitations, the following sub-sections
will be presented in the form of questions to which I respond. In each of my answers, I first

acknowledge the relevant limitation and suggest how it may be palliated.

1. Is Reciprocity-Based Relational Autonomy a Conceptual Easy Way Out
and How Does it Differ from the Concept of Solidarity?

My overarching argument in this Thesis is that reciprocity-based relational autonomy is a more
appropriate conception to respect when considering the disclosure of information to participants
in the case of complex, ongoing and multilateral relationships established by population biobank
projects. It could be said, however, that a conception of reciprocity based on mutual respect—
which I identify in various reciprocal relationships between the different stakeholders involved in
population biobanks—is an overly simplistic solution to the challenges posed by an individualistic
conception of autonomy. More precisely, it may be argued that reciprocity for mutual respect
presumes that the relevant stakeholders in population biobank research all share mutual feelings
of respect. In light of strong evidence indicating that the public remains somewhat weary about

h669

scientific research®”, some might argue that such a presumption could be somewhat naive. If it is

the case that the public has become “sensitised by various biomedical research controversies”®’?,

669 Linus Johnsson, Trust in Biobank Research (Uppsala: Uppsala University, 2013) at 51, online:
<http://www.irdirc.org/wp-content/uploads/2018/02/Trust-in-biobank-research.pdf >.

670 Caulfield, supra note 16.
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it cannot easily be presumed that a concept based intrinsically on respect will be capable of
replacing such feelings while also successfully addressing the shortcomings of individual

autonomy. Before addressing these considerations directly, I must first clarify several points.

First, it is critical to point out that the concept of reciprocity that I invoke as a basis for relational
autonomy is not exclusively based on relationships of mutual respect. Indeed, as I have shown in
this Chapter, the relationship between population biobanks and the research community, for
example, is based on a conception of reciprocity for mutual benefit. Only the relationships
population biobanks have with participants and the public should be conceived as based on

reciprocal relationships of mutual respect.

Secondly, “respect” in this context, based on a characterization given by Christine Hartley,

»671 and is best described as a form

refers to “respect for someone who contributed to one’s project
of recognition of a given contribution. As I have shown in detail in this Chapter, reciprocity for
mutual respect does not simply take the form of a “thank you”, but will rather be exhibited in a
panoply of actions embodying a spirit of reciprocity. In the relationship between a population
biobank and the public, where the public is a donor receiving a return from the biobank, such return
is typically realized in the form of efficient access mechanisms, the return of general results
(newsletters) and the academic dissemination of findings. Each of these activities aims to
recognize the public’s contributions, which, as I have said, are usually offered in the form of public

funds. Returns as efficient access mechanisms, for example, aim to ensure that public money is

not wasted. As I argued in Chapter 4, facilitating efficient access to data and samples by researchers

671 Hartley, supra note 499 at 416.
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will help to streamline benefits society derives from biobanking research. In turn, ongoing
communication on the part of the biobank keeps the public informed of ongoing research and
encourages transparency. Scientific publications, somewhat distinctly, are more tangible, short-
term milestones that contribute to the foundational goals of the research enterprise: improving
health outcomes for the benefit of society and future generations. High quality publications allow
the research community to benefit from advances in knowledge and facilitate the translation of

research findings to the clinic.

The notion of respect lies at the core of the relationship between population biobanks and
participants and better reflects the dynamic that underlies these relationships. There is no need to
reiterate the kinds of return extended to participants on the model of reciprocity, but I would
nevertheless like to emphasize that respect, understood as a principle, has been a central
consideration in numerous statements on the ethical conduct of research since the Nuremberg
Codeb™. For example, the Tri-Council Policy Statement, a recent ethics guidance document, states
that “[r]espect for [p]ersons recognizes the intrinsic value of human beings and the respect and
consideration that they are due”®’. It goes on to say that respect for persons includes a moral

obligation to respect their autonomy®’*

. This is directly related to what I am proposing in this
dissertation: a reciprocity-based relational conception of autonomy that lies at the heart of the duty

to inform of researchers during the consent process.

672 Nuremberg Code, supra note 218.
673 TCPS 2, supra note 9 at Chapter 1.

674 Ibid.
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A recent conceptual study concluded that the value of respect in research is largely communal
in nature®”. Interestingly, on the topic of the future use of biosamples, the same study suggests
that limiting consent (and by extension, the disclosure of information) to the use of data and
samples for a single project, in which participants will be asked to re-consent for each subsequent
new use, will likely “increase the costs associated with research, reduce the data or samples
available, compromise data integrity, or may even cause unwarranted harm to participants or their
families”®’®, Beyond that, the study argues that respect would not be best promoted under an
approach that demands subsequent re-consent. I have argued that continuous re-consent would be
required according to an individualistic conception of autonomy. Reciprocity for mutual respect,

however, offers a powerful argument against this practice.

Another point of contention revolves around whether the reciprocity for mutual respect
conception can be conflated with the notion of solidarity present in recent literature in the
biobanking field. Such conflation may be understandable given the many times reciprocity and
solidarity have been presented in unison®’’. To examine this point, I briefly turn to literature
describing the concept of solidarity in biobanking and demonstrate how reciprocity and solidarity
are, ultimately, distinct. Further, I will take the opportunity to briefly comment on the concept of

solidarity as an approach to palliate the limitations of the individualistic conception of autonomy.

675 Pieper & Thomson, supra note 661 at 252.
676 Ibid at 248.

677 Barbara Prainsack & Alena Buyx, Solidarity: Reflections on an Emerging Concept in Bioethics (Wiltshire: Nuffield
Council on Bioethics, 2011) at xiii, online: <http://nuffieldbioethics.org/wp-
content/uploads/2014/07/Solidarity report FINAL.pdf> [Report on Solidarity].



246

As early as 2001, the concept of solidarity was under discussion as a potential alternative

approach to the ethics of informed consent in the biobanking context®’®

. This concept was
introduced using arguments similar to those presented by authors who have suggested there is a
duty to participate in research. In this case, this proposed duty of research was framed by a concept
of solidarity:
it could be argued that one has a duty to facilitate research progress and to provide
knowledge that could be crucial to the health of others. This principle of solidarity
would strongly contradict a view that no research should be conducted if it would
not directly benefit those participating in a study®”’.

More recently, the concept of solidarity has been considered in the context of biobank
governance more generally. Its main proponents have been Barbara Prainsack and Alena Buyx.
These authors, in several reports and articles, have defended the role of solidarity in understanding
the willingness of persons to accept costs and assist others®®°. Their departing premise, which
mirrors my own, is that contemporary reliance on individual autonomy encounters a number of
problems®®!. Biobank governance regimes, according to these authors, are fixated on the protection
of autonomy and the avoidance of risk. Inadequate attention, however, is given to the willingness

682

of participants to assist others***. Upon reviewing their 2011 report “Solidarity: Reflections on an

6832

Emerging Concept in Bioethics*®>”, it is clear that Prainsack and Buyx distinguish solidarity and

678 Ruth Chadwick & Kare Berg, “Solidarity and equity: new ethical frameworks for genetic databases” (2001) 2
Nature Reviews Genetics 318.

679 Ibid at 321.

680 Prainsack & Buyx, supra note 201. See also Report on Solidarity supra note 677.
681 See Prainsack & Buyx, supra at 77; Report on Solidarity, supra at para 6.22.

682 Prainsack & Buyx, supra.

683 Report on Solidarity, supra note 677 at xiii.
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reciprocity. In their view, reciprocity refers to symmetrical arrangements of giving and receiving
in which “what one gives and one receives is equal in value (not in kind)%®*”. Although I believe
this definition is incomplete, reciprocity—as these authors conceive of it—differs from solidarity
to the extent that acts of solidarity are not dependent on the receipt of something in return, or even
on the expectation of receiving something in return®®. That said, I think the discussion initiated
by these authors on the relationship between solidarity and reciprocity could have been more
thorough. While I maintain that reciprocity for mutual respect and solidarity are two distinct
concepts, I believe that they are linked in the sense that reciprocity can more properly be
understood—in certain cases—as a cause of solidaristic action. In fact, as I have examined earlier
in this thesis, generalized exchanges—which are often associated with the conception of
reciprocity as mutual respect—are oriented toward maintaining social solidarity and are on the

high-end spectrum of solidarity-building varieties of reciprocity®®¢

. When the public donates, for
example, they are not entrenched in a relationship that will require commensurable return, but are
more interested in improving the health and well-being of fellow members of society. This is an

ideal example of a reciprocal exchange within a conception of reciprocity for mutual respect that

leads to solidaristic action.

Before I turn to addressing the second potential theoretical limitation of introducing reciprocity-

based relational autonomy in population biobanks, I should also briefly comment on how

684 Ibid.
685 Ibid.

686 Jbid at para 3.34.
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Prainsack and Buyx contemplate the relationship between autonomy and solidarity, given that I
have introduced reciprocity as a basis for relational autonomy earlier in this Chapter in order to

see whether there are elements that can be useful to my overall analysis.

Prainsack and Buyx describe three distinct varieties of solidarity.®®” The first variety, which
they identify as Tier 1, operates at the level of the individual. People act in solidarity, the authors
argue, when they believe that they are similar to others in some relevant respect®®s. Tier 2, in
contrast, is a kind of group-level solidarity. Here, acts of solidarity between individuals are so
widespread that they become shared community practices®®®. The authors claim that this type of
solidarity is more institutionalized than Tier 1, but is not yet consolidated by legal arrangements.
The authors identify Tier 3 as institutionalized solidarity, in which acts of solidarity are entrenched

in “contractual relationships or hard law®%”

. Health insurance and public pension systems are
prominent examples®®!. Prainsack and Buyx justify the introduction of a multi-tiered conception
of solidarity by appealing to the proposed need to move away from the dominant focus on
autonomy in biobank governance. They criticize the restrictive interpretation of autonomy in

t692

contemporary medical ethics as synonymous with consent®”* and criticize wasted efforts to protect

participants from relatively small risks:

87 Prainsack & Buyx, supra note 201 at 75-76.
688 Ibid at 75.
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focusing our efforts and resources to protect participants from these small risks
leads to barriers for research. Significant resources are currently used for (re-)
consenting procedures and formal risk prevention requirements (e.g., obtaining new
research ethics approval for a slightly modified research question, re-contacting and
re-consenting participants).®®
While I certainly agree with the core tenets of this view, the criticism displayed in this quote is
somewhat misplaced. For one thing, it fails to assess why the exacting standard of disclosure to
participants exists in the first place. For another, the authors neglect to consider the characteristics
and consequences of autonomy as they understand it. This can clearly be seen when Prainsack and
Buyx suggest unifying conceptions of individual autonomy and solidarity, arguing that individual
autonomy “remains an important guiding principle, particularly at the stage of initially informing

individuals about possible risks and benefits %4>

. This statement appears to contradict the
assessment that solidarity should be understood to counteract the negative effects of individual
autonomy. Indeed, it is not entirely clear whether the authors truly have an individualistic
conception of autonomy in mind—one that is grounded in liberal individualism (as I described this
conception in Chapters 1 and 4 of the Thesis)—when they refer to “individual autonomy”.
Prainsack and Buyx ought to have considered clarifying this prior to suggesting a framework for

unifying individual autonomy and solidarity, which could be seen by some as at odds®”.

93 Jbid at 80.
94 Ibid.
95 Bruce Jennings & Angus Dawson, “Solidarity in the Moral Imagination of Bioethics” (2015) 45:5 Hastings Center

Report 31 at 32 (“Alternatively, the silence concerning solidarity may arise because it has been explicitly rejected as
a collectivist value that seems at odds with liberal individualism, which is very influential in bioethics™).
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I now turn to the second theoretical limitation, this one focusing on whether reciprocity-based
relational autonomy favours population biobank researchers over participants.

2. Does a Reciprocity-based Relational Autonomy Favour Population
Biobank Researchers Over Participants?

Another potential limitation of reciprocity-based relational autonomy is the perception that it
would favour researchers over participants. This is perhaps to be expected given that relational
autonomy has itself been subject to this same criticism®®. The more direct question here is this:
will the introduction of reciprocity-based relational autonomy infringe individual rights for the
sake of giving preference to the rights of other actors? The answer, in my view, is that it will not.
In contrast to the individualistic conception of autonomy, the decision-making process that is
generated by the new disclosure of information standard I propose does not solely focus on
participants, but rather simply acknowledges the manner in which decisions made by the

participant might affect other stakeholders.

Further, under the framework I postulate, the existing rights of participants will be upheld, the
privacy and confidentiality of their data and samples will be protected and they will continue to be
informed about the use of their data and samples over time. Nothing in reciprocity-based relational
autonomy aims to withhold information that is known at the time of participant consent. In fact, if
we take the web of relations that forms the basis of relational autonomy, seen through the lens of
reciprocity, we can understand how the participant’s interests are necessarily upheld. In public—

population biobank reciprocal relationships, one of the returns identified above (with the public as

696 Christman, supra note 448 at 158; McLean, supra note 458 at 63—65.
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donor) is the creation of an efficient access mechanism to the data and samples of participants. As
we have seen in Chapter 2 of this Thesis, the creation of an efficient access mechanism requires
that the mechanisms in place accord with ethical principles. Efficient access involves not only the
development of required documentation, but also the formation of bodies tasked with evaluating

and approving access requests®’

. In essence, biobank participants have agreed to have their data
and samples used in future, yet-unspecified research projects. This kind of agreement necessitates
the creation of mechanisms that ensure the process is carried out in a way that respects the wishes
of participants (as expressed in consent forms) and protects both their privacy and the

confidentiality of their data and samples®”®

. In the reciprocal relationship between the population
biobank and the research community, one of the returns undertaken by the researchers that access
data and samples is the implementation of strict security safeguards throughout the use of the data
and samples as a way of ensuring that the re-identification of participants or unauthorized data and

sample access is avoided®”.

Lastly, in the reciprocal relationship between the population biobank and participants, the
interests of participants are considered at multiple levels. While I will not reiterate them in detail
here, they are worth mentioning briefly. The first level at which the interests of participants are
considered is through the implementation of procedures to protect the privacy of participants

during the collection, long-term storage and the sharing of data and samples with the research

97 Shabani, Knoppers & Borry, supra note 202 at 508.
098 Lemmens & Austin, supra note 203 at 250-251.

699 CPTP Access Portal Documents, supra note 204; CPTP, Access Policy, supra note 190, s 6.
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community. Furthermore, if an abnormal finding (such as high blood pressure) were to be
identified during the assessment and recruitment stage, the participant would be informed and, if
needed, provided access to emergency medical services. In the longer term, where an individual
research result or incidental finding that is analytically valid, clinically significant and actionable
is found, the participant would be informed. To be sure, they would not be informed in cases where

consent had not been given or where such disclosure is impracticable.

Reciprocity-based relational autonomy does not favour population biobank researchers over
participants, but rather aims at continuing to respect and protect them while offering them a more
meaningful disclosure of information. The relevant disclosure of information allows for the
fulfilment of what has been promised to participants: a better understanding of the causes of
chronic disease and the factors that influence health and illness across the Canadian population for
the benefit of society and future generations’. In doing so, the participant does not suffer harm
and their autonomy will be strengthened as their decision will be based on more comprehensive
and meaningful information. They will also be asked to understand that the interests of others,
such as the public and research community, are implicated in their decision-making and should be

taken into account when their autonomy is exercised.

700 See e.g. BC Generations Project Consent Form, supra note 148 at 4.
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3. Would a New Standard for Disclosure of Information to Participants
Grounded in Reciprocity-based Relational Autonomy Have a Legislative
Foothold?
Jurists responding to new social challenges presented by technological innovation may, out of
habit, be drawn to legislation as a first mode of recourse. Importantly, however, autonomy in

01~ A number of

research has been a subject of debate in biobanking for nearly two decades
jurisdictions have decided to legislate (for example, Belgium’?? and Estonia’®) while others, such
as Canada, have not. The decision whether to provide legislated response has been characterized
by some as the “Collingridge dilemma”’%*. On the one hand, if a state responds with legislation,
there is a risk that such legislation will quickly become outdated in the face of rapid technological

advancement. On the other hand, if legislation is not enacted, there is a risk that the technology

will become so entrenched that it will no longer be easily amenable to regulatory oversight’%.

That said, a situation in which the proposed new standard of disclosure/duty to inform, anchored
in reciprocity-based relational autonomys, is not incorporated into legislation might raise the worry
that the model is thereby unenforceable. But this, I think, is overstated. I am generally skeptical
that enacting legislation (hard law) is necessarily the best approach to biobank oversight. This is

so for several reasons. In general, biobank regulation should aim to both protect participants and

701 Graeme Laurie, “Reflexive governance in biobanking: on the value of policy led approaches and the need to

recognise the limits of law” (2011) 130 Human Genetics 347 at 350.
702 Belgian Act, supra note 251.
703 Estonian Act, supra note 246.

704 David Collingdridge, The Social Control of Technology (London: St. Martin's Press, 1982) at 58.

705 Ibid at 58.
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present specific guidance to biobanks. In terms of participant protection, already-enacted
legislation on privacy, confidentiality and research integrity, among others, should provide
acceptable levels of legal oversight. Existing legal regimes, moreover, may be complemented by
specific guidance for biobanks, in the form of statements and policies, sometimes referred to as
soft law. 1 will briefly discuss these documents and demonstrate how they enjoy legal weight even

if they are not legislative in nature.

Policies and statements represent what I call a “bottom-up approach” to biobank regulation.
They are developed and adopted by grass-roots organizations that include a panoply of
stakeholders, such as researchers or participants that have decided to tackle specific issues and
deliberate within their communities with the purpose of proposing guidance relevant to their own
fields”. Such documents become legally meaningful to the extent that they are adopted and
followed by the research community. In fact, where the law is “unclear or incomplete the court
will often refer to non-legal professional instruments to make legal findings. In these cases, the
judge will usually invoke a policy, code or guideline with expert testimony to determine whether

707> Although this excerpt is presented in the negligence context,

it represents customary practice.
I believe it is nevertheless pertinent here and will apply for soft law generally. In the absence of
hard law, policy documents tend to have a “significant, perhaps even decisive, impact on a judge’s

conclusion. This essentially results in the professional community, rather than the legislator or the

706 The Réseau de médecine génétique appliquée du Québec (RMGA) is a good example of such organizations. Over
the years, it has published a number of guidelines for the genetic research community. For a list of publications, see
Réseau de médecine génétique appliquée du Québec (RMGA), “Network of Applied Genetic Medicine” (2016), online:
<https://www.rmga.qc.ca/en/issues.html>.

707 Angela Campbell & Kathleen C Glass, “The Legal Status of Clinical and Ethics Policies, Codes, and Guidelines
in Medical Practice and Research” (2001) 46 McGill LJ 473 at 482.
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court, determining the legal standard of care’®”. This is especially true in the case of widely
adopted documents such as the 7ri-Council Policy Statement. Compared with legislation, these
documents have the distinct advantage of being substantially more flexible. This is so in the sense
that they do not typically require lengthy and politically motivated amendment processes, as hard
law inevitably does. The implication is that such notions as the proposed new standard of
disclosure/duty to inform anchored in reciprocity-based relational autonomy may be incorporated
into standards of practice with substantially less difficulty than its enactment by the legislator. An
organization that represents researchers in population biobanking or participant advocates may
introduce the proposed new standard in policy documents, explain its merits, rationale and
characteristics and, in turn, adopt it for use by its members and the broader research community.
With time, documents of this kind are applied and relied upon in the research setting and thereby
take on considerable legal weight in the absence of hard law.

4. Can the New Standard of Disclosure of Information Be Applicable to

Projects Other Than Population Biobanks?

A fourth potential limitation relates to the possible difficulty of applying my proposed model
in contexts other than population biobanks. I will first look at the use of the new standard of
disclosure in other kinds of biobanks before examining whether it can fruitfully be used in other
kinds of research. When looking to other kinds of biobanks as examples, it becomes clear that a
standard of disclosure of information anchored in reciprocity-based relational autonomy may also
apply. Where there is a biobank, after all, there will invariably also be a research community. This

community will interact with the relevant biobank in much the same way as they would interact

708 Ibid at 484-485.
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with a population biobank. As far as the public is concerned, the specific characteristics of these
relationships will depend on the specific biobank’s objectives. For example, if the biobank has a
disease-specific purview, then the relevant public stakeholders will largely consist of persons who
suffer from the disease in question. But considering that the aim of research, generally conceived,
is to provide generalizable knowledge that will be translated into better health outcomes for future

generations, the public remains necessarily implicated in the web of research relations.

The participant-biobank relationship, moreover, will be reciprocal whether the research project
is disease-specific or not. All that may end up subject to modification is the purpose of the
relationship of reciprocity between the actors. It may, for example, change from reciprocity for
mutual respect to reciprocity for mutual benefit. Using a conception of reciprocity for mutual
benefit, for example, might be feasible in situations where the biobank has a therapeutic aim’%,
which may create an expectation among participants that they will derive some healthcare benefit
from enrolment. With these examples in mind, there will always be a need to account for the

reciprocal character of relationships between biobanks and stakeholders.

Outside of the biobanking context, however, the applicability of a new standard of disclosure
might not be as obvious. For one thing, the relevant stakeholders would be quite different.
Secondly, the implicated research community would be distinct in relevant ways in contexts where
sample and data storage and provision are not part of the research process. That said, the public

will still likely have a vital role to play. This is so because, as I have said above, the ultimate goal

709 Locock & Boylan, supra note 548 at 811.
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of health research is always the same: to provide generalizable knowledge and to improve future

health outcomes.

In my view, it is far from certain that reciprocity will serve as an applicable modus operandi
outside of the biobanking context. The requirement, however, that the contributions of research
participants be acknowledged and respected—which is at the heart of the concept of reciprocity—
should, nonetheless, be a value worth advancing in a variety of research settings. The appeal of
that value, I submit, is a sufficiently universal aspiration in research relationships that will

transcend biobanking.

VI. Conclusion

Over the past two decades, much has been written about the legal and ethical issues associated
with biobanking, and about those associated with population biobanks in particular. Crucial
considerations, such as privacy, data and sample access and the return of research results and
incidental findings have been extensively debated in the academic literature. A wide range of
potential solutions and responses to such challenges have been proposed. Issues of consent have
been a similarly foundational concern, which has taken on special and pronounced prominence in
the field of population biobanks’!?. For example, the literature has grappled with questions about
whether specific consent is acceptable and whether broad consent respects requirements of law.
Proposed solutions, however, have often been problematic, largely because they tend to lack

theoretical rationale and serve mainly practical purposes that ultimately aim at accommodating

710 See Chapter 3, section VI, above, for more on this topic.
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biobanks in the face of ongoing changes in research culture. Yet, despite obvious limitations facing
population biobanks when it comes to providing information to participants in the current
Canadian legal system’!!, nothing has been written about the main thrust of the problem: that our
current conception of autonomy is individualistic in nature and, as a consequence, fails to
acknowledge the multilateral relationships necessarily implicated in population biobank research.
With these problems in mind, I built on a relational conception of autonomy by complementing it

with the concept of reciprocity.

A reciprocity-based relational autonomy is preferable to liberal individualism’!? to the extent
that the former includes all of the relevant stakeholders in its analysis and appropriately describes
the nature of their interactions. In fact, by agreeing to take part in population biobank research,
participants contribute their data and samples to future, unspecified scientific study. Once data and
samples are stored, the imperative function of the biobank is to make them available for use by the
broader research community. This occurs with the goal, as I have said, of increasing statistical
power in order to generate more scientifically useful results. In turn, such results generate

714

meaningful knowledge’!? for the benefit of society’!* and future generations. Ultimately, this

715

works to improve population health and increase public trust in science’'~. Ultimately, this chain

of function shows us that interactions based in the data and samples of a participant necessarily,

711 See Caulfield & Murdoch, supra note 18 (for a review of the literature).
712 For more about liberal individualism, see Chapter 1, above.

713 OECD 2009, supra note 232.

714 HUGO 1996, supra note 357.

715 Shabani & Borry, supra note 191.
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as a matter of design, implicate a range of actors and interests. Put another way, participants are
but one element in a larger environment that requires multiple stakeholders working in tandem.

Only reciprocity can reflect this reality and operationalize the relational conception of autonomy.

Reciprocity is not, as seen in Chapter 5, itself a novel concept, and has been presented in a
number of economics, sociological and medical analyses. That being said, its application in
relational autonomy forms the basis of a reconceived duty to inform and a new standard of
disclosure of information that respects and protects research participants while providing them
with a meaningful opportunity to exercise the said autonomy. The resulting disclosure of
information sees the participant as embedded within multiple relations, it ensures that participants
are aware of that reality and that they are informed of how their decisions can affect other
stakeholders (namely the public and research community). In contrast to an approach that requires
researchers to provide full disclosure of information they might not otherwise have (based on an
individualistic conception of autonomy) or an approach that simply informs participants that their
data and samples will be used by future researchers, the proposed standard of disclosure provides
a better context for the sharing of information based on reciprocal relationships and interactions
that ultimately aim to value the participant’s contribution and benefit future generations. This is
why I argue that the proposed standard of disclosure of information grounded in reciprocity-based

relational autonomy is more appropriate in the population biobanking context.
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GENERAL CONCLUSION

In a recent paper on biobanking consent, Tim Caulfield and Blake Murdoch noted that the
“biobanking community needs to come to terms with [...] the reality that the types of consent used
in biobanking often do not meet the requirements necessitated by relevant legal norms’!®”, Use of
the term, “types of consent” refers in this case to an array of practical consent solutions, such as
broad or tiered consent, that biobanks have adopted and which deviate from the traditional specific
consent model. In principle, I agree with the spirit of Caulfield and Murdoch’s proposition. It is
certainly the case that biobanking challenges the traditional consent model founded in the relevant
legal norms. Having said that, however, I am concerned that this debate on the provision of
information to participants has been conducted rather superficially. The view defended by
Caulfield and Murdoch focuses primarily on symptoms, namely, the limitative characteristics of
specific consent and the patchwork of deficient solutions biobanks have proposed. From there, the
authors assess the legal and ethical implications of these various available approaches. This
analysis, in my view, is incomplete. It would be far more fruitful, I think, to begin the analysis at
the heart of the duty to inform of researchers. More precisely, since specific consent is the
crystallization of a certain way of approaching the duty to inform of researchers, we might first
consider how it is theoretically justified. Are there, for example, any limitations embedded in the
requirements set by the courts? Rather than focus on how practical solutions fare when evaluated
against these requirements, we should also consider what the requirements ought fo be in the first

place.

716 Caulfield & Murdoch, supra note 18 at 5-6.
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In this Thesis, I set out to answer this set of questions using population biobanking as a case
model. Doing so, I endeavoured to meet several objectives. First, | aimed to explicate the present
jurisprudential interpretation of the duty to inform of researchers in Canada. Underpinning this
assessment, I developed an understanding of the correlative conception of autonomy courts have
applied as a way of justifying the relevant standard associated with the dominant model of the duty
to inform. To this end, I traced in Chapter 1 the evolution of the duty to inform during the 20"
century in Canada. I showcased how researchers must presently conduct themselves in a way that
respects an individualistic conception of autonomy when informing their participants about
research participation. This state of affairs, I argued, has an outsized negative impact on population
biobanking and on the relevant duties of researchers. More concretely, I showed how courts
determined that the duty is substantially more exacting in the research context than it is in the
clinic. Respect for autonomy, as it has been conceived by the courts, demands that researchers
fully disclose all facts, opinions and probabilities to participants when recruiting for participation

in research. Often, such disclosure is impractical or otherwise simply impossible.

Building on this analysis, I turned to the second objective, namely, to examine limitations of
the individualistic conception of autonomy in the context of population biobanking. This required
several stages of inquiry. First, in Chapter 2, I laid out numerous unique characteristics of
population biobanks and differentiated them from alternative ways of conducting health research.
I engaged in a qualitative document analysis of internal documents shared with Canadian biobank
participants. This analysis revealed that the public and the research communities play a central and
critical role in this species of research. Second, aligned with this review of the characteristics of

population biobanks, I developed a tangible understanding of the practical and theoretical
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limitations of the individualistic conception of autonomy in the population biobanking context. In
Chapter 3, I focused specifically on the practical limitations by drawing on the consent forms and
associated documents reviewed in Chapter 2. Parallel with this effort, I also reviewed policies,
guidelines, and statements that have addressed the duty to inform of researchers in population
biobanks. I described how population biobanks are constitutionally unable to foresee every
possible use of stored data and samples. This impossibility means that they must systematically
deviate from the requirement of full disclosure of all facts, probabilities and opinions required in
Canadian law. Further, Chapter 3 similarly demonstrated the infeasibility, as the individualistic
conception of autonomy would require, of re-consenting participants every time a new project

requests access to a biobank’s data and samples.

While Chapter 3 discussed shortcomings of the individualistic conception of autonomy from a
practical perspective, I took a more theoretical approach in Chapter 4. There, I demonstrated that
the individualistic conception of autonomy is unable to account for the complexities of benefit
considerations in the research setting. From there, I established that the individualistic conception
of autonomy, with its unidirectional focus on the participant, is an implausible grounding for the
disclosure of information by researchers during the consent process in population biobanks. This
is so primarily owing to the multilateral relationships that are necessarily and fundamentally
implicated in population biobank research, and, in particular, in projects involving the broader

research community and the public at large.

Against this backdrop, my third and final objective was to propose an alternative conception

of autonomy that would respond to the practical and theoretical limitations of the individualistic
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conception of autonomy identified in Chapters 3 and 4. After considering solutions that have been
proposed in the literature, I determined that most are unsuited to the population biobanking
context. One clear exception, however, was uncovered: the relational conception of autonomy.
With relational autonomy’s promise being noted, I argued that, in order for this conception to be
adapted to the population biobanking context, it must first be complemented by a concept that
reflects the specific relations and interests engaged by these projects. The concept capable of doing

this work, I proposed, was reciprocity.

In an attempt to better understand the concept of reciprocity, I examined numerous proposed
theories of reciprocity in Chapter 5. More precisely, I explored potential reciprocal exchanges by
outlining their nature, scope, flow and value. I similarly demonstrated that there exists two
dominant conceptions of reciprocity in the literature: reciprocity for mutual benefit and reciprocity
for mutual respect. By establishing the contours of reciprocity, it became possible to apply this
concept to relational autonomy and to propose novel parameters for the disclosure of information
by researchers in population biobanking. This was the function of Chapter 6. By identifying the
kinds of relations existing between various stakeholders using the prism of reciprocity, I
demonstrated that reciprocity offers an appropriate and plausible grounding for relational
autonomy in population biobanks. It does so, despite certain limitations, because of its capacity to
both acknowledge and sustain the multilateral relationships implicated in population biobanking
research. This is accomplished, notably, without compromising the rights of research participants.
Owing to this understanding of how reciprocity grounds relational autonomy, the consequent
reconceived duty to inform of researchers considers research participants as embedded within a

web of relations. Reciprocity ensures that participants are meaningfully informed of existing
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relationships in the research project and are aware of how the decisions they make may affect other
stakeholders, including the public and research community. Contrasted with individualistic
conception of autonomy that demands that researchers provide full disclosure of information, or
the practical accommodation in which participants are simply informed that samples will be used
in future unspecified research, the proposed reciprocity-based standard of disclosure provides a
more convincing framework for sharing information with participants during the consent process.
An approach based on reciprocal relationships and interactions ultimately aims, I argued, at

demonstrating the value of a participant’s contribution and to benefit future generations.

In light of this analysis, a number of interconnected findings loom with particular prominence.
First, the modern research landscape is complex and varied. Clinical trials, like those in Halushka
and Weiss, are only one kind of research study. A one-size fits all approach, in which the oversight
taken in one species of research is reflexively transplanted in others, should generally be avoided
(unless the underlying principles are universal). Crucially, this does not imply that requirements
for autonomy and the disclosure of information must be individually tailored to specific research
projects. Instead, it means that the principles underlying such requirements should be founded, as
far as possible, on denominators common across research settings. Reciprocity, in my view, does
exactly that. By concretizing relationships grounded in the acknowledgement and respect for
contributions made by research participants, the concept of reciprocity advances values capable of

transcending clinical trials and biobanking.

Second, while individual participants are certainly an important part of the research

infrastructure, there are not its singular focus. As I have demonstrated in this Thesis, a theory that
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focuses unilaterally on research participants would tend to alienate other critical stakeholders. Of
course, this in no way indicates that we should adopt a model that would infringe or ignore the
rights of participants. Rather, I am suggesting only that, at a moment in which health research is
becoming increasingly observational and less focused on individuals, it is becoming critical to
strike a balance between the protection of the interests of participants and those of other important

stakeholders in the research enterprise without compromising the interests of participants.

Third, the standard of disclosure of information by researchers should not be assessed by its
intensity, but rather primarily by how meaningful it is. The issue of determining whether informed

17 One of the reasons for

consent is truly informed has been a ceaseless refrain in the literature
this turns on the ways researchers have carried out their duties with the aim of providing full
disclosure to research participants. The exacting requirements set by the Canadian courts are
typically communicated in consent forms that are dozens of pages in length. But the researcher’s
provision of information should not be primarily guided by ~ow much information is provided, but
rather, how meaningful the information is to the participant. This means that research participants
should be provided with information that helps them understand their overall participation and role
within the research endeavour as well as how they contribute to it. Conceiving of the disclosure of
information simply in terms of intensity is one of the major tribulations we have inherited from

both Halushka and Weiss. In those cases, the duty to inform of researchers was found to be more

exacting, that is, higher in intensity than that which exists in the clinical setting. Treating the

717 See e.g. James RP Ogloff & Randy K Otto, “Are Research Participants Truly Informed? Readability of Informed
Consent Forms Used in Research” (1991) 4 J Ethics & Behavior 239 at 240; Ravinda B Ghooi, “Ensuring that
informed consent is really an informed consent: Role of videography” (2014) 5(1) Perspectives in Clinical Research
3 at 4. See also Zawati, supra note 4.
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clinical and research duties to inform as varying in nature only as far as their intensity is concerned
is inapt. They should rather be treated as two different creatures. While similar in certain non-
trivial ways, the relevant actors, setting and purpose of intervention differ markedly. Relational
autonomy based in reciprocity shifts our focus away from the strictures implanted in Canadian
jurisprudence on the assumption that health research is largely uniform in nature, and toward
recognizing the kinds of relationships and contributions engaged in population biobanking and

other research endeavours.

At this point, it becomes important to consider the future of the framework I have proposed.
Population biobanks are a relatively novel form of medical research, raising largely unprecedented
legal and ethical issues, many of which are likely to continue to arise. It is critical that policymakers
and biobank researchers stay ahead of this curve, anticipating the issues I have raised and
beginning to develop research designs capable of appreciating and palliating them. Building on
research undertaken in this Thesis, I believe it is especially important to pursue the creation of
reciprocal and adaptive processes in population biobanks and, in doing so, to engage all relevant
stakeholders in their assessment. Access governance models that facilitate the flow of data within
the research setting or as between research and the clinic, could be inspired by reciprocity. We
may draw on reciprocity’s recognition of patient’s and participant’s contributions, as well as on its
capacity to account for stakeholders whose interests are vitally implicated in research projects.
Beyond that, template consent forms that include language reflective of the reciprocal and
relational nature of these various research relationships may be drafted and distributed to
population biobank researchers, research participants and research ethics boards in order to obtain

their feedback and impressions.
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More substantially, we may undertake a qualitative study in which the understanding of
reciprocity-based relational consent processes among research participants is gauged. As part of
this process, it would be important to consider whether research participants feel their contribution
is being valued by a process founded on reciprocity-based relational autonomy. Participant views
in this context should be measured against perspectives in other approaches to informed consent
in population biobanking (such as specific or broad consent). The difference between these and
the framework I have proposed is, primarily, that the reciprocity-based relational model is based
on a thorough theoretical examination and not solely on practical, reflexive solutions founded in
the need to palliate superficial symptoms. The results of such research will, I believe, better inform
future practices in the field of precision medicine, where longitudinal research projects promise to
be the norm and where data and samples provided by research participants continue to be

invaluable’!®,

718 Stephanie A Kraft et al, “Beyond Consent: Building Trusting Relationships with Diverse Populations in Precision
Medicine Research” (2018) 18 American J Bioethics 3 at 16.
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