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Editor’s Note
Francesca Taddeo*

Issue 8:2 of the McGill Journal of Law and Health is a reflection of
the Journal’s reputation both as a leading health law publication in Canada
and as one that tackles topics related to emerging fields of Canadian health
law. This Special Issue is devoted to the intersection of biotechnology,
intellectual property, and health law.
Three articles in the Special Issue examine regulatory difficulties facing
emerging areas of health law. First, Barbara von Tigerstrom examines the
ethical and legal issues related to tissue engineering, and more specifically
how existing provincial human tissue legislation may apply to tissue
engineering. In the second article, Matthew Herder traces the development
of pharmaceutical policy through trade secrets and patents, and advocates
for an alternative conception of transparency in pharmaceutical regulation
that not only focuses on disclosure but also enables standard setting. Third,
Shannon Gibson and Trudo Lemmens analyze the regulatory challenges of
pharmacogenomics in Canada and provide recommendations for reforms
to the Canadian regulatory sphere. In the final article in the Special Issue,
Louise Bernier turns to the jurisprudence on genetic patents, specifically the
landmark Myriad decision of the US Supreme Court; through her analysis
of the reasons behind the limited scope of appellate decisions pertaining to
genetic patents, she provides a critique of the approaches taken by North
American courts in deciding such cases.
I would like to thank the authors and peer reviewers for their contribution,
time, and dedication to ensuring the publication of this Special Issue, which
was the project of the Executive English and French Editors of Volume 8. I
would like to express particular thanks to the entire Executive of this volume
– Jennifer Anderson, Vaughan Balderston, J Rosel Kim, and François NoletLévesque – as well as to the Executive of Volume 9 – Jennifer Anderson,
Hersi Hujaleh, David Hamel, Benny Chan, Nicolas Charest, Samantha
Allen, and Katarina Daniels. My gratitude extends to the MJLH’s talented
team of editors from across the volumes for their hard work, support, and
generous collaboration in ensuring this issue’s publication. Special thanks go
*

Editor-in-Chief, McGill Journal of Law and Health, Vol. 8.
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out to the members of our Advisory Board, to our faculty advisor, Professor
Alana Klein, and to all the members of the McGill Law community for their
continued support of the Journal over the years. Lastly, many thanks to all
the authors who have shown interest in publishing in the MJLH since its
inception and to all our readers for their readership – we hope you enjoy
Issue 8:2 and continue to visit our website at http://mjlh.mcgill.ca for our
latest publications!
Wishing the MJLH a long and healthy life,
Francesca Taddeo
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Human Tissue Legislation and a New
Medical Paradigm: Governing Tissue
Engineering in Canada
Barbara von Tigerstrom*1
Tissue engineering is a promising biotechnology that uses advances in cell science,
surgery, and engineering to create products
that can be implanted into human patients to
replace organs and tissues or to help restore
or improve their function. Tissue engineered
products contain living cells, scaffolds made
from natural or synthetic materials, and
chemical signals that help to guide the cells’
development. An engineered skin substitute
is already approved and on the market, and
engineered tracheas, corneas, and blood
vessels are entering clinical trials. Tissue
engineering raises a number of legal and
ethical issues, one of which is considered
in this article: to what extent would existing
human tissue legislation in Canada apply
to the activities and products of this new
technology, and what implications would
this have? The key terms defining the scope
of application of human tissue statutes are
examined to see whether and when tissue
engineering materials (cells, tissues, and organs donated for use in tissue engineering)

*

L’ingénierie tissulaire est une biotechnologie prometteuse qui utilise des avancées en
biologie cellulaire, chirurgie et ingénierie
dans le but de créer des produits pouvant
être implantés chez des patients humains
afin de remplacer des organes ou tissus ou
d’aider la restauration ou l’amélioration de
leur fonction. Les produits de l’ingénierie
tissulaire contiennent des cellules vivantes,
des échafaudages construits à partir de matériaux naturels ou synthétiques, et des signaux chimiques permettant le guidage des
cellules en développements. Un substitut
cutané produit par ingénierie tissulaire a
déjà été approuvé et est actuellement sur le
marché, tandis que des trachées, des cornées
et des vaisseaux sanguins sont présentement
au stade des essais cliniques. L’ingénierie
tissulaire soulève plusieurs questions légales
et éthiques, et cet article en explore une parmi elles : dans quelle mesure est-ce que la
législation canadienne existante concernant
les tissus humains s’appliquerait aux activités et produits de cette nouvelle technologie

BA, MA, LLB, PhD; Professor, University of Saskatchewan College of Law.
There are no conflicts of interest to declare. This research was supported by
grants from the Stem Cell Network and assisted by Stacey McPeek (University
of Saskatchewan JD 2013), Priscila Padilla (University of Saskatchewan JD
2015), and Emily Harris (University of Saskatchewan JD 2015).
© Barbara von Tigerstrom 2015
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and tissue engineered products, along with
the processes of procuring material and implanting the final products, will fall within
the statutes’ scope. The article then considers how the applicability of human tissue
legislation in this context might affect the
law governing these products and processes,
focusing on provisions involving consent to
donation and prohibitions on compensation
and sale. The analysis reveals that there is
considerable uncertainty and variability in
the law, which could have a chilling effect
on the development of this technology and
leave those involved unprepared to deal
with legal issues that arise. As human tissue
statutes are revisited and reformed across
the country, and as larger debates continue
about the use of human tissue in biotechnology, it would be useful to work toward
greater consistency in key definitions and to
consider and clarify how the legislation will
apply to tissue engineering and other new
technologies.
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et quelles implications cela aurait-il? Les
mots-clés définissant l’étendue de l’application des lois portant sur les tissus humains
sont examinés afin de voir si et quand les
matériaux de l’ingénierie tissulaire (cellules,
tissus et dons d’organes pour utilisation en
ingénierie tissulaire) ainsi que les produits
et les processus nécessaires à la fabrication
et l’implantation des produits seront assujettis par les lois. Cet article considère ensuite
comment l’application de la législation sur
les tissus humains dans ce contexte pourrait
influencer les lois gouvernant ces produits et
ces processus en mettant l’accent sur les articles impliquant le consentement aux dons
et la prohibition de la rémunération et de la
vente. Cette analyse révèle qu’il existe une
importante incertitude et variabilité dans
le droit, qui pourrait avoir un effet néfaste
sur le développement de ces technologies
et laisser les parties impliquées mal préparées pour affronter les questions juridiques
qu’elles soulèvent. Alors que les lois sur les
tissus humains sont revisitées et réformées à
travers le pays, et que se poursuit un débat
plus large sur l’usage des tissus humains en
biotechnologie, il pourrait être utile de poursuivre une plus grande uniformité dans les
définitions clés ainsi que de questionner et
de clarifier comment les législations pourront s’appliquer à l’ingénierie tissulaire et
aux autres nouvelles technologies.
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Introduction
The human body’s natural capacity for regeneration is amazing, but
limited. For the last few decades, researchers have been making progress
in their quest to overcome those limits and devise ways of repairing or replacing organs and tissues that our bodies cannot naturally regenerate. Once
the stuff of science fiction, these technologies are finally – though slowly
– becoming a reality. Various types of biomaterials, including animal and
human bone, teeth, or other tissues, have been used for hundreds of years in
attempts to repair or replace parts of the human body, but developments in
transplantation surgery and cell science have opened up new possibilities.1
The United States Food and Drug Administration first approved a tissue
engineered product in 1998, and that product, a bi-layered skin substitute
made from bovine collagen and human dermal cells, is now used to treat
foot and leg ulcers.2 Within the last 10 years, scientists have been able to
create and implant engineered bladders,3 urethras,4 and tracheas,5 and are
making progress toward engineering a range of other tissues and organs,
including the heart and its valves, lungs, liver, kidneys, pancreas, corneas,
intestines, ovaries, blood vessels, bone, tendons, ligaments, cartilage, and
nerves.6 Although to date most of these are still only the subject of labora-

1

Ulrich Meyer, “The History of Tissue Engineering and Regenerative Medicine
in Perspective” in Ulrich Meyer et al, eds, Fundamentals of Tissue Engineering
and Regenerative Medicine (Berlin: Springer, 2009) 5 at 8-9.

2

Larissa Zaulyanov & Robert S Kirsner, “A Review of a Bi-layered Living Cell
Treatment (Apligraf®) in the Treatment of Venous Leg Ulcers and Diabetic
Foot Ulcers” (2007) 2:1 Clin Interv Aging 93.

3

Anthony Atala et al, “Tissue-Engineered Autologous Bladders for Patients
Needing Cystoplasty” (2006) 367:9518 Lancet 1241.

4

Atlantida Raya-Rivera et al, “Tissue-Engineered Autologous Urethras for Patients Who Need Reconstruction: An Observational Study” (2011) 377:9772
Lancet 1175.

5

Paolo Macchiarini et al, “Clinical Transplantation of a Tissue-Engineered Airway” (2008) 372:9655 Lancet 2023; Philipp Jungebluth et al, “Tracheobronchial Transplantation with a Stem-Cell-Seeded Bioartificial Nanocomposite: A
Proof-of-Concept Study” (2011) 378:9808 Lancet 1997; Jonathan M Fishman,
Mark Lowdell & Martin A Birchall, “Stem Cell-Based Organ Replacements –
Airway and Lung Tissue Engineering” (2014) 23:3 Semin Pediatr Surg 119.

6

See Anthony Atala, “Engineering Tissues, Organs and Cells” (2007) 1:2 J Tissue Eng Regen Med 83; Giuseppe Orlando et al, “Regenerative Medicine as
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tory research or at best a few individual or small-scale experimental procedures, a few have already been approved and marketed or are entering
clinical trials.7
Tissue engineering is an interdisciplinary field that makes use of advances in cell science, surgery, and engineering to create products that can
be implanted into patients to replace organs and tissues or to help restore or
improve their function. It can be distinguished from previously developed
techniques by its use of advanced technologies (incorporating regenerative
medicine and advanced materials engineering, including nanotechnology)
and by the fact that its products contain living tissue. Tissue engineered
products contain three basic components: cells, scaffolds, and signals. The
scaffold or matrix provides a structure for the tissue or organ, onto which
the cells are seeded and where they will grow, stimulated and guided by
signals such as biomolecules (e.g. growth factors) and by the scaffold itself.
There are a number of different options for each of these components.
Although it may sometimes be possible to use non-human animal (xenogeneic) cells, in most cases human cells are used. These can be from a human donor (allogeneic) or taken from the patient her- or himself (autologous). Stem cells are particularly useful in tissue engineering because of
their potential to differentiate into different cell types.8 To date, most tissue
engineered products have contained adult stem or progenitor cells, but pluripotent cells including human embryonic stem cells (hESCs) and induced
pluripotent stem cells (iPSCs), which are produced by reprogramming adult
cells, may offer even more promising possibilities.9 The most common

Applied to Solid Organ Transplantation: Current Status and Future Challenges” (2011) 24:3 Transpl Int 223 [Orlando et al, “Solid Organ”]; Sean Vincent
Murphy & Anthony Atala, “Organ Engineering – Combining Stem Cells, Biomaterials, and Bioreactors to Produce Bioengineered Organs for Transplantation” (2012) 35:3 Bioessays 163; Giuseppe Orlando et al, “Regenerative Medicine as Applied to General Surgery” (2012) 255:5 Ann Surg 867 [Orlando et al,
“General Surgery”].
7

See Zaulyanov & Kirsner, supra note 2; Michael Eisenstein, “Engineered
Tracheas, Corneas and Arteries Begin Clinical Testing” (2014) 32:4 Nat Biotechnol 303.

8

Carole A Heath, “Cells for Tissue Engineering” (2000) 18:1 Trends Biotechnol
17 at 17; Fishman, Lowdell & Birchall, supra note 5 at 123.

9

See Mark E Furth & Anthony Atala, “Tissue Engineering: Future Perspectives”
in Robert Lanza, Robert Langer & Joseph P Vacanti, eds, Principles of Tissue
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type of adult stem cells used in tissue engineering is mesenchymal stem
(or stromal) cells, which are usually derived from bone marrow.10 Other
cell sources would be donated human embryos (from which hESC lines are
derived), fetal tissue, or various tissues from adult or pediatric donors or patients (e.g. skin, muscle, cartilage, or bladder biopsies).11 One of the reasons
that iPSCs are so promising is that they can be derived from the cells either
of a donor or of the patient her- or himself, from sources that can easily be
obtained, such as a sample of tissue like blood, skin or even cells in hair
shafts or urine.12
The scaffold component of tissue engineered products can be of human, xenogeneic, or synthetic origin. One technique is to take an organ
or tissue from a donor and remove the donor’s cells through chemical or
physical processing; this “decellularized” tissue can then be used as a scaffold, onto which other cells (e.g. autologous cells from the patient) can be
seeded.13 This is the technique that was used to create the first tissue engineered trachea,14 and it is also being developed for liver, pancreas, intestine,
and kidney engineering.15 Natural substances such as collagen (human or
bovine) or fibrin can be used as scaffold material.16 A variety of synthetic

Engineering, 4th ed (Amsterdam: Elsevier, 2013) 83 at 93-104.
10

Ibid at 101.

11

Ibid at 94.

12

Ibid at 94, 99.

13

See e.g. Peter M Crapo, Thomas W Gilbert & Stephen F Badylak, “An Overview of Tissue and Whole Organ Decellularization Processes” (2011) 32:12
Biomaterials 3233; Pedro M Baptista et al, “The Use of Whole Organ Decellularization for the Generation of a Vascularized Liver Organoid” (2011) 53:2
Hepatology 604; Thomas H Petersen et al, “Tissue-Engineered Lungs for In
Vivo Implantation” (2010) 329:5991 Science 538.

14

See Macchiarini et al, supra note 5 at 2023-27.

15

Pedro M Baptista et al, “Whole Organ Decellularization – A Tool for Bio
scaffold Fabrication and Organ Bioengineering” [2009] Conf Proc IEEE Eng
Med Biol Soc 6526, cited in Orlando et al, “Solid Organ”, supra note 6 at 225.

16

See e.g. Murphy & Atala, supra note 6 at 166; Pilar de la Puente & Dolores
Ludeña, “Cell Culture in Autologous Fibrin Scaffolds for Applications in Tissue Engineering” (2014) 322:1 Exp Cell Res 1.
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alternatives, such as polymers,17 have also been developed, making use of
advancements in biomaterials engineering. Some scaffolds are designed to
remain intact while others are biodegradable.
Given the multiple possibilities for these components, tissue engineered
products are very diverse despite having common elements. Further variability is introduced by the fact that these products and their components are
designed to interact with each other and with the living bodies into which
they are implanted. Unlike most medical devices, they are dynamic, living
products that will both influence and be influenced by their biological environment. As will be apparent from this brief description, tissue engineering is a highly complex technology. It involves a number of different materials and techniques, combined in a “dynamic and continuous process” and
presenting “a hitherto unencountered complexity.”18 For this reason, it has
been argued that tissue engineering represents a “new medical paradigm.”19
The need for these new therapies is compelling, as they could offer
alternatives for diseases and conditions for which current treatment options
are limited or inadequate. For patients needing organ and tissue transplants,
the present reality is that demand continues to far exceed supply. For example, in 2012 there were at least 3,404 patients in Canada waiting for organ transplants and 161 who died waiting for transplants.20 These statistics
may underestimate the number of people who could benefit from transplants, since in the case of kidney transplants, for example, many patients

17

See e.g. Murphy & Atala, supra note 6 at 166; Orlando et al, “General Surgery”, supra note 6 at 874.

18

Leen Trommelmans, Joseph Selling & Kris Dierickx, “Is Tissue Engineering a
New Paradigm in Medicine? Consequences for the Ethical Evaluation of Tissue Engineering Research” (2009) 12:4 Med Health Care Philos 459 at 462
[Trommelmans, Selling & Dierickx, “New Paradigm”].

19

Ibid.

20

Canadian Institute for Health Information, e-Statistics Report on Transplant,
Waiting List and Donor Statistics (2012), tables 2A, 2C, online: CIHI <www.
cihi.ca/CIHI-ext-portal/internet/en/document/types+of+care/specialized+services/organ+replacements/report_stats2012>. Numbers were even higher the
previous year (4660 and 285, respectively): Canadian Institute for Health Information, e-Statistics Report on Transplant, Waiting List and Donor Statistics
(2011), tables 2A, 2C, online: CIHI <www.cihi.ca/CIHI-ext-portal/internet/
en/document/types+of+care/specialized+services/organ+replacements/report_
stats2011>.
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with serious kidney disease never even reach the waiting list.21 Average wait
times for lung or liver transplants in some provinces can be more than a
year, and more than four years for kidneys.22 There appear to be chronic
shortages of tissues such as skin for grafts, heart valves, and corneas.23 Efforts to increase donation rates and better coordination of organ and tissue
donation, recovery, and distribution could make a significant difference,24
but as demand is expected to increase,25 these strategies are unlikely to be a
complete solution.
Regenerative medicine, of which tissue engineering is an important
component, is seen as one potential solution to these shortages.26 Furthermore, tissue engineering could help an even larger group of patients who
might not be candidates for traditional organ and tissue transplants but for
whom “restoration of functional tissue would answer a currently unmet
medical need,” including those suffering from diabetes, congestive heart

21

John S Gill et al, “Financial Incentives to Increase Canadian Organ Donation:
Quick Fix or Fallacy?” (2014) 63:1 Am J Kidney Dis 133 at 134-35; Canadian
Blood Services, Call to Action: A Strategic Plan to Improve Organ and Tissue
Donation and Transplantation Performance for Canadians (April 2011) at 60,
online: CBS Organ & Tissue Donation and Transplantation <www.organsandtissues.ca/s/wp-content/uploads/2012/06/OTDT-INDX-final-C2A.pdf> [Canadian Blood Services, Call to Action].

22

Ibid at 60, 65.

23

Ibid at 128.

24

See ibid; National Coordinating Committee on Organ and Tissue Donation
and Transplantation, A Coordinated and Comprehensive Donation and Transplantation Strategy for Canada (November 1999), online: Health Canada
<www.hc-sc.gc.ca/dhp-mps/alt_formats/hpfb-dgpsa/pdf/pubs/transplantationeng.pdf>.

25

David Baxter & Jim Smerdon, Donation Matters: Demographics and Organ
Transplants in Canada, 2000 to 2040 (Vancouver: The Urban Futures Institute,
2000) at 55, online: London Health Sciences Institute <www.lhsc.on.ca/Patients_Families_Visitors/MOTP/Organ_and_Tissue_Donation/Report46.pdf>;
Gill et al, supra note 21 at 134. Gill et al, ibid, note that demand for kidney
transplants seems to be increasing more slowly in Canada than in the United
States, but also that selection for wait-listing is more conservative in Canada;
consequently, waiting lists may not accurately represent demand.

26

AS Daar, “The Future of Replacement and Restorative Therapies: From Organ
Transplantation to Regenerative Medicine” (2013) 45:10 Transplant Proc 3450
at 3450.
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failure, Alzheimer’s disease, and spinal cord injuries.27 It is also hoped that
it might avoid some of the ethical challenges associated with conventional
organ transplantation.28 Tissue engineering therefore offers enormous promise, but it also raises a range of legal and ethical issues that have yet to be
fully appreciated or addressed.
Although there is a substantial and growing literature on the broader
field of regenerative medicine, to date there has been relatively little discussion of the legal and ethical issues particular to tissue engineering. There
have been, for example, some efforts to analyze the ethical issues relating
to the source of cells and consent by donors and recipients,29 as well as the
distinct regulatory challenges that these complex products present.30 This
article focuses on one of the legal questions that will arise as this technology
begins to be more commonly used: the extent to which existing legislation
governing the donation and transplantation of human tissue would or should
apply to tissue engineering. This could have a significant impact on some
aspects of the tissue engineering process, such as the rules governing consent to donation of materials and the ability to sell engineered tissues and organs as commercial products. It also provides an opportunity to re-examine

27

Furth & Atala, supra note 9 at 83.

28

See e.g. Anthony Hollander et al, “The First Stem Cell-Based Tissue-Engineered Organ Replacement: Implications for Regenerative Medicine and Society” (2009) 4:2 Regen Med 147 at 147.

29

See e.g. Trommelmans, Selling & Dierickx, “New Paradigm”, supra note 18;
Rob BM de Vries et al, “Ethical Aspects of Tissue Engineering: A Review”
(2008) 14:4 Tissue Eng Part B Rev 367; Leen Trommelmans, Joseph Selling &
Kris Dierickx, “An Exploratory Survey on the Views of European Tissue Engineers Concerning the Ethical Issues of Tissue Engineering Research” (2009)
15:3 Tissue Eng Part B Rev 241; AJM Oerlemans et al, “Towards a Richer
Debate on Tissue Engineering: A Consideration on the Basis of NEST-Ethics”
(2013) 19:3 Sci Eng Ethics 963; S Enoch, H Shaaban & KW Dunn, “Informed
Consent Should Be Obtained from Patients to Use Products (Skin Substitutes)
and Dressings Containing Biological Material” (2005) 31:1 J Med Ethics 2.

30

See e.g. Meredith Lloyd-Evans, “Regulating Tissue Engineering” (2004) 7:5
Mater Today 48; Kiki B Hellman & David Smith, “The Regulation of Engineered Tissues: Emerging Approaches” in John P Fisher, Antonios G Mikos &
Joseph D Bronzino, eds, Tissue Engineering (Boca Raton, Fla: CRC Press,
2007) 17-1; Barbara von Tigerstrom, “How to Build (and Regulate) a Body
Part: Regulating Tissue Engineered Products in Canada” (2011) 19 Health LJ
83.
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the legal frameworks for human tissue that exist across Canada, drawing
attention to a number of gaps, variations, and outstanding questions.

Human Tissue Legislation
Canadian provinces and territories,31 like most jurisdictions, have legislation that governs the donation and transplantation of human organs and
tissues.32 The first Canadian legislation regarding human tissue was enacted
in the mid-1850s in response to concerns about the availability of human
cadavers for use in medical education.33 A second wave of legislation enacted about a hundred years later provided for the donation of eyes for the
purpose of corneal transplants.34 This legislation “introduced a donation
principle” by allowing individuals to authorize the post-mortem use of their
eyes, and also allowed next of kin or another person with lawful possession
of the body to authorize this donation.35 Even today, many human tissue

31

The focus in this article will be on the legislation in Canada’s common law
jurisdictions. The relevant law in Québec has a different structure, being part
of the civil law tradition, and comparison of this distinct legal framework is
beyond the scope of this short article.

32

Human Tissue Gift Act, RSBC 1996, c 211 [BC Act]; Human Tissue and Organ
Donation Act, SA 2006, c H-14.5 [AB Act]; Human Tissue Gift Act, RSS 1978,
c H-15 [SK Act]; Human Tissue Gift Act, SM 1987-88, c 39, CCSM c H180
[MB Act]; Trillium Gift of Life Network Act, RSO 1990, c H.20 [ON Act]; Human Tissue Gift Act, SNB 2004, c H-12.5 [NB Act]; Human Tissue Gift Act,
RSNS 1989, c 215 [NS Act (1989)]; Human Organ and Tissue Donation Act,
SNS 2010, c 36 (not yet in force) [NS Act (2010)]; Human Tissue Donation Act,
RSPEI 1988, c H-12.1 [PEI Act]; Human Tissue Act, RSNL 1990, c H-15 [NL
Act]; Human Tissue Gift Act, RSY 2002, c 117 [YK Act]; Human Tissue Act,
RSNWT 1988, c H-6 [NWT Act]; Human Tissue Act, RSNWT (Nu) 1988, c H-6
[Nu Act].

33

Law Reform Commission of Canada, Procurement and Transfer of Human
Tissues and Organs (Ottawa: Minister of Supply and Services Canada, 1992)
at 127-29 [LRCC].

34

Ibid at 129-30. See also J-G Castel, “Some Legal Aspects of Human Organ
Transplantation in Canada” (1968) 46:3 Can Bar Rev 345 at 393-94.

35

LRCC, supra note 33 at 130.
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statutes contain specific provisions regarding corneal transplants.36 The corneal transplant laws were expanded or replaced beginning in the 1960s with
more comprehensive legislation covering human tissues.37 Uniform statutes
were adopted by the Conference of Commissioners on Uniformity of Legislation in Canada (now the Uniform Law Conference of Canada) in 1965
(the Human Tissue Act),38 1971 (the Human Tissue Gift Act),39 and 1989 (the
Human Tissue Donation Act, revised in 1990).40
The 1965 Uniform Human Tissue Act is very brief and deals only with
post-mortem donation. Only the statutes of the Northwest Territories and
Nunavut remain modelled on this original Uniform Act.41 The subsequent
Uniform Human Tissue Gift Act in 1971 added provisions on living (inter
vivos) donations, as well as sections dealing with determination of death,
confidentiality of information, protection from civil liability, and a prohibition on the sale of tissue. Most current provincial statutes are based on this

36

BC Act, supra note 32, s 7(4); SK Act, supra note 32, s 8(4); ON Act, supra note
32, s 7(4); NS Act (1989), supra note 32, s 8(4); NL Act, supra note 32, s 9(3);
YK Act, supra note 32, s 7(4). All of these sections exclude medical practitioners removing eyes for a cornea transplant from the application of provisions
regarding determination of death and participation in a transplant.

37

LRCC, supra note 33 at 131; Castel, supra note 34 at 395.

38

Conference of Commissioners on Uniformity of Legislation in Canada, Proceedings of the Forty-Seventh Annual Meeting of the Conference of Commissioners on Uniformity of Legislation in Canada (1965) at 104-06 (Appendix
M), online: Uniform Law Conference of Canada <www.ulcc.ca/images/stories/Past_Proceedings_PDF/1965ULCC0047.pdf>.

39

Conference of Commissioners on Uniformity of Legislation in Canada, Proceedings of the Fifty-Third Annual Meeting of the Conference of Commissioners on Uniformity of Legislation in Canada (1971) at 152-56 (Appendix I),
online: Uniform Law Conference of Canada <www.ulcc.ca/images/stories/
Past_Proceedings_PDF/1971ULCC0053.pdf> [1971 Uniform Act].

40

Uniform Law Conference of Canada, Human Tissue Donation Act (1990),
online: ULCC <www.ulcc.ca/en/uniform-acts-new-order/older-uniformacts/440-josetta-1-en-gb/uniform-actsa/human-tissue-donation-act/284-human-tissue-donation-act-1990-draft> [1990 Uniform Act].

41

NWT Act, supra note 32; Nu Act, supra note 32.
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1971 Uniform Act,42 in some cases revised and updated in specific respects.43
Prince Edward Island adopted the 1990 Uniform Human Tissue Donation
Act,44 which contains additional provisions, most notably on donations by
minors; a few other provinces have incorporated selected aspects of these or
similar provisions without adopting the whole 1990 Uniform Act.45 Alberta
and Nova Scotia have enacted new statutes within the last ten years that are
distinct from the other provinces’ statutes in some respects; their relevant
aspects are noted in the discussion that follows.46 The Uniform Acts – and
indeed all Canadian legislation on this subject – reflect “a general commitment to consent and altruism as the uniform model of tissue donation from
living and deceased donors.”47 The “gift ethic” on which the Canadian legal
framework is based48 is reflected in these statutes through a combination of
consent requirements and prohibitions on paid donation. In addition, the
legislation supplements and extends the common law protection of bodily integrity by requiring consent to any use of a human body or removal
of human organs or tissues, both before and after death. Thus, Canadian
statutes typically contain provisions dealing with consent to post-mortem
donation of the body or body parts as well as, in most cases, living donation
of tissues, determination of death, and a prohibition on the sale of human

42

As of 2006, 10 jurisdictions had adopted the 1971 Uniform Act. See Uniform
Law Conference of Canada, “Table III – 2006: Uniform Acts Adopted before
2000, Showing the Jurisdictions that Have Enacted Them in Whole or in Part,
with or without Modifications, or in Which Provisions Similar in Effect Are
in Force”, online: ULCC <www.ulcc.ca/en/general-info-status/other-implementation-tables/2129-table-iii-pre-2000-uniform-acts-enacted-by-statute>
[ULCC, “Table III – 2006”].

43

See e.g. ON Act, supra note 32; NB Act, supra note 32; YK Act, supra note 32.

44

PEI Act, supra note 32. Prince Edward Island is the only province to have
adopted the 1990 Uniform Act: Timothy C Matthews, “Consent to Donation
of Human Tissue in Atlantic Canada” (2012) 31:3 ETPJ 248 at 248; ULCC,
“Table III – 2006”, supra note 42.

45

See AB Act, supra note 32; MB Act, supra note 32.

46

AB Act, supra note 32; NS Act (2010), supra note 32. On Alberta’s new statute,
see Erin Nelson, “Alberta’s New Organ and Tissue Donation Law: The Human
Tissue and Organ Donation Act” (2010) 18:2 Health L Rev 5.

47

LRCC, supra note 33 at 131.

48

Joan M Gilmour, “‘Our’ Bodies: Property Rights in Human Tissue” (1993) 8:2
CJLS 113 at 116.
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bodies or tissues. Consent by the individual or by another person with legal
authority is required for the use of a human body or removal of any tissues
for transplant, subject to very limited exceptions.49
Despite their broad similarity and being modelled on the Uniform Acts,
there are many differences between the Canadian human tissue statutes, especially when one begins to examine the statutory language in detail; virtually every statute is distinct in some respect, with the differences ranging
from inconsequential details to significant drafting or policy choices. For
the purposes of the analysis that follows, the wording of five particular sets
of provisions are most relevant. The essential elements of these are reproduced in Table 1. The first are provisions that define the types of human
biological material that fall within the scope of the act. For example, almost
all of the statutes define the term “tissue” and, in so doing, exclude specific
types of tissue (e.g. blood) from that definition or from the scope of the act;
there are some small but potentially significant variations in these provisions across Canada. Second, almost all statutes define the term “transplant”
or “transplantation.” These definitions, which are largely consistent, also
affect the scope of application of some substantive provisions, since the living donations to which these statutes apply are donations of tissue for transplantation, while post-mortem donation provisions refer to tissue, bodies, or
body parts for therapeutic purposes (which would include transplantation),
medical education, or medical research. The third and fourth groups of provisions are those governing living and post-mortem donations, respectively,
specifying the consent that is required and in some cases setting limits on
the donations that are permissible (for example, through restrictions on living donations by minors or adults without capacity). The final set of provisions studied here are the prohibitions on the sale of tissue, bodies, and
body parts that are intended for certain purposes (therapeutic, educational,
or research), which can be found in virtually all of the statutes, articulated
in similar language.
One of the legal issues to be addressed with respect to tissue engineering is whether, and to what extent, this legislative framework is relevant
to engineered tissue and its components, what effect it might have, and
whether any reforms will be needed as this new technology develops. First,
it must be determined whether the materials, products, and processes of

49

For example, a few statutes contain an exception allowing removal of the pituitary gland for use in treatment of growth hormone deficiency without express
consent (though not over a known objection): see MB Act, supra note 32, s 6;
NL Act, supra note 32, s 16.
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tissue engineering could potentially fall within the scope of human tissue
statutes, a question that requires consideration of the key terms that define
this scope. Then, the two most important types of substantive provisions –
those regarding consent for donation and prohibitions on sale or payment of
consideration – will be examined to determine whether they could or should
apply to tissue engineering. The variations among statutes make it difficult
to generalize with respect to both of these questions, but the analysis below
will focus on the most common or typical wording that is found in Canadian
common law jurisdictions, while noting significant variations where they
occur.
A. Key terms and definitions
In order to determine whether the provisions in Canadian human tissue
statutes apply to tissue engineering, the legislation’s key terms and definitions need to be examined. The statutes define the circumstances in which
human tissue can be removed and used for certain purposes and prohibits
certain dealings in human tissue. They typically state that transplants are
lawful if done in accordance with the statute, but not otherwise,50 and that
certain dealings in human materials are unlawful and void. Under some
legislation, procurement of organs for transplantation must be coordinated
by a designated agency.51 Therefore it is important to know whether the
creation and implantation of tissue engineered products would fall within
their scope.
1. “Tissue” and “body parts”
The first question is whether the cells, tissues, or organs obtained from
a donor for use in tissue engineering (collectively, “TE materials”) or the
final products created from these and implanted into the recipient’s body
(“TE products”) fall within the definition of “tissue” in these statutes, since
the substantive provisions refer to “tissue” or sometimes also to a body or

50

See e.g. BC Act, supra note 32, s 2; SK Act, supra note 32, s 3; ON Act, supra
note 32, s 2; NB Act, supra note 32, s 2. Alberta has a slightly different provision, which states: “A person’s tissue, organs or body may be donated for transplantation, medical education or scientific research only in accordance with
this Act” (AB Act, supra note 32, s 3(1)).

51

See e.g. Human Tissue and Organ Donation Regulation, Alta Reg 196/2009,
s 4(2).
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body part. If human cells are used as the cellular component of a TE product
(rather than xenogeneic cells), they will come either from a donor (referred
to as “allogeneic” cells) or from the individual patient her- or himself (“autologous” cells). If embryonic stem cells or fetal cells are used, they would
come from a donated embryo or fetus (or a cell line derived from these);
otherwise, the cells would be derived from a tissue sample taken from a
human donor or patient. It is also possible that the scaffold could contain or
be composed of human tissue, such as a decellularized organ or tissue. Depending on the organ or tissue needed, this scaffold source material might
come from either a living or a deceased donor. For example, the scaffold
used in the first tissue engineered trachea was a decellularized trachea from
a deceased donor, onto which were seeded epithelial cells, grown from biopsy samples from the patient’s own nose and bronchia, and chondrocytes
(cartilage cells) derived from mesenchymal stem cells obtained from bone
marrow.52 The TE product created from these materials would be functionally, and in some cases biologically, similar to a “natural” human tissue or
organ, but may contain synthetic materials and would have been generated
in a laboratory rather than taken directly from another human body. Should
these TE materials or products be considered “tissue” for the purposes of
Canadian law?
The most common definition of “tissue” in Canadian legislation states
that it “includes an organ, but does not include any skin, bone, blood,
blood constituent or other tissue that is replaceable by natural processes of
repair.”53 The 1990 Uniform Human Tissue Donation Act, used as the basis
for the provisions of a few jurisdictions, defines tissue as “part of a living or dead human body,” excluding “spermatozoa or ova,” “an embryo or
fetus,” and “blood or blood constituents.”54 More recent statutes in Alberta

52

See Macchiarini et al, supra note 5.

53

This wording is from the 1971 Uniform Act, supra note 39, s 1(c), and can
be found in: SK Act, supra note 32, s 2(c); NB Act, supra note 32, s 1; NS Act
(1989), supra note 32, s 2(c); YK Act, supra note 32, s 1. In addition, the BC
Act, supra note 32, s 1, and NL Act, supra note 32, s 2(g), are virtually identical
(merely omitting the word “any”).

54

1990 Uniform Act, supra note 40, s 1. The PEI Act, supra note 32, s 1(g), is
virtually identical. The ON Act, supra note 32, s 1, is similar but adds bone
marrow to the excluded tissues. The MB Act, supra note 32, s 1, adapts this
provision so that the first clause reads: “[A]n organ, a part of a human body and
a substance extracted from the human body or from a part of the human body”;
it also excludes “(d) a placenta” from the definition of tissue.
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and Nova Scotia use different definitions. The acts of these two provinces
define organs and tissues separately, with “organ” including a section, lobe,
or part of an organ,55 and tissue simply meaning “human tissue excluding
organs”56 or “a functional group of human cells, excluding organs.”57 Both
of these statutes contain separate provisions excluding “blood or blood constituents” and “zygotes, oocytes, embryos, sperm, semen and ova” from
their application;58 Alberta also excludes “by-products that are used for a
purpose other than transplantation.”59
One of the more significant distinctions between the statutes modelled
on the 1971 Uniform Human Tissue Gift Act and later enactments is that the
former exclude all regenerative tissue – tissue that is “replaceable through
natural processes of repair”60 – from their scope, while the latter do not
exclude regenerative tissue generally, but only certain specified types of
tissues. Generally, regenerative tissue would include blood and blood constituents, skin, bone, bone marrow, and gametes. The later statutes, however, keep some regenerative tissues within their scope, while specifically
excluding others such as blood, and they also draw distinctions between
regenerative and non-regenerative tissues in some substantive provisions,
such as those addressing living donations by minors.61
These provisions thus establish broad definitions of the term “tissue”
while excluding reproductive materials, tissues such as blood that regenerate naturally, or both. Consequently, TE materials obtained from a donor
might or might not fall within these definitions, depending on the type of tissue and, in some cases, the particular jurisdiction. For example, skin is excluded from the definition of tissue in about half of Canadian jurisdictions,

55

AB Act, supra note 32, s 1(l); NS Act (2010), supra note 32, s 2(r) (not yet in
force).

56

AB Act, supra note 32, s 1(m).

57

NS Act (2010), supra note 32, s 2(y) (not yet in force).

58

AB Act, supra note 32, s 2; NS Act (2010), supra note 32, s 3 (not yet in force).

59

AB Act, supra note 32, s 2(a). A “by-product” is defined as “tissue or an organ
that is a waste product of a medical procedure”: ibid, s 1(b).

60

1971 Uniform Act, supra note 39, s 1(c). The 1990 Uniform Act, supra note 40,
s 1, defines “regenerative tissue” as “tissue that, on injury or removal, replaces
itself” in a living body.

61

See note 95 and accompanying text.
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while bone marrow would be excluded in most, and blood and blood constituents in all. Other material, such as a whole organ (e.g. a liver or kidney),
trachea, or heart valve would be considered “tissue” throughout Canada.
Unlike some international documents,62 no Canadian statute specifically refers to donation of cells (as opposed to tissues or organs). However, it seems
likely that even if cells were extracted or derived from a tissue sample for
use in tissue engineering, the sample obtained from the donor would be
considered “tissue” for the purposes of these statutes (depending, again, on
the type of tissue and the scope of the definition in each jurisdiction). In the
case of post-mortem donations, many provisions refer to body parts, which
could be read to encompass even biological material that would not be considered “tissue” as defined in the legislation, though this is uncertain.63 It is
possible, however, that where the material obtained from the donor is only
one of the excluded tissue types or a tissue sample from a biopsy, this would
fall outside of the scope of the legislation.
What, then, of a TE product? Should it be considered a “tissue” or “body
part” to which the provisions of human tissue legislation would apply? The
definitions of the term “tissue” in the relevant statutes are not particularly
helpful on this point, given that they tend merely to exclude certain types
of tissues from the scope of the statutes, without actually explaining what
a tissue is. Only one provides this clarification, stating that tissue means “a
functional group of human cells.”64 The accepted contemporary approach
to statutory interpretation tells us to consider “the words of an Act … in
their entire context and in their grammatical and ordinary sense harmoniously with the scheme of the Act, the object of the Act, and the intention of
Parliament.”65 In this case, the “ordinary meaning” may not be sufficient to

62

WHO, Guiding Principles on Human Cell, Tissue and Organ Transplantation,
WHA Res 63.22 (21 May 2010), online: WHO <http://apps.who.int/gb/ebwha/
pdf_files/WHA63/A63_R22-en.pdf>; Additional Protocol to the Convention
on Human Rights and Biomedicine Concerning Transplantation of Organs and
Tissues of Human Origin, 24 January 2002, 2466 UNTS 137, arts 2(2), 15, Eur
TS 186 (entered into force 1 May 2001) [European Transplantation Protocol].

63

Gilmour, supra note 48 at 116-17.

64

NS Act (2010), supra note 32, s 2(y) (not yet in force).

65

Elmer Driedger, Construction of Statutes, 2d ed (Toronto: Butterworths, 1983)
at 87, cited with approval in Re Rizzo & Rizzo Shoes Ltd, [1998] 1 SCR 27 at
para 21, 36 OR (3d) 418, 154 DLR (4th) 193; Bell ExpressVu Limited Partnership v Rex, 2002 SCC 42 at para 26, [2002] 2 SCR 559, 212 DLR (4th) 1;
Bristol-Myers Squibb Co v Canada (AG), 2005 SCC 26 at para 37, [2005] 1
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resolve the issue. A typical dictionary definition of “tissue” is “the material
of which an animal or plant body, or any of its parts or organs, is composed,
consisting of an aggregation of specialized cells.”66 A TE product contains
biological material, including living cells, and when implanted into the body
is intended to perform the function of an organ or tissue; thus, in a certain
sense, it could be considered a tissue. It could fit the plain meaning of a tissue as “a functional group of human cells” or an “aggregation of specialized
cells” of which body parts or organs are composed.
A TE product could also be considered a “body part” – a term that is
used but not defined in the legislation – though this might strain its ordinary
meaning. A prosthetic limb, for example, could be called a body part given
that it is attached to the body and performs the function of a body part; however, it is doubtful that it was intended to be included in the scope of these
provisions, since it contains no human biological material and thus does not
raise the concerns of autonomy, bodily integrity, and human dignity that
this legislation is commonly understood to address. The same could be said
of an artificial organ (i.e., a manufactured medical device that performs the
function of an organ). Should engineered tissue be different than a prosthetic
limb or artificial organ merely because it contains some biological material?
On the other hand, if a TE product is functionally equivalent to a “natural”
tissue or body part, should it be excluded merely because it contains synthetic material as well as cells? What if an organic scaffold were used, or
the synthetic material were biodegradable, so that after implantation all that
remained would be “an aggregation of specialized cells” and the product
would be virtually indistinguishable from a “natural” tissue or organ?
There is a general rule or doctrine of statutory interpretation that legislative terms should be given the ordinary meaning they would have had
when the legislation was enacted.67 For the human tissue legislation that
dates back to the 1960s and 1970s, the drafters or legislators would not
have understood “tissue” and “body parts” to include engineered tissues
and organs, since these did not yet exist outside the realm of science fiction.
Some statutes are more recent, but even in those cases, tissue engineering

SCR 533, 253 DLR (4th) 1; Canada Trustco Mortgage Co v Canada, 2005
SCC 54 at para 10, [2005] 2 SCR 601, 259 DLR (4th) 193. See also Canada
(Information Commissioner) v Canada (Minister of National Defence), 2011
SCC 25 at para 27, [2011] 2 SCR 306, 331 DLR (4th) 513.
66

Canadian Oxford Dictionary, 2d ed, sub verbo “tissue”.

67

Perka v The Queen, [1984] 2 SCR 232 at 264-65, 13 DLR (4th) 1 [Perka].
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was probably not contemplated by the legislature, since even now, it is still
not in common use. At any rate, the prohibitions on commercial dealing
in tissue – among the most important provisions for tissue engineering –
date back, in Canada, to the early 1970s.68 However, the absence of tissue engineering from the contemplation of the legislators is not necessarily
determinative, since the original meaning rule is not absolute. It must be
considered along with the general approach of contextual and purposive
interpretation, as well as the rules of construction enshrined in provincial
legislation, that the law is “always speaking”69 and an enactment should be
given a remedial, “fair, large, and liberal” interpretation that will best attain
its objects.70 The Supreme Court of Canada has held that, notwithstanding
the original meaning doctrine, “[b]road statutory categories are often held
to include things unknown when the statute was enacted.”71 In the “Harvard Mouse” case involving patenting of higher life forms, the majority in
the Federal Court of Appeal and the dissenting judgment in the Supreme
Court of Canada specifically rejected the argument that the meaning of the
word “invention” in patent legislation should not include a higher life form
because at the time of enactment, this could not have been contemplated.72

68

See 1971 Uniform Act, supra note 39, s 10.

69

See e.g. Legislation Act, 2006, SO 2006, c 21, s 63 [ON Legislation Act]; Interpretation Act, RSBC 1996, c 238, s 7(1) [BC Interpretation Act]; Interpretation
Act, RSA 2000, c I-8, s 9 [AB Interpretation Act].

70

See e.g. ON Legislation Act, supra note 69, s 64; BC Interpretation Act, supra
note 69, s 8; AB Interpretation Act, supra note 69, s 10.

71

Perka, supra note 67 at 265.

72

President and Fellows of Harvard College v Canada (Commissioner of Patents), [2000] 4 FCR 528 (CA) at paras 188-91, 189 DLR (4th) 385; Harvard
College v Canada (Commissioner of Patents), 2002 SCC 76 at para 10, [2002]
4 SCR 45, 219 DLR (4th) 577:
It is true, of course, that in 1869, when the post-Confederation
patent act was passed, Parliament did not contemplate genetically engineered “higher life forms” (Act respecting Patents of
Invention, S.C. 1869, c. 11).… Nor did Parliament in 1869 contemplate moon rockets, antibiotics, telephones, e-mail or handheld computers. The proper question is not whether Parliament
intended to include “oncomice” or “higher life forms” or biotechnology generally in patent legislation, but whether Parliament intended to protect “inventions” that were not anticipated
at the time of enactment of the Patent Act, or indeed, at any time
before the claimed invention [ibid, emphasis in original].
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Although the majority of the Supreme Court of Canada reversed the Federal
Court of Appeal’s decision, this position did not rest on the original meaning
of the terms used in the legislation but rather on the majority’s understanding of Parliament’s intention considering the context and purpose of the
legislative scheme.73 As stated by the Supreme Court in another case, “[t]he
words, if clear, will dominate; if not, they yield to an interpretation that
best meets the overriding purpose of the statute.”74 That approach seems
appropriate here, therefore the purposes of the legislation and its various
provisions will be discussed further below.

2. “Transplant”
The next question is whether the process of obtaining tissues from a
donor and using them (or cells from them) to make a tissue engineered product which is then implanted into a recipient constitutes a “transplant” within
the meaning of these statutes. The emerging field of tissue engineering is
closely related to transplantation,75 but current statutes certainly were not
drafted with tissue engineering in mind. Most statutes in Canada define a
“transplant” as “the removal of tissue from a human body, whether living
or dead, and its implantation in a living human body.”76 Similarly, a typical

73

Ibid at paras 153-87. For a discussion of the majority’s use of the modern approach to statutory interpretation in this case, see Stéphane Beaulac & PierreAndré Côté, “Driedger’s ‘Modern Principle’ at the Supreme Court of Canada:
Interpretation, Justification, Legitimization” (2006) 40:1 RJT 131 at 151, 16971. These authors note (at 151) that the majority and dissenting judgments
in this case did not differ in their approach to statutory interpretation, just in
their conclusion. On the broader issue of treating patent eligibility as a question of statutory interpretation, see E Richard Gold, “The Reach of Patent Law
and Institutional Competence” (2003-2004) 1:1-2 University of Ottawa Law &
Technology Journal 263, especially at 268-71.

74

Celgene Corp v Canada, 2011 SCC 1 at para 21, [2011] 1 SCR 3, 327 DLR
(4th) 513.

75

See Giuseppe Orlando et al, “Regenerative Medicine and Organ Transplantation: Past, Present, and Future” (2011) 91:12 Transplantation 1310 at 1310-11.

76

BC Act, supra note 32, s 1; SK Act, supra note 32, s 2(d); ON Act, supra note
32, s 1; NB Act, supra note 32, s 1; NS Act (1989), supra note 32, s 2(d); NL Act,
supra note 32, s 2(h); YK Act, supra note 32, s 1. Variations include Manitoba’s
definition, which is similar except that it says “in another human body” (MB
Act, supra note 32, s 1), and the wording in the PEI Act, supra note 32, s 1(h):
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provision for consent to living donation refers to consent “to the removal
forthwith from his body of the tissue specified in the consent and its implantation in the body of another living person.”77 Alberta’s 2006 statute defines
“transplantation” as “the operation of transferring tissue or an organ from a
human donor to a human recipient.”78 Whether an activity is considered to
be transplantation is relevant to whether the donation of tissue for TE by a
living donor is subject to the legislation, because most of the provisions on
living donation specifically refer to removal of tissue for transplantation (or
implantation into another living body). In the case of post-mortem donation
and the prohibition on sale, the legislation refers more broadly to therapeutic purposes (which would include transplantation), medical education,
and medical research. Donations of tissue for use in TE might be considered
part of a transplant process, as discussed in this section. It likely would also
be considered a donation for therapeutic purposes or, if the tissue is to be
used in TE research (for example experiments developing new types of TE,
or to make TE products for use in clinical trials), for purposes of medical
research.
In tissue engineering using human donor cells or tissues, tissue is first
removed from a human body and, later, a product containing some or all of
that tissue, or cells derived from it, will be implanted into a living human
body. However, this scenario does not quite match what we normally think
of as a transplant. Transplantation involves two parts: removal from the
donor and implantation into the recipient. These two parts are present in tissue engineering, but what is removed (TE materials) is not the same as what
is ultimately implanted (the TE product). In ordinary transplants, organs and
tissues may be stored or may undergo some processing between removal
and implantation, but the plain wording of the definitions suggests that the
tissue removed from the donor is what is later implanted, and it is not clear
how much processing can take place, nor what length of delay can intervene, before we would consider the implantation of the final product not
to be a “transplant” of the original tissue. What type or degree of similarity
between the tissue removed and the tissue implanted is necessary, and why?

“[T]he removal of tissue from a human body, whether living or dead, and the
implantation of the tissue in a living human body.”
77

1971 Uniform Act, supra note 39, s 3(1); NS Act (1989), supra note 32, s 4(1);
SK Act, supra note 32, s 4(1). See also the very similar provisions in, e.g., BC
Act, supra note 32, s 3(1); ON Act, supra note 32, s 3(1).

78

AB Act, supra note 32, s 1(n).
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Taking these considerations into account, it is conceivable that some
uses of donor tissue in tissue engineering might be considered a transplant
whereas others would not. For example, if a decellularized trachea from a
deceased donor is used as the scaffold of an engineered trachea, this might
not seem too different from the transplantation of a donor trachea. However,
if stem cells are derived from donated bone marrow or other tissue, are then
differentiated, and subsequently are used to form the cellular component of
a tissue engineered product, the connection between removal and implantation might seem too remote. If, as will sometimes be the case, the TE product that is implanted contains a mixture of tissue from a donor and from the
recipient her- or himself (for example a decellularized organ scaffold seeded
with autologous cells), is that a transplant within the meaning of the statute?
Again, the ordinary meaning and legislative intent do not seem to provide
much guidance here.
To summarize, TE materials from donors may or may not be considered
tissue under Canadian human tissue statutes, depending on the particular
tissue and the definition used in each jurisdiction. It is not clear whether a
TE product would be considered a tissue or body part. Then, it is possible,
but by no means certain, that the procurement and implantation processes
in tissue engineering will fall within the scope of a transplant as defined by
Canadian human tissue statutes, at least in some cases. The donation of TE
material would likely be considered a donation for therapeutic (or medical
research) purposes, however. The legal position is therefore both variable –
that is, potentially different in different jurisdictions within Canada – and
uncertain. Where there is uncertainty, looking to the object and scheme of
the statute becomes important. The provisions on consent and payment of
consideration will therefore be considered in the next section to see whether
and how they might apply to tissue engineering, and whether this would be
consistent with the statutory purposes.
B. Consent to donation
Most modern human tissue statutes contain provisions governing consent for both post-mortem and living (inter vivos) donations of human biological material, and state that transplants are lawful only if done in accordance with those provisions. Post-mortem donations require the consent of
the person (if the person is a competent adult)79 or, where no consent or

79

See e.g. 1971 Uniform Act, supra note 39, s 4(1); ON Act, supra note 32, s 4(1);
BC Act, supra note 32, s 4(1); MB Act, supra note 32, s 2(1); AB Act, supra note
32, s 4(1).
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objection has been expressed by a person who has died or is near death and
no longer able to consent, a family member (spouse, adult child, parent,
etc.) or other person lawfully in possession of the body.80 Consent given in
accordance with these provisions is sufficient authority to use the body and
remove and use body parts for the purpose or purposes specified in the consent, unless there is reason to believe the person objected or withdrew consent.81 Other provisions govern the determination of death in the context of
post-mortem transplants (i.e. defining how death should be determined and
prohibiting physicians associated with the transplant or its recipient from
participating in the determination of death).82
Generally, the provisions regarding consent to post-mortem donations
are broader in scope than those for living donations.83 As explained above,
the post-mortem donation provisions were originally developed to deal with
donation of cadavers to be used in medical education, and were later expanded to include donation for transplantation. They generally allow consent to be given to use the body, body parts, or tissues for specified purposes.
The purposes mentioned usually include transplantation, but also “medical
education,” “scientific research,” and “therapeutic purposes.”84 Therapeutic

80

See e.g. 1971 Uniform Act, supra note 39, s 5(1); ON Act, supra note 32, s 5(2);
BC Act, supra note 32, s 5(1); MB Act, supra note 32, s 3(1); AB Act, supra note
32, s 4(2).

81

See e.g. 1971 Uniform Act, supra note 39, ss 4(3), 5(3); AB Act, supra note 32,
s 8; ON Act, supra note 32, ss 4(3), 5(4); BC Act, supra note 32, ss 4(3), 5(3)(4); MB Act, supra note 32, ss 2(3), 3(5).

82

See e.g. 1971 Uniform Act, supra note 39, s 7; 1990 Uniform Act, supra note
40, s 11; AB Act, supra note 32, s 6; ON Act, supra note 32, s 7; BC Act, supra
note 32, s 7; MB Act, supra note 32, s 8.

83

The exception is legislation modelled on the 1990 Uniform Act, supra note 40,
s 3(1), which, for consent by the person him- or herself to post-mortem donation, covers only donation for transplantation into a “living human body,” similarly to living donation. See PEI Act, supra note 32, s 3(1). However, another
section of that legislation allows consent to be given to the use of one’s body or
tissue taken from it for “therapeutic purposes, medical education or scientific
research,” similarly to other statutes. See 1990 Uniform Act, supra note 40, s
12(1); PEI Act, supra note 32, s 12.

84

BC Act, supra note 32, ss 4(1), 5(1); SK Act, supra note 32, ss 5(1), 6(1); MB
Act, supra note 32, ss 2(1), 3(1); ON Act, supra note 32, ss 4(1), 5(2); NS Act
(1989), supra note 32, ss 5(1), 6(2); NB Act, supra note 32, ss 4(1), 5(1); NL
Act, supra note 32, ss 6(1), 7(1); YK Act, supra note 32, ss 4(1), 5(1). See the
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purposes are not defined in the legislation; they would include transplantation, but could also be interpreted more broadly. Even if tissue engineering
would not fall within the definition of a transplant, it certainly could qualify
as use for a therapeutic purpose (or as use in scientific research, if part of a
research study). However, the two most recent statutes, those of Alberta and
Nova Scotia, provide for consent for post-mortem donation of the body or
tissues only for transplantation, in addition to education and scientific research, but do not make reference to broader therapeutic purposes.85 Therefore, it would seem that post-mortem donation of TE materials would not
fall within the scope of those statutes unless the tissue engineering process
were considered to fall within the definition of “transplantation” or were
part of a research study.
Provisions regarding living donations typically deal with consent to removal of tissue from one’s body and its implantation into another living
person’s body86 – that is, consent to donate tissue for transplantation. A few
statutes include provisions for consent by substitute decision makers either
on behalf of or in addition to donors who lack capacity to consent or who
are under the age of majority or under 16 years of age.87 These provisions
specify whose consent is required and when special procedures, such as an
independent assessment, will be required. Of note, they refer specifically to
donations for transplants, and so they would not apply to the procurement
of TE materials unless the procurement were considered part of a transplant.
Therefore, whether the consent provisions in human tissue legislation
would apply to donation of tissue for use in tissue engineering is unclear,
and would depend on the particular type of tissue (whether it fell within the
scope of the statute), whether the donation were made by a living donor or
post-mortem, and whether transplantation were interpreted to include tissue
engineering processes. The position may vary from jurisdiction to jurisdiction with the wording of their statutes. Variability and uncertainty in them-

1971 Uniform Act, supra note 39, s 4(1), 5(1).
85

AB Act, supra note 32, s 4(1); NS Act (2010), supra note 32, ss 11.1, 12(2) (not
yet in force).

86

See e.g. 1971 Uniform Act, supra note 39, s 3(1); BC Act, supra note 32, s 3(1);
ON Act, supra note 32, s 3(1).

87

1990 Uniform Act, supra note 40, ss 5-7; AB Act, supra note 32, s 5(2); MB
Act, supra note 32, ss 10, 11(1); NS Act (2010), supra note 32, ss 7-8; PEI Act,
supra note 32, s 7.

S24

McGill Journal of Law and Health
Revue de droit et santé de McGill

Vol. 8
No. 2

selves can be problematic, but it is also important to consider what practical
difference might result from the application of these statutory provisions in
the context of tissue engineering. In the case of post-mortem donation of
organs and tissues, the scope of application of human tissue statutes is potentially significant, since such statutes have helped to clarify unsettled questions in the common law regarding consent to post-mortem use of bodies
and body parts.88 As we saw above, in most jurisdictions it seems likely that
the legislation would apply to post-mortem donation of tissue for use in tissue engineering, since this could be considered a donation for “therapeutic
purposes” if not for transplantation. In the two jurisdictions that have most
recently reformed their legislation, Alberta and Nova Scotia, the narrower
provisions regarding donation for “transplantation” might exclude their application to tissue engineering. It is somewhat ironic that the newest legislation might have the least flexibility in this respect to deal with an emerging
technology.
With respect to living donations, the statutes’ requirement of consent
for the removal of tissue essentially mirrors the common law, in which the
tort of battery protects individuals from unwanted interference with their
persons, such as medical interventions without consent;89 this would include any removal of tissue from a living body. Most Canadian jurisdictions
now have other statutes outside of the domain of tissue donation that codify
and/or supplement the common law on consent, for example with respect to
substitute decision making. The scope of human tissue legislation becomes
most significant where it might depart from or add to the common law and
the generally applicable law on consent. Two possibilities stand out. First,
where human tissue statutes contain provisions regarding consent by or on
behalf of minors, or on behalf of adults without decision-making capacity,
these provisions contain some distinct elements. For example, most Canadian statutes contain a distinct age cut-off (either the age of majority or 16
years) for the ability to consent to donation,90 a departure from the common
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Castel, supra note 34 at 378-92.

89

See e.g. Malette v Shulman (1990), 72 OR (2d) 417 at 423-24, 67 DLR (4th)
321 (CA).

90

Regarding living donations, see e.g. 1971 Uniform Act, supra note 39, s 3(1)
(age of majority); ON Act, supra note 32, s 3(1) (16 years); BC Act, supra note
32, s 3(1) (19 years); SK Act, supra note 32, s 4(1) (age of majority); NB Act,
supra note 32, s 3(1) (19 years). Regarding post-mortem donations, see e.g.
1971 Uniform Act, supra note 39, s 4(1) (age of majority); ON Act, supra note
32, s 4(1) (16 years); BC Act, supra note 32, s 4(1) (19 years); SK Act, supra
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law position which relies on the individual subject’s maturity and mental
capacity rather than a set age limit.91 A minority of the Canadian human
tissue donation statutes contain provisions allowing living donations by
minors or adults without capacity, under certain conditions. These include
requirements for parental consent for donation by a minor, regardless of
whether the minor has decision-making capacity92 – again unlike the common law in Canada93 – and a specific process for independent assessment
in the case of consent by or for a minor.94 In almost all cases, donations by
minors under 16 are limited to regenerative tissues.95 The limitations found

note 32, s 5(1) (age of majority); NB Act, supra note 32, s 4(1) (19 years).
91

See AC v Manitoba (Director of Child and Family Services), 2009 SCC 30
especially at paras 114-16, [2009] 2 SCR 181, 309 DLR (4th) 581 [AC v Manitoba]; JSC v Wren (1986), 76 AR 115, 35 DLR (4th) 419 (CA).

92

1990 Uniform Act, supra note 40, s 6(3); AB Act, supra note 32, s 5(2); MB Act,
supra note 32, ss 10(2)(c), 11(1)(f); PEI Act, supra note 32, s 7(3). The exception appears to be Nova Scotia’s new statute, in which the provisions refer to
lack of capacity rather than age: NS Act (2010), supra note 32, s 8 (not yet in
force).

93

AC v Manitoba, supra note 91 at paras 114-16; JSC v Wren, supra note 91 at
para 9; Van Mol (Guardian ad litem of) v Ashmore, 1999 BCCA 6 at para 75,
168 DLR (4th) 637, 58 BCLR (3d) 305.

94

1990 Uniform Act, supra note 40, ss 6(4), 7; AB Act, supra note 32, ss 5(2),
5(5)-(7) (independent assessment committee); MB Act, supra note 32, s 11(1)(h)
(approval by the Court of Queen’s Bench required for donation by living minor
under 16); PEI Act, supra note 32, ss 7(4), 8 (independent assessment); NS Act
(2010), supra note 32, s 8 (not yet in force) (court authorization).

95

AB Act, supra note 32, s 5(5)(b); MB Act, supra note 32, s 11(1)(b); PEI Act,
supra note 32, s 7(1). Again NS Act (2010), supra note 32 (not yet in force),
is the exception, as it does not appear to contain any such explicit restriction,
although the type of tissue would be relevant to whether the donation is in the
individual’s best interests, which is one of the relevant criteria for the court to
consider in deciding whether to authorize the donation: s 8(2)(f). Two jurisdictions also restrict living donations by adults when the tissue is non-regenerative. In Manitoba, even competent adults can apparently only consent to the
removal of regenerative tissue for medical education or scientific research,
whereas they can consent to removal of either regenerative or non-regenerative
tissue for therapeutic purposes: MB Act, supra note 32, s 9(2)-(3). In Prince
Edward Island, a transplant of non-regenerative tissue from a living, competent, adult donor is permitted only if authorized by an independent assessment
committee: PEI Act, supra note 32, s 6(3).
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in these statutes are distinct from, and apply in addition to, any requirements
or other legal restrictions that might exist at common law or in other statutes
(e.g. in child welfare legislation or statutes dealing with substitute decision
making). The tissue donation provisions represent a deliberate decision by
legislatures to impose specific requirements in this context, given the concerns surrounding donations by minors.96 Donation in these cases is bound
up with important and controversial questions about the extent to which
either minors or their substitute decision makers should be allowed to consent to procedures that do not appear to be in the minor’s best interests – but
that rather, in the case of donation for transplants, serve the best interests of
the recipient. These questions could arise in the context of tissue engineering in much the same way as in any donation of tissues or organs, and there
are probably no unique concerns in this context. What is important is knowing whether the specialized provisions that have been designed to deal with
these questions would in fact apply to donation of TE materials.
The second issue is the scope of consent and its effects, which relates
to broader questions surrounding the donation and use of human tissue regarding the extent to which the terms of a consent allow a donor to control
later uses of the tissue. For example, if it turns out that the tissue obtained
is not, in fact, suitable for use in tissue engineering in the way that was
contemplated, can it be used for another purpose? Can cells derived from
the tissue be retained and used for other additional purposes? Can valid
consent to donation be given even if the specific use to which the tissue will
be put is not yet known? Most Canadian human tissue statutes have provisions regarding living donations that state that “if the tissue specified in the
consent is not removed in the circumstances to which the consent relates,
the consent is void.”97 This language does not address the situation in which
the tissue is removed in the intended circumstances but later cannot be used
for the purpose that was originally contemplated; as a result, that question is
apparently left to be dealt with under the common law, notwithstanding the

96

See e.g. Nelson, supra note 46 at paras 25-28; Lainie Freedman Ross & J
Richard Thistlethwaite Jr, “Minors as Living Solid-Organ Donors” (2008)
122:2 Pediatrics 454 at 454; European Transplantation Protocol, supra note
62, art 14.

97

See e.g. 1971 Uniform Act, supra note 39, s 3(4); BC Act, supra note 32, s 3(4);
SK Act, supra note 32, s 4(4); ON Act, supra note 32, s 3(4); NS Act (1989),
supra note 32, s 4(4).
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fact that the common law does not provide much clarity on this point.98 By
contrast, the most common wording regarding post-mortem donations states
that if donated tissue cannot be used for the purposes specified in the consent, the tissue must be dealt with as if no consent was given.99 This would
apply whether it became apparent before or after the tissue was removed
that it could not be used for its intended purpose: if before, then the tissue
would not be removed, and if after, then most likely it would be disposed of.
The wording also leaves open the possibility that consent could be given to
more than one potential use, in which case the tissue would then be available for any of those purposes (e.g. for transplantation or, failing that, for
scientific research). In this vein, the variation that appears in Prince Edward
Island’s statute, based on the 1990 Uniform Act, specifically provides that
if tissue is removed pursuant to a consent under the Act and “cannot for
any reason be implanted in a living body,” it must be disposed of as if no
consent had been given, “unless the donor has consented to the use of the
tissue for therapeutic purposes, medical education or scientific research.”100
Alberta also has a general provision stating that no tissue, organ, or body
donated under the Act shall be used “except for the purpose for which it was

98

The extent of control that individuals have over material that has been removed
from their bodies has received very little judicial consideration in Canada,
leaving the state of the law uncertain. The law of battery protects individuals
from incursions on their bodily integrity, including the initial removal of tissues or organs, but does not speak directly to individuals’ rights to control these
materials once removed, except perhaps in limited situations such as where the
consent given is vitiated by a deliberate misrepresentation as to the reasons for
removal. On the question of misrepresentation vitiating consent (though not
specifically in relation to removed tissue), see e.g. Gerula v Flores (1995), 126
DLR (4th) 506 at 526-27, 56 ACWS (3d) 996, 83 OAC 128 (ONCA). Broader
rights to control use after removal could have a contractual or proprietary basis,
but that too is yet to be established in Canadian law. See e.g. Piljak Estate v
Abraham, 2014 ONSC 2893 at paras 21-29, [2014] OJ No 2665 (QL), which
held that excised human tissue could be considered personal property, but that
tissue removed for diagnostic purposes was owned by the hospital, subject to a
right of access by the patient.

99

See e.g. 1971 Uniform Act, supra note 39, s 8; BC Act, supra note 32, s 8; SK
Act, supra note 32, s 9; ON Act, supra note 32, s 8; NS Act (1989), supra note
32, s 9. See also the similar provision in MB Act, supra note 32, s 5(1).

100

PEI Act, supra note 32, s 10(4). See also 1990 Uniform Act, supra note 40,
s 12(2).
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donated.”101 It is notable, however, that none of these provisions resolve
the question of how broad the scope of consent can be without that breadth
undermining the legal and ethical validity of the consent – a live issue that
arises in other contexts (such as biobanking) and remains unresolved.102 The
statutory provisions in human tissue legislation make only a very modest
contribution to resolving this issue, so in this respect it will not have significant consequences if tissue engineering falls within their scope or not.
Nevertheless, the issues surrounding the scope of consent will be important
in this context and others, leaving this area in need of clarification, ideally
through legislative reform.

C. Commercial dealings in human tissue
Most Canadian legislation on human tissue contains, in addition to consent provisions, a prohibition on the purchase or sale of human bodies, body
parts, and tissues.103 A typical provision states:
No person shall buy, sell or otherwise deal in, directly or indirectly, for a valuable consideration, any tissue for a transplant, or any body or part or parts thereof other than blood or a
blood constituent, for therapeutic purposes, medical education
or scientific research, and any such dealing is invalid as being
contrary to public policy.104

Note that the prohibition extends to any dealing in tissue, body, or body part,
“directly or indirectly, for a valuable consideration,” a phrase that would
include paying or compensating donors.

101

AB Act, supra note 32, s 3(3).

102

See e.g. Timothy Caulfield & Nola M Ries, “Consent, Privacy and Confidentiality in Longitudinal, Population Health Research: The Canadian Legal Context” (2004) 11 Health LJ (Supplement) 1 at 30-31; B Hofmann, “Broadening
Consent – and Diluting Ethics?” (2009) 35:2 J Med Ethics 125.

103

The exceptions are the statutes of the Northwest Territories and Nunavut, which
are very brief and contain only provisions on post-mortem donation: NWT Act,
supra note 32; Nu Act, supra note 32. Federal law prohibits the purchase (and
offering or advertising for purchase) of gametes, embryos, or other reproductive material, and the sale (or offering or advertising for sale) of embryos: Assisted Human Reproduction Act, SC 2004, c 2, s 7.

104

SK Act, supra note 32, s 11; ON Act, supra note 32, s 10; NS Act (1989), supra
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These provisions likely would apply to human organs or tissues donated
for use in tissue engineering in most cases. Even if donated TE materials fell
outside the definition of “tissue” in these statutes, as discussed above, they
would probably be considered to be “part or parts” of a body. As Gilmour
has noted, however, it is not clear to what extent material that is not included
within the definition of “tissue” would fall within the meaning of “body
parts.”105 This term, unlike “tissue,” is not defined in any of the statutes. It is
also unclear whether cells were intended to be included.106 In addition, a few
statutes expressly refer only to a tissue, organ, or body in these provisions.107
The other qualifier in almost all of these provisions is that they apply
only to tissues, bodies, or body parts used for particular purposes, in most
cases for transplantation, therapeutic purposes, medical education, or scientific research.108 As noted above, it is not clear whether the use of human
tissue in a tissue engineered product that is later implanted in another person
would be considered a transplant. However, in most jurisdictions the listed
purposes also include “therapeutic purposes,” which is broad enough to
cover tissue engineering. Again, it is the two most recently enacted statutes
(in Alberta and Nova Scotia) that use narrower language, mentioning only
“use in transplantation, [medical] education or scientific research.”109 Thus,
it is unclear in these jurisdictions whether the ban on purchase and sale of

note 32, s 11; YK Act, supra note 32, s 10. See also 1971 Uniform Act, supra
note 39, s 10. The BC Act, supra note 32, ss 10-11; MB Act, supra note 32,
s 15; NB Act, supra note 32, s 10(1); NL Act, supra note 32, s 18 are virtually
identical.
105

Gilmour, supra note 48 at 116-17.

106

LRCC, supra note 33 at 135: “That a jurisdiction in the United States has opted
to exempt cell lines from its prohibition [on sale] raises a … query – whether
the Uniform Act tissues sales ban is intended to apply to cellular or sub-cellular
entities.”

107

AB Act, supra note 32, s 3(2); NS Act (2010), supra note 32, s 21(1) (not yet in
force).

108

Only one jurisdiction (Prince Edward Island) has a broader prohibition that
states simply: “No person shall buy, sell or otherwise for remuneration or financial benefit deal in, directly or indirectly, any tissue, body or body part”
(PEI Act, supra note 32, s 15(1)).

109

AB Act, supra note 32, s 3(2) (including the word “medical”); NS Act (2010),
supra note 32, s 21(1) (not yet in force) (omitting the word “medical”).
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tissue would extend to material procured for use in tissue engineering outside of scientific research.
An even more difficult question is whether these provisions would apply
to TE products that contain human tissue. As described above, a TE product contains live (usually human) cells that are designed to work together
as a tissue or organ, along with the other components, which may include
synthetic and/or human biological materials (a decellularized donor organ
as a scaffold, for example). In some respects, it resembles a “natural” tissue
or organ, but in others, it resembles a medical device or other manufactured product. Should these products be considered tissues or body parts
within the meaning of these provisions, so that buying, selling, or dealing in these products would be prohibited? As discussed further below, the
prohibition on commercial dealings in human tissue is intended to protect
important ethical and public policy values. However, prohibiting the sale
of TE products could be a significant disincentive to their development.
Researchers and companies that develop other biotechnological products,
like biologics110 or medical devices, are able to sell those products and get
a return on the investments they have made in research and development.
Should those who develop tissue engineered products not be able to sell
their products lawfully as well? Given the implications, it is important to
consider whether this is, in fact, the effect of our current legislation, and if
so, whether that is appropriate.
The first point to bear in mind is that some statutes explicitly exclude,
from the prohibited dealings in human tissue, payment for services associated with a transplant. Thus, for example, Manitoba’s statute specifies that a
person does not contravene the prohibition
if the person receives reimbursement for reasonable expenses
incurred in, or remuneration for, participating in or performing
a service necessarily incidental to the process whereby a transplant of human tissue is effected, or a human body or part or
parts of a human body are prepared for use for therapeutic
purposes or … scientific research.111

110

“Biologics,” also known as “biological drugs,” are products that fall within the
definition of drugs but are made from biological material; these products are
listed in Schedule D of Canada’s Food and Drugs Act, RSC 1985, c F-27, and
include insulin, vaccines (“immunizing agents”), monoclonal antibodies, and
drugs obtained by recombinant DNA procedures.

111

MB Act, supra note 32, s 15(2). See also NB Act, supra note 32, s 10(3).
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Nova Scotia’s new statute contains a similar exclusion, along with “reimbursement for reasonable expenses associated with the removal, transplantation, implantation, processing, preservation and quality control, and storage of organs or tissue.”112 Arguably, even in those jurisdictions where this
exclusion is not specifically provided for, reimbursement or remuneration
for services associated with a transplant or other therapeutic use of human
tissue should not be considered a sale of or dealing in human tissue, even
indirectly,113 though it has been suggested that it is unclear to what extent
reimbursement of expenses is prohibited by the typical Canadian provisions.114
Excluding such payments from the prohibition would allow transplant
surgeons and other medical professionals involved in tissue engineering to
be reimbursed for their work in making and implanting tissue engineered
products. This might be the only type of compensation that would be at
issue in cases where the product is custom-made for an individual patient,
since the main value involved would be the professional services required to
design, create, and implant the engineered tissue required by that individual.
The more difficult scenario is where a tissue engineered product might be
mass-produced and marketed in a way that is similar to other health products, such as medical devices. Obviously, professional services are still important in this case, not least for the implantation of the product, but the
scenario would additionally involve transactions that closely resemble an
ordinary commercial sale. If tissue engineered products were to be considered tissues or body parts to which the prohibition on purchase and sale
applied, these transactions would violate the prohibition. There might also
be grey areas in between, such as when products are custom-made but on a
larger, more commercial scale.

112

NS Act (2010), supra note 32, s 21(2) (not yet in force).

113

See Bernard M Dickens, “Morals and Legal Markets in Transplantable Organs” (1994) 2 Health LJ 121 at 133.

114

M Sickand et al, “Reimbursing Live Organ Donors for Incurred Non-Medical
Expenses: A Global Perspective on Policies and Programs” (2009) 9:12 Am J
Transplant 2825 at 2828; see also ibid at 2826, 2836 n 22 (citing the language
of the former Alberta statute, Human Tissue Gift Act, RSA 2000, c H-15, s 10
– “[n]o person shall buy, sell or otherwise deal in, directly or indirectly, for a
valuable consideration, any tissue for a transplant …” – as “[a]n example of an
unclear clause”).
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In order to resolve these questions of interpretation and to inform potential legislative reforms, the purposes of these provisions must be considered.
What are the purposes of the prohibition on dealing in human tissue, and are
they served by preventing the compensation of TE material donors or by
disallowing the commercial sale of TE products? There is a huge literature
on the purposes and merits of prohibitions on compensation of donors and
sale of human biological material, but there has as yet been virtually no
discussion of how these relate to tissue engineering.
The moral, ethical, and policy considerations underlying these provisions can be roughly grouped into three broad categories: (1) consequentialist arguments involving the potential effects of allowing compensation or
sale, (2) rights-based or fairness arguments about the distribution of benefits
from the use of human tissue, and (3) teleological or “Kantian” arguments
about the morality of commodifying human biological material. In the first
category, proponents of allowing compensation of tissue donors argue that
the prohibition may be contributing to the chronic shortages of organs and
tissues, to the detriment of those needing transplants.115 Meanwhile, opponents argue that compensation would undermine altruistic donation, which
could potentially decrease total numbers of donations.116 Another argument
is that allowing compensation would lead to the exploitation of donors, especially individuals who might be induced to consent due to financial need
and, in so doing, accept risks associated with donation.117 There is also the
concern that if donors are unduly influenced by the prospect of receiving
compensation, they may be disinclined to report disqualifying factors, thereby compromising the quality and safety of donated tissue.118 These debates
could apply equally to compensating donors of TE materials, but since they

115

See e.g. LRCC, supra note 33 at 58; Michele Goodwin, “Empires of the Flesh:
Tissue and Organ Taboos” (2008–2009) 60:5 Ala L Rev 1219; RR Kishore,
“Human Organs, Scarcities, and Sale: Morality Revisited” (2005) 31:6 J Med
Ethics 362 at 362; Hans J Schlitt, “Paid Non-related Living Organ Donation:
Horn of Plenty or Pandora’s Box?” (2002) 359:9310 Lancet 906 at 907.

116

See e.g. LRCC, supra note 33 at 58; Dickens, supra note 113 at 129; Ontario,
Legislative Assembly, Official Report of Debates (Hansard), 40th Parl, 2nd
Sess, No 115 (20 March 2014) at 5989 (Deborah Matthews).
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See e.g. LRCC, supra note 33 at 82; Gilmour, supra note 48 at 130-31; Dickens, supra note 113 at 125, 129; Schlitt, supra note 115 at 906-07.
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See e.g. Canada, Commission of Inquiry on the Blood System in Canada, Final
Report, vol 3 (Ottawa: Commission of Inquiry on the Blood System in Canada,
1997) at 1047 (Commissioner: Horace Krever); LRCC, supra note 33 at 82.
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involve competing and unresolved claims, they do not suggest any particular conclusion about whether TE material donors should be caught within
the scope of the prohibition.
In the second category of considerations, some argue that it is unfair
that donors are the only participants in the transplantation process who cannot derive any financial benefit from their contributions to that process,119
all the more so in situations where the commercialization of a product that
was made possible by their donation is very profitable for other parties.120
To the extent that these arguments are found to be compelling, they would
tend to suggest that compensation of TE material donors should be allowed,
particularly if TE products can be sold commercially. However, these arguments remain controversial and have not yet persuaded legislators to modify
the prohibition. Concerns about the fair allocation of scarce resources tend
to support retaining the prohibition, since many fear that allowing commercial dealings in human tissue could lead to access to organs and tissues that
is based on individuals’ ability to pay rather than on their medical need.121
These concerns may be less acute in countries like Canada that have a public health care system, but they do not disappear altogether. They clearly
could be relevant in the context of tissue engineering, though perhaps to
a lesser extent for those TE products that come to be produced on a larger scale and become widely available, much like medical devices or other
medical products (and unlike hearts, kidneys, or other organs where there
is an absolute scarcity). In the case of more specialized, custom-made TE
products devised as a last resort for individual patients, issues of absolute
scarcity may still arise, however: “If, as with organs for transplantation,
there are not enough cellular sources to meet the demand for any particular

119

Nuffield Council on Bioethics, Human Bodies: Donation for Medicine and
Research (London: Nuffield Council on Bioethics, 2011) at 120-21; Charles A
Erin & John Harris, “An Ethical Market in Human Organs” (2003) 29:3 J Med
Ethics 137 at 137.
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See e.g. LD de Castro, “Commodification and Exploitation: Arguments in Favour of Compensated Organ Donation” (2003) 29:3 J Med Ethics 142 at 145;
Kristy L Williams, “The Hidden Economy of HSC Transplantation Is Inconsistent with Prohibiting the Compensation of HSC Donors” (forthcoming in
the Minnesota Journal of Law, Science & Technology) at 28-31, online: SSRN
<http://ssrn.com/abstract=2431410>; Sarah Devaney, “Tissue Providers for
Stem Cell Research: The Dispossessed” (2010) 2:2 Law, Innovation & Technology 165 at 179-81, 191.
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See e.g. LRCC, supra note 33 at 58, 83; Schlitt, supra note 115 at 906-07.
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tissue-engineered device, how does one decide who will get the products
(on the basis of need, ability to pay)?”122
The third category of arguments applies both to compensation of donors
and sale of human tissue. They suggest that such transactions are morally
wrong because they undermine the dignity of human beings, commodify
human life, and attempt to place a commercial value on priceless aspects
of humanity.123 If these arguments are persuasive, they suggest that the prohibition on compensating donors should be maintained, and there does not
seem to be any reason why the prohibition should not apply to donors of
TE material just as it applies to donors for traditional transplants or other
purposes. The same could be said of prohibiting the sale of TE products,
although this is perhaps less clear. It could be argued that the processing
that is involved in tissue engineering, which may include the integration of
synthetic or xenogeneic components, sufficiently distances the final product
from its origin so that the sale of that product does not amount to selling
and commodifying a human body or its parts.124 This line of thinking would
be analogous to the common law exception that allows human tissue to be
owned and sold by those who transform it through their skill and effort.125
The distinctive additional element in the context of tissue engineering is
that the human tissue may also be combined with synthetic or non-human
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Bruce J Baum & David J Mooney, “The Impact of Tissue Engineering on Dentistry” (2000) 131:3 J Am Dent Assoc 309 at 317.
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See e.g. LRCC, supra note 33 at 57, 59, 82-83; Dickens, supra note 113 at
130; Nuffield Council on Bioethics, supra note 119 at 120; Cynthia B Cohen,
“Selling Bits and Pieces of Humans to Make Babies: The Gift of the Magi Revisited” (1999) 24:3 J Med Philos 288.
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For example, Pirnay et al ask whether the processing involved in tissue engineering can “alter the moral status” of the human biological material that is used:
Jean-Paul Pirnay et al, “Business Oriented EU Human Cell and Tissue Product
Legislation Will Adversely Impact Member States’ Health Care Systems” (2013)
14:4 Cell Tissue Bank 525 at 542. In a parallel line of reasoning, Gold suggests
that transformation of body components may change the way we value them,
giving priority to instrumental value over the intrinsic value of a human body:
E Richard Gold, Body Parts: Property Rights and the Ownership of Human
Biological Materials (Washington, DC: Georgetown University Press, 1996)
at 13-14 (“the primary way in which we value [transformed body components]
is instrumentally in terms of their effect on increasing human health” at 13).
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See Doodeward v Spence (1908), 6 CLR 406, 15 ALR 105 (HCA); R v Kelly,
[1998] 3 All ER 741, [1999] QB 621.
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material. In Canada, it is a question of interpretation whether these factors
would cause a TE product to fall outside the scope of the statutory prohibitions. In some other jurisdictions, an exclusion similar to the common law
exception has been codified in legislation.126
It has been argued elsewhere that the buying and selling prohibitions
may need to be revisited in the context of recent developments in biotechnology, which includes tissue engineering:
These federal and state statutes effectively banning purchases
of human organs were enacted in the mid-1980s in immediate
response to the prospect of a widespread trade in these body
parts to supply the growing demand for transplant material.
The vision of a vendor selling livers and kidneys – or worse, a
patient harvesting one of his or her own organs for money [–]
clearly hovered over the debate leading to the passage of this
legislation. But that vision imagined people selfdismantling
for cash; it did not really allow for a trade in renewable body
parts, especially cells.127

Tissue engineering is just one part of the much larger debate about whether
legislative reform is needed in this area,128 but as it grows in importance,
greater attention will have to be paid to how the arguments for and against
compensation and sale play out in this new environment. Amending Canadian statutes to provide an explicit exception for products created from human biological material through the application of skill and effort would be
a first step towards clarifying the legal position in this country. However, as
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See e.g. the United Kingdom’s Human Tissue Act 2004, c 30, s 32, which pro
vides in subsection (9)(c) that “material which is the subject of property because of an application of human skill” is excluded from the prohibition on
commercial dealings in controlled material.-
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Hellman & Smith, supra note 30 at 17-13.
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Witness, for example, the recent controversies surrounding compensation of
bone marrow donors in the United States and paid donation of plasma in Ontario. See e.g. Flynn v Holder, 684 F (3d) 852 (9th Cir 2012); John A Robertson, “Paid Organ Donations and the Constitutionality of the National Organ
Transplant Act” (2013) 40:2 Hastings Const LQ 221; Bill 178, An Act to ensure
that blood and blood constituents are donated freely, 2nd Sess, 40th Leg, Ontario, 2014; Health Canada, Round Table Discussion on Payment of Plasma
Donors in Canada – Summary Report (10 April 2013), online: HC <www.hcsc.gc.ca/dhp-mps/consultation/biolog/plasma-eng.php>.
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to TE materials and their donors, there do not seem to be compelling reasons
to treat these any differently than other donations of human tissue, therefore
any legislative reform to address compensation of donors would require a
much wider and more extensive debate.

Conclusion
The legal position of tissue engineering under human tissue legislation
is fraught with uncertainty, since the interpretation of key terms and concepts does not provide clear answers as to whether TE materials, products,
and processes would be caught within their scope. TE materials will sometimes fall within the definition of “tissue,” depending on the type of tissue,
and this may vary among Canadian common law jurisdictions according
to the specific wording of their provisions. The position of TE products
is also uncertain; they may or may not be considered “tissue,” since the
original meaning of that term understood by legislators would not have included engineered tissue and, furthermore, its current ordinary meaning is
inconclusive. TE products could, however, also be considered “body parts,”
and in that case would usually be caught by certain provisions, such as those
prohibiting sale. The process of making and implanting a TE product could
fall within the definition of a “transplant,” but this is not clear and may vary
according to the particular materials and processes used.
We can then put these definitions together to determine whether the provisions regarding consent to donation and payment of consideration would
apply in the context of tissue engineering. The provisions regarding consent
to post-mortem donation would probably apply to donation of TE materials, since they are usually comparatively broadly phrased to cover donation
of material not just for transplantation but also for scientific research and
therapeutic purposes. As noted, however, the narrower scope of these provisions in a couple of recent statutes may suggest that they would not apply to
donation of TE materials in some cases. The provisions regarding consent to
living donation, meanwhile, may or may not apply, since they generally deal
only with donation of tissue for transplantation, and the definitions of tissue
in the statutes exclude certain types of material (e.g., blood and sometimes
skin).
Looking to the purposes of these provisions can be of assistance in interpreting them and considering where revisions might be needed. Generally, it would be consistent with the purposes of consent provisions to recognize that donation of TE material falls within their scope, and there would
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be no significantly different considerations here as compared to other tissue
donations. The provisions do not appear to substantially change the position
that would exist at common law, except in relation to post-mortem donation
and, to some extent, consent to donation by or on behalf of minors. Other
issues that may arise – notably questions involving the scope of consent –
are not unique to tissue engineering and, in any case, are not resolved by
the statutory provisions that currently exist. Certainly this is an area where
some clarification would be desirable, either through legislative amendment
or through the development of the common law. Legislative reform would
be preferable, given the uncertainty of these questions at common law and
the time it might take for clarification to be obtained through litigation of the
issues, but a consensus position that reconciles the diverse interests in this
context may be difficult to formulate.
Finally, the prohibition on payment of consideration would probably
apply to donated TE materials in most cases, since these may be “tissue”
(unless the particular type of tissue falls into one of the excluded categories) or, alternatively, could be considered “body parts” to which the prohibition also applies. In most Canadian jurisdictions, the prohibition applies to material for transplants or therapeutic purposes in most cases, and
therefore would be broad enough to capture TE materials. Consequentialist
arguments for and against allowing compensation of donors are probably
equally applicable to donation of TE materials, but these debates remain unresolved and do not provide much guidance as to whether the prohibition is
appropriate in the context of tissue engineering. The most that can be said is
that the arguments on both sides could apply to donation of TE materials, no
more or less than to donation in other contexts. However, the argument that
it is unfair that donors cannot benefit financially may be more compelling if
or when TE products become commercially marketed and profitable. This
would create a different dynamic in tissue engineering as compared to other
transplantation scenarios, and could lend weight to arguments that donors
should be allowed to be rewarded for their contributions to a successful
product. Such an argument would likely be especially persuasive if the TE
product made from the donors’ material could itself be bought and sold.
The status of TE products is also uncertain. It is less important for custom-made TE products whether the prohibition on sale of tissue and body
parts would apply to them, since it would usually be adequate to provide
that those involved can be compensated for their services. In the case of
TE products that are produced and marketed on a larger scale, however, the
question of whether they can be lawfully bought and sold is not merely academic but could affect the viability of the products. It could be argued that
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moral or philosophical concerns about commodifying the human body and
its parts are less relevant where donated human material is transformed into
a manufactured product (especially if that product is partly synthetic). This
would suggest that allowing TE products to be bought and sold would not
undermine human dignity in the way that buying or selling natural organs
and tissues might. A legislative amendment, excluding from the prohibition
any tissues that have been transformed through the application of human
skill, would help to clarify the legal position for TE products.
This analysis has revealed that there is considerable uncertainty and
variability in interpreting and applying human tissue statutes across Canadian common law jurisdictions. This is hardly an ideal environment for
the development of a promising biotechnology; although the current legal
framework may not actually present specific barriers to the evolution and
adoption of tissue engineering, legal complexity and uncertainty can have a
chilling effect on technological development, and those involved – patients,
researchers, health care providers and institutions, and companies – could
find themselves facing legal issues for which they are not prepared. As human tissue statutes are revisited and reformed across the country, it would
be desirable to work toward greater consistency in key definitions, and to
consider and clarify how the legislation will apply to tissue engineering and
other new technologies.
Many of the questions raised here are not entirely new or unique to tissue engineering, though they will become more pressing as this technology
begins to be more widely used. They form part of a larger ongoing debate
about uses of human biological material in modern medical research and
treatment. Given that the prevailing model of human tissue legislation in
Canada was established almost half a century ago, a comprehensive review
of our legal framework is long overdue. Canada is not alone in needing
this review; while a jurisdiction like the United Kingdom that has enacted
more comprehensive and modern human tissue legislation in recent years129
would be in a better position to address the range of issues arising from
emerging technologies, it is unlikely that any jurisdiction is fully prepared
to deal with the new medical paradigm of engineered tissue. As that larger
project moves forward, the specific questions raised here in relation to tissue
engineering will require further attention, in Canada and elsewhere.
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Human Tissue Act 2004 (UK), supra note 126.
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Table 1. Relevant Statutes (excerpts)
(a) Canadian provincial statutes (in force or pending entry into force)
British Columbia
Human Tissue Gift Act, RSBC 1996, c 211
Definition of
tissue/organ;
exclusions

“tissue” includes an organ, but does not include skin, bone, blood, blood
constituent or other tissue that is replaceable by natural processes of repair; [s 1]

Definition of
transplant/
transplantation

“transplant” means the removal of tissue from a human body, whether
living or dead, and its implantation in a living human body; [s 1]

Inter vivos
donation

A person who has reached age 19, is mentally competent to consent, and
is able to make a free and informed decision, may sign a consent to the removal at once from the person’s body of the tissue specified in the consent
and its implantation in the body of another living person. [s 3(1)]

Post-mortem A person who has reached age 19 may consent … that the person’s body
donation
or parts of it specified in the consent be used after the person’s death for
therapeutic purposes, medical education or scientific research. [s 4(1)]
If a person of any age who has not given a consent under section 4 dies,
or in the opinion of a medical practitioner is incapable of giving a consent
by reason of injury or disease and the person’s death is imminent, [the
person’s spouse, other relative, or person lawfully in possession of the
body] … may consent … to the body or the parts of it specified in the consent being used after death for therapeutic purposes, medical education or
scientific research. [s 5(1)]
Prohibition
on sale

A person must not buy, sell or otherwise deal in, directly or indirectly, for
a valuable consideration, any tissue for a transplant, or any body or parts
other than blood or a blood constituent, for therapeutic purposes, medical
education or scientific research. [s 10]
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Table 1(a), continued
Alberta
Human Tissue and Organ Donation Act, SA 2006, c H-14.5
Definition of
tissue/organ;
exclusions

“organ” means a human organ whether whole or in sections, lobes or
parts; [s 1(l)]
“tissue” means human tissue excluding organs; [s 1(m)]
This Act does not apply to the following:
(a) by-products that are used for a purpose other than transplantation;
(b) blood or blood constituents;
(c) zygotes, oocytes, embryos, sperm, semen and ova. [s 2]

Definition of
transplant/
transplantation

“transplantation” means the operation of transferring tissue or an organ
from a human donor to a human recipient. [s 1(n)]

Inter vivos
donation

An adult’s by-products, tissue or organs from the adult’s living body may
be donated for transplantation
(a) if the adult gives a consent … [s 5(1)]
Subject to subsection (3), a minor’s tissues or organs may be donated from
the minor’s living body for transplantation if the donation is approved by
an independent assessment committee and a guardian gives a consent. [s
5(2)]
Before approving a donation under this section, the independent assessment committee must ensure that
…
(b) if the minor is under 16 years of age, only regenerative tissue or
organs are to be donated, [s 5(5)]

Post-mortem A person’s tissue, organs or body may be donated for transplantation,
donation
medical education or scientific research from his or her deceased body if
a consent is given
(a) where that person is an adult, by the adult, or
(b) by a person in accordance with subsection (2). [s 4(1)]
Prohibition
on sale

No person shall offer, give or receive any reward or benefit for any tissue,
organ or body for use in transplantation, medical education or scientific
research. [s 3(2)]
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Table 1(a), continued
Saskatchewan
Human Tissue Gift Act, RSS 1978, c H-15
Definition of
tissue/organ;
exclusions

“tissue” includes an organ, but does not include any skin, bone, blood,
blood constituent or other tissue that is replaceable by natural processes
of repair; [s 2(c)]

Definition of
transplant/
transplantation

“transplant” as a noun means the removal of tissue from a human body,
whether living or dead, and its implantation in a living human body, and
in its other forms it has corresponding meanings; [s 2(d)]

Inter vivos
donation

Any person who has attained the age of majority, is mentally competent to
consent, and is able to make a free and informed decision, may, in a writing signed by him, consent to the removal forthwith from his body of the
tissue specified in the consent and its implantation in the body of another
living person. [s 4(1)]

Post-mortem Any person who has attained the age of majority may consent … that his
donation
body or the part or parts thereof specified in the consent be used after his
death for therapeutic purposes, medical education or scientific research.
[s 5(1)]
Where a person of any age who has not given a consent under section 5
dies, or in the opinion of a physician is incapable of giving a consent by
reason of injury or disease and his death is imminent … [the person’s
spouse, other relative, or person lawfully in possession of the body] …
may consent … to the body or the part or parts thereof specified in the
consent being used after death for therapeutic purposes, medical education or scientific research. [s 6(1)]
Prohibition
on sale

No person shall buy, sell or otherwise deal in, directly or indirectly, for
a valuable consideration, any tissue for a transplant, or any body or part
or parts thereof other than blood or a blood constituent, for therapeutic
purposes, medical education or scientific research, and any such dealing
is invalid as being contrary to public policy. [s 11]
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Table 1(a), continued
Manitoba
Human Tissue Gift Act, CCSM c H180

Definition of
tissue/organ;
exclusions

“non-regenerative tissue” means tissue other than regenerative tissue;
“regenerative tissue” means tissue that, after injury within or removal from
the body of a living person, is replaced in the person’s body by natural processes;
“tissue” includes an organ, a part of a human body and a substance extracted
from the human body or from a part of the human body, but does not include
(a) spermatozoa or ova, or
(b) an embryo or a fetus or a part of an embryo or a fetus, or
(c) blood or blood constituent, or
(d) a placenta; [s 1]

Definition of
transplant/
transplantation

“transplant” means the removal of tissue from a human body, whether living
or dead, and its implantation in another human body;

Inter vivos
donation

A person who is

“therapeutic purposes” includes transplant purposes; [s 1]

(a) 18 years of age or over; and
(b) able to make a free and informed decision;
may, subject to subsections (2), (3) and (4), consent to the removal of tissue
specified in the consent, from the person’s own body while living, for therapeutic purposes or for purposes of medical education or scientific research, as
the consent may specify. [s 9(1)]
A consent under subsection (1) for the removal and use of tissue for therapeutic
purposes may be given in the case of both regenerative and non-regenerative
tissue. [s 9(2)]
A consent under subsection (1) for the removal and use of tissue for medical
education or scientific research may be given only in the case of regenerative
tissue. [s 9(3)]
A person who is under the age of 18 years but not under the age of 16 years
may, subject to subsection (2), consent to the transplant of tissue specified in
the consent from the person’s own body while living to the body of another
living person. [s 10(1)]
In the case of a person who is under the age of 16 years, tissue from the body
of the person while living may be transplanted to the body of another living
person where, but only where,
(a) the person from whose body the tissue is to be removed consents thereto;
(b) the tissue is regenerative tissue;
(c) the proposed recipient of the tissue would likely die without the transplant;
(d) the risk to the life and health of the person giving the consent is relatively insubstantial;
(e) the person giving the consent is a member of the immediate family of
the proposed recipient of the tissue;
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Table 1(a), continued
(Manitoba, continued)

Inter vivos
donation
(cont’d)

(f) a parent or legal guardian of the person giving the consent consents to the
transplant of the tissue; (g) the transplant is recommended by a physician who
does not have and has never had an association with the proposed recipient
of the tissue; and
(h) the transplant is approved by the Court of Queen’s Bench upon an application therefor. [s 11(1)]

Post-mortem A person who is 18 years of age or over may direct that the whole body of the
person, or any tissue or specified tissue from the body, may be used after the
donation
person’s death for therapeutic purposes or for purposes of medical education or
scientific research. [s 2(1)]
Where a person who dies
(a) has not made a direction under section 2;
(b) has made a direction under section 2 that by virtue of clause 2(3)(b) cannot be acted upon; or
(c) is under 16 years of age;
a person described in subsection (1.1) may direct that the deceased person’s
whole body, or any tissue or specified tissue from the deceased person’s body,
may be used for therapeutic purposes or for purposes of medical education or
scientific research. [s 3(1)]
Where a physician is of the opinion that a person
(a) who has not made a direction under section 2; or
(b) who has made a direction under section 2 that by virtue of clause 2(3)(b)
cannot be acted upon;
is incapable of making a direction under section 2 and that the person’s death is
imminent and inevitable, a person described in subsection (3.1) may direct that
the dying person’s whole body, or any tissue or specified tissue from the dying
person’s body, may be used after death for therapeutic purposes or for purposes
of medical education or scientific research. [s 3(3)]

Prohibition
on sale

No person shall buy, sell, or otherwise deal in, directly or indirectly, for valuable consideration, any tissue for a transplant, or any body or parts of it other
than blood or a blood constituent, for therapeutic purposes or for purposes of
medical education or scientific research, and any such dealing is invalid as being contrary to public policy. [s 15(1)]
No person contravenes subsection (1) if the person receives reimbursement for
reasonable expenses incurred in, or remuneration for, participating in or performing a service necessarily incidental to the process whereby a transplant of
human tissue is effected, or a human body or part or parts of a human body are
prepared for use for therapeutic purposes or for purposes of medical education
or scientific research. [s 15(2)]
Nothing in this section prohibits reimbursement, to the donor or recipient of
a body or tissue from a body, or to the family or survivors of such a donor or
recipient, or to any government or private medical or hospital plan, as the case
may require, of reasonable expenses incurred in carrying out a direction or
complying with a consent under this Act. [s 15(4)]
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Table 1(a), continued
Ontario
Trillium Gift of Life Network Act, RSO 1990, c H.20
Definition of
tissue/organ;
exclusions

“tissue” means a part of a living or dead human body and includes an organ but, unless otherwise prescribed by the Lieutenant Governor in Council, does not include bone marrow, spermatozoa, an ovum, an embryo, a
foetus, blood or blood constituents; [s 1]

Definition of
transplant/
transplantation

“transplant” as a noun means the removal of tissue from a human body,
whether living or dead, and its implantation in a living human body, and
in its other forms it has corresponding meanings; [s 1]

Inter vivos
donation

Any person who has attained the age of sixteen years, is mentally competent to consent, and is able to make a free and informed decision may in a
writing signed by the person consent to the removal forthwith from his or
her body of the tissue specified in the consent and its implantation in the
body of another living person. [s 3(1)]

Post-mortem Any person who has attained the age of sixteen years may consent … that
donation
the person’s body or the part or parts thereof specified in the consent be
used after the person’s death for therapeutic purposes, medical education
or scientific research. [s 4(1)]
Where a person who has not given or cannot give a consent under section
dies, or in the opinion of a physician is incapable of giving a consent by
reason of injury or disease and the person’s death is imminent, [the person’s spouse, other relative, or person lawfully in possession of the body]
… may consent … to the body or the part or parts thereof specified in the
consent being used after death for therapeutic purposes, medical education or scientific research. [s 5(2)]
Prohibition
on sale

No person shall buy, sell or otherwise deal in, directly or indirectly, for
a valuable consideration, any tissue for a transplant, or any body or part
or parts thereof other than blood or a blood constituent, for therapeutic
purposes, medical education or scientific research, and any such dealing
is invalid as being contrary to public policy. [s 10]
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Table 1(a), continued
New Brunswick
Human Tissue Gift Act, SNB 2004, c H-12.5
Definition of
tissue/organ;
exclusions

“tissue” includes an organ, but does not include any skin, bone, blood,
blood constituent or other tissue that is replaceable by natural process of
repair. [s 1]

Definition of
transplant/
transplantation

“transplant” means the removal of tissue from a human body and its implantation in a living human body. [s 1]

Inter vivos
donation

Any person who has attained the age of 19 years, is mentally competent
to consent, and is able to make a free and informed decision may consent
in writing, signed by him or her, to the removal from his or her body of
tissue specified in the consent and its implantation in the body of another
living person. [s 3(1)]

Post-mortem Any person who has attained the age of 19 years may consent … that his
donation
or her body or a specified part or parts of his or her body be used after
his or her death for therapeutic purposes, or for the purposes of medical
education or scientific research. [s 4(1)]
Where a person of any age who has not given a consent under section 4
dies or, in the opinion of a medical practitioner, is incapable of giving a
consent by reason of injury or disease and the person’s death is imminent,
[the person’s spouse, other relative, or person lawfully in possession of
the body] … may consent in writing, or orally in the presence of at least
2 witnesses, to the use of the body of the person or any specified part or
parts of the body after death for therapeutic purposes, or for the purposes
of medical education or scientific research. [s 5(1)]
Prohibition
on sale

No person shall buy, sell or otherwise deal in, directly or indirectly, for a
valuable consideration, any human tissue for a transplant or any human
body or part of any human body, other than blood or a blood constituent,
for therapeutic purposes or for the purposes of medical education or scientific research. [s 10(1)]
No person commits an offence under subsection (2) where that person, for
a valuable consideration, participates in, or performs a service necessarily
incidental to, the process whereby a transplant of human tissue is effected
or a human body or part of the body is prepared for use for therapeutic
purposes or for the purposes of medical education or scientific research.
[s 10(3)]
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Table 1(a), continued
Nova Scotia – current
Human Tissue Gift Act, RSNS 1989, c 215
Definition of
tissue/organ;
exclusions

“tissue” includes an organ, but does not include any skin, bone, blood,
blood constituent or other tissue that is replaceable by natural processes
of repair; [s 2(c)]

Definition of
transplant/
transplantation

“transplant” means the removal of tissue from a human body, whether living or dead, and its implantation in a living human body; [s 2(d)]

Inter vivos
donation

Any person who
(a) has attained the age of majority;
(b) is mentally competent to consent; and
(c) is able to make a free and informed decision,

may in a writing signed by him consent to the removal forthwith from his
body of the tissue specified in the consent and its implantation in the body
of another living person. [s 4(1)]
Post-mortem Any person who has attained the age of majority may consent … that his
donation
body or the part of parts thereof specified in the consent be used after his
death for therapeutic purposes, medical education or scientific research.
[s 5(1)]
Where a person of any age, who has not given a consent under section
5, dies or, in the opinion of a physician, is incapable of giving a consent
by reason of injury or disease and his death is imminent, [the person’s
spouse, other relative, or person lawfully in possession of the body] …
may consent … to the body or the part or parts thereof specified in the
consent being used after death for therapeutic purposes, medical education or scientific research. [s 6(2)]
Prohibition
on sale

No person shall buy, sell or otherwise deal in, directly or indirectly, for
a valuable consideration, any tissue for a transplant or any body or part
or parts thereof, other than blood or a blood constituent, for therapeutic
purposes, medical education or scientific research, and any such dealing
is invalid as being contrary to public policy. [s 11]
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Table 1(a), continued
Nova Scotia – not yet in force
Human Organ and Tissue Donation Act, SNS 2010, c 36 (not yet in force)

Definition of
tissue/organ;
exclusions

“organ” means an organ, whether whole or in sections, lobes or parts; [s 2(r)]
“tissue” means a functional group of human cells, excluding organs; [s 2(y)]
This Act does not apply to
(a) blood or blood constituents; or
(b) zygotes, oocytes, embryos, sperm, semen or ova. [s 3]

Definition of
transplant/
transplantation

“transplantation” means the operation of transferring organs or tissues from a
donor, whether living or dead, to a living human recipient; [s 2 (aa)]

Inter vivos
donation

Any capable individual may, in a writing signed by the individual, consent to donate specific organs or tissues from the individual’s living body. [s 6(1)]
Where an individual lacks the capacity to give a valid consent and the individual
has a valid personal directive setting out clear instructions or expressions of wishes
that the individual would want to consent to living donation, a person authorized
to give consent pursuant to clause 3(1)(b) or section 14 of the Personal Directives
Act who gives voluntary and informed consent may, in a writing signed by that
person, consent to the living donation of organs for transplantation on behalf of the
individual. [s 7(1)]
Where an individual lacks the capacity to give a valid consent, and the criteria set
out in section 7 are not met, the individual’s organs may not be donated from the
individual’s living body for transplantation without court authorization. [s 8(1)]

Post-mortem Any individual who gives voluntary consent may consent … to donate the individual’s body or specified organs or tissue after the individual’s death for transplantadonation
tion, education or scientific research. [s 11(1)]

Where an individual of any age who has not given a consent under section 11 dies
or, in the opinion of a physician, is incapable of giving a consent by reason of injury or disease and the individual’s death is imminent, a substitute decision maker
for the individual who, except in the case of a minor spouse or a minor parent, is
of the age of majority and who gives voluntary consent, may consent … to donate
the individual’s body or specified organs or tissue after death for transplantation,
education or scientific research. [s 12(2)]

Prohibition
on sale

Subject to subsections (2) and (3), no person shall buy, sell or otherwise deal in,
directly or indirectly, for valuable consideration, any human organs, tissue or body
for use in transplantation, education or scientific research. [s 21(1)]
Valuable consideration does not include reimbursement for reasonable expenses
associated with the removal, transplantation, implantation, processing, preservation and quality control, and storage of organs or tissue or remuneration received
for participating in or performing a service necessarily incidental to the process
whereby a transplant of human tissue is effected or a human body or part of the
body is prepared for use for therapeutic purposes or for the purpose of education or
scientific research. [s 21(2)]
Parties who conduct, fund or participate in research involving human organs or
tissue donated under this Act may receive payments for products or processes developed for therapeutic purposes as a result of such scientific research. [s 21(3)]
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Table 1(a), continued
Prince Edward Island
Human Tissue Donation Act, RSPEI 1988, c H-12.1
Definition of
tissue/organ;
exclusions

“tissue” means any part of a living or dead human body, but does not
include
(i) spermatozoa or ova,
(ii) an embryo or fetus, or
(iii) blood or blood constituents; [s 1(g)]
“non-regenerative tissue” means tissue other than regenerative tissue; [s
1(c)]
“regenerative tissue”, in a living human body, means tissue that, on injury
or removal, replaces itself; [s 1(e)]

Definition of
transplant/
transplantation

“transplant” means the removal of tissue from a human body, whether
living or dead, and the implantation of the tissue in a living human body.
[s 1(h)]

Inter vivos
donation

A person who is sixteen years of age or over and understands the nature
and consequences of transplanting tissue from his or her body during his
or her life may consent to the removal of the tissue specified in the consent
from his or her body during his or her life for the purpose of implanting
the tissue in another living human body. [s 6(1)]
No transplant of non-regenerative tissue may be carried out pursuant to
this section unless the results of an independent assessment conducted in
accordance with section 8 indicate that the transplant should be carried
out. [s 6(3)]
A person who is under sixteen years of age and understands the nature and
consequences of transplanting tissue from his or her body during his or
her life may consent to the removal of the regenerative tissue specified in
the consent from his or her body during his or her life for the purpose of
implanting the tissue in another living human body. [s 7(1)]
Notwithstanding subsection (1), bone marrow may be removed from a
person who is under sixteen years of age and does not understand the
nature and consequences of transplanting tissue from his or her body during his or her life for the purpose of implanting the bone marrow in a
biological brother or biological sister of the person. [s 7(2)]

Post-mortem A person who is sixteen years of age or over and understands the nature
donation
and consequences of transplanting tissue from his or her body after death
may consent to the removal of tissue or such tissue as may be specified in
the consent from his or her body after death for the purpose of implanting
the tissue in a living human body. [s 3(1)]
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Table 1(a), continued
(Prince Edward Island, continued)
Post-mortem After the death of a person who has not given a consent under section 3,
donation
who is under sixteen years of age or who did not understand the nature
(cont’d)
and consequences of transplanting tissue from his or her body after death,
a person referred to in subsection (2) may consent to the removal of tissue or such tissue as may be specified in the consent from the body of the
deceased
(a) for the purpose of implanting the tissue in a living human body;
or
(b) for the purposes referred to in section 12. [s 5(1)]
Notwithstanding anything in this Act, a person who is sixteen years of age
or over and understands the nature and consequences of such a decision
may consent to the use of his or her body or tissue from his or her body
specified in the consent after death for therapeutic purposes, medical education or scientific research. [s 12]
Prohibition
on sale

No person shall buy, sell or otherwise for remuneration or other financial
benefit deal in, directly or indirectly, any tissue, body or body part. [s
15(1)]
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Table 1(a), continued
Newfoundland and Labrador
Human Tissue Act, RSNL 1990, c H-15
Definition of
tissue/organ;
exclusions

“tissue” includes an organ, but does not include skin, bone, blood constituent or other tissue that is replaceable by natural processes of repair;
[s 2(g)]

Definition of
transplant/
transplantation

“transplant” as a noun means the removal of tissue from a human body,
whether living or dead, and its implantation in a living human body, and
in its other forms it has corresponding meanings; [s 2(h)]

Inter vivos
donation

A person who has reached the age of 19 years, is mentally competent to
consent, and is able to make a free and informed decision may, in writing
signed by him or her, consent to the removal from his or her body of the
tissue specified in the consent and its implantation in the body of another
living person. [s 4(1)]

Post-mortem A person who has reached the age of 19 years may consent … that his
donation
or her body or the part of the body specified in the consent be used after
his or her death for therapeutic purposes, medical education or scientific
research. [s 6(1)]
Where a person of whatever age who has not given a consent under section 6 dies, or in the opinion of a legally qualified medical practitioner is
incapable of giving a consent because of injury or disease and that person’s death is imminent [the person’s spouse, other relative, or person
lawfully in possession of the body] … may consent … to the body or the
part of the body specified in the consent being used after death for therapeutic purposes, medical education or scientific research. [s 7(1)]
Prohibition
on sale

A person shall not buy, sell or otherwise deal in, directly or indirectly, for
a valuable consideration, tissue for a transplant or a body or part of a body,
other than blood or a blood constituent for therapeutic purposes, medical
education or scientific research. [s 18]
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Table 1(a), continued
Yukon
Human Tissue Gift Act, RSY 2002, c 117
Definition of
tissue/organ;
exclusions

“tissue” includes an organ, but does not include any skin, bone, blood,
blood constituent or other tissue that is replaceable by natural processes
of repair; [s 1]

Definition of
transplant/
transplantation

“transplant” means the removal of tissue from a human body, whether living or dead, and its implantation in a living human body; [s 1]

Inter vivos
donation

Subject to section 3.1, any person may in a writing signed by them consent
to the immediate removal forthwith from their body of the tissue specified
in the consent and its implantation in the body of another living person.
[s 3(1)]

Post-mortem Any person who has reached the age of majority may consent … that the
donation
person’s body or the part or parts thereof specified in the consent be used
after their death for therapeutic purposes, medical education, or scientific
research. [s 4(1)]
If a person of any age who has not given a consent under section 4 dies, or
in the opinion of a medical practitioner or nurse practitioner is incapable
of giving a consent because of injury or disease and their death is imminent, [the person’s spouse, other relative, or person lawfully in possession
of the body] … may consent … to the body or the part or parts thereof
specified in the consent being used after death for therapeutic purposes,
medical education, or scientific research. [s 5(1)]
Prohibition
on sale

No person shall buy, sell or otherwise deal in, directly or indirectly, for
a valuable consideration, any tissue for a transplant, or any body or part
or parts thereof other than blood or a blood constituent, for therapeutic
purposes, medical education, or scientific research, and any such dealing
is invalid as being contrary to public policy. [s 10]
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Table 1(a), continued
Northwest Territories

Nunavut

Human Tissue Act, RSNWT 1988, Human Tissue Act, RSNWT (Nu)
c H-6
1988, c H-6
Definition of
tissue/organ;
exclusions
Definition of
transplant/
transplantation
Inter vivos
donation
Post-mortem A person who is 19 years of age or
donation
over may … direct that his or her
body or any specified part or parts
of it be used after his or her death
for

A person who is 19 years of age or
over may … direct that his or her
body or any specified part or parts
of it be used after his or her death
for

(c) therapeutic purposes,
(d) purposes of medical education, or
(e) purposes of medical research.
[s 1(1)]

(c) therapeutic purposes,
(d) purposes of medical education, or
(e) purposes of medical research.
[s 1(1)]

Where a person, other than a person who has given a direction under
section 1, dies [the person’s spouse,
other relative, or person lawfully
in possession of the body] … may
direct that the body or any specified part or parts of the body may
be used for

Where a person, other than a person who has given a direction under
section 1, dies [the person’s spouse,
other relative, or person lawfully
in possession of the body] … may
direct that the body or any specified part or parts of the body may
be used for

(f) therapeutic purposes,
(g) purposes of medical education, or
(h) purposes of medical research.
[s 2(2)]

(f) therapeutic purposes,
(g) purposes of medical education, or
(h) purposes of medical research.
[s 2(2)]

Prohibition
on sale
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(b) Uniform Acts
1965 Uniform
Human Tissue Act

1971 Uniform
Human Tissue Gift Act

Definition of
tissue/organ;
exclusions

“tissue” includes an organ, but does not
include any skin, bone, blood, blood constituent or other tissue that is replaceable by
natural processes of repair; [s 1(c)]

Definition of
transplant/
transplantation

“transplant” as a noun means the removal of
tissue from a human body, whether living or
dead, and its implantation in a living human
body, and in its other forms it has corresponding meanings; [s 1(d)]

Inter vivos
donation

Any person who has attained the age of majority, is mentally competent to consent, and
is able to make a free and informed decision may in a writing signed by him consent
to the removal forthwith from his body of
the tissue specified in the consent and its
implantation in the body of another living
person. [s 3(1)]

Post-mortem A person eighteen years of
age or over may … direct that
donation
his body or any specified part
or parts thereof be used after
his death for therapeutic purposes or for purposes of medical education or for purposes
of medical research. [s 1(1)]

Any person who has attained the age of majority may consent … that his body or the
part or parts thereof specified in the consent
be used after his death for therapeutic purposes, medical education or scientific research. [s 4(1)]

Where a person other than a
person who has made a direction under section 1 dies, [his
spouse, other relative, or person lawfully in possession of
the body] may direct that the
body or any specified part or
parts thereof may be used for
therapeutic purposes or for
purposes of medical education or for purposes of medical research. [s 2(1)]

Prohibition
on sale

Where a person who has not given a consent
under section 4 dies, or in the opinion of a
physician is incapable of giving a consent
by reason of injury or disease and his death
is imminent, [his spouse, other relative, or
person lawfully in possession of the body]
may consent … to the body or the part or
parts thereof specified in the consent being
used after death for therapeutic purposes,
medical education or scientific research. [s
5(1)]

No person shall buy, sell or otherwise deal
in, directly or indirectly, for a valuable consideration, any tissue for a transplant, or
any body or part or parts thereof other than
blood or a blood constituent, for therapeutic
purpose, medical education or scientific research, and any such dealing is invalid as
being contrary to public policy. [s 10]
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Table 1(b), continued
1990 Uniform Human Tissue Donation Act
Definition of
tissue/organ;
exclusions

“tissue” means a part of a living or dead human body, but does not include
(a) spermatozoa or ova,
(b) an embryo or fetus, or
(c) blood or blood constituents. [s 1]
“non-regenerative tissue” means tissue other than regenerative tissue; [s
1]
“regenerative tissue”, in a living human body, means tissue that, on injury
or removal, replaces itself; [s 1]

Definition of
transplant/
transplantation

“transplant” means the removal of tissue from a human body and the implantation of the tissue in the living human body of another. [s 1]

Inter vivos
donation

A person who is [16] years of age or over and understands the nature and
consequences of transplanting tissue from his or her body during his or
her life may consent to the removal of the tissue specified in the consent
from his or her body during his or her life for the purpose of implanting
the tissue in another living human body. [s 5(1)]
No transplant of non-regenerative tissue may be carried out pursuant to
this section unless the results of an independent assessment conducted in
accordance with section 7 indicate that the transplant should be carried
out. [s 5(3)]
A person who is under [16] years of age and understands the nature and
consequences of transplanting tissue from his or her body during his or
her life may consent to the removal of the regenerative tissue specified in
the consent from his or her body during his or her life for the purpose of
implanting the tissue in another living human body. [s 6(1)]
Notwithstanding subsection (1), bone marrow may be removed from a
person who is under [16] years of age and does not understand the nature
and consequences of transplanting tissue from his or her body during his
or her life for the purpose of implanting the bone marrow in a biological
brother or biological sister of the donor. [s 6(2)]
No transplant may be carried out
(a) pursuant to subsection (1), unless a parent or guardian of the donor
also consents to the transplant, or
(b) pursuant to subsection (2), unless a parent or guardian of the donor
consents to the transplant on behalf of the donor. [s 6(3)]
No transplant may be carried out pursuant to subsection (1) or (2) unless
the results of an independent assessment conducted in accordance with
section 7 indicate that the transplant should be carried out. [s 6(4)]
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Table 1(b), continued
(1990 Uniform Human Tissue Donation Act, continued)
Post-mortem A person who is [16] year of age or over and understands the nature and
donation
consequences of transplanting tissue from his or her body after death may
consent to the removal of the tissue specified in the consent from his or
her body after death for the purpose of implanting the tissue in a living
human body. [s 3(1)]
After the death of a person who has not given a consent under section 3,
who is under [16] years of age or who did not understand the nature and
consequences of transplanting tissue from his or her body after death, a
person referred to in subsection (2) may consent to the removal of the tissue specified in the consent from the body of the deceased
(a) for the purpose of implanting the tissue in a living human body, or
(b) for the purposes referred to in section 12(1). [s 4(1)]
Notwithstanding anything in this Act, a person who is [16] years of age or
over may consent to the use after death of his or her body or the parts of
his or her body specified in the consent for therapeutic purposes, medical
education or scientific research. [s 12(1)]
Prohibition
on sale

No person shall buy, sell or otherwise deal in, directly or indirectly, any
tissue, body or body part for the purpose of a transplant or for a therapeutic purpose, medical education or scientific research. [s 15(1)]
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Denaturalizing Transparency
in Drug Regulation
Matthew Herder*1
In the arena of pharmaceutical drug regulation, transparency is the favoured focus of
many current policy initiatives. Transparency is predominantly understood in terms
of information disclosure. Requirements to
register clinical trials, publish summary results, share clinical trial data, and disclose
physician-industry relationships as well as
rationales behind regulatory decision making are each predicated upon this idea that
imparting information will both inform and
deter unwanted behaviours. In this paper, I
argue that understanding transparency qua
disclosure has clear limitations and suggest transparency can and should serve an

*

Dans le domaine de la réglementation des
produits pharmaceutiques, les plus récentes
initiatives politiques mettent l’accent sur la
transparence. Par transparence on entend
principalement la divulgation de l’information. Les obligations d’enregistrer les essais
cliniques, de publier les résultats sommaires,
de partager les données d’essais cliniques et
de divulguer les relations entre les médecins et l’industrie ainsi que les raisons qui
sous-tendent les décisions concernant la réglementation reposent tous sur l’idée que la
divulgation sert à influencer et prévenir les
comportements non désirés. Dans le présent
article, j’expose les limites du fait d’inter-
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additional function – namely, of enabling
standard setting through a more participatory, public model of drug regulation. I turn
to the history of Canadian drug regulation
to demonstrate that such an alternative conception of transparency – transparency qua
standard construction – is in fact possible.
I document the regulator’s extensive use
of publicity practices to develop standards
for assessing drug adulteration through the
early years of Canadian drug regulation,
from 1887 to 1920 when hundreds of analytical bulletins were publicly disseminated.
I also show how, from the 1920s onwards,
this participatory, public transparency transmogrified into a form of closed, insider
transparency as the regulator constituted
a collaborative relationship with industry.
Given this shift, I suggest that an alternative
conception of transparency is not only possible but also increasingly needed, and then
begin to sketch how tying transparency to a
revitalized concept of fraud in drug research
and development might activate that participatory, public regulatory work.
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préter la transparence uniquement en termes
de la divulgation et affirme que la transparence non seulement peut mais devrait
remplir un objectif complémentaire, soit de
permettre l’établissement de normes par le
biais d’un modèle public et participatif de
la réglementation des produits pharmaceutiques. Mon analyse de l’histoire de la réglementation des produits pharmaceutiques
au Canada montre qu’une telle conception
de la transparence – c’est-à-dire la réglementation définie comme la construction
de normes – est possible. Je documente
l’emploi considérable par l’organisme réglementaire de pratiques publicitaires pour
établir des normes concernant le frelatage
des médicaments dans les premières années
de la réglementation des produits pharmaceutiques au Canada, notamment entre 1887
et 1920 lorsque des centaines de bulletins
comprenant des analyses de recherches ont
été diffusés. Je montre également qu’à partir des années 1920, cette conception de la
transparence publique et participative se
convertit en une forme de transparence fermée au public, mais accessible aux initiés,
alors que l’organisme réglementaire entamait une relation collaborative avec l’industrie pharmaceutique. Je suggère qu’il est
non seulement possible mais de plus en plus
nécessaire de concevoir la transparence sous
un nouveau jour. Enfin, j’esquisse une idée
pour mettre en marche des initiatives réglementaires plus participatives et publiques
en arrimant la transparence à une notion
redéfinie de fraude dans le contexte de la
recherche et le développement des produits
pharmaceutiques.
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Introduction: A Conceptual Contribution
Transparency is the watchword of those presently agitating for reform
in pharmaceutical drug regulation. The current system lacks transparency
so we need more of it in order to ensure patients are informed and not unnecessarily exposed to risks, and to honour research participants’ prior contributions to pharmaceutical knowledge production.1 Amongst critics of the
current system, disclosure of more information is almost unanimously seen
as the remedy.
The specifics of how to create transparency vary. Several jurisdictions
require the registration of clinical trials and summary results disclosure.2
In light of the shortcomings of registration and results disclosure, others
advocate for opening up “clinical study reports” or even anonymized patient-level clinical trial data to independent scrutiny.3 Still others would require enhanced transparency in regulatory decision making,4 or disclosure

1

See e.g. Peter Doshi, Tom Jefferson & Chris Del Mar, “The Imperative to Share
Clinical Study Reports: Recommendations from the Tamiflu Experience”
(2012) 9:4 PLoS Med e1001201; Peter C Gøtzsche, “Why We Need Easy Access to All Data from All Clinical Trials and How to Accomplish It”, online:
(2011) 12 Trials 249 <www.trialsjournal.com/content/12/1/249> [Gøtzsche,
“Easy Access”].

2

Food and Drug Administration Amendments Act of 2007, Pub L No 110-85,
§ 801, 121 Stat 823 at 904-22 [FDAAA 2007]; EC, Communication from the
Commission regarding the guideline on the data fields contained in the clinical trials database provided for in Article 11 of Directive 2001/20/EC to be
included in the database on medicinal products provided for in Article 57 of
Regulation (EC) No 726/2004, [2008] OJ C 168/3 (2008).

3

Doshi, Jefferson & Del Mar, supra note 1; Gøtzsche, “Easy Access”, supra
note 1; Peter C Gøtzsche & Anders W Jorgensen, “Opening Up Data at the
European Medicines Agency” (2011) 342:7808 Brit Med J 1184; Daniel Strech
& Jasper Littmann, “Lack of Proportionality: Seven Specifications of Public
Interest That Override Post-Approval Commercial Interests on Limited Access to Clinical Data”, online: (2012) 13 Trials 100 <www.trialsjournal.com/
content/13/1/100>; Trish Groves & Fiona Godlee, “The European Medicines
Agency’s Plans for Sharing Data from Clinical Trials” (2013) 346:7907 Brit
Med J 8; Marc A Rodwin and John D Abramson, “Clinical Trial Data as a Public Good” (2012) 308:9 JAMA 871.

4

Matthew Herder, “Toward a Jurisprudence of Drug Regulation” (2014) 42:2 JL
Med & Ethics 244 [Herder, “Toward a Jurisprudence”]; Roojin Habibi & Joel
Lexchin, “Quality and Quantity of Information in Summary Basis of Decision
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of physician-industry relationships.5 Despite their diversity, together these
calls and actions cast a strong impression: that the time for greater transparency (read: disclosure of information) in the domain of prescription medicines is here and now. The impression is that we have reached a transparency tipping point, in the face of which manufacturers and their proprietary
claims to the information in question – be it as “trade secrets,” “confidential
business information,” or some other form of intellectual property – may
finally concede defeat.
I aim to complicate that tidy impression of transparency in two fundamental ways. First, I want to denaturalize the idea that transparency in
the context of drug regulation is best understood as a policy of disclosure.
Rather than resort to abstraction, I turn to the history of Canadian federal
drug regulation to denaturalize transparency qua disclosure. Historically,
transparency, or – to use the term previously in use – publicity, was anchored in legislative prohibitions on the adulteration of consumer products,
including drugs. Disclosure was part of publicity’s purpose. But publicity
and the practices that Canada’s early regulatory institution adopted under
it also served a critical standard-setting function. Through the regulator’s
public dissemination of hundreds of bulletins between 1887 and 1920 that
disclosed the institution’s analysis of thousands of samples of foods, fertilizers, alcoholic beverages, and supposed therapeutic drugs, standards for
what was and was not an adulterated product were constructed. Transparency so purposed actually enhanced, rather than undermined, the regulator’s
legitimacy.
Second, in the process of outing transparency’s more complicated purpose under Canada’s first federal food and drug laws, I trace a shift in the

Documents Issued by Health Canada” (2014) 9:3 PLoS One e92038; Giovanni
Tafuri et al, “Disclosure of Grounds of European Withdrawn and Refused Applications: A Step Forward on Regulatory Transparency” (2013) 75:4 Br J Clin
Pharmacol 1149; Lisa M Schwartz & Steven Woloshin, “Lost in Transmission:
FDA Drug Information That Never Reaches Clinicians,” (2009) 361:18 New
Eng J Med 1717.
5

See Patient Protection and Affordable Care Act, Pub L No 111-148, § 6002,
124 Stat 119 at 689 (2010) (codified as 42 USC § 1320a-7h) [Physician Payment Sunshine Act]. For a helpful summary of the Physician Payment Sunshine
Act, ibid, as well as comparable statutes in several US states, see Igor Gorlach & Genevieve Pham-Kanter, “Brightening Up: The Effect of the Physician
Payment Sunshine Act on Existing Regulation of Pharmaceutical Marketing”
(2013) 41:1 JL Med & Ethics 315.
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Canadian regulator’s commitment to transparency. I show that the participatory public transparency that characterized the regulator almost from its inception in 1874 until approximately 1920, when the first federal Department
of Health was formed, transmogrified into a kind of closed insider transparency as the regulator constituted a collaborative relationship with industry
from the 1920s onwards. I show, in other words, that the public transparency
for which many now agitate actually once was; moreover, the present absence of public transparency has nearly century-old roots in Canada.
The conceptual contribution I make in this paper – about drug transparency’s very meaning and past practices – has significant present-day policy
implications. Drug regulators today face a crisis of capacity and legitimacy
in large part due to the close-knit and closed relationship they have ostensibly struck with industry.6 In order for regulators to fulfill their regulatory
mandate and regain legitimacy, transparency’s purpose needs to be about
more than disclosure of information. I think transparency should also be
about inviting a broader range of actors into the regulatory fold to help construct and in turn enforce new standards of drug fraud during drug research
and development. However, detailing exactly how this worked in the past
and how it should work in the future is beyond the scope of this work.
The paper proceeds in two primary parts, Part I and Part II, bookended
by this introduction and a conclusion. In Part I, I summarize the key reasons
why calls for greater transparency are now commonplace and illustrate how
the policy reforms that have been put into place or proposed in response are
grounded, first and foremost, in the goal of information disclosure. I conclude Part I by highlighting the limitations of disclosure and arguing for an
alternate conception of transparency. Part II is historical: I trace the evolution of Canada’s first federal food and drug laws, the institutional machinery
that evolved to administer them, and the factors both inside and outside the
institution that shaped and reshaped the regulator’s commitment to transparency over time – all with an eye to showing that another understanding of
transparency, namely of transparency as a means of standard making, is not
only possible but increasingly needed.

6

See generally, Mary E Wiktorowicz, “Emergent Patterns in the Regulation of
Pharmaceuticals: Institutions and Interests in the United States, Canada, Britain, and France” (2003) 28:4 J Health Pol Pol’y & L 615.
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I. Contemporary Drug Disclosure Discourses
A. The appearance of a problem: Select data points
There is a vast literature regarding the lack of transparency in drug research and development (R&D), regulation, and marketing. The following
three data points provide an introduction to that literature.
First, the published scientific literature is often a poor representation of
what is actually known about a given drug. There are two principal factors
behind this. Journals have, for decades, had a publication bias against publishing negative findings.7 Meanwhile, drug manufacturers have tendencies
to selectively report the studies they sponsor, suppress results they do not
like, or falsify research findings altogether.8 The result is that about half

7

Kay Dickersin, “The Existence of Publication Bias and Risk Factors for Its Occurrence” (1990) 263:10 JAMA 1385; Philippa J Easterbrook et al, “Publication Bias in Clinical Research” (1991) 337:8746 Lancet 867; Kerry Dwan et al,
“Systematic Review of the Empirical Evidence of Study Publication Bias and
Outcome Reporting Bias” (2008) 3:8 PLoS ONE e3081. It is important to note
that there are an increasing number of journals that publish so-called negative
results.

8

An-Wen Chan A et al, “Empirical Evidence for Selective Reporting of Outcomes in Randomized Trials: Comparison of Protocols to Published Articles”
(2004) 291:20 JAMA 2457; Peter C Gøtzsche, “Methodology and Overt and
Hidden Bias in Reports of 196 Double-Blind Trials of Nonsteroidal Antiinflammatory Drugs in Rheumatoid Arthritis” (1989) 10:1 Control Clin Trials
31; David Gunnell, Julia Saperia & Deborah Ashby, “Selective Serotonin Reuptake Inhibitors (SSRIs) and Suicide in Adults: Meta-Analysis of Drug Company Data from Placebo Controlled, Randomised Controlled Trials Submitted to the MHRA’s Safety Review” (2005) 330:7488 Brit Med J 385; Jon N
Jureidini, Leemon B McHenry & Peter R Mansfield, “Clinical Trials and Drug
Promotion: Selective Reporting of Study 329” (2008) 20:1 Int J Risk Saf Med
73; Irving Kirsch et al, “Initial Severity and Antidepressant Benefits: A MetaAnalysis of Data Submitted to the Food and Drug Administration” (2008) 5:2
PLoS Med 0260; Hans Melander et al, “Evidence B(i)ased Medicine – Selective Reporting From Studies Sponsored by Pharmaceutical Industry: Review of
Studies in New Drug Applications” (2003) 326:7400 BMJ 1171; Bina Rawal
& Bryan R Deane, “Clinical Trial Transparency: An Assessment of the Disclosure of Results of Company-Sponsored Trials Associated with New Medicines
Approved Recently in Europe” (2014) 30:3 Curr Med Res Opin 395; Kristin
Rising, Peter Bacchetti & Lisa Bero, “Reporting Bias in Drug Trials Submitted
to the Food and Drug Administration: Review of Publication and Presentation”
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of the research conducted with any given drug is not publicly available,
and what is available is twice as likely to reflect positively on the drug.9
Consequently, evidence-based prescribing based on the published medical
literature alone is not possible.
Second, the medical profession has lost its claim to an independent
voice. Interactions with industry and/or direct involvement in drug R&D
and marketing campaigns are pervasive. Industry capture has happened by
diverse means. Some are predicated on “gift relationships,” for example,
where “sales reps” from the pharmaceutical companies visit practising physicians with “free” drug samples, branded paraphernalia, and other gifts.10 By
the 1990s, it was estimated that 85-90% of Canadian physicians were being
visited by drug sales reps every other week.11 The goal of these overtures by
the pharmaceutical companies is to coax physicians’ prescribing practices
towards their company’s products. Sales reps are known to de-emphasize
or omit important safety information relating to their product.12 Other drug

(2008) 5:11 PLoS Med 1561; F Song et al, “Dissemination and Publication of
Research Findings: An Updated Review of Related Biases” (2010) 14:8 Health
Technol Assess iii; Erick H Turner et al, “Selective Publication of Antidepressant Trials and Its Influence on Apparent Efficacy” (2008) 358:3 New Eng J
Med 252; Craig J Whittington et al, “Selective Serotonin Reuptake Inhibitors
in Childhood Depression: Systematic Review of Published versus Unpublished
Data” (2004) 363:9418 Lancet 1341.
9

Ben Goldacre, “Health care’s trick coin”, New York Times (1 February 2013),
online: NYT <www.nytimes.com/2013/02/02/opinion/health-cares-trick-coin.
html>.

10

Michael J Oldani, “Thick Prescriptions: Toward an Interpretation of Pharmaceutical Sales Practices” (2004) 18:3 Med Anthropol Q 325. Pharmaceutical
companies spend more money on sales reps (and the gifts such as drug samples
that accompany their visits to physicians) than any other expenditure, including clinical trials. Ibid at 329, citing Joel Lexchin, The Real Pushers: A Critical
Analysis of the Canadian Drug Industry (Vancouver: New Star Books, 1984),
ch 8 [Lexchin, The Real Pushers].

11

Joel Lexchin, “What Information Do Physicians Receive from Pharmaceutical
Representatives?” (1997) 43:1 Can Fam Physician 941 at 941.

12

See ibid at 942; Barbara Mintzes et al, “Pharmaceutical Sales Representatives
and Patient Safety: A Comparative Prospective Study of Information Quality in Canada, France and the United States” (2013) 28:10 J Gen Intern Med
1368; Ashley Wazana, “Physicians and the Pharmaceutical Industry: Is a Gift
Ever Just a Gift?” (2000) 283:3 JAMA 373; Michael G Ziegler, Pauline Lew
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company tactics involve paying physicians to do specific forms of work,
for example enlisting them to help market such therapies to their physician
peers, through practices including “seed trials,”13 “speaker bureaus,”14 and
lending their names to “ghostwritten” articles.15 All of these practices ratcheted up in the second half of the twentieth century, but only began to attract
sustained scrutiny in the 1990s. Despite numerous studies showing how
such relationships appear to distort the evidentiary record,16 most of them
are ongoing in some form. Given how pervasive these interactions have
become, and the disproportionate influence that is consequently enjoyed by
industry, some suggest the medical profession itself has been corrupted.17

& Brian C Singer, “The Accuracy of Drug Information from Pharmaceutical
Sales Representatives” (1995) 273:16 JAMA 1296.
13

Kevin P Hill et al, “The ADVANTAGE Seeding Trial: A Review of Internal
Documents” (2008) 149:4 Ann Intern Med 251; David A Kessler et al, “Therapeutic-Class Wars: Drug Promotion in a Competitive Marketplace” (1994)
331:20 New Eng J Med 1350; Samuel D Krumholz, David S Egilman & Joseph S Ross, “Study of Neurontin: Titrate to Effect, Profile of Safety (STEPS)
Trial: A Narrative Account of a Gabapentin Seeding Trial” (2011) 171:12 Arch
Intern Med 1100; Harold C Sox & Drummond Rennie, “Seeding Trials: Just
Say ‘No’” (2008) 149:4 Ann Intern Med 279.

14

Marcia M Boumil et al, “Pharmaceutical Speakers’ Bureaus, Academic Freedom, and the Management of Promotional Speaking at Academic Medical Centers” (2012) 40:2 JL Med & Ethics 311; Lynette Reid & Matthew Herder, “The
Speakers’ Bureau System: A Form of Peer Selling” (2013) 7:2 Open Med e31.

15

Joseph S Ross et al, “Guest Authorship and Ghostwriting in Publications Related to Rofecoxib: A Case Study of Industry Documents from Rofecoxib Litigation” (2008) 299:15 JAMA 1800; Peter C Gøtzsche et al, “Ghost Authorship
in Industry-Initiated Randomised Trials” (2007) 4:1 PLoS Med 0047; Peter C
Gøtzsche et al, “What Should Be Done to Tackle Ghostwriting in the Medical
Literature?” (2009) 6:2: PLoS Med 0122; Sergio Sismondo, “Ghost Management: How Much of the Medical Literature Is Shaped behind the Scenes by
the Pharmaceutical Industry?” (2007) 4:9 PLoS Med 1429; “Ghostwriting:
The Dirty Little Secret of Medical Publishing that Just Got Bigger”, Editorial
(2009) 6:9 PLoS Med 1.

16

Henry Thomas Stelfox et al, “Conflict of Interest in the Debate over CalciumChannel Antagonists” (1998) 338:2 New Eng J Med 101.

17

Sergio Sismondo, “Key Opinion Leaders and the Corruption of Medical Knowledge: What the Sunshine Act Will and Won’t Cast Light On” (2013) 41:3 JL
Med & Ethics 635.
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Third, over time regulators too have proven susceptible to industry capture. For example, ex post facto analyses of problematic regulatory decisions have revealed that regulators have at times turned a blind eye towards
conflicts of interest amongst their advisory committee members.18 Sociological accounts of regulatory work moreover suggest that the overarching
approach to assessing safety and efficacy has been shaped by commercial
interests.19 A number of commentators have argued that the present level
of industry capture and related risk of regulatory failure is attributable to
a structural conflict of interest: since the late 1980s, drug regulators’ operations have become increasingly dependent upon “user fees” they collect
from the very manufacturers they regulate.20 Organizationally, regulators’

18

See e.g. John Abraham & Julie Sheppard, “Complacent and Conflicting Scientific Expertise in British and American Drug Regulation: Clinical Risk Assessment of Triazolam” (1999) 29:6 Soc Stud Sci 803 at 828-31. Also, several news
reports document instances where advisory committees, replete with conflicts
of interest, played a key role in getting a drug to market: Gardiner Harris &
Alex Berenson, “10 voters on panel backing pain pills had industry ties”, New
York Times (25 February 2005), online: NYT <www.nytimes.com/2005/02/25/
politics/25fda.html>; David Willman, “The new FDA: How a new policy led
to seven deadly drugs”, Los Angeles Times (20 December 2000), online: LAT
<www.latimes.com/nation/la-122001fda-story.html>. Further, a study published in 2006 by Peter Lurie and colleagues found that in a sample of 221
FDA advisory committee meetings (spanning 16 different committees), at least
one committee member disclosed a conflict of interest in 73% of the meetings
yet only 1% of such members recused themselves from the committee. See
Peter Lurie et al, “Financial Conflict of Interest Disclosure and Voting Patterns
at Food and Drug Administration Drug Advisory Committee Meetings” (2006)
295:16 JAMA 1921. While such conflicts have not translated into an observable skewing of committee voting patterns, their presence in select cases has
been conspicuous.

19

See John Abraham & Courtney Davis, “Drug Evaluation and the Permissive
Principle: Continuities and Contradictions between Standards and Practices in
Antidepressant Regulation” (2009) 39:4 Soc Stud Sci 569. Abraham and Davis
further suggest that regulators’ receptivity to commercial interests, driven in
part by political influence, has coloured the thresholds that regulators apply to
a given drug, institutionalizing a “permissive” (rather than “precautionary”)
approach to regulation (ibid at 571, 573).

20

Jerry Avorn, “Paying for Drug Approvals – Who’s Using Whom?” (2007)
356:17 New Eng. J Med 1697; Joel Lexchin, “Harmony in Drug Regulation,
but Who’s Calling the Tune? An Examination of Regulatory Harmonization in
Health Canada” (2012) 42:1 Int J Health Serv 119; Joel Lexchin, “Relationship
between Pharmaceutical Company User Fees and Drug Approvals in Canada
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financial dependence upon firms has softened regulatory action, even introducing commercial norms in some jurisdictions such that regulators are left
to “compete for business” from firms.21 On a more human level, regulatory
officials have grown accustomed to regular, interpersonal interactions with
company representatives, running the risk of engendering a shared stake in
a given drug application and diminished critical distance.22

B. Policy responses
In response to a growing list of troubling cases where important drug
information was suppressed or manipulated, reckless marketing tactics were
deployed, and/or conflicts of interest figured in poor decision making, several transparency measures have been put in place or are in the offing. They
vary: some focus on the evidence base behind drugs, whereas others zero
in on the relationships between the actors involved, be they those between
physicians and manufacturers or at the regulatory interface.
The US was first to move, establishing the first set of clinical trial registration requirements in 1997, and codifying them in law.23 Trial investigators and firms largely ignored the law for the first several years following its
coming into force.24 Nevertheless, an important precedent was set. Medical
journals aligned with the law in 2004, making publication contingent on
clinical trial registration.25 In 2007, the US clinical trial registration requirements were expanded, backed with stronger penalties.26 Under US federal
law, summaries of trial results must also be disclosed within a specified

and Australia: A Hypothesis-Generating Study” (2006) 40:12 Ann Pharmacother 2216.
21

L McGoey & E Jackson, “Seroxat and the Suppression of Clinical Trial Data:
Regulatory Failure and the Uses of Legal Ambiguity” (2009) 35:2 J Med Ethics 107 at 110.

22

Herder, “Toward a Jurisprudence”, supra note 4 at 256.

23

Food and Drug Administration Modernization Act of 1997, Pub L No 105-115,
§ 113, 111 Stat 2296 at 2310.

24

Kay Dickersin & Drummond Rennie, “The Evolution of Trial Registries and
Their Use to Assess the Clinical Trial Enterprise” (2012) 307:17 JAMA 1861.

25

Ibid.

26

FDAAA 2007, supra note 2.
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timeframe. Other jurisdictions have or are considering similar registration
and results reporting requirements.27 Compliance with clinical trial registration and results reporting requirements has been modest, however.28 Further,
no evidence exists of penalties for non-compliance being enforced.29
Calls for open access to (de-identified) patient-level clinical trial data
(usually in the form of “clinical study reports”) have followed, most recently, from the US Institute of Medicine.30 When the European Medicine

27

For an overview, see Trudo Lemmens & Candice Telfer, “Access to Information and the Right to Health: The Human Rights Case for Clinical Trials Transparency” (2012) 38:1 Am J L & Med 63.

28

See Olga Kirillova, “Results and Outcome Reporting in ClinicalTrials.gov,
What Makes It Happen?” (2012) 7:6 PLoS ONE e37847; Michael R Law, Yuko
Kawasumi & Steven G Morgan, “Despite Law, Fewer Than One in Eight Completed Studies of Drugs and Biologics Are Reported on Time on ClinicalTrials.gov” (2011) 30:12 Health Aff 2338; Andrew P Prayle, Matthew N Hurley
& Alan R Smyth, “Compliance with Mandatory Reporting of Clinical Trial
Results on ClinicalTrials.gov: Cross Sectional Study” (2012) 344:7838 Brit
Med J 15; Deborah A Zarin, Tony Tse & Nicholas C Ide, “Trial Registration at
ClinicalTrials.gov between May and October 2005” (2005) 353:26 New Eng J
Med 2779.

29

Ed Silverman, “What happens when results data from clinical trials goes missing?”, Wall Street Journal (5 December 2014) B2 (“[t]he NIH, for instance,
can withhold grant money, while the FDA can levy a $10,000-a-day civil penalty for trials that aren’t registered or results that aren’t reported. Yet both the
NIH and FDA acknowledge they have never gone to the mat” at B2).

30

Institute of Medicine of the National Academies, Sharing Clinical Trial Data:
Maximizing Benefits, Minimizing Risk (Washington, DC: The National Academies Press, forthcoming 2015), online (draft): NAP <http://books.nap.edu/
openbook.php?record_id=18998>. See also Emma Maund et al, “Benefits and
Harms in Clinical Trials of Duloxetine for Treatment of Major Depressive Disorder: Comparison of Clinical Study Reports, Trial Registries, and Publications” (2014) 348 Brit Med J g3510 at 5-6; Peter Doshi & Tom Jefferson, “The
First 2 Years of the European Medicines Agency’s Policy on Access to Documents: Secret No Longer” (2013) 173:5 JAMA Intern Med 380; Peter Doshi &
Tom Jefferson, “Clinical Study Reports of Randomised Controlled Trials: An
Exploratory Review of Previously Confidential Industry Reports” (2013) 3:2
BMJ Open e002496; Hans-Georg Eichler et al, “Open Clinical Trial Data for
All? A View from Regulators” (2012) 9:4 PLoS Med e1001202 [Eichler et al,
“Open Clinical Trial Data”]; Gøtzsche, “Easy Access”, supra note 1; Andreas
Lundh, Lasse T Krogsbøll & Peter C Gøtzsche, “Access to Data in IndustrySponsored Trials”, Letter (2011) 378:9808 Lancet 1995; Vinay Rathi et al,
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Agency moved towards doing so, it triggered a temporary injunction.31 The
injunction was subsequently overturned,32 but the European regulator then
did an about-face (and later waffled) on its commitment to transparency.33
The European Parliament has also voted in favour of making clinical study
reports available for all drugs approved in the future (excluding any already
on the market).34 It is unclear whether other jurisdictions will follow suit.
Meanwhile, select drug manufacturers are making some clinical trial data
available on their own terms.35
A second wave of transparency initiatives has been more focused upon
two sets of actors involved in interpreting the evidence associated with

“Sharing of Clinical Trial Data among Trialists: A Cross Sectional Survey”
(2012) 345:7884 Brit Med J 17; Rodwin & Abramson, supra note 3.
31

AbbVie Inc and AbbVie Ltd v European Medicines Agency, T-44/13, Order of
the President of the General Court, 25 April 2013 (unpublished; available on
CURIA, online: European Court of Justice <http://curia.europa.eu/juris/liste.
jsf?num=T-44%252F13>).

32

European Medicines Agency (EMA) v AbbVie Inc and AbbVie Ltd, C-389/13,
Order of the Vice President of the Court, 28 November 2013, [2013] ECR
I (forthcoming), online: EUR-Lex <http://curia.europa.eu/juris/celex.
jsf?celex=62013CO0389>; European Medicines Agency (EMA) v InterMune
UK Ltd, C-390/13, Order of the Vice-President of the Court, 28 November
2013, [2013] ECR I (forthcoming), online: EUR-Lex <http://curia.europa.eu/
juris/celex.jsf?celex=62013CO0390>. See also Jim Murray, “AbbVie Withdraw Case against European Medicines Agency” (16 April 2014), BMJ Blogs,
online: <http://blogs.bmj.com/bmj/2014/04/16/jim-murray-abbvie-withdrawcase-against-european-medicines-agency/>.

33

Matthew Herder, “Government Regulators Must Steward Drug Transparency”,
Opinion (2014) 20:8 Nat Med 806 [Herder, “Government Regulators”]. See
also Tom Jefferson, Peter Doshi & Trudo Lemmens, “EMA’s Data Sharing
Policy – Towards Peeping Tom Based Medicine?” (22 May 2014), BMJ Blogs,
online: <http://blogs.bmj.com/bmj/2014/05/22/tom-jefferson-et-al-emas-datasharing-policy-towards-peeping-tom-based-medicine/>.

34

See EC, Regulation (EU) No 536/2014 of the European Parliament and of the
Council of 16 April 2014 on clinical trials on medicinal products for human
use, and repealing Directive 2001/20/EC, [2014] OJ, L 158/1.

35

See Peter Doshi, “From Promises to Policies: Is Big Pharma Delivering on
Transparency?” (2014) 348 Brit Med J g1615; Perry Nisen & Frank Rockhold,
“Access to Patient-Level Data from GlaxoSmithKline Clinical Trials” (2013)
369:5 New Eng J Med 475; Zosia Kmietowicz, “Johnson & Johnson Appoints
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drugs: physicians and regulators. With regard to the former, journals have
long encouraged disclosure of conflicts of interest by researchers, including
physicians; publication in most medical journals is now contingent on doing
so.36 Similar to clinical trial registration and results reporting, consistency,
compliance, and enforcement of disclosure have proven to be ongoing challenges.37 Given, however, that physicians’ conflicts of interest have figured
prominently in several instances of drug manufacturer wrongdoing,38 not
to mention that they have influenced research in problematic ways,39 the
US Congress bolstered journals’ efforts in 2010 by passing the Physician
Payment Sunshine Act.40 This legislation requires manufacturers to submit

Yale Project Team To Run Data Sharing Scheme”, News (2014) 348 Brit Med J
g1361.
36

See Catherine D DeAngelis, Phil B Fontanarosa & Annette Flanagin, “Reporting Financial Conflicts of Interest and Relationships between Investigators and
Research Sponsors”, Editorial (2001) 286:1 JAMA 89; Jared A Blum et al,
“Requirements and Definitions in Conflict of Interest Policies of Medical Journals” (2009) 302:20 JAMA 2230 at 2231.

37

See Blum et al, ibid; Jeffrey M Drazen et al, “Uniform Format for Disclosure of
Competing Interests in ICMJE Journals” (2009) 361:19 New Eng J Med 1896;
Jeffrey M Drazen et al, “Toward More Uniform Conflict Disclosures: The Updated ICMJE Conflict of Interest Reporting Form” (2010) 363:2 New Eng J M
188; Sheldon Krimsky & LS Rothenberg, “Conflict of Interest Policies in Science and Medical Journals: Editorial Practices and Author Disclosures” (2001)
7:2 Sci Eng Ethics 205; George Loewenstein, Sunita Sah & Daylian M Cain,
“The Unintended Consequences of Conflict of Interest Disclosure” (2012)
307:7 JAMA 669; A Rowan-Legg et al, “A Comparison of Journal Instructions
Regarding Institutional Review Board Approval and Conflict-of-Interest Disclosure between 1995 and 2005” (2009) 35:1 J Med Ethics 74.

38

See e.g. Navindra Persaud, “Questionable Content of an Industry-Supported
Medical School Lecture Series: A Case Study” (2014) 40:6 J Med Ethics 414;
Henry Thomas Stelfox et al, “Conflict of Interest in the Debate over CalciumChannel Antagonists” (1998) 338:2 New Eng J Med 101. In addition to the
scholarly literature on the topic, the journalist organization ProPublica provides a number of resources surrounding physician-industry relationships. See
“Dollars for Doctors: How Industry Money Reaches Physicians”, online: ProPublica <www.propublica.org/series/dollars-for-docs>.

39

Justin E Bekelman, Yan Li & Cry P Gross, “Scope and Impact of Financial
Conflicts of Interest in Biomedical Research: A Systematic Review” (2003)
289:4 JAMA 454.

40
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information about all financial payments and transfers of value (in excess
of $10) made to physicians.41 The information is made publicly available
on a website curated by government, with the idea of enabling “patients to
make better informed decisions when choosing health care professionals”
and “deter[ring] inappropriate financial relationships.”42
Finally, jurisdictions have, to different degrees, sought to enhance the
transparency of regulatory decision making, including with regard to regulators’ evaluations of safety and efficacy, the lines of reasoning applied, and
the decision-making processes followed. The European Medicines Agency
(EMA) has been the most progressive amongst the major regulators, publishing not only its positive decisions (i.e. drug approvals) but also its negative decisions (i.e. drug refusals).43 Other jurisdictions are currently contemplating similar action or already have other measures in place.44 However,
the utility of such efforts, even those of the EMA, have been severely limited in terms of adding value to the information that is already in the public
domain45 or of informing physicians and patients,46 much less in its capacity
to foster a genuine culture of openness within regulatory institutions.

41

Ibid, § 6002 at 696 (codified as amended at 42 USC § 1320a-7h (e)10(B)(i)).

42

78 Fed Reg 9457 (2013) at 9520 (Table 7) (to be codified at 42 CFR Parts 402
and 403) [“Final Rule”].

43

For the policy instrument guiding this practice, see European Medicines
Agency, Procedural Advice on Publication of Information on Negative Opinions and Refusals of Marketing Authorization Applications for Human Medicinal Products, Doc No EMA/599941/2012 (2 May 2013), online: EMA
<www.ema.europa.eu/docs/en_GB/document_library/Regulatory_and_procedural_guideline/2009/10/WC500004188.pdf>. See also Tafuri et al, supra
note 4.

44

See generally Herder, “Toward a Jurisprudence”, supra note 4.

45

See Corrado Barbui, Cinzia Baschirotto & Andrea Cipriani, “EMA Must Improve the Quality of Its Clinical Trial Reports” (2011) 342:d2291 Brit Med J 1;
Health Canada, Results of the Evaluation of Phase I of the Summary Basis of
Decision Project (29 January 2010), online: HC <www.hc-sc.gc.ca/dhp-mps/
pubs/drug-medic/sbd_er_smd-eng.php>.

46

See Habibi & Lexchin, supra note 4; Schwartz & Woloshin, supra note 4.
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C. Internal and external critiques of transparency qua disclosure
At bottom, each of the above measures emphasizes the importance of
transparency in terms of disclosure. The underlying idea in each case is
that greater disclosure will slow or stop nefarious behaviour and remedy
information asymmetries between manufacturers, physicians, independent
researchers, and the public at large. Understanding transparency’s purpose
in terms of disclosure, however, is vulnerable to both internal and external
critique.
The internal critique is simply that disclosure tends not to work in practice. Part of the problem is execution. As noted above, each transparency initiative enacted to date has, to a greater or lesser extent, suffered from a lack
of enforcement (as in the case of clinical trial results reporting) or attention
to detail (e.g. published regulatory decisions). The other aspect of this internal critique relates to unintended consequences. For example, disclosure
of clinical trial data has the capacity to remedy information asymmetries
and thus to inform, say, physicians and patients. But it may not: users may
be unable to discriminate between relevant and non-relevant information
in the event that too much information is disclosed.47 Likewise, conflictof-interest disclosure may promote healthy skepticism amongst readers of
a scientific study. But it may not: conflict-of-interest disclosure has been
shown to have paradoxical effects, leading readers to trust someone more,
not less, once they have “come clean.”48 That is, disclosure may normalize
rather than undermine the behaviour in question. Publishing a set of written
reasons may reveal how and why a regulator arrived at a particular decision.
But it may not: under the guise of transparency and access to information,
governmental agencies have developed “informal methods of resistance”
– keeping fewer written records, omitting dissenting opinions, and so forth
– thereby rendering transparency more akin to theatre than truth.49 In short,
transparency, as a policy of disclosure, can have unintended consequences
and fundamentally depends on the institutions charged with delivering it
– the same institutions that, as I will show in Part II below, have become

47

See Schwartz & Woloshin, ibid.

48

Daylian M Cain, George Loewenstein & Don A Moore, “The Dirt on Coming
Clean: Perverse Effects of Disclosing Conflicts of Interest” (2005) 34:1 J Legal
Stud 1 at 5-6.

49

See Alasdair Roberts, “Dashed Expectations: Governmental Adaptation to
Transparency Rules” in Christopher Hood & David Heald, eds, Transparency:
The Key to Better Governance? (New York: Oxford University Press, 2006) 107.
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deeply accustomed to norms of non-disclosure, or what I refer to as “insider
transparency.”
An external critique of transparency qua disclosure is also possible: even
if disclosure works, it will not solve the fundamental problem, namely of
constructing, improving, and ultimately enforcing standards in drug R&D
and regulatory evaluation. One way of illustrating the external critique is to
think about the criteria of safety and effectiveness50 that a regulator applies
in deciding whether to approve a drug for sale on the market. If the regulator
does not have all the available information about a drug, it is impossible to
make that determination. But even when the regulator has all of it, whether
the drug is safe and effective enough often remains open to interpretation
and subject to value judgments.51 A regulator, deceived by a company about
a given drug’s safety profile, might make the wrong decision by approving
that drug. Yet even if that problem is corrected and the regulator is instead
fully apprised of the drug’s safety risks, it might still be justified in approving the drug, for instance, where there is no therapeutic option for that
patient population and thus a higher level of risk is considered acceptable.
The point I am making is not that we do not need all of the information to
be disclosed – we do. The point, rather, is that critical interpretive work will
remain in all but the marginal cases where disclosure of a drug’s complete
safety and effectiveness profile renders the interpretation unequivocal by
any standard.

50

In the literature, these criteria are typically referred to as safety and efficacy
(not effectiveness) because clinical trials are thought to provide evidence of a
drug’s efficacy in rigidly controlled circumstances for a carefully defined patient population. Evidence of effectiveness in the “real world,” when the drug
is consumed by persons who may not meet the specific inclusion criteria of the
trial or adhere to the treatment regimen, is by definition lacking at the stage
of regulatory approval. Nevertheless, Canada’s Food and Drug Regulations
require “substantial evidence of the clinical effectiveness of the new drug for
the purpose and under the conditions of use recommended” in order to receive
regulatory approval, and there is increasing emphasis in the literature on the
need to continue gathering post-market-approval information about the safety and effectiveness of drugs. See Food and Drug Regulations, CRC, c 870,
s C.08.002(2)(h); Hans-Georg Eichler et al, “Bridging the Efficacy-Effectiveness Gap: A Regulator’s Perspective on Addressing Variability of Drug Response” (2011) 10:7 Nat Rev Drug Discov 495. Consistent with the language
of Canada’s regulations and the calls in the literature to address the “efficacyeffectiveness gap,” I have opted to use the term “effectiveness” in this paper.

51

See Herder, “Toward a Jurisprudence”, supra note 4.
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Two trends in current drug R&D underscore this point. First, drug
manufacturers are increasingly focused on treatments for diseases of rare
incidence (in Europe, the threshold is five or fewer people per 10,000,
whereas in the US the disease must affect fewer than 200,000 people).52
Roughly a third of all drug approvals in the US now meet that definition.53
Because such drugs target diseases that are rare, clinical studies of the safety
and effectiveness of orphan drugs are, as a rule, smaller than studies of interventions for more common conditions. Due to the small number of patients
typically involved in orphan drug studies, it also may not be feasible to
adhere to blinding and randomization procedures in a study’s design. Departing from the accepted standards of sample size, study duration, blinding,
and randomization may, in other words, be necessary in orphan drug R&D.
But how much of a departure should be acceptable is open to question.54
Standards for orphan drug R&D and regulatory evaluation are thus needed.
The second trend, which overlaps with the first, surrounds the pursuit of “personalized medicine,” i.e. efforts to stratify patient populations
based upon genomic and epigenomic information in order to make more
finely tuned treatment decisions.55 This often works by pairing a diagnostic
test (for instance, for the presence of a particular genetic mutation) with
a therapeutic agent. The monoclonal antibody treatment for breast cancer,
trastuzumab (Herceptin®), is perhaps one of the best-known examples of a
personalized medicine.56 Trastuzumab is indicated for the 25-30% of breast

52

For an overview of this area of drug R&D as well as orphan drug policies, see
Matthew Herder, “When Everyone Is an Orphan: Against Adopting a U.S.Styled Orphan Drug Policy in Canada” (2013) 20:4 Account Res 227 [Herder,
“Orphan”].

53

See Timothy R Coté, Kui Xu & Anne R Pariser, “Accelerating Orphan Drug
Development” (2010) 9:12 Nat Rev Drug Discov 901; Olivier WellmanLabadie & Youwen Zhou, “The US Orphan Drug Act: Rare Disease Research
Stimulator or Commercial Opportunity?” (2010) 95:2-3 Health Policy 216.

54

See Aaron S Kesselheim, Jessica A Myers & Jerry Avorn, “Characteristics of
Clinical Trials to Support Approval of Orphan vs Nonorphan Drugs for Cancer” (2011) 305:22 JAMA 2320 at 2325.

55

For a discussion of how orphan drugs and personalized medicines overlap, see
Herder, “Orphan,” supra note 52 at 243-46.

56

See Malorye Allison, “Is Personalized Medicine Finally Arriving?” (2008)
26:5 Nat Biotechnol 509 at 509.
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cancer patients with a mutation in a gene called “HER2/neu,”57 so treatment
access is tied to positive testing for the mutation in question. Yet, scientific
knowledge about the significance of this mutation, the drug’s mechanism
of action, and the etiology of breast cancer continues to evolve.58 It is not
obvious what degree of knowledge should suffice for regulatory approval
of this and other personalized medicines. Other examples show that personalized medicines are clearly testing regulators’ capacity. In the absence
of clear standards, regulators are arriving at conflicting decisions about the
same drug based on the same data.59
Orphan drugs and personalized medicines are two examples that speak
to a need for scientific standards; however, other kinds of standards pertaining to drug R&D are needed and in flux as well. Consider conflicts of
interest stemming from physician-industry relationships. The standard has
been, for some time, to disclose such relationships in scientific publications
and other academic venues.60 Disclosure has become how conflicts are to
be managed rather than other strategies, such as avoidance of the conflict in
the first place. Yet, information asymmetries between, on the one hand, drug
manufacturers and physician “opinion leaders” they enlist to promote their
products and, on the other hand, prescribing physicians and members of the
public, have tended to persist.61 Accordingly, closing that information gap

57

Charles L Vogel et al, “Efficacy and Safety of Trastuzumab as a Single Agent
in First-Line Treatment of HER2-Overexpressing Metastatic Breast Cancer”
(2002) 20:3 J Clin Oncol 719.

58

For instance, after analyzing genetic and epigenetic data from hundreds of patients, a large network of scientists recently suggested that all breast cancers
could be subdivided into four main types. See The Cancer Genome Atlas Network, “Comprehensive Molecular Portraits of Human Breast Tumours” (2012)
490:7418 Nature 61.

59

In a remarkable example, the US Food and Drug Administration (FDA) and
the European Medicines Agency (EMA) approved and rejected, respectively,
the drug panitumumab (Vectibix®) for the treatment of colorectal cancer. But
subsequently, as an editorial in Nature Biotechnology pointed out, each regulator reversed course: the EMA “gave the green light for the same mAb with a
diagnostic test for mutations in the KRAS gene, whereas the FDA rejected it,”
leading the journal to ask, “What is going on?” See “Looking Forward, Looking Back”, Editorial (2008) 26:5 Nat Biotechnol 475.

60

See Part I.B, above.

61

The clearest example may be that of OxyContin. See Joel Lexchin & Jillian
Clare Kohler, “The Danger of Imperfect Regulation: OxyContin Use in the
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became a major impetus for the newly enacted Physician Payment Sunshine
Act in the US.62 However, in choosing to cast the legislation’s purpose in
terms of disclosure and deterrence,63 an opportunity was missed to use this
transparency initiative to inculcate new standards, for instance, of avoidance of conflicts of interest.
Taken together, the internal and external critiques suggest that transparency’s purpose needs to be about more than information disclosure. It needs

United States and Canada” (2011) 23:4 Int J Risk Saf Med 233; Art Van Zee,
“The Promotion and Marketing of OxyContin: Commercial Triumph, Public
Health Tragedy” (2009) 99:2 Am J Public Health 221; US, General Accounting Office, OxyContin Abuse and Diversion and Efforts to Address the Problem
(GAO-04-110) (Washington, DC: United States General Accounting Office,
2003) at 21-25.
62

Statements made by US Senators when the bill was introduced in the US Congress support this claim. Senator Charles Grassley, for example, noted during
Senate Proceeding and Debates of the first session of the 111st Congress on
22 January 2009 that the Physician Payment Sunshine Act, supra note 5, was
introduced as a result of various investigations that are “troubling and reveal
significant undisclosed financial ties between physicians and industry” and described these relationships as “pervasive.” See US, Cong Rec, daily ed, vol
155, no 13, at S787 (Statements on Introduced Bills and Joint Resolutions) (22
January 2009) (Rep Grassley).

63

There is no mention within the four corners of the Physician Payment Sunshine
Act of aims other than to make information regarding the financial relationships
between the medical products industry and physicians and teaching hospitals
within the US more publicly available. However, the “Final Rule” (promulgated by the Department of Health and Human Services, CMS, and passed 28
February 2013), which sets out rules and regulations, provides further insight
into the purpose of the Act:
Increased transparency regarding the extent and nature of relationships between physicians, teaching hospitals, and industry manufacturers will permit patients to make better informed
decisions when choosing health care professionals and making
treatment decisions, and deter inappropriate financial relationships which can sometimes lead to increased health care costs.
Additionally, increased transparency about the owners and investors in GPOs will allow purchasers to make better informed
decisions and identify potential conflicts of interest with ordering physicians.

“Final Rule”, supra note 42 at 9458-59 [emphasis added].
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to serve a standard-setting function as well.64 Transparency, understood as
part of a standard-setting process of drug safety, effectiveness, or even conflicts-of-interest management, can serve a larger purpose: that of limiting
consumer deception. Current drug R&D and regulation has become accustomed to consumer deception; a great deal of information is kept in confidence between regulator and drug manufacturers. Independent researchers,
civil society groups, and ultimately health care consumers need access to
the information to help build new standards that better hold regulators and
manufacturers to account.65 And, as I detail next in Part II, we need to look
no further than the history of Canadian drug regulation to see that a conception of transparency qua standard construction is possible.

II. A History of Federal Drug Regulation in Canada
The tale I tell about regulating drugs and the “proprietary medicines”66
trade of centuries past in this part of the paper is meant first to out transparency’s standard-setting function, and second to show how transparency

64

It is important to acknowledge that there has been an ongoing discussion in
the transparency literature around standard setting. However, that discussion is
focused on standards about how to disclose information. For instance, there is
a lively debate about what procedures should be in place to ensure that research
participants’ privacy is not violated when individual patient-level data is disclosed. See e.g. Peter Doshi, Steven N Goodman & John PA Ioannidis, “Raw
Data from Clinical Trials: Within Reach?” (2013) 34:12 Trends Pharmacol Sci
645. I would characterize that discussion as being about “process standard setting”. In contrast, the purpose of transparency that I am interested in here is on
“substantive standard setting” – that is, transparency that aims to encourage actors to engage questions of what is safe, what is effective, and, as I will explain
in Part II.F, what constitutes drug fraud.

65

See Trudo Lemmens, “Pharmaceutical Knowledge Governance: A Human
Rights Perspective” (2013) 41:1 JL Med & Ethics 163 at 175.

66

Historically, the term “proprietary medicines” was used somewhat interchangeably with the term “patent medicines.” In law, these terms can overlap
(a patent is a form of intellectual property and thus can be termed proprietary),
but do not always: a medicine need not be patented to be proprietary; it could
also be proprietary in the sense that it is kept confidential, which in law, may
be protected as a trade secret. For the sake of simplicity I will generally use
the broader term “proprietary medicines” throughout this paper. The remaining
references to “patent medicines” denote medicines that have, in fact, been the
subject of a patent.
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shifted over time owing to factors within and outside of Canada’s regulatory institution. My focus throughout this historical account is on drugs,67
although the evolving legislative framework has at times ensnared other
goods, including food, alcoholic beverages, and even fertilizers. Statutes
and subordinate legislation provide the connecting thread in the history that
follows. On top of the evolving Canadian legislative framework, I layer
changes in the institutional machinery charged with administering the various laws enacted in Canada,68 the pharmaceutical sciences, “drug houses,”69
the medical and pharmacy professions, and intellectual property law. Each
layer carries its own extensive literature, to which I cannot do justice here.
Nevertheless, it is essential to integrate them into this account, if only piecemeal, in order to begin to understand the story behind the evolving legislative framework and transparency in federal drug regulation.
The story that I describe starts in the nineteenth century with the onset
of federal regulation and effectively stops in 1951, when Canada first required evidence of safety before a new drug could be marketed.70 It stops
there because the model of transparency by then in fashion – what I will
call “transparency within” the regulator-industry relationship or “insider

67

I use the term “drugs” generously to capture both products of the past that were
(falsely) characterized as therapeutic and products of today, whether pharmacological or biological in nature, and whether therapeutic, diagnostic, or both,
in intended use.

68

Significantly, much of the institutional layer of this story derives from firsthand accounts offered by members of the regulatory body, including A Linton Davidson (Assistant to the Director, Food and Drug Division), LI Pugsley
(Deputy Director General, Food and Drug Directorate), and Robert E Curran
(Legal Adviser, Department of National Health and Welfare). See A Linton
Davidson, The Genesis and Growth of Food and Drug Administration in Canada (Ottawa: Ministry of National Health and Welfare, 1949); LI Pugsley,
“The Administration and Development of Federal Statutes on Foods and Drugs
in Canada” (1967) 23 Med Serv J Can 387; Robert Emmet Curran, Canada’s
Food and Drug Laws (Chicago: Commerce Clearing House, Food and Drug
Law Institute Series, 1953) [Curran, Canada’s Food and Drug Laws]; RE Curran, “Canada’s Food and Drugs Act” (1946) 1:4 Food Drug Cosmet Law Q 492
[Curran, “Canada’s FDA”].

69

As will become apparent, the entities involved in manufacturing and selling
drugs are diverse and changed substantially over time. They range from the
apothecaries who were common in the seventeenth and eighteenth centuries to
more modern multinational drug firms.

70

Food and Drug Regulations, SOR/51-423, s C.01.301.
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transparency” – essentially continues to this day. Despite the more recent
advent of “access to information” laws, the subsequent years have marked a
period of entrenchment, of deepening confidentiality between the regulator
and industry, as I detail in the final sections of Part II. Against this endpoint,
many now agitate for reform. Building upon the analysis in Part I, I close
Part II by arguing that transparency reforms should be motivated not just by
the goal of information disclosure, but also by the idea that transparency is
a means to engage outsiders in an ongoing project of standard construction
– a model of participatory, public drug regulation that I suggest below once
was. That story is largely lost to present-day transparency discourse, and so
I surface it here.

A. Prologue: Drug regulation circa confederation
Prior to Confederation, the manufacture, sale, and consumption of drugs
occurred largely in a legal vacuum71 but amidst growing interprofessional
tension between pharmacists (known also as “druggists”) and physicians
in competition with one another as well as with wholesalers, large grocers,
and small retailers (or “apothecaries”) – all in the business of selling drugs.
Physicians and pharmacists agreed in principle that the industry needed
regulation,72 but as historians have shown, each profession wanted to control the drug supply itself in order to subjugate the other.73 Prominent physicians and pharmacists penned editorials in the Canadian Medical Journal
and Canadian Pharmaceutical Journal attacking the other profession, impugning each other’s financial motives, questioning the other’s command of
pharmaceutical science, and presenting themselves as the rightful steward

71

Canada East (later Ontario) enacted legislation governing the sale of poisons in
1859, which Canada West (later Québec) subsequently adopted as well. However, according to historian RJ Clark, “the original intent was to prevent trappers from using poisons in hunting animals” (RJ Clark “Professional Aspirations and the Limits of Occupational Autonomy: The Case of Pharmacy in
Nineteenth-Century Ontario” (1991) 8:1 Can Bull Med Hist 43 at 49). Moreover, although the statutes’ provisions sought to limit druggists’ ability to dispense drugs, in practice it “had ‘little effect’” (ibid, citing “Pharmaceutical
Legislation” (1869) 2 Can Pharm J 148 at 148).

72

Daniel J Malleck “Professionalism and the Boundaries of Control: Pharmacists, Physicians and Dangerous Substances in Canada, 1840-1908” (2004)
48:2 Med Hist 175 at 189 [Malleck, “Boundaries of Control”].

73

Ibid; see also Clark, supra note 71.
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of public safety.74 This interprofessional contest also played out in provincial legislatures75 as pharmacists and physicians alike pushed for provincial
sanction of professional self-regulation and, with it, dominion over drugs,
especially dangerous proprietary medicines.
Major changes in pharmaceutical production and distribution during the
1800s were the substrate for this interprofessional contest. In the sixteenth
and seventeenth centuries, the drugs identified in most pharmacopoeias
were isolated from plants rather than being derived through chemical techniques.76 By the early to mid-nineteenth century, newer drugs such as morphine and quinine began to be extracted and synthesized “using the latest
chemical techniques.”77 At that time, “most doctors did their own dispensing. At best, druggists supplied the raw medicinal goods.”78 Demand for
druggists soon grew, especially in urban areas, given the ease of accessing
druggists relative to physicians.79 Yet, the parallel industrialization of drug
production complicated druggists’ ascendancy in the marketplace. While
aspiring to grow their own businesses, druggists competed with an emerging breed of drug “wholesalers,” who were able to produce and promote
proprietary medicines on a larger scale than individual druggists or small
retailers.80 Indeed, a majority of the “founding members of the Toronto
Chemists’ and Druggists’ Association, which ultimately became the Ontario
College of Pharmacy” were trained pharmacists turned influential wholesalers.81 EB Shuttleworth is exemplary. Once a manager of a subsidiary of
Northrop & Lyman, Canada’s “largest drug manufacturing and wholesale
company”82 during this period, Shuttleworth went on to become the first

74

Ibid at 53-56; Malleck, “Boundaries of Control”, supra note 72 at 182-84, 188
et passim.

75

Clark, supra note 71 at 55-56; Malleck, “Boundaries of Control”, supra note
72 at 179-81.

76

Ernst W Stieb, “A Professional Keeping Shop: The Nineteenth-Century Apothecary” (1985) 22 Material Culture Review 1 at 5.

77

Ibid.

78

Clark, supra note 71 at 45.

79

Ibid at 45, 47.

80

Ibid at 47.

81

Ibid.

82

Ibid.
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editor of the Canadian Pharmaceutical Journal (launched in 1868), played
a key role in forming the Ontario College of Pharmacy (after the passage of
the Ontario Pharmacy Act in 1871), and founded a company under his own
name in 1879.83
In 1867, Ontario (or, as it was previously known, “Canada West”) lacked
any legislation pertaining to medicinal drugs.84 That very year, though,
physicians pronounced their goal of requiring all apothecaries and druggists
in the province to meet certain qualifications, which they, the medical profession, would oversee.85 This galvanized the elite druggists-turned-wholesalers into action. By 1871, they had secured legislation to legitimize the
profession: Ontario’s Pharmacy Act, the first of its kind in the country.86 But
in seeking self-governance, the druggist profession agreed to a glaring gap
in their governing legislation: physicians and proprietary medicine manufacturers lacking retail operations (i.e. wholesalers) were essentially exempt
from the Pharmacy Act.87 The pages of the Canadian Pharmaceutical Journal suggest that at least some druggists favoured a statute-based system
of registration, requiring proprietary medicine manufacturers to “register
their formulae with the projected College of Pharmacy.”88 Had it survived
the legislative process, such a system would have pre-dated by decades the
similar mechanism that was eventually enacted by the federal government.89
However, the key wholesalers behind the law likely disfavoured oversight
by registration due to the business constraints it would impose. Meanwhile,
until amendments were made to the Ontario legislation in 1884,90 physicians

83

Attesting to the evolving nature of drug manufacturers, Joel Lexchin describes
the company that Shuttleworth founded as the first domestically owned drug
company. See Lexchin, The Real Pushers, supra note 10 at 31.

84

Recall that Canada West did have a statute governing the sale of poisons intended for use in hunting. See Clark, supra note 71 at 49.

85

Ibid.

86

Malleck, “Boundaries of Control”, supra note 72 at 178.

87

Ibid at 185.

88

Clark, supra note 71 at 48.

89

See Part II.C, below.

90

Amendments made to the Pharmacy Act in 1884 imposed registration requirements upon physicians in order to dispense drugs (Clark, supra note 71 at 56).
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were able to “dispense and sell drugs with impunity not only in their offices,
but also in their own drugstores.”91
In Québec (or “Canada East”), legislation restricting the sale of drugs
had been in place since 1864; however, the legislation gave oversight authority to the medical profession, not pharmacists.92 Under Québec’s amended
Medical Act, the College of Physicians and Surgeons was given the authority to license pharmacists, and the College crafted “specific educational
requirements” for pharmacists.93 Not until 1875, when the Pharmaceutical
Association of the Province of Quebec successfully lobbied for amendment
of its own legitimating statute, were druggists able to claw back control over
their training.94
Fighting between the two professions continued through the late nineteenth century, precipitating amendments to the Ontario and Québec statutes
as well as other provincial statutes that followed. Much of the fight centred
on the authority to write prescriptions – a power that neither profession ever
exclusively won under the early provincial laws95 – and its pecuniary implications.96 Skeptical of each profession’s motivations, an anti-monopoly
sentiment developed in the legislatures,97 ironically opening a space for corporate actors to grow and eventually usurp control of the trade.98 Provincial,
profession-based regulation of drugs thus became increasingly inadequate
in the face of a growing interprovincial and even international drug trade,
especially of proprietary medicines, with a grim public health impact as a
result.

91

Ibid at 54.

92

Malleck traces this back to efforts by a prominent Montréal physician named
Archibald Hall, who in 1842 began proposing bills to regulate apothecaries and
pharmacists. See Malleck, “Boundaries of Control”, supra note 72 at 179.

93

Ibid.

94

Ibid at 178, n 17; Quebec Pharmacy Act, SQ 1875, c 37.

95

Clark, supra note 71 at 53-54.

96

Malleck, “Boundaries of Control”, supra note 72 at 182-84; Clark, supra note
71 at 53.

97

Malleck, “Boundaries of Control”, supra note 72 at 185.

98

As detailed below, drug manufacturers grew in size and power through the
twentieth century, effectively relegating physicians and pharmacists to the demand side of the pharmaceutical supply chain.
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B. First forays into federal regulation in the late nineteenth century
Members of Parliament were moved to regulate drugs in 1874,99 preceding similar legislation in the US by more than a quarter century.100 According to historians, the legislation, known as the Inland Revenue Act, was
principally motivated by a growing temperance movement.101 Styled closely
after legislation passed by Britain in 1872, the Act formally captured drink,
food, and drugs, and rendered the act of adulteration and the sale or offer of
sale of all three goods in adulterated form a criminal offence.102
In practice, the Inland Revenue Act’s provisions were brought to bear
only on one category of goods during its first eight years of operation:
food.103 Part of the problem lay in the fact that the legislation did not define what an adulterated drug was, whereas adulterated liquor, food, and
drink were each given statutory meaning.104 This reflected the state of pharmacological sciences at the time. Although some basic standards for drugs
existed, many of these standards conflicted or were in the process of being
developed, as were the analytical techniques to assess a drug’s consistency
with any applicable standard. Thus, while the Inland Revenue Act created
an inspectorate to enforce penalties for adulterating articles or selling the

99

An Act to impose License Duties on Compounders of Spirits; and to amend
the “Act Respecting Inland Revenue” and to prevent the Adulteration of Food,
Drink and Drugs, SC 1874, c 8 [Inland Revenue Act].

100

Pure Food and Drugs Act, Pub L 59-384, 34 Stat 768 (1906).

101

Petitions signed by hundreds, if not thousands, of Canadians imploring Members of Parliament to curb liquor consumption by the populace were frequently
read in the House of Commons in the lead-up to the enactment of the Inland
Revenue Act. See Dan Malleck, “Pure Drugs and Professional Druggists: Food
and Drug Laws in Canada, 1870s-1908” (2006) 48:3 Pharm Hist 103 at 104
[Malleck, “Pure Drugs”]; Ernst W Stieb & Elizabeth J Quance, “Drug Adulteration: Detection and Control in Canada” (1972) 14:1 Pharm Hist 18 at 18.

102

Inland Revenue Act, supra note 99, ss 22-24.

103

Malleck, “Pure Drugs”, supra note 101 at 104 explains that one out of the 170
samples analyzed in the first year of the statute’s operation was found to be
liquor, but no further samples of liquor were analyzed until 1885.

104

A drug was defined broadly to include “all articles used for curative or medicinal purposes.” However, there was no definition provided for an “adulterated
drug.” See Inland Revenue Act, supra note 99, s 1.
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same,105 the inspectorate was not initially in a position to perform this function for drugs.106
The absence of legislative standards made another feature of the legislation – a public reporting requirement – critical. The Inland Revenue Act
mandated that the Minister of Inland Revenue lay “before Parliament” on an
annual basis the “number of articles of food, drink, or drugs analyzed” and
to “specify the nature and kind of adulterations detected in such articles.”107
Without settled standards for evaluating adulteration, the public reporting
requirement would serve as a mechanism to help construct standards for
drugs, as well as other goods encompassed by the legislation, over time.108
It also signalled an important commitment to inform the wider public about
adulterated goods.

105

By 1876, four analysts, located in Toronto, Montréal, Québec City, and Halifax, were tasked with analyzing samples seized by Inland Revenue officers in
the different regions. Malleck, “Pure Drugs”, supra note 101 at 105.

106

It is not clear that the inspectorate was fulfilling its mandate in respect of other
goods, either, during these initial years. The Commissioner of Inland Revenue
reported analysts’ findings to the House of Commons, and taken at face value
these reports suggested the legislation was working: the proportion of adulterated articles diminished each year following the adoption of the Inland Revenue Act. Analyzed more carefully, however, the data were skewed by disproportionate testing of milk, the purity of which increased much more over the
years than did that of other goods. See Malleck, “Pure Drugs”, supra note 101
at 105-06. Analysts’ reports were not used to convict a single person within the
timeframe because, since the analysts lacked training for what they were mandated to do, criminal conviction on the basis of their reports seemed doubtful.
Ibid at 106.

107

Section 16 of the legislation read:
Every analyst appointed under this Act shall report quarterly
to the Department of Inland Revenue the number of articles of
food, drink or drugs analyzed by him under this Act during the
foregoing quarter, and shall specify the nature and kind of adulterations detected in such articles of food, drink or drugs; and
all such reports or a synopsis of them shall be printed and laid
before Parliament as an appendix to the annual report of the
Minister of Inland Revenue.

Inland Revenue Act, supra note 99, s 16 [emphasis added].
108

Pugsley, supra note 68 at 397.

2015

Denaturalizing Transparency in Drug Regulation

S85

The absence of any enforcement of the Inland Revenue Act in respect of
drugs helped precipitate the passage of the Adulteration Act in 1884.109 The
new legislation specified what was to be deemed an adulterated drug: namely, drugs that differed from standards set out by the British or US Pharmacopeia or from “other standard work on materia medica,” as well as drugs
whose “strength or purity” was “below the professed standard under which
it is sold or offered or exposed for sale.”110 With those (nascent) standards
in hand,111 the legislation refined its focus on adulteration, distinguishing
between adulteration that resulted in harm to health and adulteration of a
purely commercial character (i.e., that did not result in harm to health).112
The concern that the public might be deceived by industry practices
found greater expression in the 1884 enactment and ensuing amendments.
By 1885, the statute expanded its penalties to include a new penalty for false
labelling of food and drugs.113 Further, the public reporting requirement was
amended. Not only did the “nature and kind” of adulterations have to be

109

An Act to amend and to consolidate as amended the several Acts respecting
the Adulteration of Food and Drugs, SC 1884, c 34 [Adulteration Act, 1884].
Members of Parliament raised the issue of enforcement on more than one occasion prior to the enactment of the Adulteration Act, 1884. See e.g. Debates of
the Senate, 5th Parl, 1st Sess, No 1 (1 May 1883) at 364-67.

110

Adulteration Act, 1884, supra note 109, ss 2(a)(1)-(3), respectively. Pugsley,
supra note 68 at 399, explains that the British and US pharmacopeia standards
were at times inconsistent, therefore an amendment was passed in 1899 giving
priority to the British standard unless a “foreign pharmacopoeia” (in the words
of the amendment) was plainly labelled on the drug in question. See An Act
further to amend the Adulteration Act, SC 1899, c 26, s 1(f).

111

The standardization of drugs was, at this time and for several years to come,
a work in progress. See e.g. Kara W Swanson, “Food and Drug Law as Intellectual Property Law: Historical Reflections” [2011] Wis L Rev 331 at 346-47
(describing the development of the US pharmacopoeia).

112

Adulteration Act, 1884, supra note 109, ss 26(a)-(b), respectively. The former
resulted in a maximum fine of $50 for a first offence whereas the latter, if not
injurious to health, incurred a maximum penalty of $30 for a first offence. In
contrast to the 1874 statute, neither species of adulteration carried imprisonment as a potential penalty. The latter offence animated the first constitutional
challenge to the legislation in the 1930s: Standard Sausage v Lee, [1933] 4
DLR 501, [1934] 1 WWR 81.

113

An Act respecting the Adulteration of Food, Drugs and Agricultural Fertilizers, SC 1885, c 67, s 25 [Adulteration Act, 1885].
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presented to Parliament, but also the “names of vendors or persons … and
of the manufacturers when known.”114 According to A Linton Davidson, a
future member of the department charged with administering Canada’s food
and drug laws, this revised public reporting requirement was intended to
“bring upon culprits a sense of shame and thus lead them to amend their evil
ways” without the government having to prosecute alleged violations of the
Act in Court.115 An 1890 amendment explicitly articulated the provision’s
purpose in more principled terms: analyses of articles were to be “printed
and published for the information of the public,” while giving the Minister
discretion about when and in what manner such reports were to be made
available. 116
The Adulteration Act also added to the institutional machinery behind
the legislation. Under the 1874 statute, four “local analysts” (stationed in
Halifax, Montréal, Toronto, and Québec City) were responsible for all of
the analytical work, relaying their results to the Commissioner of Inland
Revenue in Ottawa for potential prosecution in cases of suspected adulteration.117 However, the quality of the local analysts’ work was generally
poor and could not support prosecution in Court.118 To counter this capacity
problem, the 1884 statute created a new position, the Chief Analyst, charged
with developing quality standards for foods and drugs, establishing new
analytical techniques for assessing potentially adulterated products, and reexamining ambiguous findings from the local analysts’ laboratories.119

114

Ibid, s 13.

115

Davidson, supra note 68 at 23.

116

An Act further to amend the Adulteration Act, chapter one hundred and seven
of the Revised Statutes, SC 1890, c 26, s 5 [emphasis added].

117

Four additional analysts were appointed to Saint John (1879), London (1882),
Ottawa (1884), and Winnipeg (also 1884). See Pugsley, supra note 68 at 393.
The term “local analyst” is borrowed from Davidson, supra note 68.

118

Davidson, supra note 68 at 7.

119

Adulteration Act, 1884, supra note 109, s 3; see also Malleck, “Pure Drugs”,
supra note 101 at 107. In addition, Pugsley, supra note 68 at 397, describes
another attempt to improve the calibre of the analytical work: an amendment in
1888 prescribed analytical methods and set out qualifications for analysts under
the Act. See An Act to amend “The Adulteration Act,” chapter one hundred and
seven of the Revised Statutes of Canada, SC 1888, c 24. These quality control
challenges foreshadowed the consolidation of all the analytical work in Ottawa
shortly after the turn of the twentieth century. See Pugsley, supra note 68 at 399.
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In 1887 the Chief Analyst began publishing bulletins disclosing the administration’s analytical findings and naming the manufacturers and vendors involved,120 a practice that would continue for more than thirty years.121
This practice helped realize the public reporting requirement’s promise.
Over time, the bulletins contributed significantly to the development of drug
standards, as well as standards for other goods encompassed by the legislation.122 On the scientific strength of these bulletins, analysts were invited to
help develop standards for professional associations abroad,123 and according to Davidson, the standards that the bulletins helped cultivate would effectively become the first Food and Drug Regulations under the 1920 Food
and Drugs Act.124 Moreover, bulletins provided a measure of transparency
about the bureaucracy’s analytical work directly to the public. Through the
1890s and early 1900s, the department’s findings were frequently reported
in the popular press, and there was a sense that “[t]he public were relying
more and more upon the publication of standards and bulletins as guides.”125
(See Table 1 for a summary of institutional changes 1875-1945 and the
number of bulletins disseminated under the first four Chief Analysts.)

120

It is not clear on what authority the Chief Analyst undertook this activity. Commentators suggest that the Chief Analyst did not begin publishing bulletins on
his own initiative. For instance, Davidson, writing in 1949, stated that “the
Chief Analyst was authorized to make special surveys and to publish the results in bulletins … with all details” (Davidson, supra note 68 at 24 [emphasis
added]). Similarly, in 1967, Pugsley, supra note 68 at 397, wrote that “the
Chief Analyst obtained authority to make special surveys and to publish the
results in bulletins” [emphasis added]. Yet, I have not been able to identify any
primary source (whether in legislation, regulations, or Order in Council) that
supports these claims.

121

There are conflicting claims about the duration of this practice. Pugsley, supra
note 68 at 397, suggested that the onset of publishing bulletins “was the beginning of an activity which is followed by food and drug control officers even today, in a modified form.” In contrast, Davidson, supra note 68 at 56, remarked
that the practice of publishing names halted in 1920, highlighting the fact that
manufacturers had long fought this administrative practice. As detailed below,
my research indicates the latter account is more accurate.

122

Davidson, supra note 68 at 24.

123

Ibid at 24, 39-40.

124

Ibid at 55.

125

Ibid.
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Table 1. The Institutional Development of Canada’s Department of
Health: 1875-1945
Timeframe

Statutes
in Force

Institutional Organization

Chief
Analyst

Ottawa

Local

#
Bulletins
(# Drug
Bulletins)

18751884

Inland
Revenue
Act

N/A

N/A

• 4 “local analysts” N/A
stationed in Halifax, Montréal,
Toronto, and
Québec
(1 per location)

18841886

Adulteration Act

H Sugden
Evans

• Chief Analyst

• 8 local analysts
stationed in NS,
NB, Québec,
Montréal, Kingston, Toronto (2),
and Manitoba

N/A

18871907

Adulteration Act

Thomas
• Chief Analyst
Macfarlane
• Assistant Chief
Analyst

• Use of local analysts gradually
diminished c.
1900

144 (16)

• “Public analysts” (3 by
1889)

19071922

Adulteration Act
(19071920)
Proprietary or
Patent
Medicine
Act
(1908—)
Food and
Drugs Act
(1920—)

Anthony
McGill

• 10 part-time ex
officio “inspectors” by 1905 (1
added in 1906)

• Chief Analyst
(referred to as
Chief Dominion
Analyst post1920)

• 3 Branch Laboratories set up
in 1913 (Halifax,
Winnipeg, and
Vancouver)

• Assistant Chief
Analyst

• 4th Branch Laboratory set up in
1921 (Montréal)

• Public analysts
(5 by 1908,
reduced to 3
during WWII);
referred to as
“Dominion Analysts” post-1920

• 8 professional
staff per Branch
Laboratory (1
“analyst-incharge” and 1
assistant chemist
per Branch)

• Mr. A Lemoine,
one of the public • Country divided
analysts, given
into 25 “inspecresponsibility for tion districts” in
all of the work
1918 and several

296 (52)
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Table 1, continued

Timeframe

Statutes in
Force

Chief
Analyst

19071922
(cont’d)

Institutional Organization
Ottawa

Local

under the Proprietary or Patent
Medicine Act,
1908-1915

full-time inspectors appointed
1919-1920

#
Bulletins
(# Drug
Bulletins)

• Advisory
Board, comprised
of Chief Dominion Analyst,
2 physicians,
and 2 pharmacists created in
1919 under the
amended Proprietary or Patent
Medicine Act
19231945

Food and
Drugs Act

Harry M
Lancaster

• Chief Dominion • 5th Branch
0
Analyst
Laboratory set up
in 1927 (Toronto)
• Assistant
Chief Dominion
Analyst
• Chemist
• 6 Assistant
Chemists
•2 Junior Chemists
• 1 full-time
Inspector

\
Sources: A Linton Davidson, The Genesis and Growth of Food and Drug Administration in
Canada (Ottawa: Ministry of National Health and Welfare, 1949); LI Pugsley, “The Administration and Development of Federal Statutes on Foods and Drugs in Canada” (1967) 23
Med Serv J Can 387.
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Amidst these advances an important gap remained: the 1884 legislation explicitly exempted secret “proprietary medicines” and medicines that
were “the subject of a patent in force, and … supplied in the state required
by the specification of the patent” from the scope of articles that could be
deemed adulterated.126 The rationale for this change is not obvious from
debates in Parliament. Though little scrutiny of drugs initially took place,
the 1874 Inland Revenue Act seemingly applied to proprietary medicines
by broadly defining drugs as “all articles used for curative or medicinal
purposes.”127 With standards now codified in the 1884 law, perhaps Members of Parliament were sympathetic to proprietary medicine sellers’ interest
in having their remedies remain secret.128 Attempts to regulate the sale of
proprietary medicines through provincial pharmacy legislation met strong

126

Adulteration Act, 1884, supra note 109, s 2(c)(2). The latter exception for patented medicines perhaps reflects a perceived overlap between, on the one hand,
the object of the Adulteration Act, 1884 (as well as later food and drug laws)
– i.e. to prevent consumer deception in the form of, for instance, adulterated
drugs – and, on the other hand, patent law, which in theory requires patentholders to detail their invention in return for a legal monopoly. In this sense,
there is a broad parallel between intellectual property law and drug regulation.
Patent law’s specification requirement is motivated by a goal of transparency
just as drug regulation, in penalizing adulteration, aims to curb the absence of
transparency.

127

Inland Revenue Act, supra note 99, s 1.

128

It is worth noting that the first Chief Analyst, Henry Sugden Evans, argued
in his report to Parliament that proprietary medicines should not be excluded
from the Adulteration Act, but to no avail. In his report, Evans stated emphatically:
[N]o more pernicious class of goods is to be met with on the markets, [buoying] up by false representations the failing strength
of the really afflicted, exciting fears and anticipations of evil in
the minds of the hale though weak minded, and robbing the poor
of his hard earned savings … Instead of “patent medicines” and
proprietary nostrums being exempted, they should be most vigorously dealt with under this Act….

Parliament, “Appendix A: The Inspection of Food and Drugs” by HS Evans (in
“Report on Adulteration of Food, being Supplement No III to the Report of the
Department of Inland Revenue 1885”) in Sessional Papers, No 5 (1886) at 11,
cited in Malleck, “Pure Drugs”, supra note 101 at 107-08.
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resistance during the same period.129 However, controversy surrounding the
three-hundred-year-old trade, which had always been predicated on secrecy,
was nearing its apogee.
C. Responding to the proprietary medicine crisis at the turn of the
twentieth century
The history of “proprietary medicines,” which are sometimes described
in the literature interchangeably as “patent medicines” or, more colourfully,
as “nostrums” and “elixirs,” dates back at least to the early 1600s in England.130 The first such medicine known to have been advertised for sale in
the Americas was Anthony Daffy’s Elixir Salutis. According to the Boston
News-Letter of 4 October 1708, a half-pint of this British-born concoction
could be purchased for four shillings, six-pence131 and was an effective cure
against a slew of ills common in the seventeenth and eighteenth centuries.132
Beyond the tonic effect of the distilled alcohol the elixir contained,133 it was

129

Malleck attributes this resistance to governments’ commitment to “laissez-faire
economics” at that time as well as to the proprietary medicine sellers’ alliance
with newspapers, which relied heavily on advertising revenues from those in the
trade. See Malleck, “Boundaries of Control”, supra note 72 at 185, 193; Malleck, “Pure Drugs”, supra note 101 at 110ff. See also Clark, supra note 71 at 48.

130

James Harvey Young, The Toadstool Millionaires: A Social History of Patent Medicines in America before Federal Regulation (Princeton, NJ: Princeton
University Press, 1961) at 3.

131

Ibid at 7.

132

Daffy’s elixir was touted as being effective against any number of ills common
in the seventeenth and eighteenth centuries, including:
gout, … the stone and gravel in the reins, ulceration in the
kidneys or mouth of the bladder, languishing and melancholy,
shortness of breath, colic, griping in the guts, the ptissic … ,
green-sickness, surfeits, scurvy and dropsy, coughs, wheezings,
consumptions and agues, mother and spleen, fits of the mother,
and rickets”

David Boyd Haycock & Patrick Wallis, “Introduction” in David Boyd Haycock & Patrick Wallis, eds, Quackery and Commerce in Seventeenth-Century
London: The Proprietary Medicine Business of Anthony Daffy (2005) 25 Med
Hist Suppl 1 at 32-33.
133

Recipes for the elixir refer to various forms of alcohol, including aqua vitae,
proof spirits, and brandy (ibid at 30).
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not known whether this pioneering product had any effect upon those who
consumed it. Anecdotes to the contrary were either just that – consumers’
perceptions of medicinal benefit more accurately attributable to the simple
passage of time and the human body’s own healing powers – or worse:
(false) testimonials paid for by the drug’s promoter, printed in pamphlets,
newspapers, even literary works.
Anthony Daffy’s product nevertheless proved highly profitable. Sales in
Britain and New England were only a small part of an extensive distribution
network, global in scope, with agents operating in Europe, North America,
the West Indies, and East Asia.134 Elixirs bearing Daffy’s name remained in
commercial production as late as 1910.135
By the time of Canadian confederation, many had followed Anthony
Daffy’s lead. As noted above, Canada’s largest proprietary medicine maker,
Northrop & Lyman, was founded in 1854. Scores of secret medicines had
entered the market in the seventeenth, eighteenth, and nineteenth centuries;
though few enjoyed the level of success of Daffy’s elixir, the vast majority
copied Daffy’s business model of aspiring to absolute secrecy regarding
recipes, admixed with considerable advertising.136 By 1905, some 28,000
patent medicines were on the US market137 and, unlike Daffy himself, who
was a shoemaker by trade,138 many physicians and pharmacists had even
become part of the proprietary medicine trade.139
As the realization grew that these secret recipes offered no remedy
at all, or worse, could cause harm, physicians’ affiliations with the trade

134

Ibid at 21.

135

Ibid at 29.

136

The success of Daffy’s product appears to have been owed to his business acumen, an intercontinental trust-based distribution network, his ability to keep
the elixir’s recipe secret from his competitors, and substantial advertising. Unlike the campaign of most patent medicines, however, it was only after his
Elixir Salutis had a strong foothold in the marketplace that Daffy began to
promote his product by the printed word. See ibid at 36.

137

Young, supra note 130 at 109-10.

138

Haycock & Wallis, supra note 132 at 3.

139

See Stamatia Tina Piper, The Emergence of a Medical Exception from Patentability in the 20th Century (DPhil Thesis, University of Oxford, 2008) [unpublished].
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began to carry reputational costs amongst their peers.140 In this way, the
growing “patent medicine crisis” contributed to the professionalization of
medicine.141 The inaugural Code of Ethics adopted by the Canadian Medical
Association in 1868 forbade physicians from ever engaging in patenting,
and sought to dissuade salesmanship by painting the “promising [of] radical
cures” and the publishing of testimonials as “derogatory to the dignity of the
profession.”142 Articles in Canadian medical journals decrying the proprietary medicine trade appeared from at least 1892 onwards.143 And, although
the Code of Ethics was a voluntary measure, physicians who continued to
engage in the business faced charges of “professional misconduct” before
provincial regulatory bodies.144

140

See Re Crichton (1906), 13 OLR 271, 8 OWR 841 (Div Ct).

141

See generally Piper, supra note 139.

142

Listed amongst the “duties of physicians to each other, and to the profession at
large” was the following:
Equally derogatory to professional character is it for a physician
to hold a patent for any surgical instrument or medicine; or to
dispense a secret nostrum, whether it be the composition or exclusive property of himself or of others. For, if such a nostrum
be of real efficacy, any concealment regarding it is inconsistent with beneficence and professional liberality; and if mystery
alone gives it value and importance, such craft implies either disgraceful ignorance or fraudulent avarice. It is also reprehensible
for physicians to give certificates attesting the efficacy of patent
or secret medicines, or in any way to promote the use of them.

Canadian Medical Association, Code of Ethics, 1868, part 1, art 1.4 (transcribed from the original by A Keith W Brownell & Elizabeth Brownell, April
2001), online: CMA <www.royalcollege.ca/portal/page/portal/rc/common/
documents/bioethics/primers/medical_ethics/CMACodeofEthics1868.pdf>
[CMA Code of Ethics].
143

See RG Guest, “The Development of Patent Medicine Legislation” (1966) 8:9
Appl Ther 786 at 787-88; see also Pugsley, supra note 68 at 400, describing
concerns among physicians in the 1870s.

144

In the earliest Canadian case, where Dr. Alexander Crichton was found to have
distributed circulars promoting “Grippura” as a cure for grippe and influenza,
an Ontario Court noted:
There is no doubt that this man has grievously offended against
[physicians’] conventional rules, well recognized, though it
may be not forming a written code, which obtains among the
members of every learned and honourable profession. In two
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In contrast, pharmacists’ professionalization in the latter part of the
nineteenth century was tied to their claim of expertise in drug compounding
and dispensing, including dangerous proprietary medicines, and paralleled
physicians’ move away from those activities.145 Pharmacists thus did not oppose the sale of proprietary medicines per se, provided dispensing remained
under their primary control.146 Pharmacists supported stronger regulation
of proprietary medicines but failed on several occasions to achieve it under
provincial laws.147
Only after proprietary medicines received critical attention in the popular press around the turn of the twentieth century were federal legislators
finally motivated to rethink the Adulteration Act’s omission of such dubious
remedies from the legislation’s ambit. In the US, two journalistic series,
published in the Ladies Home Journal and Colliers respectively,148 proved

respects he has violated proper decorum – modesty and propriety have been forgotten in his self-advertising and discreditable proclamation; and he has, in the second place, kept to himself and for himself this apparently valuable remedy, and has
not made known the formula, in order that its benefits may be
shared in by the profession and the public.
…
… The vendor of patent medicines and proprietary remedies might puff their uses and publish their testimonials and
tout for customers, but not the physicians.

Re Crichton, supra note 140 at 284-85. See also Hunt v College of Physicians
& Surgeons of Saskatchewan, 20 Sask LR 305, [1925] 4 DLR 834 (Sask KB);
Re Hett and the College of Physicians and Surgeons of Ontario, [1937] OR
582, [1937] 3 DLR 687 (Ont CA).
145

Clark, supra note 71 at 48-49.

146

Those who failed to secure the necessary permission to sell drugs encompassed
by provincial pharmacy legislation were prosecuted. See R v Simpson, 27 OR
603, [1896] OJ No 178 (QL) (Ont HC); see also McGibbon v JP Lawrason Co,
13 OWR 1168, [1909] OJ No 761 (QL) (Ont HC).

147

See generally Clark, supra note 71; Malleck, “Boundaries of Control”, supra
note 72.

148

See Guest, supra note 143 at 786. As well, the 1908 publication of “Secret
Remedies: What They Cost and What They Contain” by the British Medical
Association appears to have attracted public attention in Canada. See Davidson, supra note 68 at 50, 100 (n 17 of ch 7).
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instrumental in finally provoking Congress to pass the Pure Food and Drug
Act in 1906, following hundreds of failed legislative proposals to establish a
general framework for food and drugs.149 In Canada, with the Adulteration
Act already in place, legislators developed a separate statute to address the
problem of proprietary medicines in particular.
Despite its more targeted focus, passing Canada’s proprietary medicines
law was also a struggle. In 1904 the Senate was petitioned for information
regarding patent medicines, which precipitated an investigation by the Inland Revenue Laboratory. However, the investigation yielded little useful
information, “as the task of analyzing a considerable number of compounds
without having any idea of their composition was a formidable one.”150 The
issue was raised in a House of Commons Committee in 1905151 but the discussion stalled. The following year a report prepared by AE DuBerger on
the proprietary medicine trade was presented to the House of Commons,
recommending that legislation governing the sale, manufacturing, and advertising of proprietary medicines be enacted.152 In 1907 a bill to that effect
was introduced into Parliament but failed to progress through further readings.153 Finally, in 1908 the Proprietary Medicine Act was introduced and
enacted.154

149

According to one source, 190 legislative proposals relating to food and drugs
were introduced in Congress between 1879 and 1906 but only eight of the
proposals were enacted. See CC Regier, “The Struggle for Federal Food and
Drugs Legislation” (1933) 1:1 Law & Contemp Probs 3 at 3-4.

150

Guest, supra note 143 at 788.

151

Ibid.

152

See Malleck, “Pure Drugs”, supra note 101 at 112.

153

Guest, supra note 143 at 788, explains the inaction as follows:
[I]t was found difficult to enact legislation that would at the
same time safeguard the public and not commit injustice to
business interests, and the measure was withdrawn. One wonders just how much pressure was brought to bear by the proprietary manufacturers …. Evidently it was greater than the public
demand for legislation to protect itself.

154

An Act respecting Proprietary or Patent Medicines, SC 1908, c 56 [Proprietary
Medicine Act, 1908]. It is worth noting that the law did not require a medicine
to be patented in order to come within the definition of a “proprietary or patent
medicine”. See ibid, s 2(b).
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The issue of transparency lay behind these twists and turns. The report
submitted to the House of Commons by DuBerger, a trained chemist and
practising pharmacist, clearly documented the need to protect the public
against “‘quack’ nostrums.”155 He equally stressed that some “patent medicines ‘possess real merits and their formulae are the fruit of long work and
often the result of several years of experience and observation.’”156 In DuBerger’s view, publishing the formulae of such medicines would “‘favour
indelicacy and abuses on the part of unscrupulous persons,’ and would be
‘unfair.’”157 According to historian Dan Malleck, this accounts for why the
1907 bill failed in the House. Requiring publication of a proprietary medicine’s formula on its label went too far and attracted strong critique from
well-reputed pharmacists.158 To secure support from this key interest group,
the level of transparency needed to be reduced. Only on the basis of its tempered level of transparency did the subsequent 1908 bill pass.
The key provisions of the Proprietary Medicine Act, 1908 worked
as follows. First, the law defined proprietary or patent medicines as any
medicine that was not listed on any of the recognized pharmacopoeias, or
“upon which is not printed in a conspicuous manner … the true formula
or list of medicinal ingredients” of the putative remedy.159 In other words,
the law captured all those patented and/or secret remedies that were not
considered “drugs” within the meaning of the existing Adulteration Act of
1884. Second, manufacturers, importers, and agents of such remedies were
required to “procure annually from the Minister of Inland Revenue a numbered certificate of registration” by furnishing the Minister with a list of
medicines to be manufactured, imported, and sold.160 Third, once registered,
all proprietary or patent medicines were required to be explicitly labelled
as such, with the manufacturer’s name and registration number displayed

155

Malleck, “Pure Drugs”, supra note 101 at 112.

156

Ibid, citing DuBerger’s report to the House of Commons: Parliament, “Return
to an Order of the House of Commons, dated April 23, 1906, for a Copy of
the Report of A. E. DuBerger, on the Drug and Proprietary Medicine Trade of
Canada” by AE DuBerger in Sessional Papers, No 125 (1906) at 22.

157

Ibid.

158

Malleck, “Pure Drugs”, supra note 101 at 113.

159

Proprietary Medicine Act, 1908, supra note 154, s 2(b).

160

Ibid, s 3.
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in “conspicuous characters.”161 Fourth, proprietary medicines could not be
sold if they contained (a) cocaine or (b) alcohol without “sufficient medication to prevent its use as an alcoholic beverage,” nor if they (c) failed to
conspicuously identify on their label the presence of any of the 34 drugs
listed in a schedule to the legislation. However, this last prohibition was
subject to an important exception: the scheduled drugs could be included in
the medicine’s ingredients if the medicine’s formula had been made known
to the Minister – but not the wider public – and determined not to be dangerous to health through the registration process.162
The Proprietary Medicine Act had its shortcomings. There was no provision pertaining to advertising of proprietary medicines,163 which continued
to fuel popular demand. As foreshadowed by DuBerger’s report, proprietary
medicine manufacturers also did not have to reveal with any degree of precision the composition of their wares to the Minister, much less the public
at large. Rather, they only had to reveal “the proportion of [the scheduled
drug] contained in the mixture and dose”164 and the basic presence thereof
on the label165 to the Minister and the public, respectively. Moreover, the
Proprietary Medicine Act lacked a provision analogous to section 13 of the
Adulteration Act, which required the Minister to report to Parliament annually regarding its analytical findings.166
This bifurcation in approach between, on the one hand, a publicly transparent analysis of those drugs falling within the meaning of the Adulteration Act and, on the other, non-transparent registrations of proprietary medicines set up a choice for drug regulation in the not-too distant future. Which
model – of transparency without, i.e. to the broader Canadian public, versus
transparency within, i.e. confined to the regulator and the regulated – should
those charged with regulating drugs, in general, adopt? Responsibility for
administering both the Adulteration Act (and later the Food and Drugs Act)

161

Ibid, s 4.

162

Ibid, s 7(c).

163

Pugsley, supra note 68 at 401.

164

Proprietary Medicine Act, 1908, supra note 154, s 7(c).

165

Guest, supra note 143 at 788.

166

Adulteration Act, 1885, supra note 113, s 13.
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and the Proprietary Medicine Act rested, after all, with the same government officials.167
As shown below, subsequent legislative changes, evolving legal norms,
and institutional practices suggest that the model of transparency within
embodied in the Proprietary Medicine Act won out, notwithstanding the
diminishing relevance of the nostrum trade through the twentieth century.
Given that outcome, the pre-market focus of the Proprietary Medicine Act
becomes conspicuous: it was the first piece of Canadian legislation to require registration before market entry. In contrast, the Adulteration Act (and
its predecessor statute of 1874) focused on adulteration (and, later, on false
labelling and misbranding) after market entry. In the decades that followed
the proprietary medicine crisis at the turn of the twentieth century, punctuated by the sulphanilamide tragedy in the late 1930s168 and the thalidomide
disaster in the early 1960s,169 pre-market evaluation of a drug’s safety and
efficacy became all-important. And, as that shift occurred, the set of norms
and practices that evolved under the 1908 Proprietary Medicine Act – the
first form of pre-market drug regulation in Canada170 – seemingly came to
dominate. In hindsight, then, it appears that the Proprietary Medicine Act
marked the start of “insider transparency” as opposed to “public transparency” in Canadian drug regulation.

167

Davidson, supra note 68 at 51, explains that Mr [A] Lemoine, who was appointed as a public analyst under the Adulteration Act in 1901, initially assumed sole responsibility for the patent medicine registration process. He was
“assigned the duty of examining formulae containing scheduled drugs to see
whether the amounts used exceeded dosage limits fixed by medical advisers
with a view to allowing manufacturers exemption from having to print the
name of the scheduled drug on the labels and wrappers as required by the Act”
(ibid). Later, others aided in this work and a “Proprietary or Patent Medicine
Division” was formalized as part of the Food and Drugs Directorate under the
auspices of the Department of Health, when it was created in 1919 (ibid).

168

See Swanson, supra note 111 at 366.

169

See Jean F Webb, “Canadian Thalidomide Experience” (1963) 89:19 Can Med
Assoc J 987.

170

Even though registration only required disclosure of select drugs rather than
any evidence of safety or efficacy as expected under more modern drug laws,
the Proprietary Medicine Act, 1908 put the burden of proof squarely on the
manufacturer to show that the provision was observed. See Proprietary Medicine Act, 1908, supra note 154, s 7(2).
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D. The beginning of the end: Legislative changes 1919-1920, evolving
institutional practices, and relevant shifts outside the regulator
1. The 1919 amendments to the Proprietary Medicine Act and the
1920 Food and Drugs Act
The deficiencies of the original Proprietary Medicine Act were plain:
manufacturers had only to declare the presence and proportion of the scheduled drugs, not the precise composition of the medicine, to the bureaucracy
and there was no measure to deter extravagant curative claims. These concerns were raised in the House of Commons in 1915 and “several professional associations” argued for reform in 1917.171
In 1919, the legislation was significantly amended.172 Amongst other
changes, such as expanding “the list of dangerous drugs” and establishing
“maximum dosage limits … for a number of drugs,”173 the scope of conduct
prohibited by the legislation increased. Failing to “conspicuously” name any
scheduled drugs “and the amount per dose” on drug labels was prohibited.174
Further, representing that a proprietary or patent medicine was a “cure for
any disease” and making “false, misleading or exaggerated claims” on the
“wrapper or label, or in any advertisement” were also prohibited.175
The 1919 amendments also revised the registration process and, in so
doing, the explicit terms of the underlying model of transparency within
the confines of the regulator-regulated relationship. Manufacturers were obliged to “furnish the Minister with a statement under oath of the quantity
of … drug or drugs [named in the Schedule to the Act] contained in such
medicine,” and if such statement was “incorrect or false,” the manufacturer could incur a fine or face imprisonment.176 At the same time, the 1919

171

Guest, supra note 143 at 788.

172

An Act to amend The Proprietary or Patent Medicine Act, SC 1919, c 66 [Proprietary Medicine Act, 1919].

173

Pugsley, supra note 68 at 402.

174

Proprietary Medicine Act, 1919, supra note 172, ss 7(1)(c)-(d).

175

Ibid, ss 7(1)(e)-(f).

176

Proprietary Medicine Act, 1919, supra note 172, s 3(2). When initially introduced, the bill required disclosure of the formula to the Minister, but the level
of transparency was reduced during the legislative process. See Debates of the
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amendments unequivocally indicated that transparency was confined to the
two parties. Once statements from manufacturers about the drugs contained
in their products were received, under the revised Proprietary Medicine Act
the department was statutorily required to treat them as “confidential.”177
Even though no such (explicit) obligation of confidentiality had appeared
in the 1908 statute, the new language appears to have attracted no scrutiny
in either the House of Commons or the Senate when the 1919 amendments
were debated.
The following year, in 1920, the Adulteration Act was repealed and replaced with the first Canadian Food and Drugs Act.178 Consistent with preceding legislative changes, the new statute continued to expand the scope
of conduct captured. Influenced by the United States’ 1906 Pure Food and
Drugs Act,179 the 1920 Canadian statute created a new offence of “misbranding” to extend the law’s reach beyond adulteration and false labelling.180
Secondly, although authority to introduce requirements through an Order in
Council stemmed from the 1884 adulteration legislation,181 the 1920 statute
“enlarged and placed on a more formal basis” this practice of regulation
through delegated legislation.182 The new law significantly expanded regu-

Senate, 13th Parl, 2nd Sess (26 June 1919) at 770. C.f. Pugsley, supra note 68
at 402, stating, in error, that the formulae had to be disclosed.
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1920 statute made misbranding of drugs an offence but failed to specify what a
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Drugs Act, 1920, supra note 178, ss 5, 16. See also the Appendix, below, for
the text of the provisions rendering adulteration and misbranding an offence.
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1953. Compare An Act respecting Food and Drugs Act, RSC 1952, c 123, ss
8, 26 [Food and Drugs Act (RSC 1952)], with An Act respecting Food, Drugs,
Cosmetics and Therapeutic Devices, SC 1953, c 38, s 9 [Food, Drugs, Cosmetics and Therapeutic Devices Act, 1953].
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lation-making powers to facilitate the Act’s administration.183 This power
was put to immediate use in fashioning the inaugural Food and Drug Regulations out of the standards that had been developed, in significant part,
through the public dissemination of 440 bulletins between 1887 and 1920.184
The exercise of this regulation-making power would become increasingly
instrumental in subsequent years, cementing the close, confidential relationship between the regulator and industry.

2. Evolving institutional practices at the Department of Health
Institutional changes with significant implications for the transparency
of the bureaucracy’s work to the public coincided with the repeal of the
Adulteration Act. The 33-year-old practice of publishing the names of individuals and manufacturers suspected of adulteration in publicly available
bulletins, approximately 68 of which had focused specifically on drugs,185
was halted. Manufacturers and vendors had long protested this administrative practice to no avail. 186 However, as one official, A Linton Davidson,
later explained, “[t]he new Department into whose hands control of the laboratories had passed, was not impressed with the advantages of publicity on
such topics.”187
This “new Department” was the Department of Health, created in 1919
to assume control over the administration of the Adulteration Act (then still
in place)188 and, from 1920 onwards, the Food and Drugs Act. Department

183

The Adulteration Act, 1884, supra note 109, s 23 simply gave the Governor
in Council the discretion to “make such regulations as to him seem necessary
for carrying the provisions of this Act into effect.” In contrast, the Food and
Drugs Act, 1920, supra note 178, ss 14-15 specified several specific regulationmaking powers for the Governor in Council.
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officials began to highlight the importance of “cooperation” with industry,
language that increasingly appeared in the decades that followed.189 As early
as 1928, industry began to be directly involved in crafting regulations under
the Food and Drugs Act.190
It is difficult to pinpoint what motivated this shift away from public
transparency and when closed-door cooperation with industry gained favour. The process was probably gradual and attributable to a mix of factors.
Members of Parliament had, on occasion, voiced concern about the
administration’s practice of naming manufacturers and vendors suspected
of adulteration and false labelling.191 Yet, under the direction of two successive Chief Analysts, first Thomas Macfarlane and especially later under
Anthony McGill, the practice of publishing bulletins with copious details
linked to specific manufacturers and vendors grew steadily (see Table 1,
above). When the new Food and Drugs Act came into force, McGill was
still at the helm, though his tenure ended in 1922. Perhaps the promulgation
of the first Food and Drug Regulations in 1920, the contents of which drew
significantly from past bulletins, was perceived as diminishing the need for
public dissemination of the department’s analytical work.
A second explanation derives from the source of the regulations – Cabinet – and the tradition of “administrative secrecy” wedded to Westminster
parliamentary systems.192 That tradition is strong in Canada: administrative

189

For example, another department official, Robert E Curran, who authored the
first major text on Canada’s Food and Drug Laws, wrote in 1953 that the lack
of Canadian jurisprudence regarding the provisions of the Food and Drugs Act
was a testament to the close, cooperative relationship between the department
and manufacturers:
The close co-operation … which has developed between industry and the departmental officers with the infrequency with
which matters are referred to courts for determination, speaks
highly of the quality of the administration, and of the [administrative] interpretation that has been given to many of these
difficult provisions.
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secrecy has long been effected through Cabinet as part and parcel of the
doctrine of ministerial responsibility.193 Administrative secrecy is, on this
view, supposed to facilitate ministers’ work and day-to-day policy development in lockstep with civil servants. Thus, as the source of many Orders in
Council and regulatory revisions to come, it is possible that Cabinet propagated norms of secrecy from the top down.
A horizontal influence within the department was also in play. The
norms of confidentiality inscribed by the amended Proprietary Medicine
Act may have begun to bleed over into the rest of the department’s work. As
part of the 1919 amendments to the Proprietary Medicine Act, an Advisory
Board to “determine the limits of dosage of scheduled drugs”194 was struck,
composed of the Chief Analyst, two “medical men,” and two “teachers of
pharmacy.”195 The latter were known to be tolerant of secrecy,196 and, as described below, the medical profession’s stance towards certain drug manufacturers was already softening. Perhaps this Advisory Board was one site
in which practices beyond the administration of the Proprietary Medicine
Act were gradually redefined.
A fourth explanation for the apparent shift may be cross-fertilization between the department and industry. During the First World War, staffing was
a challenge because “the Canadian chemical industry was growing in stature and competing vigorously for the service of chemists.”197 In subsequent
years, however, there is some evidence of a revolving door between the
public and private sector. Archival documents provide the earliest indication
of this; an internal memorandum appended to an organizational chart of the
newly formed Department of Health identifies a person named LeSueur as
being suited “better than anyone we know of” for the position of “Direc-
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tor of Publicity.”198 Amongst LeSueur’s qualifications was his prior experience working for the “Dupont and MacArthur interests in New York before 1914.”199 The Dupont company had, at that time, recently transformed
from a “family-controlled manufacturer” to a “large, vertically integrated,
and centrally administered firm” that asserted tight control over trade secrets as a matter of strict company policy.200 Archival records show that
LeSueur came to occupy the position of “Supervisor of Publicity,” and it is
possible his approach to that role was influenced by his time with Dupont.
Later examples of crossover between industry and civil service also exist.
In 1939, Dr. GDW Cameron became the department’s Chief of the Laboratory of Hygiene (created in 1921 to, inter alia, inspect drug manufacturing
facilities),201 having entered the civil service from Connaught Laboratories,
then a publicly owned Canadian drug company. Cameron would serve as
the Deputy Minister of Health starting in 1946. That same year, the department added a position of “business manager” to relieve the Chief Dominion Analyst of the burden of managing “accounts, supplies and finance.”
The person hired, Charles A Summers, “had been connected with the drug
business” prior to the Second World War.202 Finally, Dr. Clarence Morrell,
who became Chief Dominion Analyst in 1946 after serving for years in
the pharmacological laboratory of the department, evidently maintained a
close relationship with drug manufacturers, given that he eventually stepped
down from the Food and Drug Directorate in 1965 to join the CIBA-Geigy
Ltd. board of directors.203 To the extent that these recorded examples speak
to a trend, crossover between the public and private sphere may have contributed to the shift away from public transparency.
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Fifth and finally, publicity practices may have fallen into disfavour as
department officials interacted more and more regularly with their regulatory counterparts in the US. Since 1938, when the US instituted its regime
of pre-market safety regulation, government officials who disclosed information that qualified as a “trade secret”204 or (after 1948) “confidential business information”205 – a designation that manufacturers claimed extended to
most, if not all, of the information they shared with the regulator – were potentially subject to criminal sanction.206 The “food and drug men” of Canada
and the US were known to congregate under the auspices of the US-based
food and drug institutes through the late 1940s and ’50s.207 Thus, it is conceivable that US regulators, versed in the importance of confidentiality even
before the 1938 criminalization of public disclosure, had begun to impress
upon Canadian officials the norm of confidentiality in earlier years.
Whatever the animating factors, only traces of transparency to the wider
public remained. In 1927, Davidson co-authored four surveys of “commercial pharmaceutical preparations” with the new Chief Analyst (now referred
to as the Chief Dominion Analyst), Harry Lancaster. The surveys focused
on nux vomica, belladonna root, belladonna leaves, and hydrastis – four
drugs208 in wide use in the 1920s – and each was published in the Canadian
Medical Association Journal.209 However, the surveys were brief and did
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not name any manufacturers of the drugs in question, in sharp contrast to the
hundreds of bulletins disseminated under Lancaster’s predecessor, Anthony
McGill. The annual reports published under Lancaster did not make up the
difference. Rather, the reports gave “but scanty glimpses of the work done
in the laboratories,”210 for instance, by simply listing the number of samples
analyzed and the percentage considered adulterated, falsely labelled, or misbranded and by providing brief, generalized synopses of the department’s
work on select classes of drugs in circulation.211 Whether addressed to physicians or the public more generally, no further communiqués of the department’s analytical work – identifying specific samples from specific sources
– were issued after the final bulletin was published in 1920.

3. Shifts in the field of pharmaceuticals, patenting practices, and
the profession of medicine
Outside the regulatory institution, things were shifting as well, in the
pharmaceutical business, patenting practices, and the medical profession.
The pharmaceutical medicines market was becoming increasingly segmented between a small but growing number of companies thought of as
“ethical manufacturers,” which at the time did not trade in secret remedies,
patent drugs, or utilize rash amounts of advertising to promote their products,
and a slew of entities engaged in those very practices. The former, amongst
which were counted many of the firms that gave rise to the “big pharmas”
or “brand-name” manufacturers of today, including Eli Lilly, Merck, Smith
Kline & Co., and Parke-Davis, had a direct interest in advocating for greater
regulation of proprietary medicine makers, and the medical profession was

son, “Commercial Pharmaceutical Preparations: 2. Belladonna Root” (1927)
17:8 Can Med Assoc J 923; HM Lancaster & AL Davidson, “Commercial
Pharmaceutical Preparations: 3. Belladonna Leaves” (1927) 17:10 (pt 1) Can
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a powerful ally in their campaign against (unethical) secret remedies.212 To
the extent the so-called ethical manufacturers were ever opposed to patenting (as opposed to secrecy) that opposition did not last. By 1911, for
instance, Parke-Davis had successfully sought and defended its patent on
human adrenaline,213 generating a precedent that would forever invite human biology into the realm of patentable subject matter.214
At the same time, within the medical profession, a more nuanced stance
towards patenting was developing. Retreating from its prohibitive position,
the American Medical Association passed a resolution in 1914 empowering
its Board of Trustees to receive “patents for medical and surgical instruments and appliances…as trustees for the benefit of the profession and the
public” provided no financial rewards accrued to the individual inventors or
the association.215 Institutions engaged in medical research and individual
physicians began to carefully test the waters of patenting.216 In 1922, the
prohibition on patenting contained in the Canadian Medical Association’s
Code of Ethics was deleted, never to return.217
The best-known example of medical patenting from that era took place
in Toronto, where Frederick Banting, John Macleod, Charles Best, and Bertram Collip devised a method of extracting insulin for the treatment of diabetes. Banting and Macleod, as physicians, were reticent to patent but recognized the importance of maintaining control over their technology to ensure
safety and affordable access. The foursome thus assigned control over to the
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University of Toronto, a patent was filed and obtained,218 and Banting and
Macleod went on to receive the Nobel Prize in 1923. The university in turn
licensed the technology on a non-exclusive basis to Eli Lilly, which helped
scale up production of insulin at an affordable price. The story has long been
heralded as an instance of responsible university-industry commercialization. Extrapolating from that example, some even advocated that the profession should use patents to manage the supply of other drugs.219 However, as
noted by historian Kara Swanson, the experience also had a lasting impact
upon the business model of the ethical drug manufacturers:
[Eli Lilly] learned that developing drugs in-house, rather
than negotiating licenses with doctors with ethical qualms
about patents and universities committed to the public interest, would permit exclusivity, and thus monopoly pricing, for
the life of a patent. The insulin model of patent control, while
lauded by the [American Medical Association], could be partially replaced by federal regulation and was unsatisfactory to
a key set of players in the drug marketplace, the manufacturers
[once described as ethical].220

While the medical profession as a whole remained ambivalent towards
patenting through the 1930s, ’40s, ’50s, and beyond, the so-called ethical
manufacturers began to seize control of the drug supply and, coupled with
further regulatory changes, they relegated physicians to the demand side of
the equation.
Perhaps the most important regulatory change in this process, one initially resisted by representatives of the “Canadian Pharmaceutical Manufacturers Association” (CPMA),221 was to tie access to certain drugs to a
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physician’s prescription-writing power.222 In Canada, provincial pharmacy
statutes already stipulated this, but there was a lack of uniformity, so in
1939 the provinces implored the federal government to intervene under the
Food and Drugs Act.223 When the provinces reiterated their concerns about
the “over-the-counter” sale of certain dangerous drugs to the general public
in 1941, the federal government acted, prohibiting by Order in Council the
sale of nine dangerous drugs without a physician’s prescription,224 including
sulphanilamide, which had precipitated the same regulatory change (and
others) in the US in 1938.225
While the move represented, on its face, a limitation on the industry’s
freedom to operate, in effect the advent of prescriptions under federal law
greatly reduced companies’ marketing audience to physicians rather than the
public writ large. Companies in the prescription drug business substantially
changed their practices, employing an increasing number of “detail men” to
promote their products to physicians.226 The medical profession meanwhile
struggled to maintain its independence. The pages of the Canadian Medical

again in 1965 to the “Pharmaceutical Manufacturers’ Association of Canada”
(PMAC). Finally, in 1999 PMAC became “Canada’s Research-Based Pharmaceutical Companies,” styled as Rx&D. See Rx&D, “Our History”, online:
Rx&D <www.canadapharma.org/about-rxd/corporate-information/our-history>.
222
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squarely upon the medical profession.
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Association Journal attest to the deluge of information that physicians were
now presented with and the value they sometimes placed upon the help
provided by pharmaceutical company representatives to make sense of the
fast-growing body of drug literature.227 Swanson succinctly summarizes the
impact of these changes in the US:
As the rate at which American physicians wrote prescriptions
began to skyrocket, and armies of detail men entered doctor’s
offices to market the new drugs, the medical profession traded
a patron relationship with the “ethical” and an oppositional
relationship with the proprietaries for a co-dependent relationship with Big Pharma.228

This would appear to apply equally in Canada, as members of the Canadian medical profession gradually began to align their interests with ethical
manufacturers, soon to be known as “brand-name” or “innovator” companies. In 1958, the CPMA formed a “Medical Section” comprised of fifteen
physicians employed full-time as medical directors within the Canadian offices of fifteen “pharmaceutical houses.” 229 The Medical Section’s functions
were, amongst others, to “assist the [CPMA] to maintain and increase the
prestige of the industry with the whole medical profession”; “initiate and
support clinical and pharmacological studies of general interest”; and, “[a]s
necessary or as requested, to act as liaison between the [CPMA] and the
Food and Drug Department in Ottawa on matters of a medical nature.” 230 At
the time of the inception of the CPMA’s Medical Section, some were ready
to equate the motivations of the medical profession with those of industry,
while others acknowledged there was acrimony or at least ambivalence between the two.231 By the lead up to the expansion of compulsory licensing of
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patented drugs in 1969, however, the Canadian medical profession became
brand-name companies’ main ally in resisting that policy change.232
Softening tension and progressive alignment of physicians with (ethical) manufacturers, spawned in part by regulators’ restriction of some drugs
to access by prescription only, together mark a dark turn for transparency.
Physicians were once amongst the most vocal critics of practices of secrecy
and patenting in the nostrum trade, policing transgressions of their own as
contrary to their professional ethical obligations. However, in the wake of
the University of Toronto researchers’ success with patenting and the growing interconnections with industry after the advent of prescription drugs in
1941, the profession’s concerted resistance to intellectual property norms
entirely dissipated. The profession consequently offered no challenge to the
regulator’s decision to do that work of vetting under a cloak of confidentiality with manufacturers.

E. Drug regulation in the mid-twentieth century and beyond: Entrenched
regulator-industry confidentiality
1. The onset of pre-market assessments of “new drugs”
In 1953, the Food and Drugs Act was completely overhauled. Since
1920, few changes within the four corners of the statute had been made. Of
particular interest, the public reporting provision contained in the original
Inland Revenue Act of 1874 had remained intact from 1890 through 1952.233
Orders in Council and revisions to the 1920 Food and Drug Regulations
had, however, wrought significant changes in the years leading up to 1953.
The changes in subordinate legislation were significant because they
brought the regulator, which by 1944 had become organized as the Food
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note 180, s 25.
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and Drug Directorate,234 into closer contact with manufacturers. For example, in 1942 an Order in Council established a “Canadian Committee
on Pharmacopoeial Standards,” which, as the official LI Pugsley noted,
was an “important event in the development of drug laws in Canada” as it
“brought together expertise from the medical and pharmacy professions as
well as from the drug manufacturers.”235 Industry thus began to have a say
in the very standards to which it was held accountable under the Food and
Drugs Act. In 1948, a system of informing industry as a whole, rather than
“selected interested parties,” of proposed regulatory changes before they
were made via “Trade Information Letters” and of soliciting feedback was
implemented.236 In 1951, at the behest of, and after extensive consultations
with, manufacturers, the Food and Drug Directorate published a “Guide” regarding labelling and advertising of foods and drugs, which manufacturers
reportedly found “very useful.”237 Most important, a requirement to submit
information regarding any “new drug” to the regulator prior to marketing
for the purpose of demonstrating safety was integrated into the Food and
Drug Regulations in 1951 (thirteen years after the US had done so in response to its sulphanilamide tragedy).238
This last change in particular signalled deeper change in the very rationale for government regulation in the sphere of drugs: a change from regula-
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tion to prevent public ignorance about what drugs were and what their use
could not claim to achieve to regulation in order to ensure the safety (and
later the efficacy) of drugs on the public’s behalf.239 This was necessary in
the sense that drugs were far more complex by the twentieth century than in
the past. As Swanson asks rhetorically regarding the drug that motivated the
move to pre-market safety regulation in the US, “[e]ven if each bottle [of
sulphanilamide] had been clearly labeled ‘diethethylene glycol,’ how could
patients have used that information?”240 Yet, from the perspective of transparency, the significance of this shift in regulatory rationale could not have
been starker. If the onset of post-market regulation in 1874 in Canada was
about stopping private secrecy and the quackery that flourished because of
it, then the onset of pre-market regulation in 1951 was about expanding the
shared public/private secrecy between the regulator and all regulated manufacturers. This was the same brand of insider transparency that had been
formalized in the 1919 amendments to the Proprietary Medicine Act.241
Swanson has characterized the US food and drug regulatory law qua
intellectual property law,242 and the same is borne out in Canada as well.
If intellectual property law is at bottom about negotiating the openness of
information, then drug regulatory law clearly has an essential role to play.
Drug regulation was initially designed to limit industry’s “trade secrets”; in
time, an understanding between industry and regulators evolved, legitimating expectations that business information would be kept in confidence, as
often seen in contemporary employer-employee relationships or, historically, under the principles of master and servant law.243
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at 422).
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This language borrows from Swanson, supra note 111 at 381-82, who has described the 1938 change in the US along these lines.

240

Ibid at 366.
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For a careful, historical analysis of the evolution of norms of secrecy or confidentiality in employment settings in the US, see Fisk, supra note 200 at 27-28,
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The sheer volume of information being generated by drug manufacturers
(which were increasingly US-based) by the 1940s may have put an increasing premium on this norm of confidentiality. As Joel Lexchin describes, this
period marked a “dramatic transformation” in the drug industry.244 Many
Canadian firms were unable to compete with larger, foreign-owned (ethical) manufacturers, 245 which implemented “sophisticated technological
processes” to synthesize new drugs in-house, benefiting from economies
of scale and increasingly open world trade markets.246 With vastly greater
amounts of data under their control, these companies were growing accustomed to the norms of confidentiality formally institutionalized south of the
border under the 1938 US law, and the body that represented their interests
in Canada, the CPMA, presumably began to impress their perspective upon
Canadian officials.247
Viewed in light of these developments, the 1953 overhaul of the Food
and Drugs Act becomes a crystallizing moment. During Senate hearings
on the proposed amendments in late 1952, the CPMA pushed to make the
regulator’s obligation to safeguard the “confidential nature of information”
explicit.248 The bureaucracy resisted, noting that “[e]very employee in the
government service is required to take an oath of secrecy on taking his office” and this was deemed to be “the proper way to safeguard the interests
of the manufacturer rather than by providing a penalty provision for disclosure of information.”249 But even in this resistance there is telling evidence
of a shift in thinking: the regulator did not challenge the manufacturer’s
interests in having that information kept confidential; no discussion of a

244

Lexchin, The Real Pushers, supra note 10 at 32.

245

Ibid (“[p]rior to World War II a significant portion of the industry had been
Canadian controlled, but the postwar wave of acquisitions left only one domestically owned company of any consequence, Connaught Laboratories” at 32).

246

Ibid.
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Ibid at 33. Over time, the CPMA (later PMAC and then Rx&D) became increasingly comprised of foreign-controlled companies. In 1961, 50 of the 57
manufacturers in PMAC were foreign owned. In 1981, 62 of 66 manufacturers
in PMAC were foreign-owned (ibid).
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Senate, Standing Committee on Public Health and Welfare, Report of the Committee to whom was referred the Bill “J”, intituled: “An Act respecting Food,
Drugs, Cosmetics and Therapeutic Devices” (December 1952) at 18 (Chair:
CJ Veniot).

249

Ibid at 71 per RE Curran.

2015

Denaturalizing Transparency in Drug Regulation

S115

possible countervailing duty to publicly share such information took place.
In fact, when the amendments to the Food and Drugs Act were passed, no
discussion whatsoever regarding the changes made to the public reporting
provision that was part and parcel of Canadian food and drug law since
1874 occurred in the Senate (where the bill originated), during committee
hearings, or the House of Commons. Yet, the public reporting provision had
entirely disappeared from the four corners of the legislation.250 Secrecy as
between regulator and regulated industry had, from a legislative drafting
point of view, become parti pris.
Although the thalidomide disaster of the early 1960s generated further
important reforms,251 from the perspective of public transparency, the rest
is essentially history. Thalidomide motivated governments and regulators in
turn to require more information about the safety and efficacy of new drugs
before market entry. In principle that was a laudable move. But with it, the
regulator grew steadfast in its commitment of confidentiality to industry.

250

All that remained under the heading of “Analysis” was the following in the
1953 legislation:
23. (1) An inspector may submit any article seized by him or
any sample therefrom or any sample taken by him to an analyst
for analysis or examination.
(2) Where an analyst has made an analysis or examination he
may issue a certificate or report setting forth the results of his
examination or analysis.

See Food, Drugs, Cosmetics and Therapeutic Devices Act, 1953, supra note
180, s 23.
251

See the discussion of changes to the statute as well as to the Food and Drug
Regulations in Pugsley, supra note 68 at 438-40. Three particularly noteworthy
changes are the prohibition of further sales of thalidomide, the authority to make
regulations regarding the distribution of drug samples to physicians by manufacturers, and the requirement imposed upon manufacturers to submit not only
safety data in respect of new drugs but also “substantial evidence of the clinical
effectiveness of the new drug … under the conditions of use recommended”
(Food and Drug Regulations, amended, SOR/63-386, s C.08.002(2)(h)). See
An Act to amend the Food and Drugs Act, SC 1962, c 15. As well, in 1975 the
Proprietary Medicine Act, 1908, supra note 154, was repealed under An Act to
repeal the Proprietary or Patent Medicine Act and to amend the Trade Marks
Act, SC 1975, c 43, s 1.
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2. A shift in Canadian patent policy and growing competition
from “generics”
The discovery of antibiotics and other new drugs circa the early 1950s,
and the attendant high prices of these new drugs, underscored the absence
of competition in the drug business. Given the incredible demand, in the
abstract, these new drugs should have motivated competition. The ethical
manufacturers had, however, come to rely on patents to limit competition
in the years since Eli Lilly’s experience with university-controlled insulin
production.
Controversy over the high price of many drugs produced by the ethical
manufacturers – almost entirely foreign-owned by the 1960s252 – motivated a change in Canada’s patent laws. Though compulsory licensing was
allowed under the Patent Act as of 1923,253 not a single application was
made for a compulsory license between 1923 and 1949.254 In the face of
considerable opposition from the CPMA (by then operating as the “Pharmaceutical Manufacturers Association of Canada” (PMAC)), the Patent Act
was amended in 1969 to allow importation of patented drugs (as opposed
to the previous, more restrictive compulsory licensing mechanism that re-

252

Lexchin, The Real Pushers, supra note 10 at 33ff.
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Scope for compulsory licensing was added to the Patent Act following similar
changes to patent laws in Great Britain enacted in 1919, restricting patents to
“process or products by process, not to the product itself.” Canada, Report of
the Commission of Inquiry on the Pharmaceutical Industry (Ottawa: Ministry
of Supply and Services Canada, 1985) at xxxiv, 1 (Chair: Harry C Eastman)
[Eastman Commission of Inquiry]; see also An Act to amend and consolidate
the Acts relating to Patents of Invention, SC 1923, c 23, s 17.
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Lexchin, The Real Pushers, supra note 10 at 166, offers the following explanation for the lack of compulsory licenses:
The lack of applications up to this time [i.e. 1949] probably reflected the absence of any drug “winners,” that is drugs which
were major advances and which forecast volume sales with record profits. But after 1949, there were significant developments
in a number of therapeutic fields – antibiotics, corticosteroids
and tranquillizers being three prime examples. However, from
1949 until 1966, there were only 34 applications made, an increase which the Restrictive Trade Practices Commission did
not consider significant in light of the potential.
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quired manufacturers to make them within Canada’s borders).255 Compared
to preceding years, a significant spike in compulsory licensing occurred
thereafter; by 1983, more than 290 licences had been granted, but genuine
competition was limited to a “small part of the drug market” and still largely
dominated by foreign-owned companies.256
Regardless of its ultimate impact, the new compulsory licensing regime
had immediate regulatory implications and amplified an ongoing dispute
about the quality of “generic” drugs relative to the “brand-name” drugs
manufactured by the ethical manufacturers. In the 1950s, ’60s, and ’70s
the ethical manufacturers called into question the quality of generic drugs
in a variety of ways, for example by distorting the findings of studies comparing the consistency of brand-name and generic versions of a drug with
established pharmacopeia standards.257 Illustrating the close ties between
the Food and Drug Directorate and industry under his direction, CA Morrell
publicly stated that “he personally would always buy a brand-name drug, to
ensure that he obtains the quality and efficacy guaranteed by the reputation
of a well-known manufacturer.”258 With the advent of a workable compulsory licensing mechanism in 1969, the difference in quality – or lack thereof
– between brand-names and generics took on heightened significance. The
regulatory question became: what evidence would generic manufacturers

255

An Act to amend the Patent Act, the Trade Marks Act and the Food and Drugs
Act, SC 1969, c 49, ss 1(4), 1(6). It is worth noting that this change in the
Patent Act in the face of opposition by PMAC has been credited to the civil
service. See Lexchin, The Real Pushers, supra note 10 at 171, citing Ronald W
Lang, The Politics of Drugs: A Comparative Pressure-Group Study of the Canadian Pharmaceutical Manufacturers Association and the Association of the
British Pharmaceutical Industry, 1930-1970 (Westmead: Saxon House, 1974)
at 246. To the extent this is accurate, it is illustrative of the diversity in views
vis-à-vis the pharmaceutical industry that exist across different governmental
institutions over time. Whereas Consumer Affairs was institutionally opposed
to, or steadfast in the pursuit of policy objectives in the face of criticism from
PMAC, the Food and Drug Directorate had a much friendlier relationship
with the industry. Indeed, consistent with the industry’s goal of precluding the
amendments in question, the Directorate appears to have sounded cautions
about these amendments to the Patent Act. See Lang, ibid, at 244-45ff.
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have to provide to gain market approval from the Food and Drug Directorate? With patent barriers to market entry removed, the regulator’s approach
to this evidentiary question would substantially mediate competition between brand-name and generic firms.
It is unclear precisely when the regulator settled its approach but at
some point the Directorate determined that generic firms did not need to
provide safety and efficacy data de novo for drugs already on the market.
Rather, the regulator required generics to demonstrate that their products
were “bioequivalent” to the previously approved drugs.259 Litigation records
reveal that, as late as 1985, the regulator did not allow generics to rely on
brand-name product data that had been claimed as confidential by the brandname manufacturers.260 Yet, the Commission of Inquiry’s report of the same
year suggests the opposite practice.261
While the regulator’s approach was in flux, the brand-name firms challenged Canada’s shift in patent policy and the attendant regulatory inference
that generic drugs were in fact bioequivalent with their own. At first, their
strategy consisted of publishing booklets and other materials that impugned
the bioequivalence of generics.262 As generic manufacturers became more
savvy and started extracting information from the US Food and Drug Administration about brand-name drugs via freedom of information requests
(filed pursuant to the US Freedom of Information Act, passed in 1966),263
ethical manufacturers also contested the regulator’s practice in more legal
terms. Brand-name manufacturers, for instance, claimed that the “product
monograph,” which is distributed to physicians with the drug, was confidential information and therefore generic manufacturers should not be permit-
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Eastman Commission of Inquiry, supra note 253 at 5, 391-92.
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In the context of an access-to-information dispute, a brand-name company referred to a letter written by a Director of the Bureau of Prescription Drugs
under the HPB, in which the Director assures the President of the brand-name
company that, based on a memorandum provided by legal services in 1985,
information contained in an innovator’s product monograph cannot be used by
a generic company to demonstrate evidence of the clinical effectiveness of the
generic drug. See Glaxo Canada Inc v Canada (Minister of National Health
and Welfare) (1992), 41 CPR (3d) 176, 52 FTR 39 (FCTD) [Glaxo Canada].
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ted to rely on information within the product monograph in asserting the
bioequivalence of their product.264
Thus, the Food and Drug Directorate (soon renamed the Health Protection Branch) became an inflection point in a highly competitive drug
production environment. The federal government would later reverse its
compulsory licensing policy, partially in 1987, then completely in 1993.265
By that time, however, competition between generic and brand-name companies was fierce, with much of the dispute centring on the norms of confidentiality surrounding data imparted to the regulator. In the final section of
Part II of the paper, I detail how the regulator has, in the context of accessto-information disputes, become the mediator between generic and brandname drug firms. And, in that capacity, advocacy for public transparency
has been decidedly absent.

3. Absent the public: Adversarialism under the Access to
Information Act post 1984
Canada was slow to follow other countries in implementing an accessto-information law. Whereas the US passed its freedom-of-information law
in 1966, Canada’s Access to Information Act (ATI Act) came into force in
1983.266 The ATI Act entitles any person (including companies) to records
held by the government provided the information therein is not exempt from
disclosure pursuant to one or more exemptions in the statute.267 Information

264

See Cyanamid Canada Inc v Canada (Minister of Health and Welfare) (1992),
52 FTR 22, 41 CPR (3d) 512 (FCTD) [Cyanamid Canada (first instance) cited
to FTR], aff’d (1992), 45 CPR (3d) 390, 9 Admin LR (2d) 161, 148 NR 147
(FCA).
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See Patent Act Amendment Act, 1992, SC 1993, c 2 (assented to 4 February
1993). This policy change was part and parcel of a larger shift toward increasingly liberalized world trade, which imposed a number of intellectual property
constraints upon signatory nations. For a summary of these various changes,
see Blake, Cassels & Graydon – Food and Drug Law Group, “Developments in
Canadian Law Relating to Food, Drugs, Devices, and Cosmetics as of December 1992” (1994) 49:2 Food & Drug LJ 323 at 325ff.
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Access to Information Act, RSC 1985, c A-1 [ATI Act].

267

The main exemptions under the legislation pertain to “personal information,”
“third party information,” and information concerning the “operations of government” (ibid, respectively ss 19, 20, 21).
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considered to be “trade secrets,” “confidential information,” or information
that could result in competitive harm or undermine contractual negotiations
of a “third party” (in this case, a brand-name company) are each prima facie
exempt under the ATI Act.268
Undeterred by these exemptions and already practised in seeking brandname drug information under the US law, generic manufacturers were apparently amongst the first entities to avail themselves of the ATI Act.269 In
response to generics’ requests, the Health Protection Branch proved willing
to disclose a drug’s product monograph or similar information, triggering
a spate of judicial review by brand-name manufacturers. Courts dispensed
with brand-names’ claims of confidentiality over the product monograph on
the ground that they tend to be widely distributed to health care professionals and the information they contain is also available from other sources.270
Over time, the judiciary refined the boundaries of the third party information exemptions and the processes to be followed when processing an access-to-information request, finally culminating in 2012 with the Supreme
Court of Canada’s decision in Merck Frosst Canada v Canada (Minister of
Health).271
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Ibid, ss 20(1)(a)-(d).

269

For example, amongst the first reported decisions under the ATI Act was a case
concerning a request for the notice of compliance and product monograph for
apresuline tablets, marketed by CIBA-Geigy Ltd, a brand-name manufacturer.
It is worth noting that the party that made the request to the Health Protection
Branch is not named in the body of the court’s decision. See CIBA-Geigy Canada Ltd v Canada (Minister of National Health and Welfare) (1986), 11 CPR
(3d) 98, 36 ACWS (2d) 358 (FCTD). Indeed, the identity of the information
“requestor” is seldom transparent in the case law under the ATI Act. Typically,
the two parties to the litigation are the brand-name manufacturer (which is
the source of the information and purports to have an interest in its not being
disclosed) and the Minister of National Health and Welfare. However, as illustrated in some decisions, a generic company or an individual or entity acting
on such a company’s behalf is commonly behind the access-to-information
request. See e.g. Glaxo Canada, supra note 260; AstraZeneca Canada Inc v
Health Canada, 2005 FC 1451, 143 ACWS (3d) 406 [AstraZeneca], aff’d 2006
FCA 241, 149 ACWS (3d) 766.
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What is remarkable about this body of jurisprudence is not the judiciary’s
interpretation of the scope of these third party information exemptions,272
but rather the way in which it documents the regulator’s established practice
of keeping drug safety and efficacy data (that is not part and parcel of the
product monograph or otherwise in the public domain) confidential. In early
cases where brand-name companies attempted to retain exclusive control
over the product monograph or otherwise maintain the confidentiality of
certain information, they tendered into evidence letters from regulatory officials that they claimed gave them “assurances of confidentiality.”273 While
that manoeuvre failed in Court (in part, because the product monograph
was regarded as part of the public domain)274 and some other forms of information have been made available in response to access-to-information
requests, the regulator has consistently screened out information about clinical trials from potential disclosure, on the basis of internal “Third Party
Information – Operational Guidelines.”275 That information is essential to
determining a drug’s safety and efficacy. Yet, courts have “never squarely
considered whether the design and results of clinical trials fall within the
[ATI Act’s] exemptions related to third-party information because, in several
instances, … [that information] had already been severed from the records
[the regulator] chose to disclose.”276
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It is worth noting that the judiciary has, on occasion, placed some useful limitations on the scope of these exemptions. See e.g. AstraZeneca, supra note 269
(“information which would give insight into how government carries out its
approval process is not the type of information which Parliament wished to
exempt from disclosure” at para 82). For a discussion of these limitations, see
Matthew Herder, “Unlocking Health Canada’s Cache of Trade Secrets: Mandatory Disclosure of Clinical Trial Results” (2012) 184:2 Can Med Assoc J 194 at
195-96 [Herder, “Unlocking Health Canada”].
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This pattern outs the structural shortcomings of adversarial disputes
over access to information in which the regulator is pitted between brandname companies and generics. Under section 20(6) of the ATI Act,277 the
regulator has the authority to disclose third party information (save for trade
secrets) where the public interest “clearly outweighs” the commercial harm
that such disclosure could occasion. There is, however, no indication that
the regulator has ever invoked this public interest override in support of
disclosure. As a result, in the context of an access-to-information dispute, no
one articulates for the court why the public interest might militate in favour
of open access to safety and efficacy data. Entities other than the regulator
that are potentially able to articulate such a claim also have not generally
sought standing in these sorts of proceedings.278
The absence of such a voice shapes the proceedings. Aware that the majority of access-to-information requests emanate from generic firms eager to
tap into a brand-name’s market, courts are likely to have specific harms to a
business (rather than to Canadians) foremost in mind. Protecting Canadians
is, the court will assume, what the regulator is tasked with. Thus, the underlying norm of the regulatory system – that confidential sharing of information between the regulated industry and regulator serves the public interest
– is not critically examined. In the lone case where a private individual (not
affiliated with the drug industry or the media) argued for disclosure of safety data pertaining to widely prescribed anti-hypertensive calcium channel

277

Supra note 266.
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I performed a search of the Westlaw database in 2012 for judicial reviews of
decisions by Health Canada under the ATI Act. Only two cases involving individuals (one of whom was a member of the media) were found. All of the
remaining 29 cases involved pharmaceutical companies. Other access-to-information requests have been initiated by members of the medical community and
other concerned citizens, but none of these applications have extended to judicial proceedings. See Matthew Herder et al, “Against Vaccine Assay Secrecy”
(2015) 11:2 Hum Vaccin Immunother 498; Ann Silversides, “Transparency and
the Drug Approval Process at Health Canada” (Fall 2005), online: Women and
Health Protection <www.whp-apsf.ca/pdf/transparency.pdf>. In Merck Frosst,
supra note 271, the Information Commissioner of Canada sought to apply for
intervener status before the Supreme Court of Canada. But its motion seeking
an extension on the time to apply for leave to intervene was denied by Justice
Deschamps. Two months prior to that motion, BIOTECanada was successful
in its motion for intervener status. See Merck Frosst, supra note 271, SCC
Docket 33320, online: SCC <www.scc-csc.gc.ca/case-dossier/info/dock-regieng.aspx?cas=33320>.
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blocker drugs on the basis of the public interest override, the Federal Court
was highly deferential to the regulator’s decision not to disclose.279 There
was no substantive engagement by the court with the question of disclosing
safety data in the public’s interest. The Supreme Court’s recent decision in
Merck Frosst is symbolic of this lack of judicial engagement: Justice Cromwell gestured repeatedly to the public interest override in obiter, but did not
cite a single example of its application.280
For this structural reason and others (most notably the delays
involved),281 the ATI Act is not a workable mechanism for achieving public
transparency. Its exemptions (and Health Canada’s reliance on them) instead illustrate that confidentiality has long – since roughly 1920 – been the
rule within Canada’s regulatory institution with respect to drug safety and
effectiveness information.282 In the final section of Part II, I suggest that in
order to disrupt these norms and occasion a more participatory, public form
of transparency, it may be necessary to redefine drug adulteration under the
Food and Drugs Act.

F. Epilogue: De-antiquating adulteration
The inception of Canadian regulation was driven by concerns about
consumable goods being adulterated, i.e. altered from what they ought to be
comprised of, especially food products, but also drugs. Purification was the
express goal. Adulteration attracted fines and/or imprisonment. As shown
above, however, what each consumable good ought to be comprised of was
far from clear at the onset of federal intervention.283 Thus, as the regulator
assumed inspection and enforcement responsibilities, developing standards
to inspect against was a pressing matter. Transparency, or, to use the term of
that time, publicity, seems to have served that purpose. Even after basic standards were incorporated into the Adulteration Act in 1884, the findings of
inspectors and analysts were left open to outside scrutiny through the Chief
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Rubin v Canada (Minister of Health), 2001 FCT 929 at para 54, 14 CPR (4th),
aff’d 2003 FCA 37, 23 CPR (4th) 312, 238 FTR 159.
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Analyst’s annual reports to Parliament and the publication of hundreds of
voluminous bulletins. Bulletins published by the Department of Inland Revenue seemingly became benchmarks for manufacturers and interested publics – from consuming citizens to fellow regulators abroad and laboratory
scientists – to read, employ, and critically engage with. Print media played
an important mediating role, regularly covering the Department’s findings
and publishing responses from affected industries.284 Further research is required to map this complex dialogue, including all of the actors and interests
involved and the evolution of the standards that the regulator in turn applied to drugs. The fundamental point for my purposes is that the regulator’s
publicity practices helped to fill a critical void: the standards to be applied
to evaluate potential drug adulteration. In the process, the regulator gained
legitimacy, which it was frequently failing to achieve through prosecutions
of alleged violations of the statute in court.285
Over time the legislation’s adulteration provisions diminished in relevance as drugs were standardized and, according to regulatory officials,
commanded manufacturer adherence.286 New provisions were added to the
Adulteration Act and Food and Drugs Act to capture manufacturers’ false
claims about a drug’s therapeutic properties (e.g. via false labelling) and
other promotional tactics. Each statutory incarnation remained geared towards limiting consumer deception – “drug fraud,” broadly understood –
about what a drug was, what it could promise to achieve, and its potential
harms. (See the Appendix for a summary of these changes in the scope of
drug fraud under Canada’s early drug laws as compared to current legislation.) But these new provisions focused, almost exclusively,287 on consumer
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Until the Food and Drugs Act was amended in 2014 (as discussed below),
the main exceptions to this focus on deception during the post-market period
related to making false or misleading statements about a clinical trial or to an
inspector more generally, which could extend to clinical trial site inspections.
See, respectively, Food and Drug Regulations, supra note 50, ss C.05.016(1)
(b), C.08.018(2); Food and Drugs Act, RSC 1985, c F-27, s 24(1) [Food and
Drugs Act (current)]. However, the extent to which the regulator has availed
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deception in respect of drugs approved for sale on the market.288 Indeed,
post-market regulation of drug fraud remains part and parcel of the regulator’s mandate to this day.289
The onset of pre-market drug regulation (first under the Proprietary
Medicine Act and subsequently under the Food and Drugs Act) introduced a
different frame. Instead of scrutinizing drug production for potential fraud,
the regulator’s task was to screen for substantial evidence of a drug’s safety
and efficacy, i.e. to assess a drug’s risks versus benefits, based on data provided by manufacturers (as opposed to drug samples and data generated by
the regulator in the course of post-market inspections for suspected adulteration). Emphasis upon pre-market risk-benefit assessment grew dramatically in the wake of the thalidomide crisis – a burden the regulator bore
while claiming an increasingly cooperative, confidential relationship with
manufacturers.

itself of these provisions is not publicly known.
288

For example, the current Food and Drugs Act prohibits false labelling and advertising in respect of a drug. See ibid, s 9. As well, the regulator has taken
steps to facilitate the communication of adverse drug events to health care
providers and patients through its MedEffect Canada website. This activity is
not construed as policing drug fraud, but rather as communicating drug safety
information to consumers in a timely fashion. See Health Canada, “Drugs and
Health Products: MedEffect Canada”, online: HC <www.hc-sc.gc.ca/dhpmps/medeff/index-eng.php>. It is worth noting that bulletins published under
Canada’s early food and drug laws may appear broadly similar in function to
the MedEffect Canada website. However, as discussed above, those bulletins
served not only to inform, but also to develop, standards applicable to drugs.
The MedEffect Canada website, in contrast, is designed solely to inform health
care providers and patients about adverse events.
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drugs in Canada, the regulator has exempted certain types of advertisements
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regulatory requirements” to “private or other agencies”: Colleen M Flood,
“The Evidentiary Burden for Overturning Government’s Choice of Regulatory Instrument: The Case of Direct-to-Consumer Advertising of Prescription
Drugs” (2010) 60:2 UTLJ 397 at 400-01. For analysis and criticism of this state
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(2003) 169:5 Can Med Assoc J 425; Barbara Mintzes, Steve Morgan & James
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More than half a century later, the limitations of that closed model of
predominantly pre-market regulation are plain. Having cultivated a relationship of “mutual dependence” with industry,290 the regulator has compromised its ability to act swiftly and effectively to ensure patient safety,
as evidenced by, inter alia, delays in drug withdrawals and disclosure of
adverse events.291 The Canadian regulator also faces considerable resource
challenges,292 limiting the regulator’s capacity to critically assess the summary data provided by manufacturers. The increasing focus upon orphan
drugs, personalized medicines, and alternative clinical research designs293
noted in Part I of this paper is likely to exacerbate these resource challenges
as new targeted therapies test the limits of established regulatory standards
of safety and effectiveness. Finally, manufacturers have developed increasingly sophisticated methods of skewing the evidence in respect of a drug
in their favour in order to secure regulatory approval. Apart from burying
negative findings, these methods include using “multiple endpoints in [a
clinical trial] and select[ing] … those that give favourable results,” carrying out “multicentre trials and select[ing] … results from centres that are
favourable,” and “conduct[ing] subgroup analyses and select[ing] … those
that are favourable.”294 The regulator, like systems of peer review,295 is unlikely to discover these methods because it is difficult, time-consuming work
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See Wiktorowicz, supra note 6 at 643-44, 650 (describing the resources of
Health Canada’s Therapeutic Products Division as “moderate” and linking
that level of resources to the interdependent relationship that the regulator has
formed with industry); Mary E Wiktorowicz et al, Keeping an Eye on Prescripiton Drugs, Keeping Canadians Safe: Active Monitoring Systems for
Drug Safety and Effectiveness in Canada and Internationally (Toronto: Health
Council of Canada, 2010) at 13-14, online: Government of Canada Publications <http://publications.gc.ca/collections/collection_2011/ccs-hcc/H174-212010-eng.pdf>. See also supra note 19 and accompanying text.
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and often contingent upon having access to the raw individual patient-level
data, which manufacturers carefully guard despite corporate commitments
to transparency.296 The Canadian regulator typically only holds summaries
of the raw data in the form of “clinical study reports.”297 Yet, these methods
that manufacturers employ to ensure that a study’s results will be favourable by its very design effectively render the distinction between research
and marketing – or, pre-market and post-market regulation – meaningless.
Deception or drug fraud now transcends both.
To counter these methods and related concerns, drug regulation needs
to be critically enhanced. In late 2014, Canada’s regulator secured a variety
of new statutory powers, including the power to unilaterally recall drugs for
reasons of patient safety and enforce conditions attached to a drug’s market authorization as well as giving the Minister of Health the discretion to
disclose drug information.298 As well, a broad new penalty for “knowingly”
making a “false or misleading statement to the Minister” or “providing him
or her with false or misleading information … in connection with any matter
… concerning a therapeutic product” was added to the legislation.299 These
new powers and penalties are significant and welcome, particularly insofar
as they assist the regulator in discharging its post-market mandate.300 However, in my view these amendments to the Food and Drugs Act inadequately address the transcendent quality of drug fraud today. The transparencyrelated amendments subscribe to the disclosure function of transparency,
largely on a discretionary basis.301 Given the intimacy of the regulatory in-
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stitution with drug manufacturers, Canadian drug regulation would be better
served by amendments that made transparency mandatory and directly tied
such transparency obligations to a revitalized concept of drug fraud. The
new penalty for providing false or misleading information extends, on its
face, to both the pre-market and post-market phases of drug R&D. But the
provision’s focus on “false or misleading” statements or information is substantially similar to pre-existing provisions in the legislation,302 and it is not
clear whether such wording is broad enough to motivate the standard-setting
exercise I envision. More importantly perhaps, there is no indication that the
new transparency powers are intended to assist the regulator in detecting
instances of potential fraud, much less how that will occur in practice.303
These recent amendments to the Food and Drugs Act may therefore mark a
missed opportunity to enable others,304 outside the regulatory institution, to
take up the task of constructing and enforcing new standards of drug fraud.
The history of Canadian drug regulation teaches us that not knowing
what drug fraud looks like in exact terms should not be a bar to regulation. Originally, the regulator had no standards to apply for determining
drug adulteration. This lack of standards compelled regulatory transparency.
What does fraud in drug R&D today look like? The above examples of
methods used by manufacturers to tip the design of clinical trials in their
favour offer a starting point. There is also a burgeoning literature regarding
scientific fraud.305 Its focus is on outright manipulation or falsification of
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See supra note 287 and references therein.
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In a sense this lack of detail is typical. Specific details about how legislative
provisions are to be operationalized are more likely to be located in regulations or institutional policies and guidelines. Nevertheless, it is noteworthy that
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scientific data. Is that a sufficient definition? Or should it extend to research
findings that have not and cannot be replicated? What about conflicts of
interest amongst researchers? What work, if any, should such conflicts play
in assessments for potential fraud? Not knowing the answer a priori to some
or all of these sub-questions regarding the scope of drug fraud maps onto
the history of publicizing suspected instances of drug adulteration – that
approach was not simply to deter adulteration, but also to determine what
it was, in dialogue with interested publics. Transparency, so understood as
a means of determining what constitutes fraud in drug R&D and enlisting
outsiders to help actively screen for it, holds more promise than transparency as (discretionary) disclosure per se. And it is needed now precisely
because of the closed relationship that has evolved between the regulator
and manufacturers. Independent researchers and civil society have played
critical roles in discovering recent cases of what I would term drug fraud.306
Tying transparency to a revised prohibition on drug R&D fraud could invite
more of that work, and encourage others to participate in it.307
Many important legal and pragmatic questions inevitably remain. First,
is it possible to enshrine in law an open-ended concept of fraud, given legal
restrictions against laws that are unduly vague?308 If not, can the regulator,
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Lemmens & Telfer, supra note 27 at 92-94; Lemmens, supra note 65 at 164-65.
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Interestingly, despite the explosion of literature in recent years on “participatory governance” or “collaborative governance,” I was unable to find an article
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through its institutional practices, nevertheless accommodate an open-ended discussion about what ought to be considered drug fraud for the purpose
of engaging outside actors in the regulatory process? Second, the willingness of outside actors, particularly independent researchers, to become involved in the project of constructing and enforcing newly developed standards of drug fraud should not be automatically assumed. As noted above,
some independent researchers are already engaged and have made critical
contributions to what is known about a given drug’s safety and efficacy. But
the question remains: will that activity scale up to the extent necessary? Do
we need to encourage more independent scrutiny and, if so, how? If we rely
on traditional tools such as government grants to support that work, how
should we choose who those grants should go to? What trade-offs do such
traditional mechanisms carry? Third, how should the work of those outside
and inside regulatory institutions be intertwined? Timing is a critical issue.
Most of the contemporary transparency initiatives surrounding clinical trial
data (apart from registration, which is supposed to occur prospectively) require that results be reported, or patient-level data made available, ex post
facto. If outside participation is to meaningfully inform regulatory decision
making, however, earlier access may be needed. Other procedural questions
also need to be answered. Can – and if so, how will – manufacturers be allowed to contest any independent analyses of data they provide to the regulator? What weight should an independent analysis of a dataset be given by
the regulator? There is also considerable debate in the transparency literature regarding how best to protect research participants’ privacy and ensure
that choices made about knowledge sharing during the informed consent
process are respected.309 In my view, it is likely impossible to fully guarantee anonymity when sharing clinical data. Yet, researchers and companies
routinely share clinical data during drug R&D despite the privacy risks. I
therefore see no principled reasons why participants would not be willing
to tolerate the same kinds of risks for the purposes of independent scrutiny.
Even so, designing and implementing procedures that address these privacy
and other ethical concerns remains necessary.

definition of fraud. Vagueness can also arise under section 1 of the Charter or
as a general rule of law. For a discussion of these general principles, see e.g. R
v Nova Scotia Pharmaceutical Society, [1992] 2 SCR 606, 93 DLR (4th) 36.
309
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Each of these sets of questions requires greater analysis. I have proposed the basic idea here in light of the history of Canadian drug regulation
that I have sketched. On my account, transparency figured importantly in
that history not only because of its deterrence-by-disclosure capability, but
moreover because of the role transparency played in inviting others to be
active in the project of drug regulation. Transparency was tempered in time
– it disappeared, really – as the regulator began to value a cooperative relationship with industry, the model of regulation shifted towards pre-market
evaluations of drug safety and efficacy, R&D became more complex, norms
of confidentiality took hold, intellectual property rights proliferated, and the
medical profession – once a vocal critic of secrecy – sat quiet. Perhaps a revised conception of drug fraud, recast with publicity’s past purpose in mind,
can throw open the work of regulatory institutions, disrupt current norms,
and push transparency’s promise.

Conclusion: Transparency Redux?
In this paper I have sought to “denaturalize” the understanding of transparency as information disclosure that pervades contemporary policy initiatives in the pharmaceutical policy arena. Through an analysis of the historical evolution of Canadian drug regulation, I have shown that transparency
can also serve an important standard-setting purpose and I have argued that
such an understanding of transparency should be renewed, given the closed,
confidential relationship that has developed between Canada’s regulatory
institution and drug manufacturers, the deceptive industry practices known
to be used in drug R&D, the increasing complexity of pharmaceutical interventions such as orphan drugs and personalized medicines, and norm changes in the medical profession. I have suggested that tying transparency to
a revised conception of drug fraud has the potential to motivate a more
participatory, public model of drug regulation that appears to have existed
under Canada’s first federal food and drug laws, yet eroded over time.
In fact, however, the paper’s call to denaturalize transparency is misleading. Transparency has no natural state; rather, as shown by my analysis, it is socially constructed, capable of multiple meanings, and subject to
change over time. That makes the concept worth holding on to, but its value
will always depend on the actors involved in making transparency happen.
Through a robust practice of publicizing its analytical work, Canada’s drug
regulator once helped to ensure public engagement in regulation; in time, as
the regulator constituted a closer relationship with the industry, that mode of
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public, potentially participatory transparency fell away. My novel contribution to the literature on transparency in pharmaceutical drug regulation has
been to suggest that tying transparency to a revitalized conception of drug
fraud could recast transparency in its historical, standard-constructing role,
reinvigorating those inside the regulatory institution and welcoming others
on the outside to play a stronger regulatory role.
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Appendix.

Key changes in the historical evolution of drug fraud and related
activity, 1874-1953 versus the present.
Legislation
Inland Revenue
Act, 1874
(An Act to
impose License
Duties on
Compounders of
Spirits; and to
amend the “Act
Respecting Inland Revenue”
and to prevent
the Adulteration
of Food, Drink
and Drugs, SC
1874, c 8)

Type of Drug
Fraud Added to
Legislation
Adulteration

Corresponding Provision(s)
22. … [E]very person who shall wilfully admix
and every person who shall order any other person to admix any ingredient or material with any
drug to adulterate the same for sale, shall, for the
first offence, forfeit and pay a penalty of one hundred dollars, together with the costs attending the
conviction, and for the second offence shall be
guilty of a misdemeanor, and be imprisoned for
a period not exceeding six calendar months with
hard labor.

Sale of adulterated 23. Every person who shall sell or offer for sale
articles
any article of food or drink with which, to the
knowledge of such person, any deleterious ingredient or material injurious to the health of
persons eating or drinking such article has been
mixed, and every person who shall sell as unadulterated any article of food or drink or any article
commonly used in the preparation of food or drink
or any drug which is adulterated, shall, for every
such offence, on conviction of the same, pay a
penalty of one hundred dollars, together with the
costs attending such conviction; and if any person so convicted shall afterwards commit a like
offence, he shall pay a penalty of two hundred
dollars, and in either case the adulterated articles
shall be seized as forfeited to the Crown.
24. Any person who shall sell any article of food
or drink or any drug, knowing the same to have
been mixed with any other substance with intent
fraudulently to increase its weight or bulk, and
who shall not declare such admixture to any purchaser thereof before delivering the same, and no
other, shall be deemed to have sold an adulterated
… drug … under this Act.
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Appendix, continued
Legislation
Adulteration
Act, 1884

Type of Drug
Fraud Added to
Legislation
Adulteration
injurious to health

(An Act to
amend and to
consolidate as
amended the
several Acts
respecting the
Adulteration
of Food and
Drugs, SC
1884, c 34)

Corresponding Provision(s)
26. Every person who wilfully adulterates any
article of food or any drug, or orders any other
person so to do, shall, on conviction, –
(a) If such adulteration is deemed to be, within the
meaning of this Act, injurious to health, for the
first offence incur a penalty not exceeding fifty
dollars or less than ten dollars together with the
costs of conviction, and for each subsequent offence a penalty of not less than fifty dollars and
not exceeding two hundred dollars, together with
the costs of conviction.

Adulteration not
injurious to health

26. (b) If such adulteration is deemed not to be
injurious to health, incur a penalty not exceeding
thirty dollars, together with the costs of conviction, and for each subsequent offence a penalty
not exceeding one hundred dollars and not less
than fifty dollars together with the costs of conviction.

Sale of adulterated 27. Every person who by himself or his agent
articles that are
sells, offers for sale, or exposes for sale any article
injurious to health of food or any drug, found to be adulterated within
the meaning of this Act, shall, on conviction, –
(a) If such adulteration is deemed to be within the
meaning of this Act injurious to health, for a first
offence incur a penalty not exceeding fifty dollars,
together with the costs of the conviction, and for
each subsequent offence a penalty of not less than
fifty or more than two hundred dollars, together
with the costs of the conviction;
Sale of adulterated
articles that are
not injurious to
health

27. (b) If such adulteration is not deemed to be
within the meaning of this Act injurious to health,
incur for each such offence, a penalty of not less
than five or more than fifty dollars, together with
the costs of the conviction.
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Appendix, continued
Legislation
Adulteration
Act, 1885

Type of Drug
Fraud Added to
Legislation
False labelling

25. Every person who knowingly attaches to any
article of food, or any drug, any label which falsely describes the article sold, or offered or exposed
for sale, shall incur a penalty not exceeding one
hundred dollars and not less than twenty dollars,
with costs.

False labelling

7. No proprietary or patent medicine shall be
manufactured, imported, exposed, sold or offered
for sale –

(An Act
respecting the
Adulteration of
Food, Drugs
and Agricultural
Fertilizers, SC
1885, c 67)
Proprietary
Medicine Act,
1908
(An Act
respecting
Proprietary
or Patent
Medicines, SC
1908, c 56)

Proprietary
Medicine Act,
1919
(An Act to
amend The
Proprietary or
Patent Medicine
Act, SC 1919,
c 66)

Corresponding Provision(s)

…
(c) if it contains any drug which is included in
the schedule to this Act but the name of which is
not conspicuously printed on, and an inseparable
part of, the label and wrapper of the bottle, box or
other container … [unless the manufacturer, etc.]
transmit[s] to the Minister an affidavit specifying
such drug and the proportion of it contained in the
mixture and dose and … it appears to the Minister
that the proportion of the drug used is not dangerous to health.
False statements
to the Minister

3. (2) Such manufacturer or agent shall, at the
time of applying for the said certificate of registration, for any medicine containing any of the drugs
mentioned in or added to the Schedule to this Act,
furnish the Minister with a statement under oath
of the quantity of such drug or drugs contained
in such medicine, which statement shall be filed
in the department, and shall be treated as confidential. Any person furnishing the Minister with
a statement that is incorrect or false shall … be liable for making a false or incorrect statement upon
oath, [and] be liable to a penalty not exceeding
one hundred dollars and costs or to imprisonment
for any term not exceeding two months, and the
Minister shall have power to cancel any certificate
of registration that the Minister may have granted
for the medicine described in such statement.
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Appendix, continued
Legislation
Proprietary
Medicine Act,
1919

Type of Drug
Fraud Added to
Legislation
False labelling as
to drug amount

Corresponding Provision(s)
7. (1) No proprietary or patent medicine shall be
manufactured, imported, exposed or offered for
sale or sold in Canada, –
…

(cont’d)

(c) if it contains any drug which is included
in the Schedule to this At the name of which and
the amount per dose of which are not conspicuously printed on an inseparable part of the label
and wrapper of the bottle, box or other container,
or if the quantity of such drug exceeds the amount
permitted by the Advisory Board;
False labelling as
to drug name

7. (1) No proprietary or patent medicine shall be
manufactured, imported, exposed or offered for
sale or sold in Canada, –
…
(d) if it contains any drug which is included
in the Schedule to this Act and the name of such
drug as used on the label be not the commonly
employed name of such drug;

False advertising
as a cure

7. (1) No proprietary or patent medicine shall be
manufactured, imported, exposed or offered for
sale or sold in Canada, –
…
(e) if the article be represented as a cure for
any disease;

False advertising
by exaggerated
claims

7. (1) No proprietary or patent medicine shall be
manufactured, imported, exposed or offered for
sale or sold in Canada, –
…
(f) if any false, misleading or exaggerated
claims be made on the wrapper or label, or in any
advertisement of the article.
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Appendix, continued
Legislation
Adulteration
Act, 1915

Type of Drug
Fraud Added to
Legislation
False labelling or
neglect to label

(An Act to
amend the
Adulteration
Act, SC 1915,
c 9)

Corresponding Provision(s)
37. Every person who knowingly attaches to any
article of food or any drug any label which falsely
describes the article sold, or offered or exposed
for sale, or who neglects or refuses to label or
mark any article of food or drug in accordance
with the requirements of this Act, shall incur a
penalty for the first offence not exceeding two
hundred dollars and not less than twenty-five dollars, or two months in jail, or both, and for each
subsequent offence a penalty not exceeding three
hundred dollars and not less than fifty dollars, or
four months in jail, or both.…

Food and Drugs Sale of adulterated
or misbranded
Act, 1920
articles that are
(Food and
injurious to health
Drugs Act, SC
1920, c 27)

16. (1) Every person who by himself or his agent
or employee manufactures for sale, sells, offers
for sale or exposes for sale, any article of food or
any drug which is adulterated or misbranded, shall
be guilty of an offence, and, –

Sale of adulterated
or misbranded
articles that are
not injurious to
health

16. (1) Every person who by himself or his agent
or employee manufactures for sale, sells, offers
for sale or exposes for sale, any article of food or
any drug which is adulterated or misbranded, shall
be guilty of an offence, and, –

(a) if such adulteration is deemed to be injurious to health within the meaning of this Act, shall
for a first offence be liable upon summary conviction to a fine not exceeding two hundred dollars
and costs, and not less than fifty dollars and costs,
or to imprisonment for any term not exceeding
three months, or to both fine and imprisonment,
and for each subsequent offence to a fine not exceeding five hundred dollars and costs and not less
than fifty dollars and costs, or to imprisonment for
any term not exceeding six months, or to both fine
and imprisonment….

…
(b) if such adulteration is not deemed to be injurious to health within the meaning of this Act,
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Appendix, continued
Legislation

Type of Drug
Fraud Added to
Legislation

Food and Drugs
Act, 1920

Corresponding Provision(s)
or if the article is misbranded, shall for a first offence be liable upon summary conviction to a fine
not exceeding one hundred dollars and costs and
not less than twenty-five dollars and costs, or to
imprisonment for any term not exceeding three
months, and for each subsequent offence to a fine
not exceeding two hundred dollars and costs and
not less than fifty dollars and costs, or to imprisonment for any term not exceeding six months, or to
both fine and imprisonment.

(cont’d)

Refusal of access

20. If after being requested to do so by an inspector any person who has in his possession or under
his control any food or drug refuses or omits to
show the inspector the place in which such articles
are stored, or refuses or fails to admit the inspector
into every such place, or refuses or omits to show
the inspector all or any of such articles in his possession, or to permit the inspector to inspect the
same, or to give any sample thereof, or to furnish
the inspector with any light or assistance he requires for any of such purposes, he shall be guilty
of an offence, and shall be liable, upon summary
conviction, to a fine not exceeding two hundred
dollars and costs, and not less than fifty dollars
and costs, or to imprisonment for any term not
exceeding three months, or to both fine and imprisonment.

Possession of
materials by
manufacturer
usable for
adulteration

21. Any material found in possession of a manufacturer of food or drugs, or in any of the premises
occupied by him as such, and being apparently of
a kind which might be employed for purposes of
adulteration and for the possession of which he is
unable to account to the satisfaction of an inspector, may be seized by such inspector and a sample
of such material submitted for identification to a
Dominion analyst. Should the Dominion analyst’s
certificate prove the material to be of such a kind
as might be used for purposes of adulteration,
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Appendix, continued
Legislation

Type of Drug
Fraud Added to
Legislation

Food and Drugs
Act, 1920

the manufacturer shall be deemed wilfully to have
exposed for sale adulterated food or drugs, and
shall be liable, upon summary conviction, for a
first offence, to a fine not exceeding two hundred
dollars and costs, and not less than fifty dollars
and costs, or to imprisonment for any term not
exceeding three months, or to both fine and imprisonment, and for each subsequent offence to a
fine not exceeding five hundred dollars and costs
and not less than one hundred dollars and costs,
or to imprisonment for any term not exceeding
six months, or to both fine and imprisonment, and
the material in question shall be forfeited to His
Majesty, and may be disposed of as the minister
may direct.

(cont’d)

Food and Drugs Distribution of
Act (RSC 1952) samples
(An Act
respecting Food
and Drugs Act,
RSC 1952,
c 123)

Food, Drugs,
Cosmetics and
Therapeutic
Devices Act,
1953
(An Act
respecting
Food, Drugs,
Cosmetics and
Therapeutic
Devices, SC
1953, c 38)

Corresponding Provision(s)

Advertising
or sale as
treatment for
certain diseases
(replacing
misbranding)

34. No person shall distribute, cause or permit
to be distributed from door to door or in a public
place or on a public highway or through the mail,
any sample of any drug, but this section does not
prevent manufacturers or wholesale dealers from
distributing samples by mail or otherwise in compliance with individual requests for them, or from
distributing samples to physicians, veterinary
surgeons, dentists, registered nurses, hospitals, or
to retail druggists for individual redistribution to
adults only.
3. (1) No person shall advertise any food, drug,
cosmetic or device to the general public as a treatment, preventative or cure for any of the diseases,
disorders or abnormal physical states mentioned
in Schedule A.
(2) No person shall sell any food, drug, cosmetic
or device
(a) that is represented by label, or
(b) that he advertises to the general public
as a treatment, preventative or cure for any of the
diseases, disorders or abnormal physical states
mentioned in Schedule A.
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Appendix, continued
Legislation
Food, Drugs,
Cosmetics and
Therapeutic
Devices Act,
1953

Type of Drug
Fraud Added to
Legislation
Sale of unsanitary
or adulterated
drugs

Corresponding Provision(s)
8. No person shall sell any drug that
(a) was manufactured, prepared, preserved,
packed or stored under unsanitary conditions; or
(b) is adulterated.

(cont’d)
False labelling or
advertising

9. (1) No person shall label, package, treat, process, sell or advertise any drug in a manner that is
false, misleading or deceptive or is likely to create
an erroneous impression regarding its character,
value, quantity, composition, merit or safety.
(2) A drug that is not labelled or packaged as required by the regulations, or is labelled or packaged contrary to the regulations, shall be deemed
to be labelled or packaged contrary to subsection
(1).

Non-compliance
with drug
standards

10. (1) Where a standard has been prescribed for a
drug, no person shall label, package, sell or advertise any substance in such a manner that is likely
to be mistaken for such drug, unless the substance
complies with the prescribed standard.
(2) Where a standard has not been prescribed for
a drug, but a standard for the drug is contained
in any publication mentioned in Schedule B, no
person shall label, package, sell or advertise any
substance in such a manner that it is likely to be
mistaken for such drug, unless the substance complies with such standard.
(3) Where a standard for a drug has not been prescribed and no standard for the drug is contained
in any publication mentioned in Schedule B, no
person shall sell such drug unless
(a) it is in accordance with the professed standard under which it is sold, and
(b) it does not resemble, in a manner likely to
deceive, any drug for which a standard has been
prescribed or is contained in any publication mentioned in Schedule B.
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Appendix, continued
Legislation
Food, Drugs,
Cosmetics and
Therapeutic
Devices Act,
1953

Type of Drug
Fraud Added to
Legislation
Manufacture
under unsanitary
or unsafe
conditions

(cont’d)

Corresponding Provision(s)
11. No person shall manufacture, prepare, preserve, package or store for sale any drug under
unsanitary conditions.
12. No person shall sell any drug described in
Schedule C or D unless the Minister has, in prescribed form an manner, indicated that the premises in which the drug was manufactured and the
process and conditions of manufacture therein are
suitable to ensure that the drug will not be unsafe
for use.
13. No person shall sell any drug described in
Schedule E unless the Minister has, in prescribed
form and manner, indicated that the batch from
which the drug was taken is not unsafe for use.

Distribution of
samples

14. (1) No person shall distribute or cause to be
distributed any drug as a sample.
(2) Subsection (1) does not apply to the distribution of samples of drugs by mail or otherwise to
physicians, dentists or veterinary surgeons or to
the distribution of drugs, other than those mentioned in Schedule F, to registered pharmacists
for individual redistribution to adults only or to a
distributor in compliance with individual requests.

Food and Drugs Sale of unsanitary
or adulterated
Act (current)
drugs
(Food and
Drugs Act, RSC
1985, c F-27)

False labelling or
advertising

8. No person shall sell any drug that
(a) was manufactured, prepared, preserved, packaged or stored under unsanitary conditions; or
(b) is adulterated.

9. (1) No person shall label, package, treat, process, sell or advertise any drug in a manner that is
false, misleading or deceptive or is likely to create
an erroneous impression regarding its character,
value, quantity, composition, merit or safety.
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Appendix, continued
Legislation

Type of Drug
Fraud Added to
Legislation

Food and Drugs Non-compliance
with drug
Act (current)
standards
(cont’d)

Corresponding Provision(s)
10. (1) Where a standard has been prescribed for a
drug, no person shall label, package, sell or advertise any substance in such a manner that it is likely
to be mistaken for that drug, unless the substance
complies with the prescribed standard.
(2) Where a standard has not been prescribed for
a drug, but a standard for the drug is contained
in any publication referred to in Schedule B, no
person shall label, package, sell or advertise any
substance in such a manner that it is likely to be
mistaken for that drug, unless the substance complies with the standard.
(3) Where a standard for a drug has not been prescribed and no standard for the drug is contained
in any publication referred to in Schedule B, no
person shall sell the drug unless
(a) it is in accordance with the professed standard under which it is sold; and
(b) it does not resemble, in a manner likely to
deceive, any drug for which a standard has been
prescribed or is contained in any publication referred to in Schedule B.

Manufacture
under unsanitary
or unsafe
conditions

11. No person shall manufacture, prepare, preserve, package or store for sale any drug under
unsanitary conditions.
12. No person shall sell any drug described in
Schedule C or D unless the Minister has, in prescribed form and manner, indicated that the premises in which the drug was manufactured and the
process and conditions of manufacture therein are
suitable to ensure that the drug will not be unsafe
for use.
13. No person shall sell any drug described in
Schedule E unless the Minister has, in prescribed
form and manner, indicated that the batch from
which the drug was taken is not unsafe for use.

Distribution of
samples

14. (1) No person shall distribute or cause to be
distributed any drug as a sample.
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Appendix, continued
Legislation

Type of Drug
Fraud Added to
Legislation

Food and Drugs
Act (current)

Corresponding Provision(s)
(2) Subsection (1) does not apply to the distribution, under prescribed conditions, of samples of
drugs to physicians, dentists, veterinary surgeons
or pharmacists.

(cont’d)

False or
misleading
information to the
Minister

26. No person shall knowingly make a false or
misleading statement to the Minister – or knowingly provide him or her with false or misleading
information – in connection with any matter under
this Act concerning a therapeutic product.
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The Promise and Peril of Adapting
the Regulatory System to the
Pharmacogenomic Context
Shannon Gibson & Trudo Lemmens*
Pharmacogenomics – the study of the influence that genetic factors have on drug
response – presents significant regulatory
challenges. Pharmacogenomics products require the approval of both a pharmaceutical
drug and a companion diagnostic, a situation which is further complicated by the fact
that authority to regulate these two different
types of products is fragmented between different levels of government, different provinces, and even different agencies within the
same level of government. Although Health
Canada reports that they are ramping up
efforts to determine the most appropriate
means of incorporating pharmacogenomics
information into drug evaluation and regulatory decision-making throughout the stages
of drug development, Canada continues to
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lag behind other jurisdictions in adopting
substantial reforms. This is in marked contrast to the significant efforts made by the
Food and Drug Administration in the US,
which has taken a leadership role in proposing new draft guidance on reforms to
improve the evaluation and regulation of
pharmacogenomic products – documents
that provide useful insight into how Canada
may more effectively adapt existing regulatory practices to the pharmacogenomic
context. Informed both by the literature and
by interviews with key Canadian stakeholders, we explore how pharmacogenomic
drugs and tests are evaluated and approved
within the current Canadian regulatory system and what reforms may be necessary to
more effectively evaluate and regulate these
emerging health technologies. We begin
by looking at, first, the split regulation of
companion diagnostics by federal and provincial authorities and, second, how pharmacogenomic products are currently integrated
into the drug regulatory system at the federal level. Subsequently, we consider possible reform efforts to better coordinate the
review of drug and test components, to offer
more flexible approaches to market authorization and to expand regulatory oversight
during the post-market phase. Our discussion focuses on the Canadian regulatory
system, but our recommendation and discussion are also relevant for other jurisdictions in which pharmacogenomic products
are being evaluated.

Vol. 8
No. 2

du développement des produits pharmaceutiques, le Canada continue d’accuser un
retard par rapport à d’autres juridictions en
ce qui concerne l’adoption de réformes importantes. Cela contraste vivement avec les
efforts déployés par la Food and Drug Administration des É-U, qui a assumé un rôle
de premier plan en rédigeant des directives
préliminaires visant la réforme des pratiques
d’évaluation et de réglementation des produits pharmacogénétiques. Ces documents
fournissent des perspectives intéressantes
relatives à l’adaptation du régime réglementaire présentement en vigueur au Canada
dans le contexte pharmacogénétique. Nous
basant à la fois sur la littérature et des entrevues avec des intervenants clés au Canada,
nous explorons comment les médicaments et
les tests pharmacogénomiques sont évalués
et approuvés dans le système réglementaire
canadien et quelles réformes seraient nécessaires afin de rendre plus efficace l’évaluation et la réglementation de ces technologies
de la santé émergentes. Nous examinons
d’abord la division du régime réglementaire des tests diagnostiques compagnons
entre les autorités fédérales et provinciales
du gouvernement ainsi que l’intégration
des produits pharmacogénomiques dans le
régime de réglementation des médicaments
au niveau fédéral. Par la suite, nous considérons des réformes visant plusieurs objectifs, soit une meilleure coordination des
régimes de vérification des médicaments et
des tests, une approche plus flexible d’autorisation de mise en marché et l’expansion de
la surveillance réglementaire après la mise
en marché. Bien que notre discussion vise
le système réglementaire présentement en
vigueur au Canada, nos recommandations
et notre discussion restent pertinentes pour
toutes les juridictions dans lesquelles les
produits pharmacogénomiques sont évalués.
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Introduction
In 2003, the completion of the Human Genome Project set the stage for
new discoveries on the role of genetics in disease and the development of
new therapies tailored to the genetic characteristics of individual patients.1
One of the touted promises of the further development of genetic research
was that health care providers would be able to routinely use an individual’s
genetic information to select which drugs and drug doses are most likely
to benefit a given patient2 – this being part of the growing field of “personalized medicine.” In basic terms, pharmacogenomics is the study of the
influence that genetic factors have on drug response.3 Depending on each
individual’s genetic makeup, some drugs may work more or less effectively,
or may produce more or fewer side effects. Pharmacogenomics “aims systematically to assess how interacting systems of genes may affect disease
susceptibility, pharmacological function, drug disposition and therapeutic

1

Ian Kerr, Jennifer Chandler & Timothy Caulfield, “Emerging Health Technologies” in Jocelyn Downie, Timothy Caulfield & Colleen M Flood, eds, Canadian Health Law and Policy, 4th ed (Toronto: LexisNexis, 2011) 501 at 504.

2

National Human Genome Research Institute, “Frequently Asked Questions
about Pharmacogenomics”, online: NHGRI <www.genome.gov/27530645>.

3

The terms “pharmacogenetics” and “pharmacogenomics” tend to lack a precise
definition and they are often used interchangeably: Stuart A Scott, “Personalizing Medicine with Clinical Pharmacogenetics” (2011) 13:12 Genet Med
987 at 989-90. In this paper we will use the term “pharmacogenomics,” as
it is more commonly used in North America. There is, however, a difference
between the two terms. Generally, pharmacogenetics is the study of how an
individual’s response to drugs is affected by differences in heredity and specific
sets of genes: Elliot S Vesell, “Advances in Pharmacogenetics and Pharmacogenomics” (2000) 40:9 J Clin Pharmacol 930 at 930. According to the Organisation for Economic Co-operation and Development (OECD), “[i]n simple
terms, the discipline aims to identify the best medicine for a specific disease
when the disease occurs in a patient population with a particular genotype”:
Organisation for Economic Co-operation and Development, Pharmacogenetics: Opportunities and Challenges for Health Innovation (2009) at 29, online: OECD <http://browse.oecdbookshop.org/oecd/pdfs/product/9309081e.
pdf>. In contrast, pharmacogenomics is broader than pharmacogenetics and
involves the study of how drugs and disease susceptibility interact with the
systems of genes, or the genome. In essence, pharmacogenetics is a subset of
pharmacogenomics, the former focusing on the relationship between specific
genes and drug response while the latter examines the role of the genome and
genetics more generally in drug response: Munir Pirmohamed, “Pharmacogenetics: Past, Present and Future” (2011) 16:19-20 Drug Discov Today 852 at 852.
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drug response.”4 By targeting patient subsets with particular genetic biomarkers, pharmacogenomics stratifies broader disease categories into rarer
disease genotypes.5
Recent years have seen a growing hype around pharmacogenomics and
its alleged revolutionary impact on the practice of medicine. The field shows
promise for helping to diagnose disease, identify people at risk of disease,
and fine-tune treatments. To date, several drugs have been developed that
are specifically connected to genetic markers.6 Some have suggested that
pharmacogenomics may even help to jump-start drug development pipelines by identifying new targets for treatment and improving the success of
drug development.7 Consequently, drug companies are developing an interest in increasing the efficacy of their products by developing companion
diagnostic tests that can stratify patient populations according to genetic
predisposition to respond to drug therapies.8 However, significant questions
remain about the significance and usefulness of some biomarkers in predicting drug response. While there are many statistically significant genetic

4

Organisation for Economic Co-operation and Development, supra note 3 at 29.

5

Some members of the scientific community now argue that “stratified” medicine is a more accurate term than “personalized” medicine for describing this
new approach, which targets patient subpopulations that are more or less likely
to respond to a treatment rather than tailoring the treatment specifically for the
individual. See Mark R Trusheim, Ernst R Berndt & Frank L Douglas, “Stratified Medicine: Strategic and Economic Implications of Combining Drugs and
Clinical Biomarkers” (2007) 6:4 Nat Rev Drug Discov 287 at 287.

6

Two examples of some of the most successful pharmacogenomic-based treatments are the breast cancer drug Herceptin (trastuzumab) and the leukemia
drug Gleevec (imatinib mesylate), both of which have generated billions of
dollars in annual sales. See e.g. the discussion in Derek So & Yann Joly, “Commercial Opportunities and Ethical Pitfalls in Personalized Medicine: A Myriad
of Reasons to Revisit the Myriad Genetics Saga” (2013) 11:2 Curr Pharmacogenomics Person Med 98 at 105-06.

7

Stuart Hogarth et al, Regulating Pharmacogenomics: An Overview of Developments in Various Countries and Industry Response to Regulatory Initiatives
(A Report for Health Canada) (2006) at 11, online: King’s College London,
Department of Political Economy <www.kcl.ac.uk/sspp/departments/politicaleconomy/research/biopolitics/publications/RegulatingPharmacogenomicsAreportforHealthCanada.pdf>.

8

Ryan Collier, “Bye, Bye Blockbusters, Hello Niche Busters” (2011) 183:11
Can Med Assoc J 697 at 698.
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associations in drug response, few translate easily at this point into clinical
practice.9 As stated by Fleck, medical researchers have been “uncritically
liberal” in identifying biomarkers,10 and the predictive value of many highly
cited biomarkers may be overstated.11 A detailed review of the difficulties
associated with research supporting claims of connections between genetic
markers and drug response exceeds the scope of this paper, but it is worth
pointing out that there are growing calls for promoting more transparency
and accountability in this area, including through a more independent assessment of the pre-clinical evidence supporting drug development.12
Pharmacogenomics presents significant challenges for the regulation of
both companion diagnostics and pharmaceutical products. The regulation
of pharmacogenomic tests is complicated due to, inter alia, the technical
complexity of the tests, the need to standardize platform technologies, and
the need to validate the results of tests that may analyze a large number
of biomarkers simultaneously.13 At the same time, pharmacogenomics also
introduces new challenges for drug regulators, who are often less familiar
with the diagnostics sector and the challenges of biomarker validation and
test evaluation,14 and who may thus be uncertain of how these technologies impact on drug safety and efficacy. The current regulatory framework,
even if it has evolved over time, still largely reflects a very traditional drug
development model that dates from before the advent of these new genomic technologies. This creates significant uncertainty around how pharmacogenomics should be dealt with within the existing system.15

9

Patrick MM Bossuyt, “The Thin Line between Hope and Hype in Biomarker
Research” (2011) 305:21 J Am Med Assoc 2229.

10

Leonard M Fleck, “Pharmacogenomics and Personalized Medicine: Wicked
Problems, Ragged Edges and Ethical Precipices” (2012) 29:6 N Biotechnol
757 at 760.

11

Bossuyt, supra note 9.

12

Jonathan Kimmelman & Alex John London, “Predicting Harms and Benefits in
Translational Trials: Ethics, Evidence, and Uncertainty” (2011) 8:3 PLoS Med
e1001010.

13

Hogarth et al, supra note 7 at 8.

14

Ibid.

15

Matthew Avery, “Personalized Medicine and Rescuing ‘Unsafe’ Drugs with
Pharmacogenomics: A Regulatory Perspective” (2010) 65:1 Food Drug Law
J 37.
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In general, pharmacogenomic drugs and companion diagnostics are
subject to the same regulatory approval process as conventional pharmaceutical products and diagnostic tests, respectively. However, regulating
pharmacogenomics in Canada is complex not only because the treatment
requires the approval of both a pharmaceutical drug and a companion diagnostic, but also because the authority to regulate these two different types
of products is fragmented between different levels of government, different
provinces, and even different agencies within the same level of government.
Further, there is currently little coordination between the review of pharmacogenomic drugs and their associated diagnostic tests; both are, in most
cases, reviewed independently from one another by different regulatory authorities or health care agencies.
Health Canada has acknowledged that pharmacogenomics is a rapidly
evolving field of research, and that “as such, it will take a concerted effort between sponsors and regulators to harness the benefits that it has to
offer.”16 As stated by Hogarth and colleagues, “[i]t is a two-way process
with regulators having to adjust their systems to take into account the new
technologies being adopted by industry and with the regulatory agencies
influencing the adoption of pharmacogenomics through the development
of new guidance documents.”17 Although regulators in various jurisdictions
are ramping up efforts to determine the most appropriate means of incorporating pharmacogenomic information into drug evaluation and regulatory
decision making throughout the stages of drug development,18 Canada continues to lag behind other jurisdictions – particularly the US – in adopting
significant reforms.
There are no specific provisions in either the Food and Drugs Act19
or its associated regulations that deal specifically with pharmacogenomic
treatments. In May 2008, Health Canada issued a guidance document entitled Submission of Pharmacogenomic Information to assist manufacturers
intending to submit pharmacogenomic information in support of an appli-

16

Health Canada, Submission of Pharmacogenomic Information, Guidance
Document (23 May 2008) at 1, online: HC <www.hc-sc.gc.ca/dhp-mps/alt_
formats/hpfb-dgpsa/pdf/brgtherap/pharmaco_guid_ld-eng.pdf> [Health Canada, Pharmacogenomics Guidance].

17

Hogarth et al, supra note 7 at 8.

18

Health Canada, Pharmacogenomics Guidance, supra note 16 at 4.

19

RSC 1985, c F-27.
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cation or submission for drugs, biologics, or medical devices, or as part
of ongoing post-market activities.20 The guidance document helps sponsors
navigate the points within the existing regulatory framework where special
consideration should be given to pharmacogenomic products. To date, this
is the only guidance released by Health Canada that specifically pertains to
the pharmacogenomic context. Despite the rapidly evolving nature of new
genomic technologies, it has not been updated in content since its release
in 2007. This is in marked contrast to the significant efforts made by the
Food and Drug Administration (FDA) in the US to clarify the application
of existing regulatory procedures to pharmacogenomic products. Moreover,
the FDA has been very active in proposing new draft guidance on reforms
to improve the evaluation and regulation of pharmacogenomic products –
documents that provide useful insight into how Health Canada may more
effectively adapt existing regulatory practices to the pharmacogenomic context.
Informed by both the literature and interviews with key Canadian
stakeholders,21 in this paper we explore how pharmacogenomic drugs and
tests are evaluated and approved within the current Canadian regulatory
system and what reforms may be necessary to more effectively evaluate
and regulate these emerging health technologies. We begin by looking at,
first, the split regulation of companion diagnostics by federal and provincial
authorities and, second, how pharmacogenomic products are currently integrated into the drug regulatory system at the federal level. Subsequently, we

20

Health Canada, Pharmacogenomics Guidance, supra note 16.

21

While not our central focus, the discussion in certain sections of this paper is
informed by interviews conducted as part of a qualitative study on the perspectives of Canadian stakeholders on the legal, ethical, and social implications of
pharmacogenomics and drug development. We conducted interviews with 34
key informants representing a wide range of groups, including regulators, drug
funders, pharmaceutical industry representatives, scientists, policy experts, and
patient advocates. The identities and affiliations of all participants has been
kept confidential. In these interviews, many stakeholders expressed concern
that the current regulatory framework in Canada is not yet well adapted to the
pharmacogenomic context. Of particular concern were the fragmented regulatory responsibility over, and lack of coordination in, the review of the drug and
test components, and shortcomings in regulatory oversight during the postmarket phase. For more details and study results, see Shannon Gibson, Hamid
R Raziee & Trudo Lemmens, “Why the Shift? Taking a Closer Look at the
Growing Interest in Niche Markets and Personalized Medicine” (2015) 7:1
World Med Health Policy 3.
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consider possible reform efforts to better coordinate the review of drug and
test components, to offer more flexible approaches to market authorization,
and to expand regulatory oversight during the post-market phase.

I. Regulation of Companion Diagnostics
The diagnostic test component of pharmacogenomic products may be
subject to regulation by either federal or provincial authorities depending
on the manner in which the test is marketed. Specifically, pharmacogenomic
tests may be marketed as an in vitro diagnostic device or as a laboratorydeveloped test (LDT). In vitro diagnostic devices, similar to pharmaceutical
products, fall within the purview of the federal government since consumer protection was originally a matter of criminal law under section 91(27)
of the Constitution Act, 1867. Conversely, LDTs are considered a type of
service offered by laboratories and fall under provincial jurisdiction over
civil and property rights under section 92(13) of the Constitution Act, 1867,
which includes services offered within a province.22

A. Federal regulation of medical devices
The regulation of in vitro diagnostic devices is overseen by the Medical Devices Bureau within the Therapeutic Products Directorate at Health
Canada. In vitro diagnostic devices are defined as medical devices that are
intended to be used in vitro – that is, in a laboratory vessel or other controlled experimental environment, rather than within a living organism – for
the examination of specimens taken from the body.23 The Medical Devices

22

Constitution Act, 1867 (UK), 30 & 31 Vict, c 3, ss 91(27), 92(13), 92(16),
reprinted in RSC 1985, App II, No 5 [Constitution Act, 1867]. In order for a
law or regulation to be valid, that law or regulation must fall under one of the
categories of legislative powers belonging to the appropriate level of government.

23

Health Canada, Guidance on Supporting Evidence to Be Provided for New and
Amended Licence Applications for Class III and Class IV Medical Devices, Not
Including In Vitro Diagnostic Devices (IVDDs), Guidance Document (5 July
2012), online: HC <www.hc-sc.gc.ca/dhp-mps/alt_formats/pdf/md-im/applicdemande/guide-ld/md_gd_data_im_ld_donnees_ciii_civ-eng.pdf>.
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Regulations24 under the Food and Drugs Act set out a series of measures to
assess the safety and effectiveness of medical devices prior to their commercialization.25
The regulation of diagnostic devices is based on the principle of risk
management: devices that pose greater risk are subject to a higher level of
scrutiny.26 Medical devices are classified from Class I to Class IV based on
the probability and magnitude of risk presented to patients through their use,
or in the case of diagnostic devices, based on the implications of medical
decisions made based on their results. Class III and IV devices present a
greater potential for risk, and must undergo in-depth regulatory review before receiving a licence.27 An in vitro diagnostic device which “is intended
to be used for genetic testing”28 is classified as a Class III device, which
presents moderate public health risk or high individual risk.29 The safety
and effectiveness of a diagnostic test is impacted by its sensitivity, specificity, and predictive value.30 In the pharmacogenomic context, false positive

24

SOR/98-282.

25

Élodie Petit, Anne Marie Tassé & Béatrice Godard, “An Empirical Analysis
of the Legal Frameworks Governing Genetic Services Labs in Canadian Provinces” (2008) 16:3 Health L Rev 65 at 66.

26

Hogarth et al, supra note 7 at 32.

27

Class I devices, which present the lowest potential risk, do not require a licence.
Class II devices require a declaration by the manufacturer of the safety and effectiveness of the device. See Canadian Agency for Drugs and Technologies in
Health, “Medical Device Regulation in Canada: A Primer”, online: CADTH
<www.cadth.ca/products/environmental-scanning/health-technology-update/
health-technology-update-issue5/medical-device>.

28

Medical Devices Regulations, supra note 24, Schedule 1 (Classification Rules
for Medical Devices), Part 2 (In Vitro Diagnostic Devices), Rule 4(b).

29

Patrice Sarrazin, “Regulatory Oversight of Genetic Testing in Canada” (Presentation delivered at 3rd Annual CMOD Canadian Biomarkers and Surrogate
Endpoints Meeting, Ottawa, 24-25 May 2011).

30

Sensitivity refers to the ability of the test to correctly identify those patients
with the condition, whereas specificity refers to the ability of the test to correctly identify those patients without the condition. In turn, the positive or negative
predictive value is a measure of the value of the test in detecting the condition
in actual clinical practice and is dependent on the prevalence of the disease in
the population under consideration. See Abdul Ghaaliq Lalkhen & Anthony
McCluskey, “Clinical Tests: Sensitivity and Specificity” (2008) 8:6 Continuing
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or false negative results can lead to significant harm, since test results can
directly influence treatment decisions and dosing levels.31
For a Class III medical device to receive a licence, the manufacturer of
the genetic test must provide a summary of all studies regarding the safety
and efficacy of the test and of investigational testing conducted on the device using human subjects who are representative of the intended users.32
The Medical Devices Bureau conducts a review of the scientific and medical literature relied upon by the manufacturer of the medical device. Class
III devices must also meet the relevant International Organization for Standardization (ISO)33 design and manufacturing standards.34 Once the safety
and efficacy of the medical device are established, a Class III licence will
be granted.

B. Provincial regulation of laboratory testing
Standards of practice for laboratories in Canada are derived from a
mixture of regulations enacted by provincial governments and accreditation
standards set down by independent and professional organizations. None of
the ten provinces in Canada have enacted any specific laws regulating labs
offering genetic test services; there is no clear distinction drawn between
genetic tests and other biological tests, and therefore genetic tests, including
pharmacogenomic tests, fall under general provisions that regulate laboratories in each province.35 Hogarth and colleagues note that “[g]enetic testing
is characterised by a high degree of dependence on tests developed in-house
by laboratories.”36

Education in Anaesthesia, Critical Care & Pain 221.
31

Hogarth et al, supra note 7 at 35.

32

Petit, Tassé & Godard, supra note 25 at 66.

33

The International Organization for Standardization (ISO) is the world’s largest
developer of voluntary international standards covering all aspects of technology and business. See “About ISO”, online: ISO <www.iso.org/iso/home/
about.htm>.

34

Canadian Agency for Drugs and Technologies in Health, supra note 27.

35

Petit, Tassé & Godard, supra note 25 at 66.

36

Hogarth et al, supra note 7 at 39.
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While some provinces have enacted specific legislation to regulate medical labs,37 other provinces regulate labs through the coverage of diagnostic
tests under provincial health insurance plans.38 In general, laboratories in
different provinces are regulated through a combination of measures that
may include government-issued licences, peer-delivered accreditation, and
internal and external quality control. In provinces that have specific legislation governing medical labs, an operating licence must be obtained from the
government before a lab may begin to operate. While each province issues
different categories of licences, only two provinces, Ontario and Saskatchewan, require that labs hold a specific category of licence to conduct genetic
tests.39 However, most provinces issue an operating licence with a list of
tests that the lab is authorized to perform.40
The most widely used mechanism in the regulation of labs is accreditation, which is “the official recognition, by a governing body, of a competent laboratory.”41 Accreditation may be required under provincial medical
laws or as a condition for the issuance of an operating licence. Accreditation
generally involves an external assessment of every aspect of a lab’s operations and practices by independent professionals. Out of the ten provinces,
five (Alberta, British Columbia, Manitoba, Ontario, and Saskatchewan)
have their own respective provincial accreditation bodies.42 In Ontario,
for example, the Ministry of Health and Long-Term Care has mandated

37

This is the approach taken in Québec, Ontario, and Saskatchewan. Furthermore, Newfoundland regulates labs through regulations made under its Health
and Community Services Act, SNL 1995, c P-37.1. See Petit, Tassé & Godard,
supra note 25 at 66.

38

This is the approach taken in Manitoba and British Columbia. See Petit, Tassé
& Godard, ibid.

39

Ontario has a “cytogenetic” licence category under its lab regulations: see
Laboratories, RRO 1990, Reg 682, s 2. Saskatchewan requires labs to hold a
Category 6 licence (which permits the widest variety of medical tests) before
providing “cytogenetic” testing: see Medical Laboratory Licensing Regulations, RRS 1995, c M-9.2 Reg 1, s 5(f); Petit, Tassé & Godard, supra note 25
at 67.

40

Ibid.

41

Ibid.

42

Hui Li & Khosrow Adeli, “Laboratory Quality Regulations and Accreditation
Standards in Canada” (2009) 42:4 Clin Biochem 249 at 251.
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that the Ontario Medical Association be responsible for accreditation and
quality assessment of medical laboratories in that province.43 In the other
five provinces (Québec, Nova Scotia, New Brunswick, Prince Edward Island, and Newfoundland), medical laboratories are accredited jointly by
Accreditation Canada (formerly the Canadian Council on Health Service
Accreditation).44 Certain accreditation bodies have created specific categories for laboratories wishing to perform genetic tests, and these laboratories
must meet requirements specific to such a categorization. For example, both
Ontario and British Columbia have specific divisions that conduct accreditations for genetic testing.45
In addition to accreditation, quality assurance programs are mandated
by law in all provinces to guarantee that data produced by the labs are of
the highest quality. Labs are required to both establish internal quality control measures and undertake external quality control through an independent
and impartial external review.46 External quality control programs typically
assess the precision and accuracy of test results and the quality of the lab’s
analyses, as well as promote the standardization of lab practices. While Ontario has an external quality control program dealing specifically with cytogenetics and molecular diagnostics of inherited diseases, most provinces
generally require labs to participate in specialized external quality control
programs such as the one offered by the College of American Pathologists.47

C. Coordinating pharmacogenomic therapies with split jurisdiction
Currently, there is limited coordination between authorities regarding
the approval and regulation of in vitro diagnostic tests at the federal level
and LDTs at the provincial level. Such fractured jurisdiction over pharmacogenomic products creates the potential for different standards and practices and, consequently, differential access or coverage between provinces.
Further, since the companion diagnostic plays an important role in ensuring

43

Ibid at 253.

44

Ibid at 251. See also Accreditation Canada, “About Us”, online: AC <www.
internationalaccreditation.ca/aboutus/history.aspx>.

45

Petit, Tassé & Godard, supra note 25 at 67.

46

Ibid.

47

Ibid.
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the safe and effective use of the drug component, access to the drug may
hinge on the availability of the diagnostic test.
As summarized by Petit, Tassé, and Godard,
many procedures and aims are shared among the provinces
regarding the use of standard operating procedures, external
performance evaluations and staff qualifications which collectively allow an assessment of the quality of the work performed by the labs, as well as the reliability of the scientific
tests they offer.48

Nonetheless, they note that there is a lack of harmonization between the
provinces with respect to the thresholds for reference standards in these
aims and procedures.49 The importance of quality control measures in laboratory testing and the concern about very divergent standards and practices across the country were highlighted by the Commission of Inquiry on
Hormone Receptor Testing (the “Cameron Inquiry”) in Newfoundland and
Labrador. The Cameron Inquiry investigated whether the Eastern Health
Authority had been at fault for erroneous reporting and delayed test results
for breast cancer patients from 1997 to 2005.50 The inquiry report issued
in 2009 concluded that Eastern Health had failed hundreds of breast cancer patients through substandard laboratory practices and “practically nonexistent” quality controls.51 The report highlighted not only the importance
of effective regulatory oversight, but also the potentially devastating consequences for patients when shoddy laboratory practices prevent the accurate diagnosis of serious and life-threatening diseases. The Cameron Inquiry
issued a series of 60 recommendations, including the implementation of
proficiency testing in laboratories, improved data collection and adverse-

48

Ibid at 69.

49

Ibid.

50

Newfoundland and Labrador, Health and Community Services, News Release,
“Government to Undertake Judicial Commission of Inquiry on Estrogen and
Progesterone Receptor Testing for Breast Cancer Patients” (22 May 2007), online: Government of Newfoundland and Labrador <www.releases.gov.nl.ca/
releases/2007/health/0522n05.htm>.

51

“Lab mistakes, poor oversight flagged in N.L. breast cancer inquiry”, CBC
News (3 March 2009), online: CBC <www.cbc.ca/news/canada/newfoundland-labrador/lab-mistakes-poor-oversight-flagged-in-n-l-breast-cancer-inquiry-1.793504>.
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incident reporting, the creation of standard operating policies and procedures for laboratories, and efforts towards a system of national accreditation.52
Another concern is that there is no harmonization between the standards
applied by the Medical Devices Bureau of Health Canada in licensing an in
vitro diagnostic device and those applied by provincial accreditation agencies in evaluating the competency of laboratories performing genetic testing
services – other than the fact that both federal and provincial authorities
rely to varying degrees on ISO standards. In general, “[w]hile genetic tests
are directly targeted by federal regulations, provincial mechanisms aim to
ensure the reliability and proper functioning of the labs, rather than the tests
per se.”53 Further, while the accreditation bodies in all provinces aim to
implement similar elements in their assessment of laboratories and all use
the ISO documents to develop their own standards, each accreditation body
still establishes its own reference standards.54 Overall, there clearly is a need
for some level of regulatory scrutiny in considering where and how tests
are conducted, the level of consistency across testing sites and methods,
and whether international guidelines on good clinical and laboratory best
practice are followed.55

1. Variation in the regulatory standards for lab tests versus
diagnostic devices
A related source of concern about the split regulation of diagnostic testing is the potential for discrepancy in the quality standards required in the

52

Newfoundland and Labrador, Commission of Inquiry on Hormone Receptor
Testing, Investigation and Findings, vol 1 (St. John’s: Office of the Queen’s
Printer, 2009) at 449-76, online: Government of Newfoundland and Labrador
<www.releases.gov.nl.ca/releases/2009/health/Volume1_Investigation_and_
Findings.pdf> [Cameron Inquiry Report].

53

Petit, Tassé & Godard, supra note 25 at 69.

54

Specifically, the accreditation standards in each province are inspired by the
ISO 15189 standard and its Canadian version CAN/CSA Z15189-03. See Li &
Adeli, supra note 42 at 254.

55

During qualitative interviews, several stakeholders expressed concern about
the current lack of coordination in diagnostic testing standards in Canada and
how this might impact on access to both the drug and test components of pharmacogenomic products. These same stakeholders highlighted the need for more
consistency across the provinces and with Health Canada regarding diagnostic
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regulation of LDTs versus those for in vitro diagnostic devices (sometimes
referred to as kit-based tests). From a regulatory standpoint, if a test is used
as a screening tool, its characteristics require scrutiny, including consideration of analytical validity56 and clinical validity.57 A particular source of
concern is that while kit-based tests are assessed for both analytical and
clinical validity, “the regulation of laboratory tests is focused on quality
assurance of laboratory procedures and the analytical accuracy of laboratory testing; clinical validation of [laboratory] tests is rarely mandatory.”58
A similar situation currently exists in the US, where there is even evidence
that companies sometimes opt to offer their diagnostic tests through a clinical laboratory in order to get around the more rigorous FDA regulations for
in vitro diagnostic devices, which include standards of clinical validity.59
However, it is also worth noting that provincial authorities may engage in an
assessment of the clinical validity of diagnostic tests as part of their health
technology assessment activities – discussed in more detail below – to determine which health technologies will be funded through the provincial
health care system.
Historically in the US, as in Canada, laboratory tests and diagnostic test
kits have been subject to different regulatory standards and regimes. Nonetheless, the FDA has a broader mandate in the regulation of medical devices
than Health Canada – a mandate which includes oversight over certain aspects of LDTs.60 In particular, the FDA’s Center for Devices and Radiologic-

testing standards, as well as more coordination regarding how testing standards
impact the assessment of the safety and efficacy of the drug component.
56

Analytical validity is a “measure of the test’s ability to accurately and reliably
detect the genotype of interest” and considers questions related to sensitivity,
specificity, and quality control: Mary K Pendergast, “Regulatory Agency Consideration of Pharmacogenomics” (2008) 233:12 Exp Biol Med 1498 at 1499.

57

Clinical validity “relates to whether there is a connection between the measured genotype and a disorder or phenotype of interest.” Relevant questions
include sensitivity and specificity, test validation in other populations, and the
positive and negative predictive values of the test (ibid at 1499).

58

Hogarth et al, supra note 7 at 39.

59

Ibid.

60

In 1976, the Medical Device Amendments, Pub L No 94-295, 90 Stat 539, under
the Food, Drugs and Cosmetics Act gave the FDA the authority to regulate
medical devices intended for use in humans. Under the legislation, the definition of medical devices “applies equally to [in vitro diagnostic devices] manu-
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al Health has jurisdiction over both kit-based tests and “products used in
clinical laboratories and clinical laboratory testing systems, procedures, and
reporting.”61 However, since 1976 when the Medical Device Amendments
were enacted,62 the FDA has generally exercised discretion in respect of enforcement of standards for LDTs, leaving most of the regulation of LDTs to
the Centers for Medicare and Medicaid Services (CMS), which since 1988
have regulated laboratories under the Clinical Laboratory Improvement
Amendments (CLIA).63 CLIA establishes quality standards to ensure the accuracy, reliability, and timeliness of laboratory test results irrespective of
where the test is performed.64 Although the FDA and CMS currently share
jurisdiction over diagnostic testing, both regimes are nonetheless organized
at the federal level – a somewhat less complicated situation than having labbased tests devolved to the provincial or state level.
In July 2014, the FDA announced its intention to regulate LDTs as medical devices and released a draft guidance entitled Framework for Regulatory Oversight of Laboratory-Developed Tests.65 This “draft Framework
Guidance proposes a risk-based, phased-in framework for oversight of
LDTs in a manner that is consistent with FDA’s current regulation of in

factured by conventional device manufacturers and those manufactured by laboratories.” See US, Food and Drug Administration, Anticipated Details of the
Draft Guidance for Industry, Food and Drug Administration Staff, and Clinical
Laboratories: Framework for Regulatory Oversight of Laboratory Developed
Tests (LDTs) (31 July 2014) at 4, online: FDA <www.fda.gov/downloads/MedicalDevices/ProductsandMedicalProcedures/InVitroDiagnostics/ucm407409.
pdf> [FDA, Draft LDT Guidance].
61

Pendergast, supra note 56 at 1500.

62

See supra note 60.

63

Clinical Laboratory Improvement Amendments (CLIA) of 1988, 42 USC
§ 263a. In particular, any facility that provides “laboratory testing on specimens derived from humans to give information for the diagnosis, prevention,
treatment of disease, or impairment of, or assessment of health” is subject to
CLIA: US, Food and Drug Administration, “Clinical Laboratory Improvement
Amendments”, online: FDA <www.fda.gov/medicaldevices/deviceregulationandguidance/ivdregulatoryassistance/ucm124105.htm>.

64

US, Centers for Disease Control and Prevention, “CLIA Law and Regulations”, online: CDC <wwwn.cdc.gov/clia/regulatory/default.aspx>.

65

FDA, Draft LDT Guidance, supra note 60.
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vitro diagnostic devices.”66 In the document, the FDA notes that as a result
of evolving technology and business models, LDTs have become increasingly complex and now present potentially greater risks than in the past.67
They further note a number of gaps in the regulation of LDTs, including
the absence of assessment of manufacturing standards, and the lack of requirements for adverse event reporting and for removing unsafe devices
from the market.68 However, one of the FDA’s most serious concerns is
that although CLIA requires periodic assessment of the analytical validity of
LDTs, there is no corresponding assessment of clinical validity which is a
critical component in determining the safety and effectiveness of the test.69
As “personalized medicine,” including pharmacogenomics, becomes more
mainstream, the use of diagnostic testing to measure individual patient variables will become increasingly important in informing treatment decisions.
Indeed, in the draft guidance, the FDA notes that one of the aspects of modern LDTs that heightens their potential risk is that their results may be used
to “direct critical treatment decisions,” and it explicitly lists “prediction of
drug response” as an example of such a decision.70
Having historically been granted a broad mandate to regulate diagnostic testing, the FDA is well positioned to take on a stronger oversight role
for LDTs. Unfortunately, Health Canada has never been granted a similar
mandate over laboratory testing, and more importantly, provincial jurisdiction over health care services under the constitutional division of powers
would likely make it difficult for the federal government to attempt to regulate laboratory testing. Although the question of jurisdiction over laboratory testing has not been directly addressed by the Canadian courts, similar
jurisdictional issues were discussed at length by the Supreme Court of Can-

66

Letter from Sally Howard, Deputy Commissioner, Policy, Planning and Legislation, Food and Drug Administration, to Tom Harkin, Chairman, Committee
on Health, Education, Labor and Pensions, US Senate (31 July 2014), as appended to FDA, Draft LDT Guidance, supra note 60.

67

In particular, the FDA notes that LDTs are “manufactured with components
that are not legally marketed for clinical use[,] offered beyond local populations and manufactured in high volume[,] used widely to screen for common
diseases rather than rare diseases[,] used to direct critical treatment decisions
… [, and] highly complex”: FDA, Draft LDT Guidance, supra note 60 at 7.

68

Ibid.

69

Ibid at 7-8.

70

Ibid at 7.
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ada in 2010 in the Reference re Assisted Human Reproduction Act.71 In this
reference, the Québec government challenged large portions of the federal
Assisted Human Reproduction Act as violating the constitutional division of
powers, including several provisions that established a system whereby certain “controlled activities” involving assistance for human reproduction and
related research activities could only be performed in permitted premises
by qualified individuals who had received a licence from the federal government.72 In an unusual 4–4–1 split decision, the Court struck down several
provisions in the Act that established the licensing system over “controlled
activities.” However, whether such a system was unconstitutional was hotly
debated and split the court down the middle. In the dissenting decision written by Chief Justice McLachlin, four justices held that although the licensing of controlled activities impacted the regulation of medical research and
practice, the impact was incidental to the legislation’s dominant criminal
purpose.73 Conversely, in the majority opinion written by Justice LeBel,
four judges ruled that the provisions of the Act concerning controlled activities did not fall under the federal criminal law power, but rather belonged
to the jurisdiction of the provinces over hospitals, property and civil rights,
and matters of a merely local nature.74 In the tie-breaking decision, Justice
Cromwell concurred with the majority and struck down most of the provisions establishing the licensing system on the ground that they were unconstitutional, but was sparse with his reasons. The majority and concurring
decisions suggest that any attempt by the federal government to establish
similar licensing systems, for example around laboratory testing, may be
found to interfere with provincial jurisdiction.75
Unifying the regulation of LDTs and in vitro diagnostic devices could
help to establish consistent and high-quality standards for diagnostic testing, regardless of how the test is performed. In the US, centralizing authority over diagnostic testing in the FDA may be particularly useful for
pharmacogenomic products since the FDA also has authority over the drug
component. Indeed, well before the FDA released its draft guidance, Pen-

71

2010 SCC 61, [2010] 3 SCR 457, 327 DLR (4th) 257 [AHRA Reference].

72

Assisted Human Reproduction Act, SC 2004, c 2, s 13.

73

AHRA Reference, supra note 71 at para 26.

74

Ibid at para 227.

75

For a good discussion of the constitutional implications of the decision, see
Ian B Lee, “The Assisted Human Reproduction Act Reference and the Federal
Criminal Power” (2011) 90:2 Can Bar Rev 471.
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dergast predicted that “[i]t is almost inevitable that the FDA will regulate
most of the laboratory-based activities used in pharmacogenomic testing.”76
Unfortunately, Health Canada is not in the same position as the FDA; given
the constitutional division of powers in Canada, there is no simple road
forward for Health Canada to assert greater regulatory control over LDTs.
Therefore, as discussed in the next section, improving the consistency of
regulatory standards for diagnostic testing between the provinces and the
federal government will likely depend heavily on harmonization efforts between regulatory authorities across jurisdictions.

2. Improving consistency across jurisdictions
One potential means to increase the consistency of laboratory testing
standards across the country would be to implement a nationalized laboratory accreditation system. In 2009, the Cameron Inquiry concluded that a national program of accreditation would “raise the standard of practice across
the country” and “therefore, is the optimum method of accreditation.”77 The
report recommended that the Government of Newfoundland and Labrador
“utilize best efforts to work with other provinces towards establishing a
national accreditation program.”78 Such harmonization of accreditation already appears to be taking root. For example, the Standards Council of Canada – a federal Crown corporation with the mandate of promoting efficient
and effective standardization in Canada – has a partnership with the Bureau
de normalisation du Québec and the Ontario Medical Association to offer
a national accreditation program for medical laboratories operating in Canada.79 Further, in December 2012, Accreditation Canada and the Standards
Council of Canada signed a memorandum of understanding “to collaborate
on best practices to renew confidence and enhance credibility in medical

76

Pendergast, supra note 56 at 1500.

77

Cameron Inquiry Report, supra note 52 at 460.

78

Ibid.

79

Under this program, “laboratories are assessed … without having to undergo
separate assessments by each organization”: Standards Council of Canada,
“Medical Laboratory Accreditation”, online: SCC <www.scc.ca/en/accreditation/laboratories/medical>.
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testing in Canada” and together to offer accreditation in ISO 15189,80 the
current international standard for quality and competence of medical laboratories.
Petit, Tassé, and Godard argue that due to the importance of the information that genetic tests can reveal, there is a need to establish a formal
assessment mechanism at the interprovincial level specifically for genetic
tests.81 One suggestion to encourage harmonization between the standards
applied by the provinces in regulating laboratories is to establish an interprovincial agency which would oversee a formal assessment mechanism of
genetic tests prior to their first use in clinical laboratories and would ensure
harmonization of standards between the provinces.82 In essence, this agency
could play a similar role to that of the Medical Devices Bureau of Health
Canada, but instead of regulating in vitro diagnostic devices, it would have
“licensing” power over new genetic tests that are to be offered in laboratories. Further, an interprovincial agency could coordinate with the Medical
Devices Bureau to ensure that similar standards are being applied in the
regulation of in vitro diagnostic devices at the federal level and laboratory
services at the provincial level. Such an agency could also interface with
the Therapeutic Products Directorate to ensure that pharmacogenomic products as a whole are properly regulated. Formal assessments connected to a
licensing system could be more demanding than those imposed through accreditation. Yet not everyone agrees that genetic testing should be subject to
a separate or specialized regulatory regime. In the US, for example, the Centers for Medicare and Medicaid Services have rejected calls to implement
“more extensive regulation of genetic testing, essentially rejecting ‘genetic
exceptionalism’ as a reason for increasing requirements for genetic tests.”83
In 2008, it was reported that the Canadian Coalition for Quality in Laboratory Medicine (CCQLM) had recently been incorporated to serve as an

80

Accreditation Canada, Press Release, “SCC and Accreditation Canada Join
Forces to Offer Health Care and Medical Laboratory Communities Accreditation to ISO15189” (13 March 2013), online: AC <www.accreditation.ca/sccand-accreditation-canada-join-forces-offer-health-care-and-medical-laboratory-communities>.

81

Petit, Tassé & Godard, supra note 25 at 69.

82

Ingebord Blancquaert et al, “L’encadrement du transfert technologique en génétique moléculaire : un défi à relever” (2001) 2:3 Isuma Can J Policy Research 95.

83

Pendergast, supra note 56 at 1500.

S166

McGill Journal of Law and Health
Revue de droit et santé de McGill

Vol. 8
No. 2

educational and coordinating body to provide a national structure for quality management in medical laboratories across Canada. Specifically, the
CCQLM was intended to:
promote development and implementation of national and
international standards …, develop models of external quality
assessment and accreditation programs, pursue issues of common concern and interest, promote the sharing of educational
initiatives …, and promote communication and collaboration
among the member organizations and with other national/
international agencies.84

The group aimed to link existing provincial accreditation programs and provide a national forum for the review of emerging issues.85 The CCQLM
would have been a positive step forward in coordinating laboratory standards across Canada, but to our knowledge there has been no further discussion of this initiative since then.86
Overall, as the number of drugs that are paired with companion diagnostics continues to increase, there is a concurrent need for a national process in Canada that coordinates reviews and achieves a level of uniformity
in test review. 87 Despite the rather fractured nature of regulatory oversight
for diagnostic tests, there are nonetheless opportunities for both levels of

84

Li & Adeli, supra note 42 at 252.

85

Fred B Swaine et al, “Medical labs must meet standards”, Letter to the Editor,
Edmonton Journal (19 July 2008), online: Canada.com <www.canada.com/
story_print.html?id=7a4ba51e-985e-41e9-b318-a890567e912b>.

86

One potential difficulty that may have been encountered by the CCQLM is
that they were a voluntary group without the funding or mandate to undertake
extensive oversight. See Swaine et al, ibid.

87

During stakeholder interviews for the qualitative study, several participants
highlighted the need for a more national process in the regulation of diagnostic
testing. One stakeholder suggested that Health Canada could potentially play
a leadership role in designing a standard model for test approval (which could
then be adapted based on input from the provinces) and in pushing the agenda
for provinces to work together to put the standards into practice. Another stakeholder highlighted the importance of the provinces taking an active role in an
agreement towards a more nationalized process, and highlighted the success
of the Common Drug Review under the Canadian Associations for Drugs and
Technology in Health as a flagship example of cooperation between the provinces. See discussion in Part IV.B, below.
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government to work together to agree on the standardization and the accreditation of test performance. For example, if an interprovincial body for
quality management in medical laboratories such as the proposed CCQLM
were established, it could also serve as the focal point for coordinating the
review of pharmacogenomic testing.

II. Regulation of Pharmacogenomic Drugs
The regulatory review of the pharmaceutical component of a pharmacogenomic product falls entirely within the jurisdiction of the federal government – jurisdiction which is primarily grounded in the federal criminal
law power under section 91(27) of the Constitution Act, 1867. In particular,
the federal government has jurisdiction over all matters in respect of intellectual property rights, drug approval, manufacturing, labelling, pricing,
post-market safety and effectiveness, and market competitiveness.88 The
Health Products and Food Branch within Health Canada is responsible for
regulating clinical trials and granting market authorization for drugs. Within
this branch, the Therapeutic Products Directorate regulates pharmaceutical
drugs and medical devices for human use under the authority of the Food
and Drugs Act89 and associated regulations.90

88

Trudo Lemmens & Ron A Bouchard, “Regulation of Pharmaceuticals in Canada” in Jocelyn Downie, Timothy Caulfield & Colleen M Flood, eds, Canadian
Health Law and Policy, 3d ed (Toronto: LexisNexis, 2007) 311 at 319. Although
this paper focuses on the regulatory approval of pharmacogenomic therapies, it
is worth noting that while the federal government holds the gatekeeping role of
authorizing drugs and in vitro diagnostic devices for the Canadian market, the
provinces and territories have constitutional responsibility for funding health
care services. The provincial and territorial governments are thus responsible
for funding most diagnostic testing through provincial health care budgets.
Further, pharmaceutical costs that are not borne directly by consumers or private insurance plans are primarily covered by the provinces through hospital
funding or public drug programs. Each province and territory maintains its own
formulary listing the drugs that are covered under the respective public drug
program and mandates its own pricing and cost-containment policies.

89

Supra note 19.

90

Health Canada, “About Health Canada: Therapeutic Products Directorate” (2
February 2014), online: HC <www.hc-sc.gc.ca/ahc-asc/branch-dirgen/hpfbdgpsa/tpd-dpt/index-eng.php>.
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Pharmacogenomics may impact all stages of drug development, from
preclinical research all the way through post-market surveillance. Preclinical development is the stage of research that takes place before clinical trials
in humans and during which important data on the safety and usefulness of
a product is collected. Preclinical studies are not regulated by either level of
government; manufacturers do not require government approval to conduct
preclinical trials. Rather, the manufacturer is responsible for gathering and
submitting “information and documentation to support the objectives and
goals of the proposed clinical trial.”91
A. Clinical trials
Based on data from preclinical studies, a sponsor may submit a Clinical
Trial Application (CTA) to the Therapeutic Products Directorate to obtain
approval to conduct clinical trials in humans.92 In particular, the sponsor
must satisfy a number of requirements related to safety, dosage, and effectiveness of the drug. Under the regulations, clinical trials are divided into
four categories from Phase I to IV.93 Health Canada approves drugs on the
basis of data from Phase I–III trials.94 The term “Phase IV trial” typically
refers to various types of studies conducted after a drug has been approved,

91

Health Canada, “Drugs and Health Products” (11 July 2006), online: HC
<www.hc-sc.gc.ca/dhp-mps/prodpharma/applic-demande/guide-ld/clini/cta_
background-eng.php>.

92

Like all clinical trials, those involving pharmacogenomic testing are governed
by Part C, Division 5 of the Food and Drug Regulations, which sets out the
rules for the sale and importation of drugs for use in human clinical trials in
Canada. See Food and Drug Regulations, CRC, c 870, s C.05.001 et seq.

93

Phase I trials, which are usually the first studies to test a new drug in humans,
are typically conducted on a small number of healthy volunteers (20 to 80)
to explore the general pharmacological and pharmacokinetic properties of a
drug (overall safety, acute side effects, drug metabolism, etc.). Phase II trials
are slightly larger (100 to 300 participants) and involve patients who suffer
from the condition that the drug under study aims to treat in order to evaluate
its efficacy and common short-term side effects. Phase III trials are generally
randomized double-blind controlled trials involving a large number of patients
(1,000 to 5,000) that may be conducted over many years and allow a more precise study of a drug’s efficacy and safety. Lemmens & Bouchard, supra note 88
at 321-25.

94

Ibid at 322-23.
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such as trials assessing long-term efficacy and safety of the drug or comparing the drug with other drugs from the same class.95 However, in some
cases, Phase IV (i.e. post-market) trials are little more than a disguised marketing effort intended to accustom physicians and patients to a new drug.96
As part of the CTA, sponsors are required to submit pharmacogenomic
data “that pertain to the pharmacological or pharmacodynamic aspects, pharmacokinetics, and toxicological effects of the drug if the [pharmacogenomic] data is relevant to, or supports the use of the investigational product in
the proposed clinical trial,”97 including information revealed through previous clinical trials in humans. Pharmacogenomic data must also be submitted
as part of the CTA where the data is “being used to support the design of
the proposed clinical trial or animal study, to justify testing in humans, or to
support the proposed indications or labelling of the drug.”98 Health Canada
encourages sponsors to request consultation meetings with the relevant directorates before submitting a CTA that contains pharmacogenomic information or that makes use of a pharmacogenomic test.99
The trial sponsor must obtain written informed consent from every person prior to their participation in the clinical trial.100 For those trials involving the use of pharmacogenomic testing, the informed consent form should,
according to the Health Canada guidance document, specify that pharmacogenomic testing will be conducted, as well as indicate “the research aim,
the sample and data coding strategy, and the storage, destruction, and security measures used around sample and data preservation.”101 Health Canada
also mandates that sponsors of clinical trials of drugs and medical devices
obtain approval from a research ethics board.

95

Ibid.

96

See e.g. Carl Elliott, “The deadly corruption of clinical trials”, Mother Jones
(September / October 2010), online: MJ <www.motherjones.com/environment/2010/09/dan-markingson-drug-trial-astrazeneca>.

97

Health Canada, Pharmacogenomics Guidance, supra note 16 at 5.

98

Ibid at 6.

99

Ibid at 11.

100

Food and Drug Regulations, supra note 92, s C05.010(h).

101

Health Canada, Pharmacogenomics Guidance, supra note 16 at 8-9.
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There are several different scenarios under which samples for pharmacogenomic testing may be collected, including as part of the main clinical
trial or as part of a sub-study that is indirectly related to the main clinical
trial. Samples may also be collected for use in biobanks, where they may be
used for future research or in exploratory studies. Where pharmacogenomic
testing is part of the main clinical trial, informed consent to testing must be
a condition for participation in the clinical trial.102 However, if the clinical
trial sponsor intends to collect samples for exploratory pharmacogenomic
testing beyond the scope of the main clinical trial (i.e. for a sub-study or
for future use), the guidance document suggests that sponsors must obtain
separate informed consent for this purpose in order to enable subjects to decline consent to the collection of samples for exploratory research without
impacting their participation in the main trial.103 In light of the growing recognition of the importance of transparency as a key component of reliable
drug development (as discussed further below), Health Canada needs to
take greater steps towards requiring that all trials, including studies involving pharmacogenomic-focused data collection, be fully registered in appropriate clinical trial registries and that the results be made publicly available.

1. Enrichment strategies
The evidence collected during the preclinical phase is critical to informing the design of clinical trials. Generally, clinical trials are not conducted on a random sample of the general population. Rather, researchers
employ a variety of selection procedures to single out a subset of the general population in which the effect of the drug is more likely to be demonstrated.104 This process of participant selection is known as “enrichment”

102

Ibid at 8.

103

Ibid at 1. Similar provisions are set out in Canada’s Tri-Council Policy Statement: Ethical Conduct for Research Involving Humans, which applies to
federally funded research involving human participants, including trials for
drugs and medical devices. See 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 (December 2014) at 65, online: Panel on Research Ethics <www.pre.ethics.gc.ca/pdf/eng/tcps2-2014/
TCPS_2_FINAL_Web.pdf>.

104

US, Food and Drug Administration, Guidance for Industry Enrichment Strategies for Clinical Trials to Support Approval of Human Drugs and Biological
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and can be defined as the “prospective use of any patient characteristic –
demographic, pathophysiologic, historical, genetic, and others – to select a
study population in which detection of a drug effect … is more likely than
it would be in an unselected population.”105 While enrichment strategies are
used in a wide range of drug development scenarios, genetic biomarkers
are an important new tool that can be used to refine the study population,
thereby increasing drug efficacy and/or reducing adverse reactions.
The primary reason for enrichment is study efficiency: the drug is more
likely to show a result when tested on a selected population (as opposed to
the general population). Moreover, testing on selected populations can often
be accomplished using smaller sample sizes. Study enrichment also offers
the advantage of directing treatment towards patients who are most likely to
benefit and thus avoiding potential harm to other patients who would likely
not benefit.106 However, while enrichment increases the power of a study to
detect a clinical effect in some populations, this study design leaves open
two important questions: (1) the generalizability of the results (i.e. whether
the drug will work in other populations); and (2) what level of data is needed
to establish selection criteria – in particular, the quality of the test and the
sensitivity and specificity of the various predictive cut-off points.107 Further,
reducing the size of clinical trials raises concerns about the impact of smaller trial size on the quality and certainty of the resulting research data.108
There is some debate surrounding what level and quality of preliminary
evidence is required to rationalize undertaking an enriched biomarker study.

Products Draft Guidance (December 2012) at 1, online: FDA <www.fda.gov/
downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/
UCM332181.pdf> [FDA, Guidance on Enrichment Strategies].
105

Ibid at 2.
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Ibid at 3.
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Robert Temple, “Enrichment Strategies” (Presentation delivered at the FDA/
DIA Statistics Forum, Bethesda, Md, 25 April 2012), online: FDA <www.
fda.gov/ucm/groups/fdagov-public/@fdagov-afda-orgs/documents/document/
ucm303485.pdf>.
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The potential negative impact of smaller clinical trials on the robustness of
resulting safety and efficacy data (in comparison to larger-scale clinical trials)
was another issue that was highlighted by a number of stakeholders. During
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enrichment strategies may result in a lack of data on the safety and efficacy of
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On the one hand, where the preclinical evidence clearly demonstrates a correlation between a given biomarker and drug efficacy, including markernegative patients in the trial may be imprudent if they are unlikely to benefit,
if they face a significant risk of negative side effects, or if, as a result, they
will potentially miss opportunities to receive more appropriate treatment.
On the other hand, where the biomarker and the targeted therapy are poorly
correlated or where the preclinical data is uncertain, it will be more difficult to justify the exclusion of biomarker-negative patients where they may
have some response or may help refine the marker cut-off.109 The dilemma
of biomarker-based drug development can be situated between two poles:
casting the drug development net too narrowly may deprive researchers of
valuable information about the potential side-effects or efficacy in other patients, and thus hinder the rational use of new drugs for a significant segment of patients who could potentially benefit; conversely, casting the net
too widely may expose patients who are unlikely to benefit to harm in the
context of clinical trials, and may also produce misleadingly negative data
regarding new products that may in fact work well in a more narrowly defined population.
Before a sponsor can use a pharmacogenomic test for diagnostic purposes or patient management in a clinical trial, the test must either be licensed for sale in Canada or authorized for investigational testing.110 Health
Canada emphasizes that the analytical validity of a pharmacogenomic test
must be established “if the test is used to determine subject eligibility, select
the dose, assess safety or efficacy of a drug, or otherwise used to manage
the health and safety of subjects enrolled in a clinical trial.”111 In general, the
performance characteristics of the test should be validated for every study

a drug in broader patient populations. See Gibson, Raziee & Lemmens, supra
note 21.
109

Temple, supra note 107.

110

Health Canada, Pharmacogenomics Guidance, supra note 16 at 1. Health Canada classifies all devices intended to be used for genetic testing as Class III
medical devices and requires a pre-market scientific assessment of their safety
and effectiveness by the Medical Devices Bureau. See Medical Devices Regulations, supra note 24, ss 32(3)(f), (h)-(i). See also Health Canada, “Guidance
for the Risk Based Classification System of In Vitro Diagnostic Devices” (17
March 1998) at 13, online: HC <www.hc-sc.gc.ca/dhp-mps/alt_formats/hpfbdgpsa/pdf/md-im/ivd-rsk_idiv-rsq-eng.pdf>.
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based on pharmacogenomic data. However, there is uncertainty around how
rigorously regulators consider standards of validation.112
In December 2012, the FDA issued a draft guidance document to provide direction to industry on enrichment strategies that can be used in clinical trials and are intended to support effectiveness and safety claims for the
approval of new drugs. The guidance describes important enrichment strategies, discusses the advantages and disadvantages of different study design
options, and addresses issues related to interpreting the results of enrichment
studies.113 While the FDA notes that the use of enrichment design is largely
left to the sponsor of the investigation, regulators have a stake in ensuring
the adequacy of the study (“Will it successfully assess effectiveness in a defined population and, in so doing, support marketing approval?”)114 and the
extent to which study findings can be described in drug labelling. Overall,
the FDA supports the use of enrichment strategies, but notes that the “extent
of data that should be available on the non-enriched subgroup should always
be considered”115 and that “[p]ostmarket commitments or requirements may
be requested to better define the full extent of a drug’s effect (including efficacy and safety studies and trials in a broader population).”116
To date, Health Canada has not released any specific guidance on the use
of enrichment strategies in clinical trials. While enrichment designs are still
an emerging strategy, as highlighted in the FDA guidance document, regulators clearly have an interest in ensuring that enriched clinical trials are properly designed. Poorly designed enrichment strategies may limit the quality, and therefore reliability, of the resulting data and inadvertently include
non-responders and exclude potential responders. Moreover, even if drugs
are approved on the basis of data obtained from a clinical trial focused on a
narrow, enriched population in clinical trials, this does not prevent the drug
from being prescribed off-label – that is, for conditions or patient populations that were never approved by regulatory authorities – once the drug hits
the market. With the expansion of pharmacogenomic drug development and
the increasing use of enrichment strategies based on genetic biomarkers,

112

Again, during interviews, several stakeholder raised concerns about the uncertainty around how rigorously Health Canada assesses standards of validation.
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regulators need to be proactive in addressing the impact of these trends on
clinical trial design. While clinical trial sponsors may request a consultation
with Health Canada before submitting a proposal to conduct a clinical trial
(discussed in more detail below), it is currently unclear what position the
agency takes with respect to enrichment strategies. Health Canada should
actively engage with industry on this issue and follow the lead of its American counterparts in issuing more detailed guidance to industry on the use
of enrichment strategies. Otherwise, enrichment strategies could be used
to speed a drug through a shorter and faster clinical trial process, without
ensuring that basic safety and efficacy data are gathered.

B. Regulatory submissions
Where data from the requisite Phase I–III clinical trials demonstrate that
the potential therapeutic value of a new drug outweighs its risks (adverse
events, toxicity), the manufacturer or sponsor may submit a New Drug Submission (NDS) to the Therapeutic Products Directorate to obtain market
authorization.117 The NDS must contain a summary of the data demonstrating the safety, efficacy, and quality of the drug product, including “results
of the preclinical and clinical studies, whether done in Canada or elsewhere,
details regarding the production of the drug, packaging and labelling details, and information regarding therapeutic claims and side effects.”118 In
addition, where an innovative drug product has already been approved for
the Canadian market, a generic sponsor may submit an Abbreviated New
Drug Submission (ANDS)119 – a submission that allows a generic drug to
be approved on the basis of being “equivalent” to a brand-name reference
product (Canadian Reference Product, or CRP), rather than on the basis
of preclinical and clinical trial data.120 Finally, where a sponsor (usually a
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Lemmens & Bouchard, supra note 88 at 325.

118

Health Canada, “How Drugs Are Reviewed in Canada” (12 February 2015),
online: HC <www.hc-sc.gc.ca/dhp-mps/prodpharma/activit/fs-fi/reviewfs_
examenfd-eng.php> [Health Canada, “How Drugs Are Reviewed”]. The NDS
must be submitted in compliance with the Food and Drug Regulations, supra
note 92, ss C.08.002, C.08.003, C.08.005.1.

119

The ANDS must be submitted in accordance with the requirements set out in
the Food and Drug Regulations, ibid, s C.08.002.1.

120

In particular, the focus of the ANDS is on establishing that the generic version
is the pharmaceutical equivalent and “bioequivalent” to the CRP, and has the
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brand-name manufacturer) wants to make changes to a drug that has already
been approved for the Canadian market, it may submit a Supplemental New
Drug Submission (SNDS).121 In general, an SNDS is made for changes
to the dosage form, strength, formulation, method of manufacture, labelling, or recommended route of administration of the drug, or to expand the
claims or conditions of use (indications). A generic sponsor may similarly
file a Supplemental Abbreviated New Drugs Submission (SANDS) to make
changes to a generic product.122
According to the Health Canada guidance document, pharmacogenomic data must accompany an NDS, ANDS, or SNDS where: (1) it provides
evidence of the safety and/or clinical effectiveness of the new drug in the
context of its proposed indications; (2) “it is used to support the proposed
dosage of the drug”; (3) is supports “claims to be made for the drug”; or
(4) it reveals information “about contraindication and adverse reactions of
the drug.”123 As with CTAs, Health Canada encourages sponsors to request
consultation meetings with the relevant directorates before submitting an
NDS that contains pharmacogenomic information or that makes use of a
pharmacogenomic test.124
The Health Products and Food Branch reviews all NDS, ANDS, SNDS,
and SANDS submissions to evaluate the safety, efficacy, and quality of the
drug product, as well as its potential risks and benefits. If the submission
complies with the standards established by the Food and Drugs Act and associated regulations, Health Canada will then issue a Notice of Compliance

same route of administration and conditions of use. Bioequivalence means that
“the generic drug product must have the same systemic effects (therapeutic and
adverse) as the CRP when administered to patients under the same conditions
as the CRP.” Bioequivalence is usually established based on an assessment of
pharmaceutical characteristics, bioavailability studies, pharmacodynamic studies, or clinical trials. The ANDS must also contain information on the safety,
efficacy, drug manufacturing, packaging, and labelling of the generic product.
See Lemmens & Bouchard, supra note 88 at 326.
121

The SNDS must be submitted in accordance with the Food and Drug Regulations, supra note 92, ss C.08.003, C.08.003.1.
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The SANDS must be submitted in accordance with the Food and Drug Regulations, ibid, s C.08.002.1.
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(NOC),125 authorizing the manufacturer to begin marketing the pharmaceutical drug for specific use in Canada. With the receipt of the NOC, the manufacturer may also begin applying to list the drug in provincial formularies,
which means that the drug will be funded, in full or in part, by the provincial
health care plan that oversees that formulary.126
Once an initial NOC for a specific indication has been issued, the sponsor may then submit a subsequent SNDS to obtain approval for additional
indications. This approach is commonly taken in the approval of many pharmaceutical products. However, because many pharmacogenomic drugs are
initially only approved for a very narrow indication, it is common for multiple SNDSs to be submitted over the life cycle of a pharmacogenomic drug
product to expand previously approved indications.127
1. Drug labelling requirements
Manufacturers must submit drug product information such as the name,
labels, package leaflets, and product monographs/prescribing information
to Health Canada, which are reviewed and approved prior to authorization
for sale.128 Drug labelling communicates important information about the
product such as what the drug does, how the drug works, which patients
should and should not take the drug, dosing information, and information
on adverse drug reactions. The most detailed source of product information
is the product monograph, which is “a factual, scientific document on a drug

125

An NOC is issued in accordance with the Food and Drug Regulations, supra
note 92, s C.08.004(1)(a). It notifies the manufacturer that they have complied
with the requirements necessary for the particular type of submission.
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Health Canada, “Drug and Health Products, Progressive Licensing, Introduction to the Current System” (archived 24 June 2013), online: HC <www.
hc-sc.gc.ca/dhp-mps/homologation-licensing/system/intro-eng.php> [Health
Canada, “Drug and Health Products”]. See also Ontario, Ministry of Health
and Long-Term Care, “How Drugs Are Approved” (23 May 2013), online:
MHLTC <www.health.gov.on.ca/en/pro/programs/drugs/how_drugs_approv/
how_drugs_approv.aspx>.
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See e.g. the multiple NOCs which have been approved for the pharmacogenomic drug Gleevec (imatinib): Health Canada, Notice of Compliance (NOC)
Database, online: HC <www.hc-sc.gc.ca/dhp-mps/prodpharma/notices-avis/
noc-acc/index-eng.php>.
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product that … describes the properties, claims, indications, and conditions
of use of the drug” and “other information that may be required for the optimal, safe and effective use of the drug.”129
Pharmacogenomic drug products are subject to the same labelling requirements as all pharmaceutical products.130 Health Canada recommends
that pharmacogenomic information be included in the product monograph
and labelling in a number of different scenarios. For instance, when pharmacogenomic data demonstrate that subgroups of patients are likely to experience higher or lower clinical efficacy, or be at increased or decreased
risk for adverse drug reactions, specific labelling should identify and define
these population subgroups. Further, drug labelling should indicate any special dosage considerations for specific population subgroups, such as dosage reductions for particular patient subgroups to prevent adverse drug reactions (ADR).131 Health Canada does not provide a public list of the drugs
that include pharmacogenomic information in their labelling, in contrast to
the FDA, which maintains a “Table of Pharmacogenomic Biomarkers in
Drug Labeling” listing approximately 140 FDA-approved drugs with pharmacogenomic information in their labelling.132
Health Canada states that drug labelling should also indicate when pharmacogenomic testing is “recommended or required to optimize the use of
the drug,” particularly where testing should be conducted prior to prescribing the drug.133 However, there is no standardized language or format in the
current guidelines regarding where or how pharmacogenomic information
should be included in drug labelling. Language indicating whether a test is

129

Health Canada, “Frequently Asked Questions: Product Monographs Posted to
the Health Canada Website” (11 July 2014), online: HC <www.hc-sc.gc.ca/
dhp-mps/prodpharma/applic-demande/guide-ld/monograph/pm_qa_mp_qreng.php>.
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Further information on the development of a product monograph is available in
Health Canada, Guidance for Industry: Product Monograph, Guidance Document (1 June 2014), online: HC <www.hc-sc.gc.ca/dhp-mps/alt_formats/pdf/
prodpharma/applic-demande/guide-ld/monograph/pm_mp_2013-eng.pdf>.
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US, Food and Drug Administration, “Table of Pharmacogenomic Biomarkers
in Drug Labeling” (August 2014), online: FDA <www.fda.gov/drugs/scienceresearch/researchareas/pharmacogenetics/ucm083378.htm>.
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“required” or “recommended” varies widely.134 Further, information related
to diagnostic testing may be included in different sections of the monograph
and under different titles: for example, in the case of Herceptin, a drug used
to treat breast and gastric cancer, this information is found under the section “Selection of Patients/Diagnostic Tests”;135 in the case of Tarceva, a
drug used to treat skin cancer, it is found under the section “Monitoring and
Laboratory Tests.”136
While different aspects of pharmacogenomics information will understandably often appear in multiple sections of a product monograph, and the
types and extent of pharmacogenomics information may vary widely from
product to product, the presentation of this information would nonetheless
benefit from a greater level of standardization so that it could be more easily located by health care professionals and other interested parties – a task
which may be somewhat daunting given the often very lengthy and detailed
product monographs. Once again, this issue has already been addressed by
the FDA in a guidance document released in January 2013 (implementing
draft guidance that was released in February 2009),137 which states that:
[i]f applicable, a “Pharmacogenomics” subsection should be
included in the CLINICAL PHARMACOLOGY section (e.g.,

134

The product monograph for Herceptin, for example, states that the drug
“should only be used in patients whose tumours overexpress HER2 as determined by immunohistochemistry”: Roche Canada, “Product Monograph HERCEPTIN®” at 21, online: RC <www.rochecanada.com/fmfiles/re7234008/
Research/ClinicalTrialsForms/Products/ConsumerInformation/MonographsandPublicAdvisories/Herceptin/Herceptin_PM_E.pdf> [Herceptin Product
Monograph]. Other product monographs for pharmacogenomics drugs use
stronger language, for example that of Tarceva (erlotinib), which states that
“EGFR mutation-positive status must be confirmed prior to starting first-line
TARCEVA therapy”: Roche Canada, “Product Monograph TARCEVA®”,
online: RC <www.rochecanada.com/fmfiles/re7234008/Research/ClinicalTrialsForms/Products/ConsumerInformation/MonographsandPublicAdvisories/
Tarceva/Tarceva_PM_E.pdf> [Tarceva Product Monograph].
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as “12.5 Pharmacogenomics”) of the prescribing information
(PI) and should include clinically relevant data or information
on the effect of genetic variations affecting drug therapy.138

While the FDA notes that where pharmacogenomic information has an important impact on the safe and effective use of the drug product, this information should be summarized in other sections of drug labelling with
appropriate cross-referencing, they also state that “[d]etailed information
about clinically relevant genetic information should be consolidated in the
most appropriate labelling section.”139 They also provide a chart showing
the types of pharmacogenomic information that could appear in various sections of labelling.

2. Conditions of use
Even after a drug is released on the market, an NOC still places limitations on the use of the drug product. In particular, when an NOC is issued,
the drug product is technically only approved for the treatment of specific
indications and/or under specific conditions of use, which are set out in the
product monograph.140 One outstanding issue with pharmacogenomic drugs
is the extent to which regulators can mandate confirmation of biomarker
status or performance of a particular diagnostic test before a patient may
be prescribed a pharmacogenomic drug. Although drug products are technically only approved for those specific indications and populations which
are covered by the NOC, once a drug is on the market, physicians have the
ability to prescribe the drug for any condition that is medically indicated,
even those that are not specifically authorized by the product’s labelling – a
practice known as “off-label prescribing.” Where drug labelling indicates
use in a subpopulation with a particular biomarker, prescription of a product

138

Ibid at 19.

139

Ibid at 20.
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This information is typically set out in the section titled “Indications and Clinical Use” in the product monograph. Product monographs for pharmaceuticals
approved by Health Canada can be accessed through the Drug Product Database. See Health Canada, “Drug Product Database Online Query” (25 February
2013), online: HC <http://webprod5.hc-sc.gc.ca/dpd-bdpp/index-eng.jsp>.
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without testing whether the patient falls within the indicated group prior to
prescribing the drug should arguably be considered off-label use.141
Yvonne Lis and colleagues suggest that in recent years, regulatory
authorities in both the US and Europe “have changed emphasis from the
reactive collection of safety data to a more proactive risk management
approach” and “increased regulatory requirements for postmarketing
pharmacovigilance.”142 Pharmacovigilance is the “process of detecting,
assessing, understanding, and preventing adverse reactions or any other
problems with drugs.”143 In the US, for example, the Food and Drug Administration Amendments Act of 2007144 introduced the requirement of Risk
Evaluation and Mitigation Strategies (REMS) for certain products with “exceptional circumstances.” REMS can mandate that patients meet safe-use
conditions, including diagnostic testing, before a drug is prescribed. In fact,
the FDA “gives specific authorization to require the use of modern biomarker screening strategies and [pharmacogenomic] tests”145 which could
be used to assess whether a patient is a suitable candidate for the drug or not.
However, while the FDA has been granted the explicit authority to require
such measures, they have not yet used REMS to require the performance of
diagnostic testing in the pharmacogenomic context.146

141

When asked, the majority of stakeholders interviewed during the qualitative
study indicated that a failure to conduct diagnostic testing prior to prescribing
a pharmacogenomic drug should be considered off-label prescribing.

142

Yvonne Lis et al, “Comparisons of Food and Drug Administration and European
Medicines Agency Risk Management Implementation for Recent Pharmaceutical Approvals: Report of the International Society for Pharmacoeconomics
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Canada has also been moving towards increasing risk management
planning. In 2009, Health Canada issued a notice regarding the two-year
interim implementation of a risk management planning initiative, which
would expand “the use of regulatory tools to support and enhance health
product vigilance review activities for pre- and post-authorization of health
products.”147 Yet at the time, Health Canada conceded that it did not have
the regulatory authority to compel manufacturers to submit to a risk management plan, and instead requested that manufacturers submit such plans
on a voluntary basis.148 This, however, recently changed when new drug
safety legislation received royal assent in November 2014: Bill C-17 or the
Protecting Canadians from Unsafe Drugs Act (“Vanessa’s Law”) contains
provisions that grant the government the power to pass regulations authorizing the Minister of Health to impose terms and conditions on market authorizations.149 While Vanessa’s Law does not provide any details on what form
such terms and conditions may take, presumably they could be similar to the
REMS currently available under the US system. It clearly provides a wideranging statutory basis for further regulations that would strengthen Health
Canada’s powers to impose active risk management after a drug hits the
market. While the FDA is not yet using REMS to require the performance
of diagnostic testing in the pharmacogenomic context, as these technologies
continue to advance and more pharmacogenomic therapies hit the market,
such measures could play an important role in preventing the inappropriate
use of pharmacogenomic products.
C. Alternative approval mechanisms
Drug regulators often face a difficult task in balancing demands for
robust evidence on safety and efficacy and with those for timely access

David B Goldstein, eds, Principles of Pharmacogenetics and Pharmacogenomics (New York: Cambridge University Press, 2013) 81 at 90.
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Health Canada, “Questions and Answers Regarding the Implementation of
Risk Management Planning” (12 February 2009), online: HC <www.hc-sc.
gc.ca/dhp-mps/prodpharma/applic-demande/guide-ld/vigilance/qa_rmp_qr_
pgr-eng.php#q7>.
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cl 6(1) (assented to 6 November 2014). The bill has now passed into law as
SC 2014, c 24 [Vanessa’s Law]. The new provision referred to here has been
enacted as section 30(1.2)(b) of the Food and Drugs Act, supra note 19.
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to promising new therapies. In recent decades, many patients have been
demanding more autonomy in drug treatment decisions, including determining acceptable levels of risk.150 Particularly in the wake of HIV/AIDS
advocacy for faster access to potentially life-saving drugs, regulators have
introduced programs for compassionate access to drugs and early access to
promising new therapies.151 In an attempt to provide more flexible access to
new drugs in exigent circumstances, Health Canada offers three alternative
mechanisms that can potentially provide earlier access to drug products: the
Special Access Program (SAP), the Priority Review Policy, and the Notice
of Compliance with Conditions (NOC/c).
Since pharmacogenomic therapies are often used in the treatment of serious or life-threatening diseases or diseases for which there are few, if any,
other treatment options, access to these therapies is often initially provided
through these alternative approval mechanisms. While not actually a form
of market authorization, the SAP allows practitioners to request access to
drugs that have not been approved for the Canadian market.152 As the name
indicates, it is an exceptional program under which “access is limited to
patients with serious or life-threatening conditions on a compassionate or
emergency basis when conventional therapies have failed, are unsuitable,

150

See, for example, a 2012 study by Chewning and colleagues which identified a general trend towards patients wanting to play a more active role in
treatment decisions, rather than delegating treatment decisions to a physician:
Betty Chewning et al, “Patient Preferences for Shared Decisions: A Systematic
Review” (2012) 86:1 Patient Educ Couns 9 at 15.

151

For an interesting discussion of the impact of HIV/AIDS on the drug regulatory process focusing on the US FDA, see Daniel Carpenter, Reputation and
Power: Organizational Image and Pharmaceutical Regulation at the FDA
(Princeton, NJ: Princeton University Press, 2010) at 428-61. It is worth noting here, however, that it is perhaps also particularly in the context of serious
and life-threatening diseases such as HIV/AIDS that the pressure to fast-track
promising drugs may compromise reliable data gathering. The saga of the approval of AZT is a case in point.

152

The SAP is supported by the Food and Drug Regulations, supra note 92,
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as amended 19 December 2013), online: HC <www.hc-sc.gc.ca/dhp-mps/alt_
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or are unavailable.”153 It may involve drugs that will never be submitted
for drug regulatory approval (e.g., when it relates to a disease that only
very rarely affects Canadians) or drugs that have not yet gone through the
regulatory process in Canada but have been approved elsewhere and where
granting compassionate access on an individual basis seems appropriate.
Health Canada does not conduct a comprehensive evaluation of the validity
of drug information or of the manufacturer’s claims on the safety, efficacy,
and quality of the drug; Health Canada makes no representations that a drug
is safe, efficacious, or of high quality.154 There has been concern about the
potential misuse of the program to get unapproved drugs into the country
without going through the lengthy and costly approval procedures.
Turning to the second mechanism, the Priority Review Policy allows
for the “fast-tracking” of eligible NDS and SNDS submissions “intended
for the treatment, prevention or diagnosis of serious, life-threatening or severely debilitating diseases or conditions.”155 Importantly, drugs evaluated
under the Priority Review Policy are subject to the same safety, efficacy, and
quality criteria as standard drug submissions, but receive an accelerated review time: target review times for Priority Review are 180 days, versus 300

153

Health Canada, “Special Access Programme – Drugs” (15 August 2005), online: HC <www.hc-sc.gc.ca/dhp-mps/acces/drugs-drogues/sapfs_pasfd_2002eng.php>. Most drugs accessed through the SAP are used to treat serious or
life-threatening conditions such as “intractable depression, epilepsy, transplant
rejection, hemophilia and other blood disorders, terminal cancer, and AIDS”;
decisions under the SAP are made on a patient-by-patient basis (ibid).

154

Health Canada emphasizes that marketed alternatives should always be considered before resorting to the use of non-marketed drugs and, further, that
alternative mechanisms to provide emergency access, such as clinical trials,
should be attempted before requesting a drug through the SAP. When an SAP
request is granted, the practitioner must agree to provide a report on the result
of the use of the drug, including any ADRs, to Health Canada. See Health Canada, SAP Guidance Document, supra note 152 at 10.

155

Health Canada, Guidance for Industry: Priority Review of Drug Submissions
(8 December 2008) at 1, online: HC <www.hc-sc.gc.ca/dhp-mps/alt_formats/
hpfb-dgpsa/pdf/prodpharma/priordr-eng.pdf> [Health Canada, Priority Review]. Further, to qualify for Priority Review, there must be substantial clinical
evidence that the drug either: (1) “treat[s], prevent[s] or diagnos[es] … a disease or condition for which no drug is presently marketed in Canada” or (2)
“[provides] a significant increase in efficacy and/or significant decrease in the
risk” of treating the disease or condition, in comparison to currently available
drugs (ibid at 2).
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days for non-priority submissions.156 Essentially, Priority Review allows
drug manufacturers to jump the queue ahead of other drug submissions.
Finally, the NOC/c is a special type of authorization issued by Health
Canada that allows the sponsor to market a drug in Canada on the condition that they undertake additional studies to confirm the clinical benefit of
the product.157 Evidentiary requirements under the NOC/c policy are less
onerous in comparison to the two controlled trials demonstrating safety
and efficacy that are typically required to obtain an NOC without conditions. Before an NOC/c may be granted, the sponsor must agree: (1) to carry
out additional clinical trials to verify the clinical benefit of the drug; (2) to
undertake increased monitoring of the drug and reporting to Health Canada;
(3) to provide educational material, including the nature of the conditions
of use, to health care practitioners and patients; and (4) to adhere to certain
restrictions on advertising and labelling.158 Once all of the conditions set out
in the NOC/c have been met and the sponsor is able to provide Health Canada with satisfactory evidence of the drug’s clinical effectiveness, the drug
is granted a full NOC without any associated conditions.159

1. NOC/c and niche markets
The NOC/c policy is the “early access” mechanism that seems best suited to pharmacogenomic products because it is designed for drugs that show
promising clinical effectiveness but still require additional clinical trials
to verify their clinical benefit.160 As noted earlier, since pharmacogenomic
drugs are often narrowly targeted towards patient subpopulations with a
specific genetic marker, the population base on which to conduct clinical
trials may be inherently limited. Pharmacogenomic drugs, like other drugs
for rare diseases, may need to rely on post-market (Phase IV) studies and

156

Ron A Bouchard & Monika Sawicka, “The Mud and the Blood and the Beer:
Canada’s Progressive Licensing Framework for Drug Approval” (2009) 3:1
McGill JL & Health 49 at 59.
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Health Canada, “Notice of Compliance with Conditions – NOC/c (Therapeutic
Products)” (6 June 2007), online: HC <www.hc-sc.gc.ca/dhp-mps/prodpharma/activit/fs-fi/noccfs_accfd-eng.php> [Health Canada, “NOC/c Fact Sheet”].
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data to more fully establish their safety and efficacy.161 Avery, for example,
has supported the use of “conditional” approval for pharmacogenomic
products, writing that, “[i]f Phase III trials conclude and the sponsor must
rely on data from a probably valid [pharmacogenomic] biomarker to show
safety and/or efficacy, [regulators should] ‘conditionally approve’ the drug
with a limited labeling and a requirement for a Phase IV study to validate
the biomarker.”162 Indeed, a number of pharmacogenomic drugs have already received initial approval through the NOC/c policy, including Tasigna
(nilotinib), Gleevec (imatinib), Vectibix (panitumumab), Iressa (gefitinib),
and Sprycel (dasatinib).163 Avery also cautions, however, about the potential
risk to patients that could arise from relying on invalidated biomarkers. He
therefore suggests that conditional approval may only be acceptable where
the possible harm to the patient is restricted to simply receiving an ineffective treatment.164
Several conditions have to be fulfilled to use an NOC/c. First, as with
Priority Review, the new drug must be intended “for the treatment, prevention or diagnosis of serious, life-threatening or severely debilitating diseases
or conditions.”165 In addition, it must involve a product for which there is
currently no alternative therapy available on the Canadian market, or which
potentially represents “a significant improvement in the benefit/risk profile
over existing products.”166 Further, the drugs must have demonstrated promising clinical effectiveness and have an acceptable benefit–risk profile.167

161

In contrast, since the Priority Review policy still requires the same safety, efficacy and quality criteria as standard drug submissions, this policy is of little
use for pharmacogenomic drugs that may still lack sufficient evidence of their
clinical benefit. See Health Canada, Priority Review, supra note 155.
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Avery, supra note 15 at 60.
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See the register of NOC/c at Health Canada, Notice of Compliance with
Conditions (NOC/c) (2 July 2013), online: HC <www.hc-sc.gc.ca/dhp-mps/
prodpharma/notices-avis/conditions/index-eng.php> [Health Canada, NOC/c
Register].
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Avery, supra note 15.
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Health Canada, “NOC/c Fact Sheet”, supra note 157.
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Ibid.
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Under the NOC/c policy, the sponsor is required to demonstrate that the drug
in question “has the potential to provide a statistically significant and clinically relevant improvement in benefit/risk profile” over therapies currently
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Once Health Canada has determined that a drug qualifies under the NOC/c
policy, it issues a Qualifying Notice,168 which sets out the agreed terms between Health Canada and the sponsor regarding additional clinical evidence
to be provided by the sponsor in confirmatory trials and the sponsor’s postmarket surveillance responsibilities.169 However, Law notes that “while the
[Qualifying Notice] outlines the conditions proposed by Health Canada, the
final conditions agreed to by the manufacturer and Health Canada in the
[Letter of Undertaking] may be different and are kept confidential.”170 The
sponsor’s outline for confirmatory trials must include timeframes for initiation and completion.171 Key revisions to the policy in 2011 included the
addition of annual progress reports on ongoing confirmatory trials.172
The approval program most similar to the NOC/c offered by the FDA in
the US is the Accelerated Approval mechanism, which allows drugs targeting serious conditions that address an unmet medical need to be approved
more quickly on the basis of a “surrogate endpoint,” i.e., a metric that is

available in Canada. Such potential can be demonstrated through: (1) trials
with surrogate markers requiring validation; (2) Phase II trials requiring confirmation with Phase III trials; or (3) Phase III trials requiring an additional trial
confirming the safety or efficacy of the drug in question. See Health Canada,
Notice of Compliance with Conditions, Guidance Document (30 June 2011),
online: HC <www.hc-sc.gc.ca/dhp-mps/alt_formats/pdf/prodpharma/applicdemande/guide-ld/compli-conform/noccg_accd-eng.pdf> [Health Canada,
NOC/c Guidance Document].
168

Ibid at 17. Finally, the sponsor must provide a letter indicating agreement with
the terms in the Qualifying Notice and a Letter of Undertaking. The sponsor’s Letter of Undertaking must contain a provision committing the sponsor to informing the Therapeutic Products Directorate in writing of significant
changes (or no changes) to the risk–benefit profile of the drug on an annual
basis. In some instances, the sponsor may also be required to undertake active
surveillance responsibilities to monitor drug safety (ibid at 25-26). “Examples
of active surveillance include targeted safety monitoring trials (in hospitals and
health facilities), prescription event monitoring, registries, or sentinel sites”
(ibid at 24).

169

Ibid at 16.
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Michael Law, “The Characteristics and Fulfillment of Conditional Prescription
Drug Approvals in Canada” (2014) 116:2-3 Health Policy 154.
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Health Canada, NOC/c Guidance Document, supra note 167 at 19.
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Ibid at 20.
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believed to predict clinical benefit without directly measuring it.173 While
the Accelerated Approval program, like the NOC/c, requires the drug sponsor to conduct Phase IV confirmatory trials, it previously differed from the
NOC/c in that it was initially limited to drugs approved solely on the basis
of surrogate endpoints.174 However, the FDA Safety and Innovation Act of
2012 recently expanded the scope of the Accelerated Approval process to
allow approval on the basis of both surrogate and intermediate clinical endpoints.175 Yet the increasing approval of drug products based on surrogate
and intermediate endpoints raises concerns. Surrogate endpoints are what
the term suggests: they are surrogate measures, and as such may or may
not reliably reflect whether and to what extent a product really provides
a tangible benefit to patients’ health.176 It is worth noting here that there
are strong financial interests associated with the use of surrogate endpoints
rather than clear clinical outcomes. since trials with surrogate endpoints are
shorter and involve fewer patients. But once a drug is approved on that
basis, companies have no direct incentive to conduct further studies ensuring that the surrogate endpoints are really meaningfully reflecting clinical
outcomes. In fact, the opposite is often true.177 This makes follow-up studies
and confirmatory trials essential. There are also increasing apprehensions
about whether regulatory authorities are effectively enforcing requirements
for confirmatory trials and increased monitoring. In 2009, for example, the

173

See US, Food and Drug Administration, “Fast Track, Breakthrough Therapy,
Accelerated Approval, Priority Review” (18 September 2014), online: FDA
<www.fda.gov/ForPatients/Approvals/Fast/default.htm>. For a more detailed
discussion of surrogate endpoints, see Thomas R Fleming & John H Powers,
“Biomarkers and Surrogate Endpoints in Clinical Trials” (2012) 31:25 Stat
Med 2973 at 2974-75.
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While a surrogate endpoint is an indirect measure of clinical effectiveness, a
clinically meaningful endpoint directly measures how a patient “feels, functions or survives” (Fleming & Powers, ibid at 2979). In general, “[v]alidating
a surrogate endpoint requires providing an evidence based justification, often
from randomized controlled clinical trials, that achievement of substantial effects on the surrogate endpoint reliably predicts achievement of clinically important effects on a clinically meaningful endpoint” (ibid at 2974).
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Pub L No 112-144, 126 Stat 993.

176

For a detailed discussion on the use of surrogate endpoints in accelerated approval procedures, see Thomas R Fleming, “Surrogate Endpoints and FDA’s
Accelerated Approval Process” (2005) 24:1 Health Aff (Millwood) 67.
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Staffan Svensson, David B Menkes & Joel Lexchin, “Surrogate Outcomes in
Clinical Trials: A Cautionary Tale” (2013) 173:8 JAMA Intern Med 611.
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US Government Accountability Office released a report that raised a number of concerns with the Accelerated Approval program and recommended
that the FDA improve its oversight of drugs approved on the basis of surrogate endpoints.178

2. Improving the transparency of the NOC/c process
While the NOC/c policy may, in certain circumstances, benefit patients
by providing earlier access to promising new therapies, there are nonetheless a number of problems with the existing process. First, allowing earlier
market entry for some products likely increases the chance of having to
later withdraw a drug from the market for safety reasons.179 Further, there
is a lack of transparency in the existing NOC/c policy, particularly with
respect to how the conditions are monitored and enforced: many NOC/c
remain unfulfilled for many years with no indication of what work is currently being done to meet the conditions.180 An NOC/c could potentially
be used by a drug manufacturer hoping to launch a drug quickly without
having to go through the lengthy, more cumbersome, and more costly regular approval process. The consequences are potentially serious since drugs
that go through the NOC/c process may rapidly become widely available.
While the Qualifying Notice provides details on the confirmatory trials to
be undertaken, and sponsors are required to submit annual progress reports,
little or no information is made public between the posting of the Qualifying Notice and the notification that the conditions of the NOC/c have been
fulfilled, which usually occurs many years later. As stated by Joel Lexchin,
“these drugs remain in a state of uncertainty regarding clinical efficacy for
prolonged periods of time and the requirements to remove them from that
state are a secret.”181

178

US, Government Accountability Office, News Release, “FDA Needs to Enhance Its Oversight of Drugs Approved on the Basis of Surrogate Endpoints”
(23 September 2009), online: GAO <www.gao.gov/products/GAO-09-866>.
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During qualitative interviews, one stakeholder reported that in the US, there
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A 2014 study conducted by Law revealed that of the 70 NOC/c approvals granted by Health Canada to that point, 29 (41%) had fulfilled their
conditions and received a full NOC, 34 (49%) were still outstanding, and 7
(10%) subsequently had either the indication or the drug itself withdrawn.182
Most drug products initially approved through an NOC/c meet the conditions associated with the authorization within five or so years of the initial
issuance.183 However, some NOC/c remain outstanding for much longer than
that; according to Law, “[t]he top 10 longest wait times for drugs ranged
from 6 years to over 11 years.”184 While drug companies are not necessarily
intentionally violating the terms of an NOC/c, it is often hard to know what
is going on behind the scenes due to the lack of transparency. It is also clear
that there are few market incentives to really fulfill the NOC/c once a drug
is on the market. Law rightly argues that “Health Canada should make the
conditions of approval under a NOC/c more explicit and time-limited.”185
In Europe, the European Medicines Agency (EMA) offers a conditional approval mechanism similar to Health Canada’s NOC/c policy known
as a Conditional Marketing Authorization (CMA).186 In comparison to the
NOC/c policy, the review and reporting requirements demanded by the EMA
are more transparent, and arguably more rigorous, than those demanded by
Health Canada. As with the NOC/c, CMA holders are required to complete

182

Law, supra note 170 at 157.

183

The study by Law found that the median time for fulfilling the NOC/c requirements was 1828 days, or just over five years, though there was significant
variation in the timeframes. Ibid at 157-58.

184

Ibid at 157.
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Ibid at 159.
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EC, Commission Regulation (EC) No 507/2006 of 29 March 2006 on the conditional marketing authorisation for medicinal products for human use falling
within the scope of Regulation (EC) No 726/2004 of the European Parliament
and of the Council, [2006] OJ, L 92/6 at 8, art 4 [EU Conditional Marketing
Policy]. The CMA allows for the approval of a drug in the absence of comprehensive clinical data referring to the drug’s safety and efficacy – provided that
several requirements are met: the risk–benefit balance of the drug is positive; it
is likely that the applicant will be able to provide comprehensive clinical data;
the drug fulfills an unmet medical need; and the public health benefits of making the drug immediately available outweigh the risks inherent in the fact that
additional data are still needed. Once the holder has met its specific obligations,
the Committee for Medicinal Products for Human Use may issue a recommendation for the CMA to be replaced with a formal marketing authorization.
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ongoing studies or to conduct new studies with the aim of providing the
clinical data missing from the original application and confirming the drug’s
positive risk–benefit balance,187 and may also be obligated to collect additional pharmacovigilance data.188 However, unlike an NOC/c, CMAs are
subject to renewal on an annual basis189 and as part of the renewal process,
the holder is required to submit interim reports on its progress in fulfilling its
specific obligations.190 Additionally, the holder must submit periodic safety
update reports at least every six months following the granting or renewal
of its CMA.191 Perhaps most significantly, the results of these interim assessments are made publicly available on the EMA website.192
Currently, the NOC/c policy is not set out in any legislation; rather,
NOC/c are issued under the general licensing provisions of the Food and
Drug Regulations.193 Drugs granted an NOC/c are subject to the enforcement provisions outlined in the Food and Drug Regulations for NOCs. For
example, the Therapeutic Products Directorate has the discretion to request
a manufacturer to stop selling a drug product if the sponsor fails to undertake or complete a confirmatory trial, or fails to provide results of a confirmatory trial by a specified date.194 The Minister of Health can also suspend an

187

Ibid, art 5(1).

188

Ibid.

189

Ibid, art 6.

190

Ibid, art 6(2).
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Ibid, art 9.
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See e.g. the numerous documents under the assessment history of Tyverb
(lapatinib): European Medicines Agency, “Tyverb”, online: EMA <www.ema.
europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/000795/human_med_001120.jsp>.

193

Licences are granted under the authority of C.08.004(1), and “conditions of
use” are provided for under C.08.002(2), particularly subsections (g) and (h).
See Food and Drug Regulations, supra note 92, ss C.08.002(2), C.08.004(1).

194

Section C.01.013(1) of the Food and Drug Regulations, ibid, provides that
“[w]here the manufacturer of a drug is requested in writing by the Director to
submit on or before a specified day evidence with respect to a drug, the manufacturer shall make no further sales of that drug after that day unless he has
submitted the evidence requested.”
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NOC/c if confirmatory trials raise safety concerns195 or fail to demonstrate
clinical benefit.196 However, withdrawing the licence for drugs that fail to
meet the conditions of the NOC/c is a rather blunt and drastic sanction.
Politically, it can be a very hard sell, both to industry and to patients. Patients may feel – rightly or wrongly – that the government’s intervention is
depriving them of an important new medication. A licence withdrawal may
also create problems for patients who found the treatment to be effective. It
therefore seems doubtful that industry will improve its compliance record
and that the regulators will have the stamina to take the most drastic actions.
Another firm regulatory stick is needed. Law suggests that adding financial
penalties to the NOC/c regime would help to encourage the fulfillment of
conditions without the harsh measure of removing the drug from the market.197 This would be in line with the conditional approval regimes offered
by the FDA and the EMA, which give regulatory authorities the ability to
levy financial penalties on sponsors who fail to fulfill their conditions.
The NOC/c policy may, in certain circumstances, fill an important
gap by granting earlier market access to potentially life-saving drugs. The
movement towards pharmacogenomics will likely increase the use of conditional licensing. For example, Pignatti and colleagues note that “matching targeted drugs with better patient selection in the exploratory phases of
development will lead to a wider use of early approval mechanisms, with
drugs increasingly being approved initially for small subgroups of patients
with great unmet needs.”198 However, for doctors and patients to be able to
make informed treatment decisions about drugs approved under the NOC/c
policy, they need to have access to the most up-to-date study information.
Law observes that “[t]here has not been any investigation into whether these
conditions or having received a NOC/c is considered by physicians in their
prescribing decisions.”199 Although the most recent version of the NOC/c
policy released in 2011 included more rigorous monitoring and report-
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ing requirements,200 there has been little or no movement towards making
the results of interim reporting publicly accessible. Law recommends that
Health Canada create an online public database of drugs approved through
the NOC/c process that includes the conditions attached to the approval, as
is currently done in the US and Europe.201 At the very least, Health Canada should provide periodic summary reports updating the current status of
drugs under the NOC/c policy so that health care professionals and patients
are not completely in the dark during the period between the granting of an
NOC/c and the fulfillment of conditions – a period which may last many
years, as indicated above. Important questions also remain about how to
discuss the provisional nature of the NOC/c approval with patients who are
taking the drug.202 In addition, it also seems important that Health Canada
ensure ongoing, independent evidence gathering on the real-world use of
these drugs. While this is important for all approved products, it is clearly
even more important for drugs approved under the NOC/c regime.

III. Coordinating Review and Monitoring
For many pharmacogenomic therapies, the companion diagnostic is
an essential component in ensuring the safe and effective use of the drug
product. For example, pharmacogenomics can help to identify the optimum
dosage for each patient based on underlying metabolizer phenotypes (i.e.,
based on pharmacokinetic variability), thereby reducing the risk of a drug
overdose.203 Consequently, significant problems may arise if there is varia-

200

In particular, “key revisions include changes to post-market surveillance reporting, labelling requirements and the addition of the annual confirmatory
trial progress reports”: Health Canada, “Release of the Final Guidance Document: Notice of Compliance with Conditions (NOC/c)” (30 June 2011), online: HC <www.hc-sc.gc.ca/dhp-mps/prodpharma/applic-demande/guide-ld/
compli-conform/noccg_accd-eng.php>.

201
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This particular concern was raised by a stakeholder during qualitative interviews.
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One such example is the role of pharmacogenomics in dosing the anticoagulant warfarin. Although warfarin is a widely prescribed drug, it is unusual in
that the dosage typically needs to be individualized for each patient. The biomarkers CYP2C9 and VKORC1 have been shown to be important predictors
of stable warfarin dose requirements. Proper dosing of warfarin is very important since “[o]vercoagulation places the patient at risk of potentially fatal
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tion in the availability of diagnostic tests or in the standards that are applied
in their assessment.204 As noted above, there is a need to ensure a consistent
level and quality of testing methodology regardless of the type of test or
who is responsible for its regulation.
Similarly, the interdependence of the drug and test components for the
safe and effective use of pharmacogenomic products highlights the need
for more coordination in the approval of the two components where they
are developed concurrently; if the drug and test components are reviewed
separately, then regulators may have an incomplete picture of the safety and
efficacy of the drug product.205 An outstanding question is whether, or to
what extent, the drug and test components of pharmacogenomic therapies
can and should be reviewed together. As noted by Pendergast, “[t]he clinical
validity and utility of pharmacogenomics lie at the intersection of testing
and drug use.”206 Accordingly, if there is a coordinated effort to review drug
and test components in relation to one another, this may help to establish
their interdependence and increase the likelihood that both the drug and the
companion diagnostic will be made available and funded together. As stated
by the Cancer Quality Council of Ontario, “[t]o be safe and effective, these
services need to be harmonized, evidence-based and efficiently coordinated
… so ideally they should be evaluated together.”207
The extent to which the review of drug and test components can be
coordinated depends on when and how these components are developed.

hemorrhage whereas undercoagulation means that the patient does not benefit
from the drug.” See Ann K Daly, “Pharmacogenomics of Warfarin” in Sandosh
Padmanabhan, ed, Handbook of Pharmacogenomics and Stratified Medicine
(London, UK: Elsevier, 2014) 497 at 497.
204
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Cancer Quality Council of Ontario, Mapping a Way through the Double Helix:
Making Sense of Personalized Medicine for Ontario’s Cancer System; Signature Event Report: Recommendations and Proceedings (May 2011) at 2, online: CQCO <www.cqco.ca/common/pages/UserFile.aspx?fileId=98415>.
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There are generally three different scenarios for the discovery of a targeted
therapy: (1) prospective co-development of a drug and a test, where a companion test is put on a co-development path with the drug from early-phase
clinical studies; (2) discovery of a targeting strategy late in clinical trials;
and (3) post-market discovery of a target, when the results are stratified
based on genomic information.208 Ideally, the FDA recommends the first
scenario, but in reality, biomarkers are often not identified until late-stage
clinical trials. As noted by Avery, “[w]hile parallel development is clearly
optimal in theory, it is difficult to execute in practice, and very few pioneers
have successfully coordinated the development of a drug product and its
companion diagnostic.”209
Regulatory procedures may vary somewhat depending on when and
how biomarker identification and test development occur. Where the drug
and test components are developed concurrently, reform efforts will likely
need to focus on how to better coordinate the review of these two components in tandem, such as through a combination of the procedures described in the next section. However, where biomarker identification and
test development occur later in the development life cycle, reform efforts
will likely need to focus on improving systems of post-market surveillance
and evidence generation such that the conditions of use and labelling for
pharmacogenomic products are continually revised and reflect the evolving
evidence.

A. Synchronizing the review of federally regulated drugs and tests
To recap, for pharmacogenomic treatments that are comprised of a genetic test in the form of an in vitro diagnostic device and a pharmaceutical
drug, the federal level of government has complete regulatory control. Sponsors of such a pharmacogenomic product must submit two separate applications: an NDS to the Therapeutic Products Directorate and an application to
the Medical Devices Bureau for a licence for the in vitro diagnostic device.
Health Canada indicates that where a sponsor requests a consultation
with the relevant directorate prior to submitting a CTA or NDS, they should

208

Barbara J Evans, “What Will It Take to Reap the Clinical Benefits of Pharmacogenomics?” (2006) 61:4 Food Drug Law J 753 [Evans, “What Will It
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209
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indicate whether an associated application for an investigational pharmacogenomic test has also been submitted to the Medical Devices Bureau.
In such cases, representatives from the Bureau will attend the consultation meeting “where applicable.”210 However, all pre-submission meetings,
including those for pharmacogenomic products, are conducted under the
general process outlined for all drug products.211 We could not find more
specific details on whether, or how, Health Canada would coordinate the
review of associated pharmacogenomic drug and test components between
directorates.
In the US, the FDA also utilizes consultation meetings to facilitate the
review of pharmacogenomic products, and provides public details on how
such reviews may be conducted. In 2011, the FDA released a draft guidance
document clarifying the pre-submission program for therapeutic products
intended for use with an in vitro companion diagnostic device; it was issued
in final form in August 2014.212 The document emphasizes that the FDA’s
review of pharmacogenomics products is carried out collaboratively by the
relevant FDA subsidiaries.213 The guidance advises sponsors developing
either one of the products to request a meeting with the relevant device or
drug review division early in the development process.214 It further recom-
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Health Canada, Pharmacogenomics Guidance, supra note 16 at 11.

211

See the description of pre-submission meetings in Health Canada, “Guidance
for Industry – Management of Drug Submission” (20 December 2013) at 4-5,
online: HC <www.hc-sc.gc.ca/dhp-mps/alt_formats/pdf/prodpharma/applicdemande/guide-ld/mgmt-gest/mands_gespd-eng.pdf>.

212

For the final issued version, see US, Food and Drug Administration, In Vitro
Companion Diagnostic Devices: Guidance for Industry and Food and Drug
Administration Staff (6 August 2014), online: FDA <www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/
UCM262327.pdf> [FDA, Guidance on In Vitro Companion Diagnostic Devices]. To obtain approval, an in vitro companion diagnostic device requires a
pre-market application or a 510(k) clearance. On the therapeutics side, a sponsor must demonstrate that the drug is safe and effective through the submission of a New Drug Application. See Federal Food, Drug, and Cosmetic Act,
21 USC §§ 301 et seq, § 505.
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mends parallel development of the drug and companion diagnostic, noting
that “[i]deally, … the clinical performance and clinical significance of the
IVD companion diagnostic device [will be] established using data from the
clinical development program of the corresponding therapeutic product.”215
However, the document also acknowledges that parallel development is
often unrealistic and describes scenarios where the FDA will proceed with
approving a therapeutic product when its companion diagnostic is not being
cleared contemporaneously.216

1. Regulating
products

pharmacogenomic

therapies

as

combination

Once again, Canada may look to the US for guidance on combining
the regulatory pathways for in vitro diagnostic devices and pharmaceutical
products. In the same guidance document referenced in the preceding paragraph, the FDA indicates that certain in vitro diagnostic devices and their
paired therapeutic products may be classified as “combination products”217
and regulated by a specialized agency, the Office of Combination Products
(OCP). The FDA’s definition of a combination product includes not only
two or more regulated products that are sold as a single entity or packaged
together, but also “[a]ny investigational drug, device, or biological product
packaged separately that according to its proposed labeling is for use only
with another individually specified investigational drug, device, or biological product where both are required to achieve the intended use, indication,
or effect”218 – a definition which may encompass pharmacogenomic drugs
and tests.

drug and companion diagnostic device approval. A pre-Investigational Device
Exemption (preIDE) is a consultative submission intended to ensure that appropriate validation studies are planned and carried out. See US, Food and
Drug Administration, “IDE Approval Process”, online: FDA <www.fda.gov/
MedicalDevices/DeviceRegulationandGuidance/HowtoMarketYourDevice/
InvestigationalDeviceExemptionIDE/ucm046164.htm>.
215

FDA, Guidance on In Vitro Companion Diagnostic Devices, supra note 212
at 7.

216

Ibid at 8-9.

217

Ibid at 6.

218

Combination products are defined in the US federal regulations at 21 CFR
§ 3.2(e).
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The OCP was established to ensure the prompt assignment of combination products to agency centres so that they undergo timely and effective review.219 The OCP does not itself review pre-market applications for combination products, but assigns each combination product to an Agency Center220
or alternative organizational component that will have primary jurisdiction
for the product’s pre-market review and regulation based on a determination of the “primary mode of action.”221 If the primary mode of action of a
combination product is that of a drug, then the Center for Drug Evaluation
and Research has primary jurisdiction, and if the primary mode of action
of a combination product is that of a device, the Center for Devices and
Radiological Health has primary jurisdiction.222 Where the jurisdiction of
a combination or non-combination product is unclear, a formal request for
designation may be submitted to the OCP.223 While conducting a review, the
lead Agency Center may consult or coordinate with another Agency Center.
Primary research responsibilities can be shared between reviewers from two
or more Agency Centers for a defined portion of the submission. More frequently, a reviewer in one Agency Center will consult with another reviewer
from a second Center on a specific issue raised in the submission. Generally,
sponsors of a combination product will submit a single investigational application containing information on all constituent parts of the combination
product in the format expected by the lead Agency Center.224 There are,
however, occasions when separate marketing applications for the drug and
device components of a combination product are required.225

219

Federal Food, Drug, and Cosmetic Act, supra note 212, § 353(g)(4)(A)-(B).

220

The Center for Biologics Evaluation and Research (CBER), the Center for
Drug Evaluation and Research (CDER), and the Center for Devices and Radiological Health (CDRH).

221

US, Food and Drug Administration, “Frequently Asked Questions about
Combination Products”, online: FDA <www.fda.gov/CombinationProducts/
AboutCombinationProducts/ucm101496.htm> [FDA, “Combination Product
FAQs”].

222

Federal Food, Drug, and Cosmetic Act, supra note 212, § 353(g).

223

FDA, “Combination Product FAQs”, supra note 221.

224

Ibid. For example, if the device is the combination product’s primary mode of
action, the investigation would be under an Investigational Device Exemption
that includes the drug information.

225

Ibid. One such example is when one constituent part is already approved for
another use and its labelling will need to be altered to reflect its new intended
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Overall, the OCP “serve[s] as a focal point for combination product
issues for agency reviewers and industry” and helps to clarify regulatory responsibility when jurisdiction is unclear or in dispute, to coordinate reviews
involving more than one Agency Center, and to ensure consistency and appropriateness of post-market regulation.226 However, the proposal to review
pharmacogenomic products through the OCP has not openly evolved since its
initial discussion in a 2005 FDA concept paper227 and it is unclear to what extent pharmacogenomic tests are currently being reviewed under this process.

2. Health Canada’s policy on combination products
In 1997, Health Canada released a policy statement on drug/medical
device combination products to allow such products to be reviewed through
a single regulatory pathway, rather than requiring the combination product
to satisfy the requirements of two sets of regulations (i.e., those for both
drugs and medical devices). However, the current policy is not applicable
to pharmacogenomic tests and drugs since they do not fit under Health Canada’s current definition of a combination product, a definition that is much
narrower than the one adopted by the FDA and requires that combination
products consist of a single entity.228 The policy explicitly states that it “does

use in the combination product. A sponsor may also elect to submit multiple
applications in order to receive some benefit that accrues only from approval
under a particular type of application, such as orphan status or new drug product exclusivity. The OCP is developing a guidance document addressing the
factors the FDA expects to consider in determining how many marketing applications should be submitted for a combination product.
226

Ibid.

227

US, Food and Drug Administration, Drug-Diagnostic Co-Development Concept Paper: Draft – Not for Implementation (April 2005), online: FDA <www.
fda.gov/downloads/Drugs/ScienceResearch/ResearchAreas/Pharmacogenetics/UCM116689.pdf>.

228

Specifically, Health Canada defines a combination product as “a therapeutic
product that combines a drug component and a device component (which by
themselves would be classified as a drug or a device), such that the distinctive
nature of the drug component and device component is integrated in a singular product.” See Health Canada, Drug/Medical Device Combination Products
(1 March 2006), online: HC <www.hc-sc.gc.ca/dhp-mps/alt_formats/pdf/prodpharma/applic-demande/pol/combo_mixte_pol_2006-eng.pdf> [Health Canada, Combination Products].

2015

The Promise and Peril of Adapting the Regulatory System
to the Pharmacogenomic Context

S199

not apply to combinations of drugs and medical devices where the drug
component and the device component can be used separately.”229 Pharmacogenomic therapies clearly do not fall under this definition, as they consist
of two separate components – a drug and a diagnostic test – each of which
can be used independently of the other (although this may significantly hinder their individual effectiveness), and each of which may be developed by
a different manufacturer.
Moreover, even if the pharmacogenomic drug/test pair were considered
to be a combination product, the existing policy simply states that Health
Canada will classify the drug/device combination product according to “the
principal mechanism of action by which the claimed effect or purpose of the
product is achieved.”230 Consequently, the entire product will be regulated
under the Food and Drug Regulations if classified as a drug, and under the
Medical Devices Regulations if classified as a device.231 There is no coordinating body similar to the OCP in the US that would act to streamline
the application; the policy is simply intended to clarify which regulatory
pathway different combination products will follow. The policy thus does
not appear to lead to any coordinated review.
Health Canada acknowledges that the combination product policy
document is only an “interim” mechanism to address a gap in the current
regulatory schemes for drugs and medical devices, and that ultimately, the
regulatory framework for new and emerging therapeutic products will need
to be amended to properly address combination products that are difficult
to define under current frameworks.232 However, the policy has undergone

229

Ibid.

230

Ibid.

231

Examples of combination products that have been classified as drugs include,
among others, “prefilled syringes[,] … patches for transdermal drug delivery
[, and] … implants whose primary purpose is to release a drug.” Conversely,
examples of combination products that have been classified as devices include
“drug coated devices such as catheters, shunt sensors, or pacemaker leads
… [and] wound dressings and surgical barriers containing an antimicrobial
agent.” See Health Canada, Policy on Drug/Medical Device Combination
Products – Decisions (21 July 2014), online: HC <www.hc-sc.gc.ca/dhp-mps/
prodpharma/applic-demande/pol/combo_mixte_dec_pol-eng.php>.

232

Health Canada, Combination Products, supra note 228 at 1.
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only limited reforms in the 17 years it has been in place.233 Given the recent
expansion of pharmacogenomic therapies and other combination products,
it seems to be time for Health Canada to revisit its current policy on combination products to make it more relevant to the current health technology
development paradigm.

B. Post-market surveillance
Although the current regulatory system focuses on pre-market activities, manufacturers must nonetheless adhere to a number of obligations
once their drug or test enters the market. Like all pharmaceutical products,
pharmacogenomic drugs are subject to post-market obligations, including
informing Health Canada of any reported serious adverse drug reactions,
complying with advertising restrictions, updating safety information pertaining to their products, maintaining the quality of their drug to the appropriate standard, and applying for further authorization from Health Canada
for significant changes to their product.234 In addition, the Medical Devices
Regulations set out the requirement for mandatory problem reporting for
medical devices, including pharmacogenomic tests (Class III devices).235
At the provincial level, ongoing quality control initiatives may also be considered as a sort of post-market monitoring for lab-based tests, although
once again, these evaluations focus on individual lab performance rather
than on the tests themselves.
Prior to the passage of Vanessa’s Law, Health Canada’s regulatory authority became significantly diminished once a drug entered the market.236

233

The current version of the policy has not undergone any changes since March
2006, when the current policy replaced the previous policy from May 1999.
See ibid.

234

See Canada, Standing Senate Committee on Social Affairs, Science and Technology, Prescription Pharmaceuticals in Canada: Post-approval Monitoring
of Safety and Effectiveness (Ottawa: Canadian Senate, 2013) at 5-15, online:
Parliament of Canada <www.parl.gc.ca/Content/SEN/Committee/411/soci/
rep/rep20mar13-e.pdf>.

235

See Medical Devices Regulations, supra note 24, ss 59-61.

236

For a detailed discussion of post-marketing surveillance in the Canadian context, see Trudo Lemmens & Shannon Gibson, “Decreasing the Data Deficit:
Improving Post-Market Surveillance in Pharmaceutical Regulation” (2014)
59:4 McGill LJ 943, especially at 958.
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The regulatory agency itself noted that following drug approval, products
largely disappeared from the radar screen unless significant adverse reports
were reported.237 Unless the drug was authorized under an NOC/c, regulators lacked the authority to compel manufacturers to conduct additional
studies on safety and efficacy or on therapeutic effectiveness.238 Although
drug manufacturers were expected to conduct such further studies and to
comply with various other post-market commitments, they often neglected
to do so.239 This can be viewed as a direct result of regulatory authorities’
failure to adequately enforce existing post-market surveillance commitments.240
Recent amendments in both the US and Europe have granted regulatory
authorities expanded power to demand post-market studies. In the US, for
example, the Food and Drug Administration Amendments Act of 2007 expanded the FDA’s authority to require manufacturers to conduct post-market studies after market approval if new safety information comes to light.241
In addition, following the passage of new pharmacovigilance legislation in
2010, European regulatory authorities now also have the authority to require
manufacturers to conduct post-market studies within the framework of a
“Risk Management Plan.”242

237

Health Canada, “Brief History of Drug Regulation in Canada” (11 April 2007),
online: HC <www.hc-sc.gc.ca/dhp-mps/homologation-licensing/info-renseign/hist-eng.php> [Health Canada, “Brief History”].

238

Health Canada, for example, previously stated that it lacked the regulatory
authority to explicitly require post-marketing studies as a condition for further sales of a pharmaceutical product. See Health Canada, “Authority to Require Post-Market Studies” (2011), online: Wayback Machine Internet Archive
<https://web.archive.org/web/20130111131841/www.hc-sc.gc.ca/dhp-mps/
homologation-licensing/docs/pma-aac/pma-aac04-eng.php>.

239

For example, a study by Avorn revealed that more than half of the open commitments for post-market studies requested by the FDA had not yet been started, were behind schedule, or had been terminated before completion. See Jerry
Avorn, “Paying for Drug Approvals – Who’s Using Whom?” (2007) 356:17
New Eng J Med 1697 at 1698.

240

Lorraine E Ferris & Trudo Lemmens, “Governance of Conflicts of Interest in
Postmarketing Surveillance Research and the Canadian Drug Effectiveness
Network” (2010) 4:2 Open Med E123.

241

Evans, “Seven Pillars”, supra note 145.
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Patrick Waller, “Getting to Grips with the New European Union Pharmacovigilance Legislation” (2011) 20:5 Pharmacoepidemiol Drug Saf 544.
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Fortunately, Canada has now also embarked on some major reforms
in this context. As noted above, in 2014, the Federal Government passed
new drug safety legislation, Vanessa’s Law,243 aimed at improving Health
Canada’s regulatory authority in the post-market phase. One of the most
important reforms in the new law is the ability for Health Canada to require
pharmaceutical companies to “compile information, conduct tests or studies,” monitor drug use after a drug has entered the market, and provide the
Minister of Health with the results.244 The grounds on which such additional
evidence may be required under Vanessa’s Law appear to be very broad:
there are no preconditions specified in the legislation that must be met before additional information or assessments may be demanded from the authorization holder, other than that the assessment or information request be
in respect of the therapeutic product in question.245 Specific conditions will
have to be set out in future regulations. Vanessa’s Law appears to grant
more expansive authority to demand post-market evidence generation than
is granted to the FDA under the Food and Drug Administration Amendments Act of 2007, which requires that a new safety concern be revealed before additional studies may be demanded.246 Health Canada is also working
on a proposed Health Product Vigilance Framework, which “conceptually
describes Canada’s future integrated product vigilance system.”247
Another important component of Vanessa’s Law is the substantial increase in fines and penalties for contraventions of the Food and Drugs Act
and associated regulations. While the previous maximum fine was $5,000
for both summary conviction and conviction on indictment, the new legislation increases the maximum fine to $5 million for an indictable offence

243

Supra note 149. The bill is named after Vanessa, the daughter of MP Terence
Young, who died at the age of 15 as a result of the side-effects of Ortho-Janssen’s controversial reflux drug Propulsid, which was subsequently removed
from the market. See Terence H Young, Death by Prescription (Oakville, Ont:
Mosaic Press, 2013).

244

Vanessa’s Law, supra note 149, s 4, amending Food and Drugs Act, supra note
19, s 21.32.

245

Ibid.

246

Supra note 144 at 923 (§ 901), amending 21 USC § 355(o)(2)(C); see also
Evans, “Seven Pillars”, supra note 145.

247

Health Canada, Health Product Vigilance Framework (12 September 2012) at 1, online: HC <www.hc-sc.gc.ca/dhp-mps/alt_formats/pdf/pubs/medeff/fs-if/2012hpvf-cvps/dhpvf-ecvps-eng.pdf> [Health Canada, Vigilance Framework].
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– a thousandfold increase over the previous maximum.248 Further, if an offence is found to have been committed or continued over multiple days, the
maximum available fine is multiplied by that number of days, increasing
substantially the potential upper limit of fines for a contravention. Finally,
under a new provision, where a person knowingly or recklessly causes risk
of injury to human health in the commission of an indictable offence, there
is no maximum fine: the person is liable for “a fine the amount of which is
at the discretion of the court.”249 These increased penalties are significant
and certainly necessary: in the US, substantial fines and criminal settlements
have been imposed in the context of pharmaceutical industry misconduct,
particularly for the illegal promotion of off-label use of drugs, yet have still
not succeeded in rooting out the problems.250
Overall, the expansion of post-market regulatory oversight and the significant increases in penalty provisions created by Vanessa’s Law are an important step forward in ensuring the continued safety and efficacy of drugs
approved for the Canadian market. However, the new law does not go far
enough to promote transparency in the clinical trial process. In particular,
there are no provisions mandating clinical trial registration and results reporting, which are already required in both the US and Europe. The success
of the new legislation in improving post-market evidence generation will
also ultimately depend on Health Canada actively exercising their new authority and enforcing contraventions of the Food and Drugs Act and regulations.
1. Pharmacogenomics and evolving evidence
Post-market data may be obtained from a variety of sources, including
post-market studies, results from independent research,251 and “information

248

The maximum fines for a summary conviction are increased to $250,000 for a
first offence and $500,000 for subsequent offences. Vanessa’s Law, supra note
149, s 9, amending Food and Drugs Act, supra note 19, s 31.2(b).

249

Vanessa’s Law, supra note 149, s 9, amending Food and Drugs Act, supra note
19, s 31.4(a).

250

Many of these settlements have been in the range of hundreds of millions of
dollars, with settlements increasingly exceeding the billion-dollar mark. See
David Evans, “Big Pharma’s crime spree”, Bloomberg Markets (2 December
2009) 72.

251

There are a number of independent researchers, organizations, and networks
that are working to improve the knowledge base around pharmacogenomics.
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from spontaneous ADR reports.”252 There are a number of reasons why postmarket evidence generation may be particularly important in the context of
pharmacogenomic therapies. First, as noted above, genetic biomarkers may
be used to enrich clinical trials for pharmacogenomic products, a fact that
increases the imperative to conduct follow-up studies in the post-market
phase to verify the safety and efficacy of the drug in broader populations. An
associated concern is the potential shortcomings of the evidence produced
in smaller-scale clinical trials, as compared to that of larger trials. Some
gene–drug interactions may be rare and may only be revealed after a drug is
taken by a large number of people after market approval.253 Further, many
new pharmacogenomic products are used in the treatment of critical conditions – most notably cancer – and so regulators often face intense pressure
to provide earlier access to these therapies, even in the face of uncertain
evidence. Such drugs may be fast-tracked through the approval process,
increasing the risk that the review process may miss important safety issues,
and therefore also increasing the need to more closely monitor the use of
these products after market entry.254 As noted above, some drugs for which
there is great medical need may be approved through the NOC/c on the
basis of surrogate endpoints, which are intended as – but may not in fact
be – predictive of clinical endpoints; post-market monitoring is essential to
determining whether such drugs deliver true clinical benefit.
Health Canada has recognized that pharmacogenomics “may enhance
the ability to identify safety and efficacy issues associated with therapeutic products in the post-market setting, particularly in products with variable pharmacokinetic/pharmacodynamic properties and narrow therapeutic

For example, the Clinical Pharmacogenetics Implementation Consortium is a
project that produces “freely available, peer-reviewed, updateable, and detailed
gene/drug clinical practice guidelines” in order to reduce the barriers to implementing pharmacogenomic tests into clinical practice. Such research initiatives
may be an important source of evolving information about the role of genetic
factors in drug response. See PharmGKB, “CPIC: Clinical Pharmacogenetics
Implementation Consortium”, online: PharmGKB <www.pharmgkb.org/page/
cpic>.
252

Health Canada, Pharmacogenomics Guidance, supra note 16 at 11.
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Evans, “What Will It Take?”, supra note 208.
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Joel Lexchin, “New Drugs and Safety: What Happened to New Active Substances Approved between 1985 and 2010?” (2012) 172:21 Arch Intern Med
1680.
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indices.”255 For example, post-market data may suggest “reduced or no
efficacy of a [pharmacogenomic] product in specific subpopulations,” or
pharmacogenomic-derived data may “identify certain subpopulations that
are vulnerable to certain ADRs” (or classes of ADRs).256 Moreover, as
discussed above, the increasing use of enriched clinical trial design raises
concerns about the lack of evidence on the safety and efficacy of pharmacogenomic drugs outside of the particular biomarker group studied in premarket clinical trials, and may warrant further studies of the drug in the
broader population in the post-market phase.
Pharmacogenomic information relating to safety and efficacy that is
obtained during the post-market phase may also necessitate amendments
to the labelling of the product in question.257 The evolution of diagnostic
testing technology, for example, should be reflected in drug labelling: if a
new test proves to be more reliable or more effective, this new information
should be captured in a timely manner.258 Even drugs that were initially approved without a companion diagnostic may benefit from the subsequent
development of a test that can provide more detailed information to guide
prescribing.259 It is worth noting that Vanessa’s Law includes provisions that
expand the ability of Health Canada to demand changes to product labelling. In particular, the new section 21.2 of the Food and Drugs Act created
by Vanessa’s Law gives the Minister the power to order a manufacturer “to
modify the product’s label or to modify or replace its package” where “he

255

Health Canada, Pharmacogenomics Guidance, supra note 16 at 11.

256

Ibid at 11-12.

257

Health Canada notes that for the analysis of post-market safety/efficacy issues
arising from pharmacogenomics, it requires at a minimum the following information: the ADR in question (including lack of efficacy), the suspected single
nucleotide polymorphism (SNP)/halotype involved, and validation information on the pharmacogenomic test used. See ibid at 12.
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During qualitative interviews, a couple of stakeholders stressed the importance
of updating labelling information to reflect the most recent diagnostic technologies.

259

For example, subsequently developed pharmacogenomic tests have allowed
for safer prescribing of older drugs such as codeine and warfarin. See Joseph P
Kitzmiller et al, “Pharmacogenomic Testing: Relevance in Medical Practice”
(2011) 78:4 Cleve Clin J Med 243.
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or she believes that doing so is necessary to prevent injury to health.”260
Such expanded regulatory authority seems very important in ensuring
that product labelling reflects the most up-to-date product information.
Pharmacogenomic research may improve our understanding of drug
response on a more individual level. The FDA, for example, has acknowledged that if “new science enables us to determine that the adverse events
are restricted to a small, identifiable segment of the population, public
health could be improved by making the drug available to others who could
benefit without undue risk.”261 For example, diagnostic testing may identify those subpopulations that may not experience the same increased risk,
and perhaps in limited circumstances could thus even allow drugs to stay
on or return to the market under more restricted terms. Ideally, improved
pharmacovigilance systems and more rigorous post-market studies may allow for increasingly responsive tailoring of prescribing guidelines and the
incremental expansion and tightening of approved drug indications based
on evolving post-market evidence. Vanessa’s Law also adds strength to the
regulatory framework in this context: it has introduced new requirements
for prescribed health care institutions – namely hospitals – to report adverse
drug reactions or medical device incidents to the federal government.262
Such mandatory adverse-event reporting for health institutions may help
improve the frequency and consistency of reporting, which is an important
means of flagging potential safety concerns with therapeutic products.

260

Vanessa’s Law, supra note 149, s 3, amending Food and Drugs Act, supra note
19, s 21.2.
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US, Food and Drug Administration, The Future of Drug Safety – Promoting
and Protecting the Health of the Public: FDA’s Response to the Institute of
Medicine’s 2006 Report (January 2007) at 3, online: FDA <www.fda.gov/
downloads/drugs/drugsafety/postmarketdrugsafetyinformationforpatientsandproviders/ucm171627.pdf> [FDA, Future of Drug Safety].
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Vanessa’s Law, supra note 149, s 5, amending Food and Drugs Act, supra note
19, s 21.8. The details of the adverse event reporting requirements will be set
out in future regulations, which the Minister of Health is empowered to enact
under the new section 30(1.2) of the Food and Drugs Act (created by section 6
of Vanessa’s Law).
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IV. Moving Evidence Generation beyond the Pre-market Phase
A. The life-cycle approach
Health Canada notes that in the real world, the use of health products
changes over time as our understanding of their benefits and risks evolves;
unfortunately, they acknowledge, “current regulatory tools are blunt instruments because they are not designed to easily respond to increasing knowledge of the real-world use of the product, such as, by changing the terms and
conditions of market authorization.”263 In 2005, Health Canada launched the
Progressive Licensing Project to explore reform proposals for “the entire
federal drug licensing system, from early clinical trials to market authorization, and then the monitoring of drugs once they are on the market.”264 The
Project included proposals to adopt a “lifecycle approach” to drug approval
that does away with the distinction between pre-market and post-market
stages and instead calls for the initial and ongoing collection, evaluation,
and communication of evidence at all stages of drug development.265
The Progressive Licensing framework proposed changes to the standards for market authorization, based on a tiered approach to the evidence.
While Health Canada has committed to retaining the demonstration of efficacy, safety, and quality for the proposed conditions of use as the baseline
requirement for initial market authorization, it has indicated that in certain circumstances, there may be compelling reasons for a manufacturer
to depart from these baseline requirements. In such cases, a more flexible
approach could allow the initial requirements for substantial evidence of
efficacy and safety to be counterbalanced against other contextual benefit–

263

Health Canada, Vigilance Framework, supra note 247 at 7.
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Health Canada, “Drug and Health Products: Background” (11 April 2007), online: HC <www.hc-sc.gc.ca/dhp-mps/homologation-licensing/info-renseign/
index-eng.php>. See also Health Canada, Blueprint for Renewal: Transforming
Canada’s Approach to Regulating Health Products and Food (October 2006),
online: Government of Canada Publications (archived) <http://publications.
gc.ca/collections/collection_2014/sc-hc/H164-173-2006-eng.pdf>.
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Health Canada, “Health Products & Food Regulatory Modernization: Initial
Development” (30 May 2012), online: HC <www.hc-sc.gc.ca/ahc-asc/activit/
strateg/mod/ini/index-eng.php>. Similarly, the FDA has acknowledged that the
science of safety spans the entire life cycle of a product and that “safety signals
generated at any point in the process will robustly inform regulatory decision
making”: FDA, Future of Drug Safety, supra note 261 at 3.
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risk considerations.266 Essentially, under this flexible approach, initial authorization would require a favourable evidence-based benefit–risk profile
for the drug’s use under the proposed conditions. Subsequently, in order to
maintain market authorization, the drug product would have to continue to
show a favourable benefit–risk profile for the authorized conditions of use
through the product’s life cycle.267 The flexible approach under the progressive licensing framework is in many ways an expansion and codification of
the existing NOC/c policy, which would likely itself become obsolete if the
proposed reforms were adopted.268
The life-cycle approach gives regulators the flexibility to allow some
level of access to drugs that may be severely needed, but for which the
evidence may not be very robust. In an ideal world, shifting more focus
towards post-market surveillance and evidence generation may mitigate the
risks that often go along with granting earlier access to drugs that have reduced evidence profiles.269 There are many different ways to stratify rights
associated with phased approval and provide manufacturers with incentive
to conduct further research. The ability to impose the obligation to conduct
further studies on the drug is particularly important, especially where there
has been significant variation in treatment response.
When drugs are approved based on a reduced evidence profile, the
expansion of pharmacovigilance is in our view an essential element to
counterbalancing the increased uncertainty around the safety and efficacy of
the drug after market entry. Pharmacovigilance has traditionally only been
implemented after a drug has entered the market, and usually only after
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Health Canada, “Benefit–Risk Evaluation: A Tiered Approach to an Enhanced
Scope for Safety, Efficacy, and Quality Evidence” (archived 24 June 2014),
online: HC <www.hc-sc.gc.ca/dhp-mps/homologation-licensing/model/evaluation-eng.php#bm01> [Health Canada, “Benefit–Risk Evaluation”].
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This observation was made by one of the stakeholders during qualitative interviews.
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During qualitative interviews, several stakeholders looked favourably upon the
ability to impose more post-market obligations on pharmaceutical companies
under the proposed progressive licensing framework. This was seen as an advantage over the current focus of the drug regulatory system on pre-market activities and relatively weak regulatory oversight during the post-market phase.
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safety concerns have been identified.270 It also has traditionally received less
attention and less funding in the drug regulatory system, which has so far
invested more heavily in pre-market review and approval. However, under
the life-cycle model, pharmacovigilance may be incorporated at an early
stage in drug development to improve risk management and allow for the
earlier detection of adverse reactions.271 The process of ongoing assessment
also provides a mechanism for ensuring that drug labelling is up to date.
Health Canada notes that the life-cycle approach may be particularly
well suited to the development of drugs for niche markets, such as drugs that
treat rare diseases or potential breakthrough drugs for the treatment of cancers. Since such special drugs are developed to meet extraordinary needs,
“[b]y their very nature, limited or no human clinical information may have
been generated for these drugs.”272 Consequently, the benefits and risks of
such drugs may need to be assessed through the collection and analysis of
data obtained from their use in the real world (i.e., outside of clinical trials);
evolving information is important to their regulation.273 Further, where there
is an extraordinary need for a drug, a manufacturer may opt for the more
flexible approach to initial authorization since “the potential benefits of
bringing the drug to market are deemed to outweigh the relatively increased
uncertainty regarding the safety and efficacy.”274
Pharmacogenomic therapies, in particular, may appear to be a natural fit
for the life-cycle approach since genetic diagnostic testing could be used to
identify those specific patient populations that are most likely to respond to
a drug and are consequently the best candidates to receive initial access to it.
Subsequent pharmacogenomic data collected during the post-market phase
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Historically, the drug regulatory system has focused on pre-market activities.
Further regulatory review or action by Health Canada during the post-market
phase has typically only been triggered once safety concerns have arisen about
a particular drug product. See Health Canada, “Brief History”, supra note 237.
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For example, beginning at the pre-market development stage, the information
required for a new Clinical Trial Application could be expanded to include the
manufacturer’s complete plan for development of the drug. See Health Canada,
“Life-Cycle Management” (11 April 2007), online: HC <www.hc-sc.gc.ca/
dhp-mps/homologation-licensing/model/life-cycle-vie-eng.php>.
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Health Canada, “Benefit–Risk Evaluation”, supra note 266.
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can help refine our understanding of drug response; as more evidence is generated about which specific patient populations may benefit from drug treatment or which may be at particular risk, the approved population base may
be incrementally expanded or restricted. This strategy may also work well
for the validation of companion diagnostics, as the clinical utility of a new
test is generally not fully established until employed in wide clinical use.275
While the life-cycle approach offers a number of important improvements to the drug approval system, perhaps most importantly with regard
to improving post-marketing surveillance and reporting obligations, certain
aspects of the framework remain controversial. This framework will, after
all, be implemented in a specific economic, social, and regulatory context
in which there are huge financial pressures to get pharmaceutical products
quickly onto the market, in which patient vulnerabilities can easily be exploited, and in which government agencies are relatively underfunded and
subject to various political and economic pressures. There is still significant
debate around what level of evidence should be required before allowing a
drug to enter the market and whether the risk of allowing earlier access to
important drugs can be counterbalanced by enhanced post-market obligations. A serious concern is that enhancing surveillance and evidence generation during the post-market phase may come at the expense of sufficient
evidence generation during pre-market clinical trials. This increased focus
on the post-market phase may be perceived to reduce the robustness of premarket evaluations, with the exploration of important questions about drug
safety and efficacy delayed until after the drug enters the market.276 Bouchard and Sawicka, for example, caution that the focus of the life-cycle
approach “will be on industrial development rather than public protection,
including a continued preference for access, faster review times, private
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Requiring diagnostic test developers to demonstrate clinical utility may be
cost-prohibitive unless there is more certainty around intellectual property protection and reimbursement for the diagnostic test. Evans suggests that tests
could be initially approved based on their analytical validity, while their clinical validity and clinical utility could be further established through post-market
studies. See Evans, “What Will It Take?”, supra note 208.
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Again, a common area of concern expressed by stakeholders during qualitative
interviews was the potential for progressive licensing to lead to an erosion of
safety and efficacy standards at the point of market entry. The general consensus was that expanded post-market commitment should not be introduced at
the expense of rigorous pre-market evaluation.
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[intellectual property] rights, and minimal post-marketing obligations.”277
Further, earlier market entry increases the risk of later having to withdraw
the drug from the market. Even when only a few patients may have benefited (or at least believe themselves to have benefited), withdrawal tends to
be psychologically and politically more problematic than delaying the entry
of a new drug into the market in the first place.278 The significant political
and financial power of the pharmaceutical industry must be taken into consideration when assessing the likelihood that regulators will be able to act
decisively in this context. Another important question is how to fully disclose to patients the level of uncertainty and the risks involved when a drug
is approved under the flexible approach.279
Given Health Canada’s current lack of enforcement efforts for existing post-market requirements, relying more heavily on post-market surveillance will be problematic without truly significant reforms to the way that
post-market monitoring is conducted and without significant and ongoing
political commitment to strengthen and invest in the regulatory system.
If Health Canada does not have the resources or political will to enforce
the existing, more limited post-marketing commitments, this raises serious
questions about whether they will be able to properly administer and enforce the more expansive post-marketing commitments under the life cycle
approach. Such problems are already evident under Health Canada’s existing NOC/c process, where required conditions can take many years to
be fulfilled and there is a lack of transparency. Another potential hurdle is
setting up the procedures and infrastructure for data collection, including
determining how data will be collected and used and by which parties. Any
efforts to increase the level of post-market evidence generation under the
life-cycle approach must be coupled with effective systems to quickly and
accurately communicate the results of such surveillance, in order to stimulate proper use of the drug and allow the regulator to modify drug labelling
or restrict use, when necessary.280
Whether or not the pharmaceutical industry looks favourably upon a
shift towards the life-cycle approach will likely turn on how such a regu-
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Bouchard & Sawicka, supra note 156 at 80.
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FDA, Future of Drug Safety, supra note 261 at 3.
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This observation was made by a stakeholder during qualitative interviews.
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Another shared area of concern among many stakeholders related to enforcement under a progressive licensing framework. Significant concerns were
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latory framework is structured – in particular, on the balance of the advantages that can potentially be gained from earlier market access versus
the greater obligations that may be imposed on sponsors as a condition of
market approval. On the one hand, industry is likely to be in favour of any
regulatory reforms that offer a way to get new drugs to market faster.281
The life-cycle approach also offers the practical advantage of allowing an
initial licence based on the evidence available at the time of approval, with
amendments made as experience with the drug is gained.282 Many sponsors already voluntarily choose to submit certain drugs for approval under
the existing NOC/c process (and similar conditional approval procedures
in other jurisdictions). In these cases, the sponsor obviously considers the
earlier market access gained through these alternative approval methods to
be worth undertaking the additional obligations that are imposed as a condition of the licence.
On the other hand, industry will likely be wary of a shift towards the
life-cycle approach if they view approvals under the new system as being
too provisional or coming with too many strings attached. Industry may
also use its political clout to oppose extending regulatory oversight into the
post-market phase, which may be seen as drawing out the already lengthy
approval process. 283 Pharmaceutical companies will likely advocate for the

raised, in particular, about the lack of infrastructure for post-market surveillance, a lack of transparency during post-market activities, and a lack of resources and political will to enforce new post-market regulations. As one stakeholder noted, effective post-market surveillance requires not only more monitoring,
but also effective policing to ensure that surveillance commitments are being
met and that when problems are flagged in the system, there is a fast and effective response to send out warnings and, when necessary, withdraw drugs from
the market.
281

This observation was made by a stakeholder during qualitative interviews.
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One industry stakeholder, in particular, was very much in favour of progressive
licensing and commented that until we start using the drug in the real world, we
cannot truly know what it actually does.
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One industry stakeholder expressed concern that a progressive licensing framework would result in primarily placing further restrictions on a drug, rather
than providing a framework for expanding the use of a product. For manufacturers, the progressive licensing framework requires greater commitments and
investment in post-market monitoring and clinical studies. This stakeholder
stressed the importance of ensuring that post-market surveillance activities collect effectiveness data in the same rigorous manner in which safety data is col-
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need for more regulatory certainty before making significant investments in
the development of new drug products.284 Approving drugs on less certain
pre-market data could also potentially open the pharmaceutical industry up
to more liability: the more uncertain the safety and efficacy of the drug at
market entry, the more likely that patients may be injured by the drug and
seek legal action against the manufacturer;285 the likelihood is also higher
in such a case that a drug may later need to be withdrawn from the market.
In April 2008, many of the proposed amendments to the Food and Drugs
Act outlined in the Progressive Licensing Project were tabled as Bill C-51
in the House of Commons.286 Bill C-51 also introduced a number of amendments to other aspects of the regulatory system, including the creation of
new offences, substantial increases in available penalties, the expansion of
the power of inspectors, new administrative and enforcement measures, and
changes to the regulation of natural health products. In the weeks following
the introduction of Bill C-51, significant concerns about the scope and intent
of the bill were raised in Parliament, in the media, and by many outspoken
members of the public.287 Ultimately, Bill C-51 never passed second reading
and died on the order sheet when Parliament was dissolved in September
2008 prior to the federal election in October. Although reform efforts are
ongoing, the amendments proposed in Bill C-51 in 2008 have not yet been

lected. (The stakeholder stated, “If we have a commitment for increased investment, there has to be an opportunity for increased payback.”) In other words,
in this stakeholder’s opinion, if post-market surveillance is to accurately reflect
the risk–benefit ratio of the drug product, equal attention has to be paid to collecting both safety and effectiveness data.
284

This observation was made by a stakeholder during qualitative interviews.
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However, as noted by one stakeholder, the strength of this effect will likely be
less pronounced in Canada than in the US due to the significantly lower level
of pharmaceutical liability and class action cases in the former.
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Bill C-51, An Act to amend the Food and Drugs Act and to make consequential
amendment to other Acts, 2nd Sess, 39th Parl, 2008.

287

One of the most hotly contested aspects of Bill C-51 was in fact the proposed
changes to the regulation of natural health products, which many people believed would result in natural health products being subject to the same licensing requirements as pharmaceutical drugs – an allegation that the federal
government denied. Other concerns about the bill included the beliefs that the
search and seizure powers included in the bill were too broad and that the
increased penalties for violating the Act or its regulations were excessive. See
ibid.
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reintroduced in Parliament.288 However, the pharmacovigilance framework
released by Health Canada in September 2012 emphasized the agency’s efforts to move towards a “proactive, lifecycle approach” to regulating all
health products.289 The document indicated that “Health Canada has initiated discussions with stakeholders on new legislative and regulatory instruments with the aim of providing more flexibility, consistency, continuity and
accountability in the approach to regulating [health] products.”290 As noted
above, the expansion of post-market regulatory authority and the increased
penalty provisions set out in Vanessa’s Law are also important elements of
ongoing regulatory reform.
In December 2012, the Canadian government released an Initial Draft
Discussion Document for a Canadian Orphan Drug Regulatory Framework.
In this document, the Government outlined their plans to develop a policy to
incentivize research into drugs for the treatment of rare diseases, sometimes
referred to as “orphan drugs” because these markets have historically been
neglected by drug developers. Many of the principles of the life-cycle approach originally outlined in the Progressive Licensing Project are reflected
in the orphan drug framework: the stated objective of the proposal is to
“manage the benefits, harms and uncertainties by considering the nature,
intended use and exposure of orphan drugs throughout the life-cycle.”291
Moreover, the framework explicitly states that “the life-cycle concepts first
introduced in this regulatory framework will drive all other modernization
efforts for drugs and medical devices that will follow.”292 Overall, Health
Canada views orphan drug markets as a good starting point for introducing the life-cycle approach due to “the limited information that may be
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One regulatory stakeholder indicated that Health Canada has moved away
from the “progressive licensing” terminology since the death of Bill C-51.
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Health Canada, Vigilance Framework, supra note 247 at 3.
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Ibid at 8.
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Health Canada, Office of Legislative and Regulatory Modernization, Initial Draft Discussion Document for a Canadian Orphan Drug Regulatory
Framework (13 December 2012) at 6, online: Orpha.net <www.orpha.net/national/data/CA-EN/www/uploads/Initial-Draft-Discussion-Document-for-ACanadian-Orphan-Drug--Regulatory-Framework.doc>.
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The draft orphan drug framework is described as an early deliverable of Health
Canada’s modernization effort entitled Regulatory Roadmap for Health Product and Food, which builds on earlier initiatives including the Progressive Licensing Project. See ibid at 6.
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available and the need to retrieve more once the drug is on the market.”293
As many pharmacogenomic drugs have already been granted orphan drug
status under the American and European orphan drug policies, the introduction of the life-cycle approach under the proposed Canadian framework will
likely have an important impact on the way that many pharmacogenomic
products are approved.

B. The role of health technology assessment
As a final point, it is worth noting that gaining market authorization
for new health technologies is only the first step towards market adoption. Following regulatory approval, health technologies must go through
evidence-based and economic analysis to demonstrate that the technology
meets the needs of the health care system – a process known broadly as
health technology assessment (HTA). Conventionally, drug products and
diagnostic devices have undergone separate HTA processes. As with regulatory decisions, the pharmacogenomic context may complicate HTA because
the therapy requires consideration of both a drug and a test component.
Pharmagocenomic products may thus pose a challenge to HTA bodies that
must attempt to join the evidence from these two different processes into an
overall recommendation.
As each of the provincial and territorial governments is responsible for
funding a substantial portion of prescription drugs through hospital funding
and public drug programs, each jurisdiction has its own assessment procedures for determining which drugs will be funded through the public system.294 Further, each of the provinces maintains its own formulary of health
technologies that are funded under the public system, and therefore coverage
decisions may vary between provinces, which may lead to unequal access
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Ibid at 4.

294

Nearly half of prescription drug expenditures in Canada are covered by the
public sector, the vast majority of which come from provincial and territorial
governments. In particular, the Canadian Institute for Health Information estimates that in 2012, private sector sources accounted for 55.5% of prescription drug expenditures in Canada, while public sector funding accounted for
the remaining 44.5%. See Canadian Institute for Health Information, Drug
Expenditure in Canada, 1985 to 2012 (2013) at iii, online: Government of
Canada <http://publications.gc.ca/collections/collection_2013/icis-cihi/H11527-2012-eng.pdf>.
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across Canada.295 While funders vary in their evaluation and coverage decisions between jurisdictions, a common trend across provinces has been an
increasing reliance on provincial HTA units or independent HTA organizations to inform coverage decisions. The largest producer of HTA in Canada
is the Canadian Agency for Drugs and Technology in Health (CADTH), a
national, independent body funded by the provincial, territorial, and federal
governments that carries out assessments on health technologies deemed
to be of national interest, including medical devices, systems, and drugs.296
On the pharmaceutical side, there has been a strong movement to
improve the efficiency and consistency of HTA for drug products across
Canada. Most significantly, the Common Drug Review (CDR) program administered by CADTH was established as “a pan-Canadian process for conducting objective, rigorous reviews of the clinical effectiveness and costeffectiveness, as well as reviews of patient input for drugs and providing
formulary listing recommendations to Canada’s publicly funded drug plans,
excluding that of Québec.”297 The CDR aims to “reduce duplication of reviews by jurisdictions[,] provide equal access to timely, evidence-based information and expert advice[, and] consolidate the submission filing process
for pharmaceutical manufacturers.”298 However, although the information
and recommendations provided by the CDR hold significant influence with
health care decision makers, the decision to list a given drug or not ultimate-
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During qualitative interviews, the potential for disparity in coverage decisions
between provinces represented a concern for several stakeholders, as it may
lead to a sense of inequality. One stakeholder noted that on one hand, the decision by one province to reimburse a particular health technology or to offer
broader conditions of coverage may increase pressure on other provinces to
extend coverage as well. However, in other cases, provinces may instead bide
their time and wait to see the results of funding decisions in other provinces
before making their own coverage decisions.
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Devidas Menon & Tania Stafinski, “Health Technology Assessment in Canada:
20 Years Strong?” (2009) 12:S2 Value Health S14 at S14. A couple of stakeholders interviewed for the qualitative study argued that in comparison to government bodies, independent HTA organizations are arguably freer from political considerations and thus better able to make neutral and objective health
technology funding decisions.
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See Canadian Association for Drugs and Technology in Health, “About the
Common Drug Review”, online: CADTH <www.cadth.ca/en/products/cdr/
cdr-overview>.
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ly lies with each provincial drug plan and may be influenced by other factors
such as the plan’s mandate, the jurisdictional priorities, and financial resources. In addition, since many pharmacogenomic drugs currently approved
for the Canadian market are used for the treatment of cancer, many of these
drugs are subject to a separate interprovincial review process through the
pan-Canadian Oncology Drug Review (pCODR), which is a partner organization of CADTH.299
For the pharmaceutical component, the CDR and pCODR serve as flagship examples of provincial cooperation in HTA. Indeed, the concordance
between CDR recommendations and provincial formulary uptake is quite
high.300 However, on the non-drug side, HTA initiatives have been much
more fragmented between the provinces. In the majority of cases, the analysis of evidence for non-drug technologies is performed in each province,
and the standards for test approval differ among them.301 Some provinces
have invested much more heavily in HTA than others; in particular, Alberta,
Ontario, and Québec have made considerable investments in HTA initiatives

299

pCODR was established in 2010 by Canada’s provincial and territorial Ministries of Health (except Québec) to assess cancer drug therapies and make
recommendations to guide drug coverage decisions. pCODR aims to streamline the national cancer review process through evidence-based decision making. Pan-Canadian Oncology Drug Review, “About pCODR”, online: pCODR
<www.pcodr.ca/wcpc/portal/Home/AboutpCODR/GuidingPrinciples>.
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According to CADTH, the participating drug plans across Canada conform
with CDR recommendations about 90% of the time. However, a 2011 study by
Attaran and colleagues concluded that the actual rate of agreement with CDR
recommendations was 65%. See Amir Attaran, Rosario Cartagena & Andree
Taylor, “The Effectiveness of the Common Drug Review in Canada’s National
Drug Strategy”, Atlantic Institute for Market Studies (December 2011) at 1,
online: AIMS <www.aims.ca/site/media/aims/Final%20-%20The%20Effectiveness%20of%20the%20Common%20Drug%20Review%20in%20Canada’s%20National%20Drug%20Strategy.pdf>.
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This observation was made by two stakeholders during qualitative interviews.
One stakeholder further noted that one reason for redundant HTA in each province is that unlike drugs, non-drug technologies are much more dependent on
health care infrastructure, which is different in each province; while a drug
may only require a prescription to be dispensed, non-drug technologies may involve, for example, hospital infrastructure, operating room or emergency room
time, physician reimbursement, or human resource implications or training.
Consequently, the provinces are nervous about non-drug technologies being
approved by another jurisdiction or at the national level.
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designed to meet their specific needs.302 Further, some provinces have been
more active than others in assessing pharmacogenomic tests. For example,
the Ontario Health Technology Advisory Committee (OHTAC)303 has been
active in establishing “a preliminary list of emerging pharmacogenomic
tests and scan[ning] the pharmacogenetic horizon to recommend priorities
for health technology assessment.”304 The OHTAC assessments contribute
valuable evaluations of pharmacogenomic tests, but since OHTAC is specifically an Ontario initiative, its evaluations do not lead to any standardization
across provinces. This uneven investment in HTA may create the potential
for greater divergence in review of non-drug technologies between Canadian jurisdictions.
While CADTH is also involved in assessing non-drug technologies,
only select technologies are reviewed; the process is much less comprehensive than drug evaluations under the CDR and pCODR. Within CADTH, the
Health Technology Expert Review Panel is tasked with developing “guidance and/or recommendations on non-drug health technologies to inform
a range of stakeholders within the Canadian health care system,”305 which
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Menon & Stafinski, supra note 296 at S15.
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In Ontario, the OHTAC is an arms-length expert committee that performs
health technology assessments and makes recommendations to the Ministry
of Health and Long-Term Care and other health care system authorities on
a wide range of clinical procedures, devices, and equipment, including diagnostic medical devices and laboratory tests. See Health Quality Ontario, “Ontario Health Technology Advisory Committee Information Sheet” [nd], online:
HQO <www.hqontario.ca/en/ohtac/pdf/ohtac_info_sheet.pdf>.
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See Ontario Health Technology Advisory Committee, “OHTAC Recommendation: Emerging Pharmacogenomic Tests” (June 2011), online: Health Quality
Ontario <www.hqontario.ca/Portals/0/Documents/eds/recommendation-horizon-scan-110620.pdf>.
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CADTH notes that:
[t]he approach of the Panel is evidence based and uses a multicriteria framework that considers the strength and quality of
available clinical evidence, the strength and quality of available
economic information, current practices and resource utilization
patterns, and other factors including, but not limited to, patient
input and practical, ethical, environmental, and psychosocial
considerations.”

Canadian Association for Drugs and Technology in Health, “Health Technology Expert Review Panel”, online: CADTH <www.cadth.ca/en/advisorybodies/health-technology-expert-review-panel>.
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includes the review of diagnostic tests and medical devices. However, due
to the sheer volume of health care technologies, CADTH only reviews those
technologies that are identified as being the highest priority from a national
perspective. Thus, only a handful of non-drug technologies undergo formal
review.306
Ultimately, access to a pharmacogenomic product depends on funding
authorities providing reimbursement for both the drug and test components;
the inability to access the diagnostic test may prevent a patient from being
offered the associated drug product. As with regulatory review, to properly
assess pharmacogenomic products, there needs to be a coordinated effort
by HTA bodies to consider both the drug and the test together.307 However,
at present, HTA for the drug and test components may be split between
CADTH, pCODR, and provincial HTA bodies. While CADTH may not
currently have the capacity to comprehensively evaluate all non-drug technologies, companion diagnostic tests for pharmacogenomic products should
be considered as part of review of the drug component under the CDR or
pCODR. A positive development on this front is that CADTH recently
launched an environmental scan to gain more insight into the impact of
companion diagnostics in guiding clinical use of pharmaceutical products.
The objective of the project is “to provide an overview of the current and
projected use of companion diagnostic tests required for the prescription of
targeted drug therapies, as well as the regulatory and reimbursement processes for these devices and drugs, both nationally and internationally.”308
Ultimately, given the success of pCODR and the CDR in unifying HTA
review for drug products, if this HTA process is expanded to include an
assessment of companion diagnostics for pharmacogenomic therapies, the
interprovincial drug review process could serve as an additional mechanism
to ensure that the combination of the pharmacogenomic drug and companion diagnostic is safe and effective.
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Menon & Stafinski, supra note 296 at S14. In contrast, all new drugs (i.e.,
those recently approved by Health Canada that are not yet funded under public
drug plans) are reviewed under the CDR, which brings about a high degree of
concordance among provinces in their drug coverage decisions.
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This observation was made by several stakeholders during qualitative interviews. Having separate bodies assess the drug and test components of the pharmacogenomic product was viewed by these stakeholders as problematic.
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Canadian Association for Drugs and Technology in Health, “Pharmaceuticals
Requiring Companion Diagnostics”, online: Wayback Machine Internet Archive <https://web.archive.org/web/20141017224206/www.cadth.ca/products/
environmental-scanning/environmental-scans/es0289>.
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V. Recommendations
As noted earlier, the adoption of pharmacogenomics depends on a twoway process in which regulators adapt the regulatory system in response to
new technologies and industry adapts its development and evidence-generation models based on guidance from regulators. To date, Canadian regulatory authorities have not played a very active role in this process. Rather,
most of this exchange has occurred south of the border, where the FDA has
taken a strong leadership role in shaping the adoption of pharmacogenomics. While Health Canada has released only a single guidance document on
the treatment of pharmacogenomic products within the existing regulatory
system, in contrast, the FDA has engaged extensively with industry on how
to adapt regulatory processes to incorporate pharmacogenomic information,
issuing numerous guidance documents (both in final and draft form) to outline their current and proposed approaches to addressing the evolving pharmacogenomic context.309
Nonetheless, it is important to recognize the differing mandates and
resource constraints of Health Canada and the FDA. Naturally, given the
population differences between the US and Canada, the FDA is a much
larger organization – with a correspondingly larger budget and resource
base – than Health Canada. The FDA has committed significant resources
to pioneering the field of pharmacogenomics, whereas Health Canada has
not. Health Canada may also be restricted by the scope of its mandate since
legislators have been slow to modernize the Canadian drug regulatory system and grant Health Canada more powers of oversight, particularly over
post-market activities. For example, while the FDA has had the ability to
require manufacturers to conduct post-market studies since 2007, similar
powers have only just been granted to Health Canada with the passage of
Vanessa’s Law in November 2014. In the absence of a clear mandate prior
to this point, Health Canada may have been reluctant to issue clear guidance
in areas that require post-marketing surveillance authority.
Properly addressing the new opportunities and challenges of the pharmacogenomic context will require deeper, more concrete reforms to the regulatory system than those that Health Canada has promoted to date. Following
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The FDA has compiled a list of 22 guidance documents that relate to various
aspects of personalized medicine. See US, Food and Drug Administration, “Select FDA Guidance Documents that Relate to Personalized Medicine” (31 July
2014), online: FDA <www.fda.gov/ScienceResearch/SpecialTopics/PersonalizedMedicine/ucm372544.htm>.
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the lead of the FDA, further guidance and policy development is particularly
needed to clarify uncertainty around the coordination in the review of drugs
and companion diagnostics, ensure the quality and robustness of evidence
used to support the approval of pharmacogenomic therapies, improve postmarket surveillance and risk-management planning, and make the regulatory system more responsive to evolving information about the safety and
efficacy of pharmacogenomic therapies. However, Health Canada cannot
work alone: the cooperation of provincial authorities will be required to
help harmonize the standards for diagnostic testing and to ensure that drugs
and companion diagnostics are effectively reviewed through HTA procedures once the drug product and companion diagnostic are approved for the
Canadian market. As a result of the distribution of jurisdictional power in
the context of health care-related regulations and the risk of constitutional
challenges, there can be a tendency in the Canadian context to leave a lot
of room for “soft governance” or industry self-regulation.310 With respect
to pharmacogenomics, strict standard setting and enforcement for both the
drugs and the diagnostic tests appears essential to ensure product safety and
effectiveness. Both federal and provincial agencies have to engage in the
development of appropriate regulatory tools, identifying clear requirements
and introducing firm regulatory tools to ensure compliance.

A. Better harmonization of diagnostic testing standards
While the lack of harmonization of diagnostic testing standards is a
broad issue, it warrants specific consideration in the pharmacogenomic context because, first, proper assessment of the safety and efficacy of the drug
component depends on the quality and accuracy of the diagnostic test and,
second, access to the drug component may hinge on the availability of the
companion diagnostic in a given jurisdiction. Whereas the FDA recently
announced that it will soon be enforcing its jurisdiction over LDTs, Health
Canada will continue to be restricted in its authority over diagnostic testing due to the constitutional division of powers that grants the provinces
authority over most aspects of laboratory testing. This makes it much more
challenging to ensure consistent standards for the regulation of diagnostic
testing across Canada.

310

A good example related to drug regulation is the variable levels of provincial regulation related to research ethics review, with some provinces relying
largely on institutional and industry self-regulation, other provinces using the
powers of professional medical colleges to regulate research in the private sector, and still other provinces enacting a legislative framework.
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Even with this jurisdictional split, there are opportunities for harmonization, such as through a more nationalized accreditation system or an
interprovincial organization to coordinate reference standards. A particular
point of concern is the lack of requirements around clinical validity in laboratory testing. Improving the coordination of diagnostic testing standards
could lead to more consistency in the quality and availability of diagnostic
testing across Canada, including requiring all diagnostic tests to meet standards of clinical validity regardless of how they are performed. Moreover,
interjurisdictional coordination would help ensure that stakeholders in all
jurisdictions, including federal drug regulatory authorities, have access to
the best and most recent data on pharmacogenomic testing. As mentioned
above, any soft-law-based mechanism of coordination has to be accompanied by provincial regulatory powers that enable strict enforcement of standards.

B. Better coordination in the review of drug and test components
As noted throughout this paper, the companion diagnostic test is essential for the safe and effective use of the drug component, and thus a
proper assessment of the pharmacogenomic therapy depends on the two
components being assessed in relation to one another. As such, regulatory
authorities should put in place procedures that allow for some level of coordination between those responsible for the approval of the diagnostic test
and those responsible for the approval of the pharmaceutical component. At
the federal level, it is currently unclear to what extent the Medical Devices
Bureau and the Therapeutic Products Directorate consult with one another
when assessing an associated drug and in vitro diagnostic device for a pharmacogenomic product, other than the fact that representatives from both
departments may be present at a pre-submission consultation. Although codevelopment of the drug product and companion diagnostic occurs only in
a minority of cases, regulatory processes should facilitate this development
route whenever possible. A coordinating body similar to the OCP proposed
in the FDA policy on combination products is a potential mechanism for ensuring the effective coordination of the different components of a pharmacogenomic product. Short of a separate unit for coordinating the approval
of combination products, simply establishing more formalized procedures
for consultation between the relevant regulatory directorates could help to
reinforce the importance of reviewing the drug and test components in relation to one another. As a starting point, Canada’s rather outdated policy on
combination products should be updated to more accurately reflect the modern development of more complex therapies that combine pharmaceutical
products and medical devices, including pharmacogenomic products.
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Coordinating the review of the drug and test components is even more
challenging for LDTs since authority over laboratories is devolved to the
provincial level. However, an interprovincial body for quality management in medical laboratories, such as the proposed CCQLM, could serve
as the focal point for coordinating the review of pharmacogenomic testing and could interface with the Therapeutic Products Directorate to ensure
that both organizations are kept up to date regarding the latest safety and
efficacy data for the associated drug and test components. Further, interprovincial cooperation in HTA activities would be an additional layer of
assessment that could help to ensure the quality and consistency of review
for pharmacogenomic products, including the clinical validity of diagnostic
tests. The recent launch by CADTH of an environmental scan to gain more
insight into the impact of companion diagnostics in guiding clinical use of
pharmaceutical products is a positive sign that the agency may soon be taking on a more central role in coordinating the assessment of both drugs and
companion diagnostics for targeted therapies – an important step in ensuring consistency in the safety and efficacy of pharmacogenomic treatments
across the country.
C. Clear standards for evidence generation and risk management
Pharmacogenomic therapies may present a number of evidentiary challenges, not only because they require assessment of both the drug and test
component, but also because these treatments often target narrow patient
populations with a particular genetic biomarker, which may result in drugs
being approved on the basis of smaller, less robust clinical trials. Further,
researchers often employ biomarker-based enrichment strategies – where
clinical trials are only conducted in patients with a particular biomarker
status – which may leave open questions about the use of the drug in broader
patient populations and about how to establish diagnostic cut-off points.
Further, pharmacogenomic products often treat serious or life-threatening
diseases for which few or no alternative treatments are available, which may
increase pressure on regulatory authorities to provide earlier access to these
drugs, even in the face of uncertainty around their safety and efficacy.311
As the pharmaceutical industry turns more attention towards the development of niche market therapies, including pharmacogenomics, there

311

For a more detailed discussion of these trends, see Shannon Gibson & Trudo
Lemmens, “Niche Markets and Evidence Assessment in Transition: A Critical
Review of Proposed Reforms” (2014) 22:2 Med L Rev 200.
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will likely be increased utilization of the NOC/c process and other expedited
review mechanisms. While there may often be good reason to provide earlier access to promising new therapies that treat serious or life-threatening
conditions, there is a need for caution in expanding the approval of drug
products based on incomplete evidence – namely, on the basis of surrogate
endpoints. Reforms should be considered to improve the transparency of
the existing NOC/c process and ensure that the post-market commitments
imposed thereby are monitored and enforced. Better control of preclinical
data, including through making this data transparent in a way that enables
the scientific community to critically engage with the evidence provided,
seems crucial in this context.
As reform efforts towards the life-cycle approach continue to increase
the emphasis on the post-market phase, care must be taken in weighing
demands for earlier access to promising new treatments against the need
for robust evidence on safety and efficacy. There is a concern that in the
absence of good coordination of the approval systems for both diagnostic
tests and drug products, weaknesses in the system with respect to, for example, post-market surveillance and control of off-label prescription may
be exploited to get products on the market prematurely and on the basis
of limited evidence. Health Canada should continue to develop stricter requirement for risk-management planning, including measures equivalent to
REMS that would allow regulators to put firmer restrictions on the ability to prescribe certain drugs without first conducting pharmacogenomic
testing. The new provisions in Vanessa’s Law allowing regulators to attach
terms and conditions to market authorizations should give Health Canada
the authority it needs to make risk-management measures legally binding
and strictly enforceable.

D. More proactive post-market surveillance
Rapid advancements in genomics and personalized medicine will require smarter and more flexible regulations that are capable of evolving
alongside these developments, and additional mechanisms will be required
to effectively coordinate the approval and assessment of the drug and test
components of pharmacogenomic therapies both within and across jurisdictions in Canada. Particular consideration should be given to how to promote
better evidence generation and regulatory oversight during the post-market
phase without weakening the level of evidence required for approval and
regulatory review prior to market-entry. The regulatory system should be
responsive enough to ensure that important new safety and efficacy data
about pharmacogenomic products is reflected in product labelling in a

2015

The Promise and Peril of Adapting the Regulatory System
to the Pharmacogenomic Context

S225

timely matter. The new provisions in Vanessa’s Law granting regulatory authorities the power to demand that manufacturers update product labelling
are an important step forward in ensuring that drug labelling is up to date.
Similarly, Health Canada should expand the existing guidance document on
pharmacogenomic information to include more standardized direction on
how pharmacogenomic information should be presented in drug labelling,
as the FDA has done.
The passage of Vanessa’s Law represents an important step forward in
improving Health Canada’s regulatory oversight during the post-market
phase. In particular, the newly acquired authority to require sponsors to
compile information or conduct additional studies about drug products after
market entry and to attach terms and conditions to market authorizations
serve as important new forms of oversight that can help ensure that evidence
on drug safety and efficacy continues to evolve after market entry. However,
the effectiveness of these new provisions will ultimately depend on Health
Canada actively exercising and enforcing its new powers – an authority that
industry will hopefully take seriously now that this oversight is coupled
with the significant increase in available penalties for contraventions of the
Food and Drugs Act and associated regulations.

E. Improving transparency
A detailed discussion of the importance of transparency in the context
of pharmaceutical regulation exceeds the scope of this article.312 Yet, it is
worth emphasizing in the context of pharmacogenomic drug development
that transparency is a necessary, albeit not sufficient, step in ensuring an
overall reliable system of drug regulation. The dominant power of industry
in the creation of pharmaceutical knowledge throughout the process of drug
development, from preclinical data gathering to the reporting of the outcome of clinical studies in scientific journals, makes it essential to exercise
tight control over the sharing of data and the reliability of results reporting.
The scientific community at large plays an important role in the creation
of reliable information on pharmaceuticals through, for example, careful
meta-analysis of industry-run clinical trials and evaluation of the relevance

312

For a more detailed discussion of the importance of transparency, particularly
in the context of post-marketing surveillance, see Lemmens & Gibson, supra
note 236 at 972-85. See also more generally Trudo Lemmens, “Pharmaceutical
Knowledge Governance: A Human Rights Perspective” (2013) 41:1 JL Med &
Ethics 163 [Lemmens, “Pharmaceutical Knowledge Governance”].
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of adverse events. Transparency is also essential to establishing public trust
in an accountable drug regulatory structure. The federal government should
commit to promoting transparency through the registration of clinical trials,
the reporting of results, and the sharing of full clinical study reports. Provincial governments should also ensure the same in the context of the development of diagnostic laboratory testing and all other issues that fall under its
jurisdiction.
Information submitted to drug regulatory agencies, whether clinical
trials data, adverse event reports, or reports of mishaps in clinical trials or
post-marketing, are of direct public health importance. The public also has
the right to be informed about how drug regulatory agencies deal with relevant safety and efficacy information. Fortunately, Vanessa’s Law has introduced a number of important new provisions into the Food and Drugs Act
aimed at increasing the transparency of the regulatory process, including
requirements around public disclosure by the government. In particular, orders requiring a licence holder to provide information to the Minister about
a therapeutic product (section 21.1), to change product labelling (section
21.2), to recall a product (section 21.3(a)), to conduct an assessment of a
therapeutic product (section 21.31), or to conduct tests or studies of a product (section 21.32), are required to be made publicly accessible.313 Such
requirements of public disclosure will help to ensure that the public and the
medical and scientific community is kept up to date regarding any important
new information on the safety or efficacy of therapeutic products.
Vanessa’s Law also contains provisions with respect to the controversial topic of “confidential business information.”314 These provisions aim
at delineating what information submitted to drug regulatory authorities

313

Food and Drugs Act, supra note 19, ss 21.1-21.2, 21.3(a), 21.31-21.32, as
amended by Vanessa’s Law, supra note 149, ss 3-4. Further, under the new section 30(1.2) of the Food and Drugs Act (as amended by Vanessa’s Law, s 6(1)),
the government may also pass additional regulations requiring the public disclosure of orders or reports.

314

“Confidential business information” is now defined in section 2 of the Food
and Drugs Act, supra note 19, as amended by Vanessa’s Law, supra note 149,
s 2(3), as:
… business information
(a) that is not publicly available,
(b) in respect of which the person has taken measures that are
reasonable in the circumstances to ensure that it remains not
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may be disclosed by the Minister, even when pharmaceutical companies
invoke a claim that the specified information is confidential business information.315 While the explicit prioritization of public health interests over
business interests is positive, it is unfortunate that Vanessa’s Law does not
explicitly limit the use of the concept of confidential business information
itself. The pharmaceutical industry is increasingly using concepts such as
confidential business information or trade secrets to try to create an additional legal buffer against the obligatory sharing of clinical trials data.316
Vanessa’s Law nevertheless includes an interesting provision that may allow
the government to correct this significant limit on the proposed transparency
rules: it has created a new section 30(1.2)(d.1) of the Food and Drugs Act,317
which grants the government the power to pass regulations setting out what
does not constitute confidential business information under the Act or the

publicly available, and
(c) that has actual or potential economic value to the person
or their competitors because it is not publicly available and its
disclosure would result in a material financial loss to the person
or a material financial gain to their competitors.
315

Under the new section 21.1 of the Food and Drugs Act, supra note 19, as
amended by Vanessa’s Law, supra note 149, s 3, where “the Minister believes
that a therapeutic product may present a serious risk of injury to human health,
the Minister may order a person to provide the Minister with information that
is in the person’s control” or “may disclose confidential business information
about a therapeutic product without notifying the person to whose business or
affairs the information relates or obtaining their consent.”

316

Trudo Lemmens, “EMA’s Proposed Data Release Policy: Promoting Transparency or Expanding Pharma Control over Data?”, PLoS Medical Journals’ Community Blog (30 May 2014), online: PLOS <http://blogs.plos.org/
speakingofmedicine/2014/05/30/emas-new-data-release-policy-promotingtransparency-expanding-pharma-control-data/>. Most recently, in the context
of ongoing efforts to promote far-reaching transparency of clinical trials data
in Europe, industry even appears to have pushed the EMA to propose contractual recognition of clinical trials data as “confidential business information” in
documents that would have to be signed by researchers who request access to
data for public health associated research purposes. For a discussion of the controversy surrounding these initiatives, see Tania Rabesandratana, “Researchers
slam transparency ‘U-turn’ at E.U. Medicines Agency”, Science Insider (19
May 2014), online: SI <news.sciencemag.org/europe/2014/05/researchersslam-transparency-u-turn-e.u.-medicines-agency>.

317

Vanessa’s Law, supra note 149, s 6(1), amending Food and Drugs Act, supra
note 19, s 30(1.2)(d.1).
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circumstances under which business information ceases to be considered
confidential. Although we would have preferred to see this established in
the new statute, the regulatory power resulting from this provision could
be used to firmly establish a principle that clinical trials data and clinical
study reports submitted in the context of drug regulatory approval should
not be considered confidential business information. We recommend that
such regulations be developed as quickly as possible. As has been argued,318
in our view convincingly, there are strong reasons to characterize clinical
trials data as “public goods.” Sharing of data should be the rule, and governmental agencies should not have to provide strong evidence that sharing of
data is necessary to prevent “serious risk of injury to human health.”319 Even
seemingly trivial data or small adverse-event reports can, when combined
with other information or put together in the context of critical independent
analysis, turn out to be important information that indicates an issue to be
addressed.320 As the history of data sharing in Canada and Europe shows,
requiring governments to specify why sharing is necessary risks undermining transparency. Enabling data sharing with the wider scientific community and other regulatory agencies is essential to promoting drug safety and
effectiveness.
In relation to this concept of data sharing, it is also important to mention
that Vanessa’s Law includes a provision that allows the Minister to disclose
confidential business information to other governments (including provincial and foreign governments and international organizations of states)321 or

318

See Jerome H Reichman, “Rethinking the Role of Clinical Trial Data in International Intellectual Property Law: The Case for a Public Goods Approach”
(2009) 13:1 Marquette Intell Prop L Rev 1. This argument has also more recently been made by Mark A Rodwin & John D Abramson, “Clinical Trials
Data as Public Goods” (2012) 308:9 JAMA 871. In earlier publications, we
have also supported this notion. See most recently Lemmens & Gibson, supra
note 236 at 970. See also Lemmens, “Pharmaceutical Knowledge Governance”, supra note 312 at 169-70; Trudo Lemmens & Candice Telfer, “Access
to Information and the Right to Health: The Human Rights Case for Clinical
Trials Transparency” (2012) 38:1 Am JL & Med 63 at 89-91.

319

Food and Drugs Act, supra note 19, s 21.1, as amended by Vanessa’s Law,
supra note 149, s 3.

320

For further discussion of this issue, with examples showing why extensive data
sharing is so important, see Lemmens & Telfer, supra note 318 at 91-93.

321

Vanessa’s Law, supra note 149, s 3, amending Food and Drugs Act, supra note
19, ss 21.1(3)(a), 21.1(4)(f). An “international organization of states” would
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to persons functioning in an advisory role or in the area of health protection
or promotion or public safety, “if the purpose of the disclosure is related to
the protection or promotion of human health or the safety of the public.”322
In addition, the new law grants the government the authority to pass regulations requiring authorization holders to provide the Minister with information they hold or receive about risk or label changes that has arisen outside
of Canada, and information about “recalls, reassessments and suspensions
or revocations of authorizations … outside Canada.”323 The ability to share
confidential business information submitted by industry and to compel
the reporting of safety information from outside of Canada will allow for
greater national and international cooperation in flagging potential safety
concerns with drug products and medical devices. This type of cooperation
may be particularly important with niche market products, including many
pharmacogenomic products, because the number of patients being treated
with a particular therapeutic product in one jurisdiction may be limited and
identifying potential safety concerns may depend on compiling information
from multiple jurisdictions. It is also worth noting in this context that a key
focus of the draft Canadian orphan drug framework “will be on international
information-sharing and collaboration for the development and regulation
of orphan drugs,” which will allow “Canadian scientists and regulators to
participate with trusted global counterparts will make better use of scarce
resources and benefit Canadian patients.”324 Overall, Health Canada should
work with regulatory authorities in other jurisdictions to ensure that all parties have access to the most recent safety and efficacy data on health products from across jurisdictions and are kept up to date in international best
practices.325

presumably include organizations such as the United Nations and World Health
Organization.
322

Ibid.

323

Vanessa’s Law, supra note 149, s 6(1), amending Food and Drugs Act, supra
note 19, s 30(1.2).

324

Health Canada, “An Orphan Drug Framework for Health Canada” (3 October
2012), online: HC <www.hc-sc.gc.ca/ahc-asc/media/nr-cp/_2012/2012-147aeng.php>.

325

The Food and Drugs Act, supra note 19, s 30.5(1), as amended by Vanessa’s
Law, supra note 149, s 7, now provides that regulations made under the Act
“may incorporate by reference any document, regardless of its source, either
as it exists on a particular date or as it is amended from time to time.” Such
a provision will presumably make it easier for Health Canada to incorporate
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Conclusion
Overall, the current regulatory framework in Canada is not yet well
adapted to the pharmacogenomic context. Striking the right balance between requiring robust evidence on safety and efficacy on a more systematic
and ongoing basis and ensuring timely access to promising new therapies
is no simple task – it will require not only infrastructure for monitoring and
data collection, but also the resources and political will to insist upon compliance with increased post-market commitments. The passage of Vanessa’s
Law marks an important step forward on this front, particularly with regard to increasing Health Canada’s authority to mandate post-market studies and in increasing the sanctions available for contravention of the Food
and Drugs Act and regulations. But these are only first steps, and broader
reforms are needed to improve the transparency, reliability, and responsiveness of the regulatory system, not only for pharmacogenomic therapies, but
for all health products.

international standards, such as the International Conference on Harmonisation
Good Clinical Practice guidelines (see International Conference on Harmonisation, “Vision”, online: ICH <www.ich.org/about/vision.html>) or ISO standards, into Canadian legislation – and, in the process, keep Canada up to date
with international best practices in drug and medical device regulation.
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des décisions des tribunaux supérieurs en
matière de brevets génétiques. Plus généralement, nous analysons certaines lacunes
fonctionnelles et normatives qui font, selon
nous, obstacle à une gouvernance équilibrée
des brevets en santé. Une réflexion sur certains ancrages normatifs, sociopolitiques
et économiques du droit des brevets permet d’identifier ce qui empêche la prise en
compte d’enjeux moraux et sociétaux relatifs à la mise en œuvre du droit des brevets
dans le domaine de la santé. Cette analyse
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de contraintes inhérentes du système des
brevets avec lesquelles doivent composer
les intervenants et les juges à l’occasion de
la judiciarisation des conflits comme le cas
américain Association for Molecular Pathology v Myriad Genetics Inc. Nous présentons une critique de l’approche minimaliste
privilégiée par les tribunaux à l’occasion
de ces litiges, déplorant que les tribunaux
demeurent souvent cantonnés dans un rôle
plutôt technique et légaliste, contraints par
la lettre des dispositions d’une loi économique – une approche très loin d’être une
quête de justice en santé.
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lated to genetic patents, as in the American
case Association for Molecular Pathology
v Myriad Genetics Inc. We present a critique of the minimalist approach employed
by the courts when faced with such cases,
lamenting the fact that the courts are often
restricted to a largely technical and legalistic
role, constrained by the letter of economic
legislation – an approach that is far from being a quest for health justice.
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Introduction
La science évolue à grande vitesse, portée par l’inventivité des chercheurs et par des développements technologiques impressionnants qui
donnent lieu à des possibilités et à un bassin de connaissances en constante
évolution. Le potentiel pour la santé des individus et des populations est immense, dans la mesure, notamment, où ces développements technologiques
et scientifiques leur sont accessibles. Nous avons déjà, à quelques occasions, analysé et débattu de l’importance cruciale et universelle de la santé,
de son rôle clé dans le « fonctionnement normal » des individus et dans la
poursuite et l’atteinte d’une certaine « égalité d’opportunités »1. Nous avons
proposé qu’il soit nécessaire de revoir la conception utilitariste de la justice
lorsqu’il est question d’accès à la santé2. Nos travaux visaient notamment
à justifier une vision et une distribution différentes, plus équitables et coordonnées des bénéfices engendrés par les développements scientifiques et
technologiques dans le domaine de la santé et spécialement de la génétique
plutôt que de continuer à nous appuyer sur les lois du marché, sur un calcul
utilitariste ou sur les règles dictées par les détenteurs de droits de propriété
intellectuelle. Nous avons basé notre réflexion sur des principes théoriques
de justice distributive et d’égalité pour demander une vision plus équilibrée
des brevets et un certain niveau d’accessibilité à l’innovation médicale par
les populations pour satisfaire leurs besoins fondamentaux dans le domaine
de la santé3.

1

Voir Amartya Sen, Commodities and Capabilities, New York, Elsevier Science,
1985 [Sen, Commodities and Capabilities] ; voir aussi Amartya Sen, L’idée de
Justice, Paris, Flammarion, 2009 [Sen, L’idée de Justice].

2

Comme alternative, nous avons plutôt élaboré une approche conceptuelle de
justice distributive axée sur la notion de besoins en santé et visant l’atteinte
d’une certaine « égalité d’opportunités » entre les individus pour prévenir les
écarts en santé causés par des facteurs économiques et l’application non contrôlée des lois du marché. Nous avons conclu que des principes de justice distributive en santé étaient incontournables et que malgré les contraintes légales et
politiques qui peuvent être imposées par le fonctionnement de systèmes normatifs internationaux et nationaux, ceux-ci doivent être critiqués et réformés
en conséquence. Louise Bernier, Justice in Genetics: Intellectual Property and
Human Rights from a Cosmopolitan Liberal Perspective, Cheltenham (R-U),
Edward Elgar, 2010.

3

Voir également Sen, L’idée de Justice, supra note 1 ; Norman Daniels, Just
Health: Meeting Health Needs Fairly, 2e éd, New York, Cambridge University Press, 2008 ; Thomas W Pogge, « Human Rights and Global Health: A
Research Program » (2005) 36 : 1 Metaphilosophy 182 ; Thomas W Pogge,
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Force est de constater que la réalité n’est pas conforme à cet idéal. Sur
le terrain, nous assistons à une augmentation constante des coûts de santé,
notamment ceux associés à la recherche et au prix des médicaments et technologies médicales4. Ces coûts, principalement établis par les lois du marché, sont notamment influencés par les pressions politiques et économiques
en faveur d’une commercialisation et d’une compétitivité accrues dans les
domaines scientifiques de pointe.
Un des systèmes normatifs directement impliqué dans la commercialisation et l’accès aux nouvelles technologies médicales est le système des
brevets. En effet, la portée des brevets octroyés dans le domaine de la santé peut influencer l’accès à l’innovation médicale et soulever d’importants
conflits de valeurs et débats de société5. Ainsi, dans une perspective de santé
publique, un défi de taille pour les décideurs est de trouver un équilibre entre

« The Moral Demands of Global Justice » (2000) 47 : 2 Dissent 37 ; Martha
C Naussbaum, « Human Functioning and Social Justice: In Defence of Aristotelian Essentialism » (1992) 20 : 2 Political Theory 202 à la p 222 ; Martha
C Nussbaum et Amartya Sen, dir, Quality of Life, Oxford, Clarendon, 1993 ;
Sen, Commodities and Capabilities, supra note 1 ; Peter Drahos, A Philosophy
of Intellectual Property, Aldershot (R-U), Dartmouth, 1996 ; Peter Drahos et
Ruth Mayne, dir, Global Intellectual Property Rights: Knowledge, Access and
Development, New York, Palgrave Macmillan, 2002 ; Charles R Beitz, « Human Rights as a Common Concern » (2001) 95 : 2 Am Polit Sci Rev 269 ;
Charles R Beitz, « Social and Cosmopolitanism Liberalism » (1999) 75 : 3 Int’l
Aff 515 ; Louise Bernier, « International Socio Economic Human Rights: The
Key to Global Health Improvement? » 14 : 2 Int’l JHR 246 [Bernier, « International Socio Economic Human Rights »].
4

Andrea Sisko et al, « Health Spending Projections through 2018: Recession Effects Add Uncertainty to the Outlook » (2009) 28 : 2 Health Aff 34 ; Jaime Lee,
« Growth spurt: As patents expire, focus is on high-priced drugs », Modern
Healthcare (28 janvier 2013), en ligne : MH <www.modernhealthcare.com/
article/20130126/MAGAZINE/301269989> ; Nikki Buck, « Greed Is Good,
for Patients: How the Biotechnology Industry Saves Lives, One Gene Patent
at a Time » (2013) 11 : 2 Northwestern Journal of Technology and Intellectual
Property 61.

5

Par exemple, des coûts trop élevés peuvent empêcher la poursuite de certains
projets de recherche ou la prise en charge publique ou privée de certaines technologies médicales et médicaments. À cet effet, Peter Drahos précise d’ailleurs
très justement : « Patent claims over medicines, genes and plants can potentially affect products relevant to the fulfilment of basic human needs ». Peter
Drahos, « Patents, Practical Ethics and Scientists » (2011) 29 : 3 Prometheus
345 à la p 346 [Drahos, « Patents, Practical Ethics »] ; voir également Michael
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les droits des détenteurs de brevets et l’accessibilité aux connaissances,
technologies et produits médicaux brevetés par les populations. Or, ce défi
est considérable dans un contexte où la circulation des idées, des connaissances scientifiques et des inventions qui en émergent peut être compromise
par l’application d’une justification utilitariste stricte de la propriété intellectuelle.
Les gouvernements sont peu nombreux à prendre des positions et des
orientations coordonnées et claires en ces matières, analysant souvent les
enjeux relatifs à l’innovation et à la santé de façon isolée et parallèle6. Il
n’est donc pas rare que les tribunaux soient sollicités pour établir et clarifier
les normes encadrant la définition d’invention brevetable ou les critères tra-

A Heller et Rebecca S Eisenberg, « Can Patents Deter Innovation? The Anticommons in Biomedical Research » (1998) 280 : 5364 Science 698.
6

À cet effet le texte de Bubela et al sur les déficits de cohérence politique dans
ces domaines au Canada est particulièrement instructif : Tania Bubela, E Richard Gold et Jean-Frédéric Morin, « Wicked Issues for Canada at the Intersection of Intellectual Property and Public Health : Mechanisms for Policy Coherence » (2011) 4 : 2 McGill JL & Health 3. À l’inverse, des initiatives récentes
des gouvernements du Brésil, de l’Afrique du Sud et de l’Inde permettent, en
théorie du moins, la prise en compte des questions relatives à la santé dans le
domaine de la propriété intellectuelle. Voir notamment la section III concernant l’octroi de licences obligatoires de la législation brésilienne, disponible
en français : Loi n° 9279 du 14 mai 1996 régissant les droits et obligations
dans le domaine de la propriété industrielle, art 68 et s, en ligne : Organisation
mondiale de la propriété intellectuelle (OMPI) <www.wipo.int/wipolex/en/
text.jsp?file_id=125399>. Voir également la législation indienne : Patents Act,
1970 (as amended up to Patents (Amendment) Act, 2005), art 3(d), en ligne :
World Intellectual Property Organization (WIPO) <www.wipo.int/wipolex/en/
text.jsp?file_id=295102> ; et consulter le Draft National Policy on Intellectual
Property (IP) of South Africa: A Policy Framework, projet n° 36816 (4 septembre 2013) à la p 3, en ligne : University of Cape Town Intellectual Property Unit <http://ip-unit.org/wp-content/uploads/2013/09/DRAFT-IP-POLICY.
pdf> [South African Draft IP Policy]. Pour une analyse de ces initiatives, voir
Timothy Bazzle, « Pharmacy of the Developing World: Reconciling Intellectual Property Rights in India with the Right to Health: TRIPS, India’s Patent
System and Essential Medicines » (2011) 42 : 4 Geo J Int’l L 785 ; Vidisha
Garg, « All Eyes on India », Managing Intellectual Property (juin 2008) 85 ;
Erika George, « The Human Right to Health and HIV/AIDS: South Africa and
South-South Cooperation to Reframe Global Intellectual Property Principles
and Promote Access to Essential Medicines » (2011) 18 : 1 Ind J Global Legal
Stud 167.
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ditionnels de brevetabilité des inventions pouvant avoir un effet sur la santé,
comme ce fut le cas récemment aux États-Unis dans l’affaire Association
for Molecular Pathology v Myriad Genetics Inc (ci-après Myriad)7.
Le 13 juin 2013, la Cour suprême des États-Unis a mis fin à une longue
saga judiciaire dans une décision unanime, en confirmant l’impossibilité de
breveter des séquences de nucléotides directement isolées du génome humain8. Dans cette affaire, les appelants, l’Association for Molecular Pathology (AMP) et al, remettaient en cause la possibilité d’obtenir des brevets
sur des gènes humains impliqués dans certaines formes de cancer du sein et
des ovaires.

7

133 S Ct 2107 (2013) [Myriad].

8

Il importe de souligner que la Cour suprême américaine n’invalide que les brevets concernant les séquences nucléotidiques d’ADN retrouvées à l’état naturel
dans le génome humain. À l’inverse, explique la Cour, les séquences codantes
constituées uniquement d’exons et formant l’ADN complémentaire peuvent
très bien être brevetées, car celles-ci n’existent pas à l’état naturel et sont synthétisées en laboratoire. Soulignons qu’en première instance, le juge Robert
Sweet avait déclaré que l’ADN isolé et revendiqué dans les brevets de Myriad,
de même que certaines méthodes de comparaison et d’analyse, ne pouvait faire
l’objet de brevets. Voir Association for Molecular Pathology v United States
Patent and Trademark Office, 702 F Supp (2d) 181 (SDNY 2010). En appel,
la Cour fédérale avait une première fois renversé cette décision en confirmant
plutôt la validité des brevets détenus par Myriad : Association for Molecular
Pathology v United States Patent and Trademark Office, 653 F (3d) 1329 (CA
2011). Par la suite, avant d’accepter d’entendre la cause, la Cour suprême avait
demandé à la Cour fédérale d’appel de réentendre cette affaire à la lumière d’un
jugement récent qui concernait la brevetabilité d’un test de métabolites pour
diagnostiquer des maladies autoimmunes, Mayo Collaborative Services v Prometheus Laboratories, 132 S Ct 1289 (2012) [Mayo]. Pour la deuxième fois,
plutôt que de se concentrer sur le caractère informationnel de l’ADN comme
l’avait fait le juge Sweet, les juges majoritaires de la Cour fédérale d’appel ont
plutôt de nouveau considéré les différences chimiques structurelles distinguant
les fragments revendiqués, isolés et clivés des éléments du matériel génétique
compris dans les chromosomes : Association for Molecular Pathology v United
States Patent and Trademark Office, 689 F (3d) 1303 (CA 2012) [AMP v USPTO (CA féd n° 2)]. En appel de cette décision, la Cour suprême a finalement
confirmé l’importance de s’attarder au caractère unique de l’ADN, concluant
que comme les gènes isolés reproduisent exactement la même information génétique que les séquences retrouvées à l’état naturel et permettent d’obtenir les
mêmes protéines, il n’y avait pas lieu d’octroyer de brevets sur ce qui relève
davantage d’une découverte que d’une invention : Myriad, supra note 7 aux
pp 2116-18.

2015

La place de l’éthique dans le contrôle de la légalité et

S237

de la mise en œuvre des brevets génétiques

Malgré la présentation d’arguments relatifs à l’impact des brevets génétiques9 sur la société, l’économie, la recherche et la santé par les parties et
les intervenants, les juges de la Cour suprême se sont centrés sur les caractéristiques techniques et scientifiques de la matière brevetable. À la lumière
des dispositions de l’article 101 du titre 35 USC10 (ci-après Loi américaine
sur les brevets) et des décisions antérieures établissant la distinction entre
une découverte et une invention11, les juges se sont uniquement demandés
si l’identification de l’emplacement des gènes BRCA1 et BRCA2 sur les
chromosomes, leur isolation en des molécules distinctes et l’ADN complémentaire pouvaient être qualifiés d’inventions brevetables12.
Au-delà du fait que le dispositif de la décision de l’affaire Myriad ait
placé l’ADN humain isolé à l’extérieur du champs d’application de la Loi

9

Pour les fins de cet article, nous utiliserons l’expression « brevets génétiques »
pour parler des brevets octroyés non seulement sur les structures biologiques
(gènes et les séquences d’ADN humains) mais également sur l’ADN complémentaire, les méthodes d’analyse et de manipulation du matériel génétique,
les méthodes d’application des connaissances et les produits diagnostiques et
thérapeutiques liés à des maladies génétiques. Cette famille de brevets peut
avoir un impact considérable sur l’accessibilité aux résultats des grandes promesses de la génomique, que ce soit par exemple, au dépistage des gènes de
prédisposition à certaines maladies ou à l’accessibilité à la médecine personnalisée grâce à la pharmacogénomique. L’objectif des différentes recherches
entreprises dans ce secteur vise ainsi à améliorer la détection plus précoce et
précise des différentes maladies et désordres moléculaires et la mise au point
de traitements spécifiques et optimaux pour certains groupes de patients. Néanmoins, l’octroi de brevets sur ce qui émerge de ces recherches empêche ou
retarde certaines publications scientifiques en plus de créer des enchevêtrements de droits de propriété intellectuelle, ce qui peut compliquer et restreindre
l’accès aux diagnostiques et aux traitements par les patients. Voir Jeffrey L
Moe, « Commercialization Considerations for Individualized Diagnostic and
Drug Therapies Resulting from Pharmacogenomics » (2005) 66 : 5 La L Rev
103 ; Kristen L Burge, « Personalized Medicine, Genetic Exceptionalism, and
the Rule of Law: An Analysis of the Prevailing Justification for Invalidating
BRCA 1/2 Patents in Association of Molecular Pathology v USPTO » (2013)
8 : 4 Washington Journal of Law, Technology & Arts 501.

10

US Patent Act, 35 USC § 101 [Loi américaine sur les brevets].

11

Mayo, supra note 8 ; Diamond v Chakrabarty, 447 US 303 (1980) [Chakrabarty] ; Funk Brothers Seed Co v Kalo Inoculant Co, 333 US 127 (1948).

12

Soulignons que la Cour, dans sa conclusion, précise très clairement l’exclusion
de toute considération externe à la qualification des gènes revendiqués lors-
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américaine sur les brevets, les juges ont confirmé la brevetabilité de l’ADN
complémentaire et ont également laissé entendre que plusieurs inventions
génétiques continuaient de se qualifier pour une protection par brevets13. La
portée limitée de la décision a donc permis aux demandeurs et détenteurs
de brevets génétiques de conserver énormément de latitude et de flexibilité par rapport à leurs monopoles sur la génétique14. De plus, la nature des
questions spécifiques adressées à la Cour a généré une réponse très précise,
collée sur les faits, la science et le droit et qui n’adresse, en aucun moment,
les enjeux qui se posent relativement à l’effet des brevets génétiques sur la
santé. Comme le mentionnent très clairement Kesselheim et al dans un bref
article sur cette décision, « [t]here is a disconnect, then, between the reasons
the Supreme Court articulated for its decision and the rich set of ethical and
policy concerns that have animated much of the public interest »15.
Cette affaire est donc un excellent point de départ pour une réflexion sur
la place des enjeux éthiques et sociétaux en droit des brevets16. Ainsi, sans

qu’elle mentionne : « We merely hold that genes and the information they encode are not patent eligible under § 101 simply because they have been isolated
from the surrounding genetic material » (Myriad, supra note 7 à la p 2120).
13

En effet, en plus de spécifier que l’ADN complémentaire demeure brevetable,
les juges mentionnent que les méthodes d’analyse et de manipulation du matériel génétique et d’application des connaissances ne sont pas visées par la décision. La Cour refuse également de se prononcer sur l’éligibilité d’altérations
qui seraient induites aux séquences nucléotidiques retrouvées naturellement
dans les chromosomes et donc sur la validité de plusieurs brevets octroyés dans
les secteurs des biotechnologies ou de la biologie synthétique (ibid).

14

Comme le jugement de la Cour suprême dans l’affaire Myriad s’est exclusivement penché sur l’isolement de l’ADN génomique, d’autres séquences nucléotidiques font encore l’objet de brevets, comme par exemple, des séquences
d’amorce (primers), des sondes radioactives (probes) ou des séquences directement intégrées dans certains plasmides à titre de vecteur de clonage. Ainsi,
malgré la décision, les compagnies comme Myriad ont pu poursuivre leurs
activités et continuer à obtenir et mettre en œuvre des brevets génétiques sans
compromettre leurs idéaux et stratégies commerciales. À cet effet, voir John
Conley, « Undeterred by the Supreme Court, Myriad Starts Suing », Genomics
Law Report (16 juillet 2013), en ligne : GLR <www.genomicslawreport.com/
index.php/2013/07/16/undeterred-by-the-supreme-court-myriad-starts-suing>
[Conley, « Undeterred »].

15

Aaron S Kesselheim et al, « Gene Patenting: The Supreme Court Finally
Speaks » (2013) 369 : 9 New Eng J Med 869 à la p 874.

16

Bien que la morale et l’éthique puissent porter des sens différents ou similaires
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nous attarder longuement sur la substance du jugement rendu dans l’affaire
Myriad, nous allons plutôt, pour les fins de cet article, analyser le contexte
dans lequel elle s’est présentée et la façon dont elle a été judiciarisée. Cet
exercice nous permettra d’identifier certaines raisons qui expliquent, selon
nous, pourquoi la moralité et les enjeux sociétaux peinent à trouver une
place en droit des brevets.
Nous analyserons, en premier lieu, l’environnement dans lequel l’affaire Myriad a pris naissance. Cette première partie nous permettra de réfléchir à certains ancrages normatifs, socio-politiques et économiques du
droit des brevets et de prendre conscience de contraintes inhérentes avec
lesquelles doivent composer les intervenants et les juges dans un conflit
comme le cas Myriad. Cette réflexion nous amènera à entreprendre, en
deuxième partie, un examen du discours et de l’influence des intervenants
et experts en cour ainsi qu’une analyse critique de l’approche minimaliste
très souvent privilégiée par les juges à l’occasion de la judiciarisation d’un
conflit relatif aux brevets génétiques. Cette discussion nous permettera de
nous pencher sur les prismes à travers lesquels le droit des brevets est pensé, construit et appliqué en Amérique du Nord. Nous serons ainsi à même
de mieux comprendre les raisons de la portée limitée des décisions des tribunaux supérieurs en matière de brevets génétiques et, plus généralement,
certaines lacunes fonctionnelles et normatives qui font, selon nous, obstacle
à une gouvernance équilibrée des brevets en santé.

I. Analyse de la place des enjeux éthiques dans la mise en œuvre
: ancrages normatifs, économiques et socio-

des brevets génétiques

politiques du droit des brevets

L’octroi de brevets génétiques est une pratique qui, depuis les quinze
dernières années, a gagné énormément d’ampleur à l’échelle mondiale17.

selon les courants philosophiques ou les contextes d’évocation, pour les fins
de cet article juridique, nous utiliserons l’éthique et la morale comme des synonymes et de façon alternative. L’éthique et la morale seront utilisées pour
qualifier les enjeux qui se posent à l’occasion de l’octroi et l’utilisation des
brevets génétiques, en lien avec les principes fondamentaux de justice, d’équité
et d’accès à la santé et aux technologies médicales.
17

À ce jour, on estime que sur les 30 000 gènes humains existants, une proportion
d’environ 20 % est brevetée, dont 15 359 brevets américains avec au moins
une revendication réfèrant à l’ADN ou l’ARN. Voir Gregory D Graff, « Not
Quite a Myriad of Gene Patents » (2013) 31 : 5 Nat Biotechnol 404 ; voir aussi
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Bien que le brevetage des gènes humains soit pratique commune, il suscite
toujours beaucoup d’inquiétudes et d’oppositions puisque les revendications des monopoles octroyés visent certaines portions du génome humain.
Pour certains, l’appropriation d’éléments qui devraient demeurer dans la
sphère publique, de par leur caractère sacré ou pour des motifs relatifs aux
droits de la personne ou à la religion, pose problème18. C’est d’ailleurs pour
protéger davantage le génome humain d’une commercialisation et d’une
appropriation exclusive que la notion de patrimoine commun de l’humanité
a été établie en droit international19. Comme l’explique très bien Ghoshray,
cet argument basé sur la notion d’héritage commun présuppose que les humains sont tous génétiquement connectés et qu’ils ont, dès lors, un intérêt à
savoir comment et par qui les séquences de gènes humains sont manipulées
et comment les résultats et les fruits tirés de cet héritage seront gérés pour
le bénéfice commun20.

Kyle Jensen et Fiona Murray, « Intellectual Property Landscape of the Human
Genome » (2005) 310 : 5746 Science 239.
18

Gerald Allan Cohen, Self-Ownership, Freedom and Equality, Cambridge (RU), Cambridge University Press, 1995 ; Oliver Mills, Biotechnological Inventions: Moral Restraints and Patent Law, Hants (R-U), Ashgate, 2005 à la p
14 ; Stephen R Crespi, « Patenting and Ethics: A Dubious Connection » (2003)
85 : 1 J Pat Trademark Off Soc 31 ; Daniel J Kevles et Ari Berkowitz, « The
Gene Patenting Controversy: A Convergence of Law, Economic Interests, and
Ethics » (2001) 67 : 1 Brook L Rev 233 ; Timothy Caulfield, « Policy Conflicts:
Gene Patents and Healthcare in Canada » (2005) 8 : 4 Community Genet 223 à
la p 224.

19

Cette caractérisation du génome est d’ailleurs retrouvée dans deux déclarations
internationales : Déclaration universelle sur le génome humain et les droits de
l’homme, Rés UNESCO 29C/16, Doc off UNESCO, 29e sess, Actes de la Conférence générale (1997) 42 à la p 43, art 1 ; Déclaration internationale sur les
données génétiques humaines, Rés UNESCO 32C/22, Doc off UNESCO, 32e
sess, Actes de la Conférence générale (2003) 43. Voir à ce sujet Maurice Cassier,
« Internationalisation et régimes de propriété dans les sciences de la vie », dans
Philippe Laredo et al, dir, Recherche et enseignement supérieur face à l’internationalisation, Lausanne, Presses polytechniques et universitaires romandes,
2009 à la p 338 ; voir également Irma Arnoux, Les droits de l’être humain sur
son corps, Pessac, Les Presses Universitaires de Bordeaux, 2003 à la p 136.

20

Saby Ghoshray, « Interpreting Myriad: Acquiring Patent Law’s Meaning
through Contemporary Jurisprudence and Humanistic Viewpoint of Common
Heritage of DNA » (2011) 10 : 3 John Marshall Review of Intellectual Property
Law 508 aux pp 531-32.
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Certains autres opposants aux brevets génétiques parlent plutôt d’une
incompatibilité entre l’octroi de monopoles dans ce domaine et l’essor du
progrès scientifique21. En effet, selon cet argument, le fonctionnement même
du système des brevets a pour effet de transformer l’état d’esprit dans lequel
les scientifiques travaillent et collaborent les uns avec les autres22. Il appert
d’ailleurs que face aux délais, aux coûts et à la procédure administrative liés
à l’utilisation de ce qui fait l’objet de brevets génétiques, plusieurs scientifiques demeurent réticents à les utiliser dans le cadre de leurs travaux23. Dans
ce contexte particulier où les avancées peuvent avoir des impacts concrets
sur la santé et la vie des gens, le système des brevets est critiqué parce qu’il
peut fonctionner indépendamment d’un réel progrès scientifique.
Une autre forme de critique formulée à l’encontre de l’octroi de brevets
génétiques se rapporte aux effets négatifs que peuvent avoir le comportement des détenteurs de brevets sur la société. Dans la littérature juridique,
on parle, par exemple, des effets négatifs des brevets sur l’accessibilité, par
les patients, au savoir relatif à leur propre information génétique et aux technologies et équipements disponibles pouvant par ailleurs avoir un effet bénéfique sur leur santé24. Ce qui est visé par ces critiques est le détournement
du système des brevets par ses utilisateurs pour leur bénéfice privé et commercial, au détriment d’une majorité des citoyens qui n’ont pas les moyens
d’accéder aux inventions médicales protégées25. On remet la flexibilité et la

21

Steven L Salzberg, « The Perils of Gene Patents » (2012) 91 : 6 Clin Pharmacol
Ther 969.

22

Plusieurs auteurs décrivent les effets négatifs que peut avoir l’octroi de ces
monopoles sur l’avancement de la recherche, sur l’innovation réelle et sur le
développement d’autres produits. Sur cet argument, voir notamment Heller et
Eisenberg, supra note 5 à la p 698 ; Colin Farrelly, « Gene Patents and Justice »
(2007) 41 : 2 J Value Inq 147 à la p 153 ; Molly A Holman et Stephen R Munzer, « Intellectual Property Rights in Genes and Gene Fragments: A Registration Solution for Expressed Sequence Tags » (2000) 85 : 3 Iowa L Rev 735 ;
Garrett Hardin, « The Tragedy of the Commons » (1968) 162 : 3859 Science
1243.

23

Salzberg, supra note 21 à la p 970 (et ce, malgré que des exceptions pour la
recherche soient prévues dans plusieurs lois sur les brevets).

24

Bryn Williams-Jones et Michael M Burgess, « Social Contract Theory and Just
Decision Making: Lessons from Genetic Testing for BRCA Mutations » (2004)
14 : 2 Kennedy Inst Ethics J 115 à la p 120.

25

Ghoshray, supra note 20 aux pp 539-40.
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portée du système des brevets en cause, en ce qu’il permet des comportements qui pourraient être qualifiés d’immoraux ou d’abusifs dans certaines
sphères d’activités, particulièrement lorsqu’il est question de limiter les activités de recherche ou l’accessibilité aux soins de santé.
L’affaire Myriad est d’ailleurs née d’une lutte menée par certains acteurs des secteurs public et privé contre l’utilisation, par une compagnie
privée, des brevets génétiques qui lui avaient été octroyés. Les faits de cette
affaire fournissent un ancrage pour certains motifs d’opposition aux brevets
génétiques et une illustration du traitement qui leur est réservé en droit des
brevets. Dans le cadre de notre réflexion sur la place des enjeux éthiques et
sociétaux en droit des brevets, nous dresserons, dans cette première partie,
un portrait sommaire du contexte normatif, socio-politique et économique
dans lequel l’affaire Myriad a pris naissance aux États-Unis. Après une
brève présentation des faits de l’affaire Myriad (A), nous discuterons de
la place (très limitée) accordée aux enjeux éthiques dans les lois encadrant
l’octroi des brevets génétiques (B) et nous terminerons par un exposé sur
le contexte socio-politique et économique de la mise en œuvre du droit des
brevets en Amérique du Nord (C).

A. L’affaire Myriad
À la fin des années 1990 et au début des années 2000, la compagnie
Myriad Genetics (ci-après Myriad)26 a obtenu, au terme d’une course aux
brevets féroce, différents brevets sur les gènes BRCA1 et BRCA2 liés à une
prédisposition aux cancers du sein et des ovaires et sur un test de dépistage
de ces gènes. Les brevets ont d’abord été octroyés aux États-Unis, puis dans
plusieurs autres pays notamment en Europe, au Canada, en Australie et en
Chine27. Bien que ce soit en Europe où l’opposition la plus forte s’est orga-

26

Par soucis de simplicité, nous ferons référence à Myriad comme étant la principale détentrice des brevets en litige, bien qu’elle ait obtenu certains de ses brevets avec des co-applicants alors que la compagnie se transformait. Pour plus
de détails sur la transformation de cette compagnie, voir le texte de Richard
Gold et Julia Carbone, « Myriad Genetics: In the Eye of the Policy Storm »
(2010) 12 : 4 Genet Med 309.

27

Les quelques vingt-neuf brevets reliés aux gènes BRCA1 et BRCA2 et aux
méthodes d’analyse octroyés par les organisations de ces pays peuvent être
consultés par l’entremise de la banque de données de l’Organisation Mondiale
de la Propriété Intellectuelle (OMPI), qui recense à présent près de 2 millions de
brevets PCT et 35 millions de brevets nationaux émis par différents pays. Voir
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nisée au départ28, c’est la contestation des brevets de Myriad aux États-Unis
qui nous a servi de point de départ pour l’analyse de la place de la moralité
et de l’éthique en droit des brevets présentée dans cet article.
Les brevets américains de Myriad sur les mutations relatives aux gènes
BRCA1 et BRCA2 ainsi que les brevets sur les tests diagnostiques développés pour les identifier29 lui ont donné un très grand contrôle sur la disponibilité et l’accessibilité légales des tests de prédisposition aux cancers

le moteur de recherche de l’OMPI, « Patentscope », en ligne : OMPI <https://
patentscope.wipo.int/search/fr/result.jsf?currentNavigationRow=1&prevCurrentNavigationRow=5&query=FP:breast%20AND%20PA:Myriad%20&office=&sortOption=Pub%20Date%20Desc&prevFilter=&maxRec=52> ; voir
aussi Gold et Carbone, supra note 26, pour un historique de l’ordre d’obtention
des brevets de Myriad selon les différents pays visés par les demandes d’application.
28

En effet, très rapidement après leur octroi, une coalition paneuropéenne s’est
opposée aux brevets de Myriad et a réussi à faire invalider complètement l’un
des brevets (EP 699754) sur le gène BRCA1 en 2004. En 2008, le bureau
d’appel technique européen a modifié sa décision en réduisant sa portée sur
quelques mutations et en maintenant le brevet sur la méthode diagnostique
pour les identifier. Malgré cette décision, l’impact des brevets européens de
Myriad reste à ce jour très limité comme Myriad ne pose pas entrave à l’utilisation par les laboratoires universitaires de leurs propres tests de dépistage
génétique. Voir notamment Gert Matthijs, « The European Opposition against
the BRCA Gene Patents » (2006) 5 : 1 Fam Cancer 95 à la p 97 ; Maurice Cassier et Dominique Stoppa-Lyonnet, « L’opposition contre les brevets de Myriad
Genetics et leur révocation partielle ou totale en Europe » (2005) 21 : 6-7 Med
Sci 658 à la p 659 ; Gold et Carbone, supra note 26.

29

Voir notamment les brevets suivants : « Large deletions in human BRCA1
gene and use thereof », É-U Brevet n° 7250497 (31 juillet 2007) ; « 17q-linked
breast and ovarian cancer susceptibility gene », É-U Brevet n° 6162897 (19
décembre 2000) ; « Chromosome 13-linked breast cancer susceptibility gene »,
É-U Brevet n° 6124104 (26 septembre 2000) ; « Chromosome 13-linked breast
cancer susceptibility gene », É-U Brevet n° 6033857 (7 mars 2000) ; « Chromosome 13-linked breast cancer susceptibility gene », É-U Brevet n° 5837492
(17 novembre 1998) ; « 170-linked breast cancer and ovarian cancer susceptibility gene », É-U Brevet n° 5753441 (19 mai 1998) ; « 17q-linked breast
and ovarian cancer susceptibility gene », É-U Brevet n° 5710001 (20 janvier
1998) ; « Linked breast and ovarian cancer susceptibility gene », É-U Brevet n°
5709999 (20 janvier 1998) ; « Linked breast and ovarian cancer susceptibility
gene », É-U Brevet n° 5693473 (2 décembre 1997) ; « 17Q-linked breast and
cancer susceptibility gene », É-U Brevet n° 5747282 (5 mai 1998).

S244

McGill Journal of Law and Health
Revue de droit et santé de McGill

Vol. 8
No. 2

associés à ces mutations génétiques sur le territoire américain. La compagnie a travaillé à développer un important réseau avec les professionnels
de la santé et les assureurs afin de faire connaître ses produits et services,
et a utilisé ses brevets comme outils pour faire valoir son monopole dans
ce secteur d’activité médicale30. Certes, Myriad a mis en oeuvre les droits
qui lui avaient été légalement conférés, mais sa stratégie commerciale de
contrôle très strict relativement à son monopole sur des structures biologiques et des produits diagnostiques dans un secteur médical d’importance
a beaucoup dérangé31. En effet, la mise en œuvre par une compagnie de ses
droits de propriété dans ce contexte a mis en exergue plusieurs questions
éthiques suscitées par la commercialisation et l’appropriation d’éléments
biologiques humains et de produits utilisés à la fois pour l’avancement de
la recherche et l’amélioration de la santé32. Certains de ces enjeux ont servi
d’ancrage à la poursuite intentée contre Myriad et le Patent and Trademark
Office américain (USPTO) en 2009 par l’AMP, l’American Civil Liberty
Union (ACLU) et le Public Patent Foundation (PUBPAT)33. S’en est suivie

30

Gold et Carbone, supra note 26 à la p 10.

31

Pour une analyse complète et fort documentée des différents litiges et controverses liés aux brevets de Myriad dans différents pays, voir ibid. Une contestation récente a également pris forme en Australie avec l’affaire Cancer Voices
Australia v Myriad Genetics Inc, [2013] FCA 65. Voir Tim Vines et Thomas
Faunce, « Cancer Voices Australia v Myriad Genetics Inc [2013] FCA 65:
Should Gene Patent Monopolies Trump Public Health? » (2013) 20 : 4 Journal
of Law and Medicine 747.

32

Voir généralement Bryan Nese, « Bilski on Biotech: The Potential for Limiting
the Negative Impact of Gene Patents » (2009) 46 : 1 Cal WL Rev 137 ; Elle Marino, « A Look at the Technical, Social, and Economic Considerations behind
Genetic Patents » (2013) 22 : 2 Kan JL & Pub Pol’y 299 ; Timothy Caulfield,
« Human Gene Patents: Proof of Problems » (2009) 84 : 1 Chicago-Kent L Rev
133 ; Fazal Khan et Lindsay Kessler, « Genomics Unbound: The Scientific and
Legal Case againt Patents Based on Naturally Occuring DNA Sequences »,
(2013) 13 : 3 Nevada Law Journal 668 ; Su-hua Lee, « Patent Protection for
Essential Biomedical Inventions and Its Impacts on the Implementation of Public Health », (2010) 5 : 1 Asian Journal of WTO & International Health Law
and Policy 115 ; Tiana Leia Russell, « Unlocking the Genome: The Legal Case
against Genetic Diagnostic Patents », (2012) 16 : 1 Marq Intell Prop L Rev 81.

33

Dans le dépôt de requête en première instance, les plaignants ont notamment soulevé le fait que les brevets obtenus par Myriad et couvrant les gènes
BRCA1 et BRCA2 minent la transposition des découvertes de la génomique
en tests cliniques de laboratoire, en plus de priver l’accès aux tests de dépistage
aux patientes. Voir Association for Molecular Pathology v Myriad Genetics
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une longue saga judiciaire au terme de laquelle la Cour suprême a, tel que
nous l’avons mentionné plus tôt, qualifié l’ADN isolé du génome humain
de produit de la nature ne pouvant faire l’objet de brevets au sens de la Loi
américaine sur les brevets.
Malgré des plaidoyers répétés de plusieurs acteurs (scientifiques, profesionnels de la santé, universitaires, patients) pour une utilisation limitée et
un encadrement plus strict des brevets génétiques, les enjeux éthiques n’ont
pas trouvé d’écho dans la décision de la Cour suprême34. Une des raisons
qui peut expliquer ce mutisme est que les juges appelés à trancher le sujet délicat de l’éligibilité des gènes humains à la brevetabilité composaient
avec un droit très procédural et technique dans lesquel l’éthique n’occupe
que très peu d’espace35. Nous discuterons de ce déficit législatif dans les
prochains paragraphes.

B. Assises normatives pour faire valoir les enjeux éthiques suscités par
la brevetabilité de gènes
Dans leur bataille judiciaire contre Myriad, les plaignants – regroupant
des chercheurs, conseillers en génétique, groupes de patients et associations
scientifiques – ont contesté les brevets sur les mutations BRCA1 et BRCA2
en référant au droit constitutionnel et au droit fédéral des brevets américains. En droit des brevets, ils ont principalement construit leur argumentation juridique autour de la Loi américaine sur les brevets en invoquant
que les gènes humains étaient des produits classiques de la nature et ne
pouvaient, par conséquent, se qualifier d’« objet brevetable » (patentable
subject matter) au sens de la loi36. En droit constitutionnel, les plaignants

Inc, 702 F Supp (2d) 181 (SDNY 2009) (mémoire des plaignants), en ligne :
American Civil Liberties Union <www.aclu.org/sites/default/files/images/asset_upload_file939_39568.pdf>.
34

Kesselheim et al, supra note 15.

35

En droit des brevets, la tendance est effectivement plutôt de traiter les produits,
procédés et substances émergeant des activités d’innovation médicale et scientifique comme des produits de consommation ordinaires et d’encourager l’octroi des brevets. Voir Sheila Jasanoff, « Constitutional Moments in Governing
Science and Technology » (2011) 17 : 4 Sci Eng Ethics 621 à la p 630.

36

Loi américaine sur les brevets, supra note 10 (« [w]hoever invents or discovers
any new and useful process, machine, manufacture, or composition of, or any
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ont argumenté que l’octroi de brevets sur des gènes humains était l’équivalent d’autoriser l’appropriation des principes scientifiques de base et avait
comme conséquence de restreindre le progrès, l’innovation scientifique et la
connaissance en contravention de la Constitution américaine37. La cour de
première instance ayant rejeté l’argument constitutionnel en se prévalant de
la doctrine de l’application subsidiaire du droit constitutionnel (constitutional avoidance)38, le débat juridique en Cour suprême s’est essentiellement
centré sur la nature de l’ADN isolé revendiqué par les brevets de Myriad.
Pour étayer leur position juridique d’exclure les gènes humains de la portée
de la loi, les juges de la Cour suprême ont cité des décisions antérieures, un
seul ouvrage scientifique et aucun texte provenant de revues juridiques ou
scientifiques39.
La place de la morale en droit a beaucoup été discutée et analysée en
philosophie du droit à partir du débat entre le juspositiviste et le jusnaturaliste40. En droit des brevets, la morale porte un sens bien précis tout en
occupant une place particulière. Elle est énoncée et reconnue comme balise pouvant être utilisée (ou non) par les états membres de l’Organisation
mondiale du commerce (OMC) pour limiter l’étendue et l’application des
droits des détenteurs de brevets sur leur invention. En effet, en plus d’établir des standards de brevetabilité que tous les pays membres de l’OMC
doivent impérativement respecter dans leur législation nationale, l’Accord

new and useful improvement thereof, may obtain a patent therefore, subject to
the conditions and requirements of this title »).
37

Voir US Const art I, § 8, cl 8 (« [t]he Congress shall have power […] To promote the Progress of Science and useful Arts, by securing for limited Times
to Authors and Inventors the exclusive Right to their respective Writings and
Discoveries »).

38

Voir Ashwander v Tennessee Valley Auth, 297 US 288 à la p 347 (1936), juge
Brandeis (la doctrine de l’application subsidiaire prévoit qu’une Cour fédérale
doit refuser de juger une cause sur une base constitutionnelle lorsque celle-ci
peut être résolue sur une base non constitutionnelle).

39

Myriad, supra note 7 aux pp 2116-20.

40

Voir Lon L Fuller, « Positivism and Fidelity to Law: A Reply to Professor
Hart » (1958) 71 : 4 Harv L Rev 630 (expliquant notamment que la place de la
morale en droit n’est pas relative au contenu des lois, mais plutôt dans le fait
que le droit respecte une procédure particulière relativement à son élaboration
et à son application) ; Lon L Fuller, The Morality of Law, éd révisée, New Haven, Yale University Press, 1969. Voir aussi Hans Kelsen, Pure Theory of Law,
2e éd, Berkeley, University of California Press, 1967.
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sur les aspects des droits de propriété intellectuelle qui touchent au commerce (ci-après l’Accord sur les ADPIC)41 leur fournit des lignes directrices
comme celles prévues à son article 27(2). Cette disposition permet aux pays
membres qui le souhaitent de limiter l’octroi de brevets en fonction d’un
critère de moralité et d’ordre public pouvant notamment viser la protection
de la santé et de la vie des personnes et des animaux ainsi que la préservation des végétaux et de l’environnement. La morale peut donc être utilisée
à l’extérieur du droit substantif, comme un outil pour encadrer la portée des
privilèges octroyés. Parallèlement à l’Accord sur les ADPIC, la Convention
sur le brevet européen et la directive 44/98/CE gérées par l’Office européen
des brevets (OEB) intègrent, elles aussi, des dispositions similaires visant la
protection de l’ordre public et l’exclusion de certaines inventions biotechnologiques du champ de la brevetabilité42.
Suite à l’entrée en vigueur de ces normes internationales et régionales,
différentes instances gouvernementales nationales ont intégré une exception
basée sur l’ordre public et la moralité à leur loi sur les brevets43. Par contre,
malgré que ces exceptions nationales semblent permettre aux pays qui les
adoptent de s’éloigner d’un droit des brevets technique et désincarné du
contexte social dans lequel il s’intègre, la portée réelle qui leur est conférée
demeure extrêmement limitée44.

41

Accord sur les aspects des droits de propriété intellectuelle qui touchent au
commerce, Annexe 1C de l’Accord de Marrakech instituant l’Organisation
mondiale du commerce, 15 avril 1994, 1869 RTNU 332 (entrée en vigueu : 1er
janvier 1995) [Accord sur les ADPIC].

42

Convention sur le brevet européen, 5 octobre 1973, 1978 RTNU 307, art 53;
Directive 44/98/CE du Parlement européen et du Conseil du 6 juillet 1998
relative à la protection juridique des inventions biotechnologiques, [1998] JO,
L 213/13.

43

Voir par ex art 611-17 Code de propriété intellectuelle [CPI] (Fr). De plus, les
Chinois ont intégré pour la première fois en décembre 2008 une disposition
prohibant l’octroi de brevets contraires à l’ordre public ou d’inventions utilisant des ressources génétiques obtenues en violation des lois chinoises. Voir
Margo A Bagley, « The New Invention Creation Activity Boundary in Patent
Law » (2009) 51 : 2 Wm & Mary L Rev 577 à la p 583. Notons que l’auteure
cite directement les dispositions législatives chinoises retrouvées dans Yan
Wenfeng, « NPC OKs New Patent Law », China Report: Intellectual Property
(31 décembre 2008), en ligne : Scihead Intellectual Property <www.bjscihead.
com/en/news_show.asp?id=1101&Channel=9&ClassID=12>.

44

Voir le jugement des Chambres de recours de l’Office européen des brevets
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D’autres pays comme les États-Unis et le Canada ont plutôt choisi de
ne pas intégrer d’exception de moralité dans leurs lois sur les brevets. Ainsi, aux États-Unis, seuls la définition d’invention brevetable et les critères
traditionnels de brevetabilité y sont évalués pour octroyer et contester les
brevets45. Cette approche est cohérente avec la vision néolibérale qui caractérise les États-Unis relativement à la gouvernance du développement
scientifique, sujet sur lequel nous reviendrons dans la prochaine section46.
Dans ce contexte législatif, les examinateurs n’ont pas le rôle de prévoir et

(OEB) T 356/93, Plant Genetic Systems/Glutamine Synthetase Inhibitors,
1995 EOPR 357 (TBA 1995) au para 366, en ligne : OEB <https://www.epo.
org/law-practice/case-law-appeals/recent/t930356ex1.html> (où l’ordre public
fut interprété comme une protection de la sécurité publique et de l’intégrité
physique des personnes et ce malgré l’absence de définition claire de cette
notion). L’OEB précisera dans un communiqué que :
cette clause n’est susceptible d’être invoquée que dans des cas
rares et extrêmes. Le meilleur moyen de savoir s’il convient de
l’invoquer serait de se demander si cette invention apparaîtrait
au public comme si répugnante qu’il serait inconcevable de la
breveter. S’il est évident que c’est effectivement le cas, et dans
ce cas seulement, il convient de soulever une objection au titre
de l’art. 53 a). La simple possibilité d’abuser d’une invention
ne suffit pas à exclure une protection par brevet au titre de l’art.
53 a) si l’invention peut également être exploitée d’une manière
qui n’est pas et ne serait pas contraire à l’ordre public ou aux
bonnes mœurs (T 866/01).

Office européen des brevets, Communiqué de l’Office européen des brevets, en
date du 1er avril 2010, relatif à la modification des Directives relatives à l’examen pratiqué à l’Office européen des brevets : Partie C, Directives relatives à
l’examen au para IV.4.1 (p IV-8), en ligne : OEB <http://documents.epo.org/
projects/babylon/eponet.nsf/0/7ffc755ad943703dc12576f00054cacc/$FILE/
guidelines_2010_part_C_fr.pdf>
45

Voir Benjamin D Enerson, « Protecting Society from Patently Offensive Inventions: The Risk of Reviving the Moral Utility Doctrine » (2004) 89 : 3 Cornell
L Rev 685 ; Jeremy C Marwell, « Trade and Morality: The WTO Public Morals
Exception after Gambling » (2006) 81 : 2 NYU L Rev 802.

46

Voir Patent and Trademark Law Amendments Act, 35 USC § 200-12 (qui illustre le fait qu’aux Etats-Unis, on place l’accent sur l’importance des applications commerciales de la recherche universitaire, quoique peu d’attention soit
portée au caractère socialement responsable de l’innovation) ; voir aussi Laurie
E Abbott, « Incentive for Innovation or Invitation to Inhumanity? A Human
Rights Analysis of Gene Patenting and the Case of Myriad Genetics » [2012]
Utah L Rev n° 1, 497 à la p 516.
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d’évaluer la valeur morale et la pertinence sociale de l’utilisation potentielle
des inventions pour lesquelles un brevet est demandé. Ils se concentrent exclusivement sur la nature et les caractéristiques de l’invention revendiquée,
telles que présentées dans le mémoire descriptif pour accorder ou refuser le
brevet47. Dans l’état actuel des choses, l’étendue de la divulgation requise
par les inventeurs dans un processus de demande de brevet ne permettrait
pas non plus aux examinateurs d’identifier et d’évaluer les impacts et les
risques relatifs à l’exploitation d’une invention. Aussi, en plus de ne pas
avoir le mandat d’évaluer les aspects et impacts éthiques, environnementaux ou sociétaux d’une invention sur les autres systèmes et acteurs de la
société48 et de ne pas disposer des outils nécessaires et du budget pour entreprendre les enquêtes et évaluations complexes, il est important de mentionner que les agents de brevet ne sont pas formés pour assumer ce genre
d’obligations.
Soulignons néanmoins que la moralité a, en de très rares occasions,
réussi à s’infiltrer en droit des brevets américains d’une autre façon, par
l’interprétation du critère « d’utilité » par le USPTO49. Il demeure cepen-

47

En effet, le rôle de l’examinateur consiste à évaluer si l’invention pour laquelle
on demande un brevet est une invention brevetable et si elle remplit les trois
critères de brevetabilité, soit la nouveauté, l’utilité et l’inventivité. Voir généralement Rainer Moufang, « The Concept of ‘Ordre Public’ and ‘Morality’ in
Patent Law » dans Geertrui Van Overwalle, dir, Droit des brevets, éthique et
biotechnologie, Bruxelles, Bruylant, 1998, 65 à la p 72.

48

Ibid à la p 73. Comme l’explique Moufang :
Do patent authorities have the necessary expertise for applying
an ethical yardstick to technological innovations? Many commentators have expressed their doubts in this respect: Patent
examiners are technical experts and highly qualified to judge
the technical merits of inventions. Yet they are not specifically
trained in ethics or in risk assessment.

49

Voir US Patent and Trademark Office, communiqué 98-6, « Facts on Patenting
Life Forms Having a Relationship to Humans » (1er avril 1998), en ligne : USPTO <www.uspto.gov/web/offices/com/speeches/98-06.htm> ; voir aussi Shobita Parthasarathy, « Breaking the Expertise Barrier: Understanding Activist
Strategies in Science and Technology Policy Domains » (2010) 35 : 7 Sci Public Policy 355 à la p 363. Par exemple, dans le cadre d’une démarche activiste
visant à critiquer l’approche du USPTO qu’ils considéraient technique et moralement déconnectée, Jeremy Rifkin et Stuart Newman ont déposé, en 1997,
une demande de brevet sur une chimère mi-humaine mi-animale. Voir ibid à la
p 363, citant « Chimeric embryo and animals containing human cells », É-U
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dant que le manque d’utilité d’une invention comme motif d’opposition à
l’octroi d’un brevet reste très rarement utilisé avec succès aux États-Unis,
où l’USPTO a récemment octroyé un brevet sur une méthode informatique
de sélection des gamètes malgré la controverse éthique soulevée par rapport
aux pratiques eugénistes et à la définition de la normalité50.
Cette interprétation très limitée du rôle de la moralité dans les lois encadrant l’octroi des brevets un peu partout est compatible avec une vision
technique et utilitaire selon laquelle les brevets ne sont pas conçus pour
résoudre les dilemmes éthiques qu’ils peuvent susciter. L’application du
droit des brevets permet de déterminer si un produit, un procédé ou une
substance se qualifient comme objet brevetable et rencontrent les critères de
brevetabilité. Le cas échéant, il encadre l’octroi de monopoles d’utilisation
et d’exploitation des inventions brevetées51. Pour les tenants de cette vision,
l’effet des brevets génétiques sur les pratiques scientifiques et la santé des
populations sera toujours associé à l’utilisation, la commercialisation et la
mise en circulation de l’invention brevetée et non à l’octroi du monopole
lui-même52. L’application d’un « principe de précaution » n’a pas sa place

Demande de brevet n° 08/993564. Cette démarche avait pour but de susciter
la controverse et d’éveiller les consciences face au fonctionnement du système
des brevets. Le bureau des brevets a mal réagi face à cette interférence dans
son champ d’expertise et, sans discuter des enjeux éthiques au coeur de son
approche, a rejeté la demande de brevet sous plusieurs motifs dont le manque
d’inventivité et de description de l’invention. Par ailleurs, dans son communiqué 98-6, supra, le USPTO ouvre la porte à la prise en considération de la
morale en expliquant qu’il lui était également possible, au nom de leur manque
d’utilité, d’exclure de la brevetabilité des inventions qui pourraient porter atteinte au bien-être, à la bonne gouvernance et à la bonne morale de la société.
50

« Gamete donor selection based on genetic calculations », É-U Brevet n°
8543339 (24 septembre 2013) ; voir aussi Sigrid Sterckx et al, « “I Prefer a
Child with …”: Designer Babies, Another Controversial Patent in the Arena of
Direct-to-Consumer Genomics » (2013) 15 : 12 Genet Med 923.

51

Catherine Colston et Jonathan Galloway, Modern Intellectual Property Law, 3e
éd, New York, Routledge, 2010 à la p 2.

52

Voir Paul B Thompson, « Food Biotechnology in Ethical Perspective » dans
The International Library of Environmental, Agricultural and Food Ethics, 2e
éd, Dordrecht, Springer, 2007 à la p 254 (expliquant que « most critics fail to
address the central question [of whether intellectual property rights for food
biotechnology are ethically justifiable in principle] because they use arguments
that oppose the technology to oppose property rights in the technology »).
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en droit des brevets53. Une distinction claire est faite entre les risques liés
à l’appropriation et l’utilisation d’une invention, d’une part, et sa protection par propriété intellectuelle, d’autre part54. En d’autres termes, comme
la mise en circulation et l’utilisation des inventions n’appartiennent pas au
système des brevets, les problèmes éthiques et sociétaux qui pourraient en
émerger devraient être discutés ailleurs et encadrés par des mécanismes normatifs indépendants et parallèles aux brevets55.
Selon nous, cette façon de concevoir le droit des brevets comme un système normatif privé et indépendant qui fonctionne de façon complètement
isolée de la société dans laquelle les inventions brevetées prennent vie est
problématique. Elle est basée sur une vision idéalisée de l’innovation qui
prendrait forme à l’abri de toute pression politique et économique, déconnectée de conflits de valeurs et dilemmes éthiques qu’elle peut poser. Elle
fait abstraction de ce que Hilgartner appelle le « pouvoir de configuration »
des brevets qui, en plus d’influencer le positionnement et les activités des

53

Voir Louise Bernier, Charles-Étienne Daniel et Joanie Lapalme, « Nanotechnologies, droit des brevets et principe de précaution », dans Georges A Legault
et al, dir, Nanotechnologies et principe de précaution : Forces et limites de
l’appel au principe, Québec, Presses de l’Université Laval, 2012, 167 (pour
une analyse de l’application du principe de précaution en droit des brevets).

54

Thompson, supra note 52 (« [a]rguing that a technology is risky, harmful or
downright evil is thus not in itself an argument against patents or other forms
of intellectual property rights material to the technology » à la p 254). Voir
aussi Comité consultatif canadien de la biotechnologie, Le matériel génétique
humain, la propriété intellectuelle et le secteur de la santé, Ottawa, Gouvernement du Canada (CCCB), 2006, à la p 4, en ligne : Mirici, Collège Privé
<www.college-merici.qc.ca/collection/cccb/materiel_genetique_humain.pdf>
(qui vient à la conclusion que les « préoccupations concernant l’utilisation des
technologies fondées sur le matériel génétique humain font partie d’un éventail
d’enjeux sociaux et éthiques liés aux applications de la biotechnologie en général » et non à la brevetabilité en particulier).

55

L’intervention récente de la FDA à l’endroit de la compagnie américaine
23andME pour l’empêcher de continuer à commercialiser son « kit de test diagnostique » breveté qui était, dans sa forme et son utilisation actuelles, susceptible de causer des dommages aux patients est un excellent exemple de ce type
de contrôle parallèle qui est effectué a posteriori. Pour plus d’informations sur
cette intervention de l’agence de contrôle américain, voir la mise en garde envoyée par la FDA : É-U, Food and Drug Administration, lettre d’avertissement,
doc n° GEN1300666l, « Re: Personal Genome Service (PGS) » (22 novembre
2013), en ligne : FDA <www.fda.gov/iceci/enforcementactions/warningletters/2013/ucm376296.htm>.
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inventeurs, peuvent façonner les relations sociales à plusieurs égards56. Or
comme nous le verrons dans la troisième et dernière section de cette première partie, le droit des brevets est un système normatif avec de profonds
ancrages économiques et politiques qui contribuent aussi au fait que les enjeux éthiques sucités par les brevets génétiques n’aient pas réussi à acquérir
de reconnaissance juridique.
C. Survol du contexte socio-politique et économique de la mise en œuvre
du droit des brevets
La propriété intellectuelle représente des actifs et des revenus très importants pour plusieurs investisseurs dans le monde57. Pour une majorité de
protagonistes, les brevets prennent leur source dans une justification basée
sur l’efficacité économique et les effets positifs de l’innovation58. En effet,

56

Stephen Hilgartner, « Intellectual Property and the Politics of Emerging Technology: Inventors, Citizens and Powers to Shape the Future » (2009) 84 : 1
Chicago-Kent L Rev 197 à la p 212 (mentionnant que les brevets ont « the
ability to influence how technologies are intertwined with the social world »).

57

En effet, la valeur économique de la propriété intellectuelle dans le marché
global représente des centaines de milliards de dollars et ne cesse de croître.
Pour plus d’information, voir notamment Dominic Guellec et al, Les marchés
de brevets dans l’économie de la connaissance, Paris, Conseil d’anayse économique, 2010 aux pp 10-11, en ligne : CAE <http://cae-eco.fr/IMG/pdf/094.
pdf> ; aussi, une vaste étude réalisée au sein de l’Union européenne déposée
en septembre 2013 indique que les industries qui recourent à l’usage des droits
de propriété intellectuelle « ont généré près de 39 % de l’activité économique
totale (PIB) dans l’UE, soit 4,7 milliards d’euros » au cours de la période 20082010 : voir Office européen des brevets et Office de l’harmonisation dans le
marché intérieur, « Les industries grandes utilisatrices de droits de propriété
intellectuelle : contribution à la performance économique et à l’emploi dans
l’Union européenne : Rapport d’analyse au niveau de l’industrie » (septembre
2013) à la p 8, en ligne : Commission Européenne <ec.europa.eu/internal_market/intellectual-property/docs/summary_fr.pdf>. Selon un rapport déposé par
le département américain du commerce le 11 avril 2012, le marché américain
de la propriété intellectuelle a généré des revenus de 5,06 trillions de dollars,
ce qui correspond à 34,8 % du PIB des États-Unis. Voir É-U, Department of
Commerce, Intellectual Property and the U.S. Economy: Industries in Focus,
mars 2012 à la p 3, en ligne : US Patent and Trademark Office <www.uspto.
gov/news/publications/IP_Report_March_2012.pdf>.

58

Kenneth J Arrow, « The Economics of Information: An Exposition » (1996)
23 : 2 Empirica 125 ; Shanker A Singham, « Competition Policy and the Sti-
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le principal objectif d’octroyer un monopole aux détenteurs de brevets est
de leur permettre de pouvoir récupérer une partie du temps et de l’argent
investis dans le développement des inventions brevetées et ainsi d’investir
dans d’autres projets afin de stimuler les progrès technologiques et l’innovation59. En prenant le pari que les brevets auront une influence positive sur
la création et la diffusion d’un savoir de qualité dans différents secteurs de
pointes, on permet à leurs détenteurs d’exercer un contrôle sur les prix et
l’utilisation de leur invention60. Cette justification utilitariste des brevets se
base sur l’idée que les inventions qui émergent des progrès scientifiques et
technologiques sont essentielles pour maximiser le bien-être général et que
les brevets sont nécessaires pour encourager les activités d’innovation, de
production et de dissémination de connaissances qui, autrement, demeureraient confidentielles. Pour les défenseurs de cette vision, sans la propriété
intellectuelle, l’innovation dans le domaine de la santé pour la prévention
et le traitement de plusieurs maladies et conditions pourrait être compromise ou retardée. Bien que certains remettent en question les arguments et
la validité des données sur lesquelles se base la justification utilitariste des

mulation of Innovation: TRIPS and the Interface between Competition and
Patent Protection in the Pharmaceutical Industry » (2000) 26 : 2 Brook J Int’l
L 363 aux pp 367-72 ; Mark F Grady et Jay I Alexander, « Patent Law and
Rent Dissipation » (1992) 78 : 1 Va L Rev 305 aux pp 310-13 ; A Samuel
Oddi, « Un-unified Economic Theories of Patents: The Not-Quite-Holy Grail »
(1996) 71 : 2 Notre Dame L Rev 267 aux pp 275-77 ; Rita Hayes, « Promoting
Intellectual Property for Economic Growth » (2003) 36 : 3 Vand J Transnat’l
L 793 à la p 795; E Richard Gold, « The Reach of Patent Law and Institutional
Competence » (2003-2004) 1 University of Ottawa Law & Technology Journal
263 aux pp 276-78.
59

Les montants investis dans la recherche et le développement des inventions
peuvent être très élévés selon les secteurs d’activités. Pour plus d’informations
sur ce point, voir F Scott Kieff, « IP Transactions: On the Theory & Practice of
Commercializing Innovation » (2005) 42 : 3 Hous L Rev 727 aux pp 743-48 ; E
Richard Gold, « Finding Common Cause in the Patent Debate » (2000) 18 : 11
Nat Biotechnol 1217 à la p 1217 ; David B Resnik, « DNA Patents and Scientific Discovery and Innovation: Assessing Benefits and Risks » (2001) 7 : 1 Sci
Eng Ethics 29 aux pp 50-53.

60

Voir Dan L Burk et Mark A Lemley, « Policy Levers in Patent Law » (2003)
89 : 7 Va L Rev 1575 à la p 1581 ; UNESCO International Committee on
Bioethics, Report of the IBC on Ethics, Intellectual Property and Genomics,
SHS-503/01/CIB-8/2 Rev (10 janvier 2002) aux pp 3-5 ; Grady et Alexander,
supra note 58 aux pp 307-08 ; Oddi, supra note 58 aux pp 281-83.
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brevets61, l’impact positif des brevets sur l’innovation a été défendu, depuis
longtemps, par une abondante littérature économique62 et est ancré dans le
discours dominant qui émane des cours de justice63.
Or, il ne suffit pas que le savoir et l’innovation inondent les marchés et
qu’un état soit prospère et compétitif pour que le bien-être de sa population

61

Voir par ex Cydney A Fowler, « Ending Genetic Monopolies: How the TRIPS
Agreement’s Failure to Exclude Gene Patents Thwarts Innovation and Hurts
Consumers Worldwide » (2010) 38 : 2 Am U Int’l L Rev 1073 aux pp 108893 ; E Richard Gold et al, « Needed: Models of Biotechnology Intellectual
Property » (2002) 20 : 8 Trends Biotechnol 327 à la p 327 ; RK Burch, PJD
Smith et WP Wheatley, « Divergent Incentives to Protect Intellectual Property:
A Political Economy Analysis of North-South Welfare » (2000) 3 : 2 Journal of
World Intellectual Property 169 ; Christopher May, « Unacceptable Costs: The
Consequences of Making Knowledge Property in a Global Society » (2002)
16 : 2 Glob Soc 123 à la p 133 ; Stuart Macdonald, « Exploring the Hidden
Costs of Patents » dans Peter Drahos et Ruth Mayne, dir, Global Intellectual
Property Rights: Knowledge, Access and Development, New York, Palgrave
Macmillan, 2002, 13 à la p 13 ; Jon F Merz et al, « Diagnostic Testing Fails the
Test: The Pitfalls of Patents Are Illustrated by the Case of Haemochromatosis »
(2002) 415 : 6872 Nature 577 ; Jon F Merz et Mildred K Cho, « What Are Gene
Patents and Why Are People Worried about Them? » (2005) 8 : 4 Community
Genet 203 aux pp 206-07.

62

Ces études économiques établissent que les brevets sont responsables des 15
à 20 % de toute l’innovation. Pour plus de détails et de références sur ces
études, voir Gold et al, « The Unexamined Assumptions of Intellectual Property: Adopting an Evaluative Approach to Patenting Biotechnology Innovation »
(2004) Public Aff Q 299 à la p 303.

63

Pour un exemple d’interprétation et de justification théorique utilitariste des
brevets par les tribunaux au Canada, voir Harvard College c Canada (Commissaires aux brevets), 2002 CSC 76 au para 185, [2002] 4 RCS 45, 219 DLR (4e)
577 [Harvard College]. Voir également la décision récente de la Cour d’appel
fédérale Hershkovitz c Tyco Safety Products Canada, 2010 CAF 190 aux para
6-16, 89 CPR 4(e) 101, 191 ACWS (3d) 1257 [Hershkovitz] (sur l’objet de
la loi canadienne) et les motifs du juge Binnie dans la décision Apotex Inc c
Wellcome Foundation Ltd, 2002 CSC 77 au para 37, [2002] 4 RCS 153, 219
DLR (4e) 660. Aux États-Unis, le propos du juge Lourie, à l’occasion du deuxième appel devant le circuit fédéral d’appel est particulièrement évocateur :
« We would further note, in the context of discussing what this case is not about,
that patents on life-saving material and processes, involving large amounts of
risky investment, would seem to be precisely the types of subject matter that
should be subject to the incentives of exclusive rights » : AMP v USPTO (CA
féd n° 2), supra note 8 à la p 1324 ; voir également Bonito Boats, Inc v Thun-
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soit maximisé; encore faut-il que celle-ci puisse y avoir accès. Considérer la
production et la diffusion de l’innovation comme principale mesure du succès et du bien-être est, selon nous, une lacune importante de la justification
morale utilitariste du système des brevets. Cette vision évacue du calcul la
nature de ce qui est produit, l’encadrement des stratégies économiques des
détenteurs de brevets sur l’accessibilité de leurs inventions et la capacité de
payer des chercheurs, des individus et des gouvernements qui veulent pouvoir bénéficier des fruits de l’innovation brevetée et diffusée64.
Il n’en demeure pas moins que, malgré quelques initiatives visant à
mettre en œuvre le droit des brevets différemment, pour surseoir aux besoins
urgents en santé des populations des pays les plus pauvres par exemple65,

der Craft Boats, Inc, 489 US 141 à la p 151 (1989) ; Grant v Raymond, 31 US
218 aux pp 241-42 (1832) ; Fogerty v Fantasy Inc, 510 US 517 aux pp 526-27
(1994) ; Graham v John Deere Co, 383 US 1 aux pp 35-37 (1966).
64

Drahos l’explique d’ailleurs très bien dans une critique récente de la justification morale des brevets lorsqu’il dit : « The patent system operates on the basis
of the ability to pay and so it follows that the system does not service the needs
of the poor » (Drahos, « Patents, Practical Ethics », supra note 5 aux pp 34950). Voir également Hilgartner, supra note 56 aux pp 212-15.

65

Par exemple, au Canada, le 14 mai 2004, le projet de loi C-9 intitulé Loi modifiant la Loi sur les brevets et la Loi sur les aliments et drogues, 3e sess, 37e parl,
2004 (devenu LC 2004, c 23) a été sanctionné « afin de faciliter l’accès aux
produits pharmaceutiques nécessaires pour remédier aux problèmes de santé
publique touchant de nombreux pays en voie de développement » (ibid, sommaire). Du côté de l’Afrique du Sud, un projet visant à réformer le système de
propriété intellectuelle a été lancé en septembre 2013 par le Département du
Commerce et de l’Industrie. Parmi les différents objectifs énoncés, cette nouvelle politique vise notamment à introduire « a public health perspective into
national IP laws and [to] adopt a common and united stand among different
government agencies on improving access to medicines » : South African Draft
IP Policy, supra note 6. Il y a aussi l’Inde et le Brésil qui n’accordent des brevets que pour des médicaments réellement innovateurs. Le géant pharmaceutique Novartis avait d’ailleurs contesté en 2005 l’article 3(d) de la loi indienne
sur les brevets (Patents Act, 1970) à cet effet. La décision rendue par la Cour
suprême indienne le 1er avril 2013 a confirmé la validité de cette disposition
tout en affimant que Novartis ne pouvait obtenir de brevet pour le Gleevec pour
cause d’absence d’inventivité. Pour la décision de la Cour suprême indienne,
voir Novartis AG v Union of India & Others, Civil Appeal Nos. 2706-2716 (1
April 2013), surtout à la p 94, en ligne : Judgment Information System <http://
judis.nic.in/supremecourt/imgs1.aspx?filename=40212>.
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leur impact sur le terrain demeure marginal66. Les brevets restent ancrés
dans une tradition qui valorise le rôle positif de la propriété privée sur le développement économique, sur les investissements étrangers, sur la compétitivité des états et des compagnies et sur la commercialisation des inventions
brevetées dans un marché donné67. L’espace pour les questions de justice,
d’équité et d’accès à la connaissance et à la santé y demeure concrètement
très limité.
Le fait que les règles contraignantes du système international de propriété intellectuelle aient été négociées et établies sous les auspices de
l’OMC et que le droit des brevets soit géré comme une matière commerciale par les états68 nous donne des indications sur les forces en présence.
Ces dernières influencent le fonctionnement actuel du système des brevets

66

Par exemple, malgré l’intégration de dispositions visant à faciliter la production et l’exportation de médicaments génériques vers les pays dans le besoin
dans la loi canadienne sur les brevets en 2004 (voir Loi modifiant la Loi sur
les brevets et la Loi sur les aliments et drogues, supra note 65), les résultats
concrets sur le terrain se font toujours attendre. Pour une analyse complète et
très éclairante, voir Tania Bubela et Jean-Frédéric Morin, « Lost in Translation:
The Canadian Access to Medicine Regime from Transnational Activism to Domestic Implementation » (2010) 18 : 1 Health LJ 113.

67

Voir Edwin Mansfield, « Intellectual Property Protection, Foreign Direct Investment, and Technology Transfer », International Finance Corporation Discussion Paper n° 19, 1994 à la p 11 ; Stephen R Crespi, « Models of Intellectual
Property » (2002) 20 : 11 Trends Biotechnol 451 ; Robert L Ostergard, Jr,
« Intellectual Property: A Universal Human Right? » (1999) 21 : 1 Hum Rts
Q 156 à la p 165 ; Dale A Nance, « Foreword: Owning Ideas » (1990) 13 : 3
Harv JL & Pub Pol’y 757 aux pp 764-67. Pour une critique de ce point, voir
Peter Drahos, « The Rights to Food, Health and Intellectual Property in the Era
of “Biogopolies” » dans Stephen Bottomley et David Kinley, dir, Commercial
Law and Human Rights, Aldershot (R-U), Ashgate, 2002, 215 à la p 227.

68

Ils sont en effet administrés le plus souvent par des instances responsables de
l’industrie et du commerce des différents états. À titre d’exemple, voir IP Australia, Department of Industry, Innovation and Science, en ligne : IP Australia
<www.ipaustralia.gov.au> ; Office de la propriété intellectuelle du Canada, Industrie Canada, en ligne : OPIC <http://opic.gc.ca> ; Deutsches Patent- und
Markenamt [bureau allemand des brevets et des marques], en ligne : DPMA
<www.dpma.de> ; Institut national de la propriété intellectuelle [France], en
ligne : INPI <www.inpi.fr> ; Servicio Nacional de Propiedad Intelectual, Ministerio de Desarrollo Productivo y Economía Plural [Bolivie], en ligne : SENAPI <www.senapi.gob.bo> ; Bureau de la propriété intellectuelle de Bélize,
en ligne : BELIPO <www.belipo.bz>.
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à l’extérieur d’une politique de l’innovation qui pourrait être développée en
collaboration avec d’autres instances dans un souci de cohérence politique.
Ainsi, bien que les brevets aient, en théorie, un double rôle de récompense
des inventeurs (intérêt privé) et de diffusion des connaissances dans l’intérêt public, l’équilibre entre ces rôles apparaît complexe à atteindre et on
assiste, en réalité, à un recentrage des droits autour des inventeurs et investisseurs69. Les brevets, dans le système actuel, consolident les intérêts
des détenteurs de droits et facilitent la commercialisation sans permettre la
prise en considération des coûts sociaux et des effets qui peuvent en résulter.
Cette tendance se traduit dans différents aspects du système. Par exemple,
malgré l’objectif de diffusion des connaissances porté par le droit des brevets à l’origine, la mise en œuvre actuelle du système permet que beaucoup
d’éléments d’innovation demeurent cachés et non accessibles aux autres
chercheurs. D’autant plus que les résultats négatifs de recherche demeurent
confidentiels préalable aux dépôts des demandes de brevets70, l’important
pouvoir de configuration donné par des brevets permet aussi à leurs détenteurs de demeurer très discrets sur leurs stratégies de commercialisation
et de diffusion des inventions71. Cet environnement opaque avantage les
inventeurs et investisseurs. Dans le domaine de la génétique, il leur permet de garder le contrôle sur plusieurs éléments relatifs au développement
des inventions brevetées qui pourraient, s’ils étaient divulgués, influencer
le portrait de l’innovation en santé. Ainsi, malgré le double rôle des brevets
(protection et divulgation des inventions), en pratique, l’équilibre entre le
bien individuel des chercheurs et des compagnies impliquées dans la recherche et le bien collectif (à la fois à l’intérieur des pays et entre les pays)
demeure très difficile à atteindre.
L’exemple des État-Unis au chapitre des brevets génétiques est particulièrement éclairant. On y a adopté une attitude très permissive face aux
nouvelles technologies et inventions génétiques depuis le début des années 1980, les traitant comme des produits de consommation communs
qui pouvaient être encadrés par les lois et réglements déjà en place. Cette
approche non interventionniste du parlement fédéral a laissé un espace de
liberté immense aux détenteurs de brevets. Ces derniers ont pu avoir une
influence considérable sur le cours de l’innovation et sur la façon de gérer

69

May, supra note 61.

70

Ce qui favorise le dédoublement des essais infructueux et la méconnaissance,
par les compétiteurs, des avenues abandonnées dans un environnement hautement compétitif.

71

Hilgartner, supra note 56 à la p 215.
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le développement et l’appropriation des technologies génétiques. Le tout
s’est fait à l’extérieur d’un processus démocratique formel et cohérent qui
aurait permis de prendre des préoccupations éthiques et sociales d’autres acteurs comme les chercheurs, médecins et patients en considération72. Dans
son dernier discours annuel sur l’état de la nation du 25 janvier 2014, le
président Obama a non seulement confirmé cette vision politique et économique du rôle des brevets, mais a également appelé à encore plus de liberté
et à des privilèges encore plus étendus pour les détenteurs de brevets. Dans
cette adresse, il a notamment suggéré des réformes législatives visant à renforcer les droits des inventeurs dans un objectif de promotion de l’innovation, de création d’emplois, de compétitivité des entreprises américaines sur
la scène internationale et de croissance économique du pays73.
Cette citation d’Hettinger datant de plus de 25 ans résume toujours aussi
bien la situation qui prévaut actuellement: « Our patent system, originally
designed to reward the individual inventor and thereby stimulate invention,
may today be used as a device to monopolize industries »74. Ainsi, comme
le système fonctionne pour le bénéfice de ces détenteurs de brevets, il est
peu surprenant d’assister à un renforcement de leurs privilèges au détriment
d’un équilibre avec des considérations sociales, éthiques et morales. Ce système normatif a des « affinités sélectives »75 avec des facteurs et variables
essentiellement économiques et ne semble pas être construit ni utilisé de

72

Jasanoff, supra note 35 aux pp 631, 633.

73

« We know that the nation that goes all-in on innovation today will own the
global economy tomorrow. This is an edge America cannot surrender […]
And let’s pass a patent reform bill that allows our businesses to stay focused
on innovation, not costly and needless litigation. » Voir « Text and Video of
Obama’s State of the Union Address », New York Times (28 janvier 2014),
en ligne : NYT <www.nytimes.com/2014/01/29/us/politics/state-of-the-unionaddress-text.html>.

74

Edwin C Hettinger, « Justifying Intellectual Property » (1989) 18 : 1 Philos
Public Aff 31 à la p 50. Cette utilisation « propriétarianiste » des brevets a été
critiquée de façon très éloquente par Drahos qui, lui, propose un rôle social différent pour la propriété intellectuelle. Il explique : « Under instrumentalism IP
would be located in the context of some broader moral theory and set of values.
Property rights would be morality’s servants and not its drivers » (Drahos,
« Patents, Practical Ethics », supra note 5 à la p 224).

75

La notion d’affinité sélective a été développée par Teubner pour référer aux
fictions que le droit produit en développant des affinités sélectives avec certains facteurs et environnements sociaux. Gunther Teubner, « Les multiples
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façon à permettre une réelle prise en considération et intégration d’enjeux
éthiques suscités par les brevets génétiques76.
À l’intérieur du système des brevets où l’intérêt public est pensé en
termes économiques, on le définit en référant aux investissements futurs
dans des recherches, au développement de technologies et produits utiles
pour l’ensemble de la société et au progrès et à la compétitivité d’une
économie sur la scène mondiale. Comme l’explique très bien Drahos, de
la connaissance découle le pouvoir et les brevets sont des privilèges qui
ont l’effet d’encourager et de maintenir la concentration du pouvoir et de
l’argent entre les mains d’une élite77. Il n’y a hélas que très peu de place
et d’intérêt pour les considérations soulevées par des chercheurs et des citoyens préoccupés par l’accès à la connaissance et aux inventions médicales
dans un processus d’encadrement de l’utilisation et de la commercialisation
des produits brevetés.
Cette troisième section complète la partie I de notre article dans laquelle
nous avons contextualisé les enjeux suscités par les brevets génétiques à
l’intérieur d’un cadre normatif, socio-politique et économique essentiellement axé sur la valorisation de l’innovation. Cette analyse nous a permis
d’identifier les limites du système normatif des brevets actuel relativement
à l’intégration des considérations éthiques suscitées par l’octroi de droits de
propriété sur des éléments du corps humain ainsi que sur des méthodes et
produits issus de la génétique.

aliénations du droit : sur la plus-value sociale du douzième chameau » (2001)
47 Dr et Soc 75 à la p 82 [Teubner, « Aliénations »].
76

Sur le fondement/l’objet du régime américain, voir notamment US Const art
1, § 8; Mark A Lemley, « Ex Ante versus Ex Post Justifications for Intellectual
Property » (2004) 71 U Chicago L Rev 129 ; Fritz Machlup, An Economic Review of the Patent System : Study of the Subcommittee on Patents, Trademarks,
and Copyrights of the Committee on the Judiciary, United States Senate, Study
No 15, É-U, Senate Committee on the Judiciary, 85th Cong, 2d sess, Committee Print, 1958. Sur le fondement/l’objet du régime canadien, voir notamment
Hershkovitz, supra note 63 aux para 6-16 ; Free World Trust c Électro Santé
Inc, 2000 CSC 66 au para 13, [2000] 2 RCS 1024, 194 DLR (4e) 232. Sur le
fondement/l’objet du régime européen, voir notamment Michael LaFlame, Jr,
« The European Patent System : An Overview and Critique » (2010) 32 : 3
Hous J Int’l L 605 aux pp 606-08.

77

Voir Drahos, « Patents, Practical Ethics », supra note 5 aux pp 197-98, 224.
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Dans la deuxième partie de cet article, nous nous intéresserons aux acteurs qui étaient au coeur de la judiciarisation de l’affaire Myriad en réfléchissant au rôle et à la marge de manœuvre dont ils disposaient pour critiquer et interpréter les dispositions du droit des brevets. Pour ce faire, nous
analyserons, en premier lieu, l’influence du contexte de mise en œuvre des
brevets sur le propos et la place des intervenants et experts en cour (II.A)
et nous présenterons ensuite une analyse critique de l’approche minimaliste
souvent privilégiée par les juges face aux enjeux éthiques et sociétaux suscités par les brevets génétiques (II.B).

II. Obstacles et limites à une prise en compte judiciaire des enjeux
moraux suscités par les brevets génétiques

Dans un contexte politique où le droit des brevets est édicté, justifié et
utilisé pour servir des intérêts économiques et politiques sans plus d’égards
pour les effets que ces monopoles commerciaux peuvent avoir sur les droits
fondamentaux des individus, il y a lieu de réfléchir à la marge de manœuvre et
au rôle des intervenants et des juges qui doivent composer avec ces normes.
A. Le rôle et l’impact des intervenants et des experts sur les enjeux
débattus en cour dans l’affaire Myriad
Depuis quelques dizaines d’années, les groupes et associations de citoyens se multiplient et nous assistons à une redéfinition de la démocratie
qui ne se conçoit plus seulement en termes de représentativité, mais également en termes de participation. Ainsi, la présence de plusieurs groupes
d’intérêts avec différentes valeurs et visées favorise les débats sur de nombreux enjeux et revendications. Ils contribuent au pluralisme démocratique
et à une certaine décentralisation du pouvoir politique. Ces groupes représentent un véhicule qui permet aux citoyens et aux électeurs de prendre la
parole sur les enjeux importants avant que les décideurs ne se prononcent.
Le regroupement autour d’intérêts communs permet également l’acquisition de connaissances, le développement d’habiletés et une participation informée à la vie politique. Dans plusieurs secteurs, elle peut permettre l’évolution vers des régimes politiques qui intègrent graduellement des modes
de représentation et de délibération alternatifs comme sources de pouvoir et
éléments de la démocratie78.

78

Sur l’éthique de la discussion et les méthodes de délibération, voir Hubert Doucet, « On n’arrête pas la science : quelle place alors pour la participation ci-
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En droit des brevets, nous observons une présence croissante et soutenue de groupes d’intérêts devant des instances gouvernementales et les
tribunaux79. Il y a deux grandes familles de groupes d’intérêts interpellés
par ces questions : les groupes à intérêts ou vocation corporatifs ou économiques comme les consortiums d’entreprises, les fonctionnaires et les avocats, et les groupes avec des affinités plus sociales comme les organisations
non gouvernementales (regroupant les associations de consommateurs, les
groupes de patients et les groupes religieux), les fonctionnaires et les universitaires80. Ce deuxième type de groupe offre un certain contrepoids aux
groupes d’intérêts économiques mais leur réel pouvoir varie selon plusieurs
facteurs dont leur organisation, leurs moyens, leurs stratégies d’action et de

toyenne? » dans Suzanne Philips-Nootens et al, dir, La recherche en génétique
et en génomique : Droits et responsabilités, Montréal, Thémis, 2005, 201 ;
voir également Frank R Baumgartner et Beth L Leech, Basic Interests: The
Importance of Groups in Politics and in Political Science, Princeton, Princeton University Press, 1998 à la p 87 ; Jürgen Habermas, Droit et démocratie :
Entre faits et normes, traduit par Rainer Rochlitz et Christian Bouchindhomme,
Paris, Gallimard, 1997 aux pp 479 et s. Voir également Georges A Legault,
« L’émergence de l’éthique appliquée et les insuffisances du droit » dans Actes
de la XVIe Conférence des juristes de l’État, Cowansville (Qc), Yvon Blais,
2004 à la p 279 ; voir également Georges A Legault, « L’éthique appliquée,
la médiation et l’insuffisance du droit : enjeux de gouvernance » dans Louise
Lalonde et Stéphane Bernatchez, dir, La place du droit dans la nouvelle gouvernance étatique, Sherbrooke, Éditions de la Revue de Droit de l’Université
de Sherbrooke, 2011, 35 aux pp 46 et s.
79

En effet, de plus en plus, la voix de ces groupes peut se faire entendre au
cours d’audiences ou de consultations publiques, de groupes de discussions,
de grands forums sociaux et économiques organisés par les états et d’interventions devant les tribunaux. Dans l’affaire Myriad, vingt-huit intervenants
(amici curiae) en première instance, près d’une cinquantaine d’intervenants
en Cour d’appel et près d’une centaine d’intervenants en Cour suprême (dont
quarante-neuf mémoires (briefs) déposés) se sont exprimés. Également, au Canada, plusieurs intervenants ont déposé des mémoires pour faire valoir leurs
positions lors de l’adoption des nouvelles dispositions de la loi canadienne sur
les brevets concernant l’accès aux médicaments par les pays en voie de développement (voir supra note 65). À cet effet, voir Bubela et Morin, supra note
66 ; Duncan Matthews, Intellectual Property, Human Rights and Development:
The Role of NGOs and Social Movements, Cheltenham, Edward Elgar, 2011
aux pp 202 et s ; Hilgartner, supra note 56 à la p 199.

80

Jean-Frédéric Morin, « Paradigm Shift in the Global IP Regime: The Agency
of Academics » (2014) 21 : 2 Review of International Political Economy 275
aux pp 285-86.
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communication et, bien sûr, les outils normatifs dont ils disposent, tel que
nous l’avons vu en partie I.
Dans le domaine des brevets génétiques, l’importance de l’expertise ne
se dément pas. Comme la matière est souvent très complexe, le recours aux
experts est devenu la norme pour pouvoir espérer avoir une influence sur
des enjeux hautement techniques et spécialisés. Cela a d’ailleurs mené à la
formation de ce qu’on a longtemps appellé la « communauté épistémique
des brevets », un groupe de personnes spécialisées partageant un langage
scientifique, juridique et technique commun ainsi qu’une même vision de
l’importance du respect des droits de propriété privée81. Cette communauté
d’experts crédibles plutôt uniforme et active a traditionnellement été très efficace pour l’élaboration de normes et au moment de représentations devant
les tribunaux. De l’autre côté, on retrouvait les consommateurs et autres
acteurs sociaux aussi interpellés par ces questions, mais moins aiguillés et
organisés pour participer au débat et obtenir des résultats aussi concluants.
Au fil du temps, plusieurs nouveaux experts de différentes sphères et
disciplines ont également formé de nouvelles communautés épistémiques
pour réfléchir différemment à l’impact des brevets et présenter leurs visions,
sur les scènes nationale et internationale82. Un récent sondage effectué au-

81

Voir Susan K Sell, Private Power, Public Law: The Globalization of Intellectual Property Rights, Cambridge (R-U), Cambridge University Press, 2003 à la
p 99, où elle donne la définition suivante d’une communauté epistémique :
An epistemic community is a network of knowledge-based experts or groups with an authoritative claim to policy-relevant
knowledge within the domain of their expertise. Members hold
a common set of causal beliefs and share notions of validity
based on internally defined criteria for evaluation, common policy projects, and shared normative commitments.

Voir aussi Peter M Haas, « Introduction: Epistemic Communities and International Policy Coordination » (1992) 46 : 1 Int’l Org 1 à la p 3.
82

Morin, supra note 80 aux pp 279-82, 285 ; voir également Hilgartner, supra
note 56 aux pp 198-99, où il mentionne :
Today, in contrast, intellectual property is widely perceived as a
domain where important societal decisions are routinely made.
[…] In this context, a growing number of scholars, non-governmental organizations (NGOs), activists, and other observers
came to see intellectual property policy as a battleground implicated in far-reaching decisions about the future of contemporary societies and the terms of global governance.
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près de 1679 experts dans le domaine de la propriété intellectuelle démontre
d’ailleurs que les choses tendent à évoluer au sein de cet univers traditionnellement dominé par une vision commune de la propriété intellectuelle.
On observe notamment une présence et une influence grandissantes des universitaires au sein de cette communauté qui était, jusqu’à très récemment,
dominée par des praticiens. Leur implication et leur influence en partenariat
avec les organismes non gouvernementaux et certains fonctionnaires transforment les paramètres du discours unique. Ils remettent en question les
certitudes véhiculées et les modèles de références en multipliant les façons
de voir le système, spécialement sur la scène internationale à l’occasion de
négociations multilatérales et lors d’initiatives de lobbying nationales83. Le
propos se transforme et se diversifie en fonction de différentes variables
relatives, entre autres, à la profession et à la discipline de spécialisation des
acteurs qui prennent la parole84.
Malgré ces changements, il demeure que, pour l’instant, c’est encore un
cercle fermé de protagonistes qui, dans les faits, articulent la majeure partie
de la politique des brevets. Dans leurs rangs, on retrouve plusieurs scientifiques qui participent souvent à la rédaction des demandes de brevets et à
leur examen, ce qui en fait des acteurs clés dans le maintien d’un système
des brevets axé sur la valorisation de l’innovation par l’octroi permissif de

83

À ce sujet nous référons le lecteur à l’excellent texte de Bubela et Morin qui
analyse et décortique les stratégies qui ont été utilisées par les ONG transnationales et domestiques à l’occasion des négociations et tractations politiques
ayant mené à l’adoption du projet de loi C-9, supra note 65, au Canada. On y
constate un changement de discours, de ton, de vocabulaire et de stratégies et
le recours à différents compromis par des organisations traditionnellement plus
campées dans des positions fermes pour leur permettre de participer à armes
égales aux jeux politiques entourant la gouvernance des brevets. Voir Bubela et
Morin, supra note 66, spécialement aux pp 122, 127, 131, 134, 143 ; voir également Morin, supra note 80 aux pp 276-77, 288 ; Duncan Matthews, « NGO
Coalitions and the Global Access to Medicines Campaign: The Impact of Intellectual Property Rights on Developing Countries » dans Jude Howell, dir,
Global Matters for Non-Governmental Public Action, London (R-U), Palgrave
Macmillan, 2012, 66 aux pp 86-87.

84

D’autres variables ayant un impact significatif sur la vision qu’ont les acteurs
de la propriété intellectuelle sont le pays de naissance, le pays de scolarisation,
le temps accordé à la propriété intellectuelle et le nombre d’années d’expérience. Morin, supra note 80 aux pp 285-86, 288-89 ; voir aussi Peter Drahos,
The Global Governance of Knowledge: Patent Offices and Their Clients, Cambridge (R-U), Cambridge University Press, 2010.
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monopoles85. Ainsi, même si de plus en plus d’acteurs n’hésitent pas à remettre en question le modèle et la vision traditionnels des brevets en présentant une opposition efficace, cohérente et organisée, l’impact réel de leur
propos demeure somme toute très limité dans les décisions des tribunaux.
Dans l’affaire Myriad, malgré leur vocation sociale, les ONG appelantes ont élaboré la majeure partie de leur argumentaire juridique devant la
Cour suprême en se référant à des éléments hautement techniques, scientifiques et juridiques intégrés dans la loi et la jurisprudence, et traditionnellement invoqués dans un contexte de contestation judiciaire de brevets scientifiques86. Néanmoins, parmi les quarante-neuf mémoires (briefs) déposés
par des intervenants (amici curiae)87, neuf des treize déposés au soutient des

85

L’opposition de scientifiques affiliés avec des universités et des instituts de recherche à un projet de loi visant à interdire le brevetage des gènes en Australie
en 2010 pose d’ailleurs la question de l’indépendance et de la responsabilité
des experts scientifiques dans des domaines où les brevets peuvent entrer en
conflit avec la protection de droits fondamentaux. Pour une perspective et une
analyse très intéressantes de cette question, voir Drahos, « Patents, Practical
Ethics », supra note 5 à la p 346 ; voir aussi James Boyle, « Enclosing the
Genome: What Squabbles over Genetic Patents Could Teach Us » dans F Scott
Keiff, dir, Perspectives on Properties of the Human Genome Project, San Diego, Elsevier Academic, 2003, 97.

86

Elles réfèrent néanmoins, à quelques occasions, à l’effet négatif des brevets
génétiques sur l’innovation, sur les patients et sur la liberté des femmes de
demander un second avis médical. Voir Myriad, supra note 7 (Brief for Petitioners the Association for Molecular Pathology et al à la p 45) ; Myriad, supra
note 7 (Reply Brief for Petitioners).

87

Au cours des dix dernières années, la participation d’intervenants devant la
Cour suprême des États-Unis est devenue la norme avec une présence des
groupes d’intérêts dans 90 % des cas. Ces « amis de la Cour » ont le loisir de
déposer des mémoires spontannément, sous autorisation d’une des parties afin
d’informer la Cour sur des points qui n’ont pas autrement été soulevés par les
parties à l’instance (Rules of the Supreme Court of the Unites States, r 37). Bien
qu’ils ne soient pas « commandités » ou rédigés par les parties, ces mémoires
sont devenus des outils précieux utilisés par chacune des parties dans le processus contradictoire. Pour plus de détails sur les amis de la cour dans le système américain, voir Paul M Collins, Jr, Friends of the Supreme Court: Interest
Groups and Judicial Decision Making, New York, Oxford University Press,
2008 à la p 47 ; Samuel Krislov, « The Amicus Curiae Brief: From Friendship
to Advocacy » (1963) 72 : 4 Yale LJ 694 ; Michael Rustad et Thomas Koenig,
« The Supreme Court and Junk Social Science: Selective Distortion in Amicus
Briefs » (1993) 72 : 1 NCL Rev 91 ; Paul M Collins, Jr, « Friends of the Court:
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prétentions des appelants ont mis de l’avant des préoccupations sociales et
éthiques en lien avec les brevets génétiques88. Les récits et les témoignages
qu’on retrouve dans ces mémoires d’intervenants donnent une perspective
différente de celles présentées dans les arguments juridiques des deux parties.
Il existe différentes visions du rôle des briefs d’intervenants déposés
en cour. Pour certains, ils représentent une forme valide de connaissance
et peuvent servir à informer les juges sur différentes perspectives sur les
questions posées et sur le contexte socio-économique dans lequel elles se
posent, permettant ainsi un lien direct et naturel entre les décisions des tribunaux et leur impact sociétal89. Pour d’autres, ces interventions servent

Examining the Influence of Amicus Curiae Participation in U.S. Supreme
Court Litigation » (2004) 38 : 4 Law & Soc’y Rev 807 à la p 809 [Collins
Jr, « Amicus Curiae Participation »] ; Joseph D Kearney et Thomas W Merrill, « The Influence of Amicus Curiae Briefs on the Supreme Court » (2000)
148 : 3 U Pa L Rev 743 ; Lee Epstein et Jack Knight, « Mapping Out the Strategic Terrain: The Informational Role of Amici Curiae » dans Cornell W Clayton
et Howard Gillman, dir, Supreme Court Decision Making: New Institutionalist Approaches, Chicago, University of Chicago Press, 1999, 215 à la p 225.
88

Par exemple, dans son brief adressé à la Cour suprême, l’AMA réitère la menace que pose l’octroi de brevets génétiques sur l’accessbilité aux soins de santé et à la découverte de nouvelles innovations médicales: Myriad, supra note
7 (Brief of Amici Curiae American Medical Association, American Society
of Human Genetics, American College of Obstetricians and Gynecologists,
American Osteopathic Association, American College of Legal Medicine, and
the Medical Society of the State of New York in Support of Petitioners à la p
4). Les intervenants Kali N Murray et Erika R George soutiennent également
que les « [p]atents in human genes do not claim the whole person; however,
genetic material is a constituent element of any person and is essential to and
embodied within every human life form » : Myriad, supra note 7 (Brief of Kali
N Murray and Erika R George as Amici Curiae in Support of Petitioners à la p
23). Voir aussi Myriad, supra note 7 (Brief Amici Curiae of the National Women’s Health Network, Reproductive Health Technologies Project, Disability
Rights Legal Center, Forward Together, The Center for Genetics and Society,
The Pro-Choice Alliance for Responsible Research, Alliance for Humane Biotechnology, G Michael Roybal, MD, MPH, and Anne L Peters, MD, in Support
of Petitioners à la p 6) ; Myriad, supra note 7 (Brief for Amici Curiae of the
Ethics & Religious Liberty Commission of the Southern Baptist Convention
and Prof D Brian Scarnecchia in Support of Petitioners aux pp 21-28).

89

Allison Morse, « Good Science, Bad Law: A ‘Multiple Balancing’ Approach to
Adjudication » (2001) 46 : 2 SDL Rev 410 aux pp 433-35.
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plutôt à donner une indication aux juges sur le nombre de personnes qui
seront affectées par leur décision sans qu’ils n’aient à prendre en considération le fonds des motifs soulevés à l’appui de leur prétention90. Il demeure
néanmoins très difficile de mesurer la réelle influence de ces interventions
sur les juges compte tenu des nombreuses variables qui peuvent influencer
l’issue des jugements.
Dans l’affaire Myriad, malgré toute l’information transmise par les parties et les intervenants, nous avons vu que la décision du plus haut tribunal
des États-Unis s’appuie essentiellement sur des éléments scientifiques relatifs au contenu et au processus d’isolation des gènes. Pour ce faire, les juges
devaient notamment comprendre les tenants et aboutissants de l’invention
contestée, le détail du processus inventif requis, le fonctionnement de l’invention et comment celle-ci intervient avec les structures biologiques du
corps humain91. Dans cet exercice, ils sont restés très loin d’un rôle actif
dans l’élaboration de politiques publiques, se centrant plutôt sur une interprétation littérale et technique de la législation en place. Ils n’ont pas référé
aux arguments éthiques présentés par les appelants et les intervenants même
si leur décision de soustraire les gènes humains aux brevets était compatible
avec plusieurs de ces arguments.
Malgré le forum dont ils disposaient devant les tribunaux, la multiplication des intervenants sociaux ne semble donc pas, dans ce contexte, avoir
servi l’administration de la justice. Il appert plutôt que ces intervenants se
sont employés à soulever des enjeux moraux et sociétaux cruciaux qui ne
pouvaient convenablement être analysés par les juges dans ce contexte. Selon nous, ceci met en lumière les limites de l’approche contradictoire et procédurale privilégiée devant les tribunaux. Ces derniers deviennent un terrain
plutôt « hostile » ou du moins souvent imperméable aux enjeux d’accès à
la santé qui ne peuvent être traduits en termes juridiques clairs92. Comme

90

Cette théorie a été appelée « the affected group theory » et est bien expliquée
dans Collins Jr, « Amicus Curiae Participation », supra note 87 aux pp 813 et s.

91

Myriad, supra note 7 aux pp 2116-18.

92

Ce passage du jugement du deuxième appel devant le circuit fédéral d’appel
dans l’affaire Myriad l’illustre d’ailleurs très bien :
Before reviewing the applicability of the Supreme Court’s Mayo
holding to the claims of the Myriad patents, however, it is important to state what this appeal is not about. It is not about
whether individuals suspected of having an increased risk of
developing breast cancer are entitled to a second opinion. Nor
is it about whether the University of Utah, the owner of the ins-
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l’énonce très clairement Hilgartner, le discours dominant relatif à la politique de l’innovation en droit des brevets rend difficile toute réconciliation
des tensions qui existent entre l’encadrement juridique actuel, la scientisation et l’expertisation du droit et les demandes des autres acteurs et experts
activistes, citoyens, scientifiques et intellectuels par rapport aux nouvelles
technologies médicales93. Ainsi, bien que les enjeux éthiques soulevés par
l’octroi de brevets génétiques aient été présentés dans certains mémoires et
qu’ils se soient en quelque sorte « invités » dans un forum juridique en réaction aux monopoles très larges octroyés depuis plusieurs années, ils n’ont
pas pu être débattus et jugés au mérite, le contexte normatif, politique et judiciaire actuel ne s’y prêtant pas. Ceci est symptomatique de ce que Teubner
appelle la « scientisation du droit » qui s’opère lorsque les concepts scientifiques et techniques peuvent être confondus avec la norme et le droit94.
Elle traduit des choix politiques enchassés dans les dispositions de la loi sur
les brevets et influence également l’approche privilégiée par les juges qui
doivent interpréter et appliquer un droit hautement technique nécessitant la
maitrise de plusieurs notions scientifiques.
Or, selon nous, ceux qui interprètent la loi ont non seulement le devoir
de comprendre la relation entre la science et le droit mais également d’être
conscients de l’effet de cette relation sur la société, ses institutions et ses
valeurs. Ceci nous amène à notre prochaine et dernière section dans laquelle
nous aborderons le rôle et l’approche des juges qui doivent interpréter un

tant patents, or Myriad, the exclusive licensee, has acted improperly in its licensing or enforcement policies with respect to the
patents. The question is also not whether it is desirable for one
company to hold a patent or license covering a test that may
save people’s lives, or for other companies to be excluded from
the market encompassed by such a patent – that is the basic
right provided by a patent, i.e., to exclude others from practicing the patented subject matter.

AMP v USPTO (CA féd n° 2), supra note 8 à la p 1324.
93

Hilgartner, supra note 56 à la p 222.

94

Gunther Teubner, « Un droit spontané dans la société mondiale? » dans
Charles-Albert Morand, dir, Le droit saisi par la mondialisation, Bruxelles,
Bruylant, Éditions de l’Université de Bruxelles, 2001, 196 aux pp 207-08
[Teubner, « Société mondiale »]. Pour Teubner, cette scientisation du droit devrait être modulée de sorte que le droit, tout en reférant à la science, en demeure indépendant.
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droit technique comme le droit des brevets.
B. L’approche des juges face aux enjeux éthiques et sociétaux que pose
l’octroi de brevets génétiques
Devant la question délicate et complexe de la brevetabilité des gènes
humains, la Cour a adopté une approche minimaliste95 compatible avec un
texte de loi rédigé sans aucune référence aux enjeux moraux de la brevetabilité. Cette section vise à analyser et à critiquer la posture adoptée par les
juges dans un contexte comme celui de l’affaire Myriad. Dans cette section
nous présenterons d’abord comment et pourquoi le minimalisme judiciaire
s’est imposé en droit des brevets (1) et nous terminerons avec une critique
de cette approche en droit des brevets génétiques (2).
1. Le minimalisme judiciaire en droit des brevets
Plusieurs auteurs se sont intéressés au rôle du droit et des juges dans
l’exercice de définir une éthique collective, surtout dans le domaine du droit
constitutionnel et des droits et libertés de la personne96. La nature même des
droits et libertés reconnus et protégés par la Charte canadienne97 et par la
Constitution américaine peut permettre aux tribunaux, de façon plus naturelle peut-être, de réfléchir aux valeurs, principes et intérêts fondateurs du

95

Expression développée par Sunstein. Elle réfère à une approche des juges
étroite, centrée sur les faits et qui produit des résultats de surface en apparence
rassembleurs. Voir Cass R Sunstein, « Problems with Minimalism » (2006)
58 : 6 Stan L Rev 1899 aux pp 1907-08 [Sunstein, « Problems »].

96

Pour une analyse et une critique fort éclairante sur l’inclusion de la morale
en droit constitutionnel, voir Stéphane Bernatchez, « La fonction paradoxale
de la morale et de l’éthique dans le discours judiciaire » (2006) 85 : 2 R du B
can 221 aux pp 224 et s ; voir aussi Guy Rocher, Études de sociologie du droit
et de l’éthique, Montréal, Université de Montréal, Faculté de droit, Centre de
recherche en droit public, 1996 ; Luc Bégin, « L’intervention du droit et des
juges dans la définition de notre éthique collective » dans Georges A Legault,
A Rada-Donah et Guy Bourgeault, dir, Éthique de société, Sherbrooke, GGC,
1999, 235 ; Luc B Tremblay, « L’interprétation téléologique des droits constitutionnels » (1995) 29 : 2 RJT 459.

97

Charte canadienne des droits et libertés, partie I de la Loi constitutionnelle de
1982, constituant l’annexe B de la Loi de 1982 sur le Canada (R-U), 1982, c
11 ; Tremblay, supra note 96.
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droit. Ils peuvent, dans ce contexte, soulever les enjeux posés par l’interaction entre des valeurs sociales contradictoires et prendre leurs décisions à
la lumière de ces préoccupations98. La position de la majorité de l’affaire
canadienne Chaoulli99 est d’ailleurs un exemple où des juges ont adopté
une approche proactive face aux dilemmes éthiques et légaux que posait
l’interdiction pour les patients québécois de souscrire à des assurances privées pour des services de santé déjà couverts par le système de santé public.
Les paramètres du droit à la sécurité et à la vie y ont été précisés dans un
contexte d’accès individuel aux soins de santé100.
Il n’est pas rare, par ailleurs, que les juges préfèrent une approche minimaliste et ce, même en droit constitutionnel. Un des exemples les plus évocateurs à cet égard se trouve dans la décision canadienne Tremblay c Daigle
dans laquelle le père d’un enfant non encore né revendiquait des droits au
nom du fœtus101. Dans sa réflexion sur les droits d’un fœtus en vertu de la
Charte québécoise102, la Cour justifie ainsi son approche minimaliste:
L’intimé soutient que le fœtus est un « être humain » qui, à
ce titre, a droit à la vie et droit au secours lorsque sa vie est
en péril. Soulignons dès le départ que cet argument doit être
examiné dans le contexte de la législation en cause. La Cour
n’est pas tenue d’intervenir dans les débats philosophiques et

98

Il est cependant important de noter que le champ d’action des juges aux ÉtatUnis est encore plus restreint qu’au Canada. En effet, la Constitution américaine limite expressément le pouvoir du judiciaire aux « cases and controversies » (US Const art III, § 2, cl 1) alors qu’au Canada la séparation des pouvoirs
n’est pas aussi formelle. Les tribunaux canadiens peuvent par exemple émettre
des avis consultatifs contrairement aux juges des cours fédérales américaines.

99

Chaoulli c Québec (PG), 2005 CSC 35, [2005] 1 RCS 791, 254 DLR (4e) 577.

100

Ibid aux para 87-89, 97. Dans cette affaire, la juge Deschamps a même mentionné, au nom de la majorité, que face à l’inaction des gouvernements, les
tribunaux étaient le dernier recours des citoyens (ibid au para 96). Malgré une
décision controversée qui a fait l’objet de plusieurs critiques en permettant
aux individus de souscrire des assurances privées pour des soins également
couverts par le régime d’assurance maladie public, elle représente néanmoins
une ouverture des tribunaux à prendre un rôle actif dans le domaine de l’accès
à la santé, face aux demandes des citoyens qui considèrent être lésés dans leurs
droits par des pratiques et normes.

101

[1989] 2 RCS 530, 62 DLR (4e) 634 [Tremblay avec renvois aux RCS].

102

Charte des droits et libertés de la personne, RLRQ c C-12.
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théologiques quant à savoir si le fœtus est une personne; sa
tâche est plutôt de répondre à une question juridique, à savoir
si le législateur québécois a attribué au fœtus le statut de personne103.

En adoptant une retenue face à des questions qui suscitent des dilemmes
éthiques et des conflits de valeurs, les juges choississent ainsi de laisser
certaines dimensions d’un problème de côté sans se défiler pour autant de
leurs obligations de juger en droit. En d’autres termes, ils peuvent régler une
affaire juridique en analysant les normes en vigueur « tout en évitant de se
prononcer sur les aspects plus fondamentaux, philosophiques ou éthiques,
que soulèvent les litiges soumis à leur pouvoir décisionnel » comme l’explique Bernatchez104.
En droit des brevets, ces questions ne se posent pas de la même façon.
Contrairement aux procès sur les droits fondamentaux, les litiges se présentent souvent comme des matières privées pour lesquelles on ne conteste
pas la loi ou la violation de droits fondamentaux. Comme la moralité et
l’éthique ne font pas partie du corpus normatif qui est composé de dispositions très techniques à visées essentiellement économiques, les juges ont eu
tendance, naturellement, à se tenir loin des débats éthiques et des conflits de
valeurs qui pouvaient émerger relativement au rôle et à la portée sociétale
plus larges des brevets.
Avant d’analyser certains ancrages d’une approche minimaliste, il est
utile de donner quelques exemples clés où les plus hauts tribunaux l’ont utilisée en droit des brevets, aux États-Unis et au Canada. Bien qu’entre 1982
et 2002 l’implication de la Cour suprême des États-Unis dans le domaine

103

Tremblay, supra note 101 à la p 552. Pour une analyse intéressante de l’approche de la Cour suprême du Canada dans différentes autres causes en droit
constitutionnel, voir Emmet Macfarlane, The Supreme Court of Canada and
the Judicial Role: An Historial Institutionalist Account, thèse de doctorat en
sciences politiques, Université Queen’s, 2009 [non publiée], en ligne : UQ
<http://qspace.library.queensu.ca/bitstream/1974/5313/1/Macfarlane_Emmett
_200911_PhD.pdf>. Voir également Jeremy Waldron, « The Core of the Case
against Judicial Review » (2006) 115 : 6 Yale LJ 1368 (qui justifie l’approche
minimaliste en fonction de différentes conceptions de la justice que peuvent
avoir les juges).

104

Bernatchez, supra note 96 à la p 230.
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du droit des brevets ait été plutôt minimale105, celle-ci s’est, depuis le début
des années 2000, intéressée au droit substantif et aux aspects techniques et
précis de l’application des brevets106. Par ailleurs, les tribunaux canadiens et
américains ont, avec constance, adopté le même type de réserve dans leurs
jugements en droit des brevets lorsqu’il était question d’enjeux éthiques
relatifs à la santé.
Aux États-Unis, deux décisions méritent d’être brièvement mentionnées dans le domaine de la brevetabilité du vivant. Tout d’abord, dans l’affaire Diamond v Chakrabarty107, où il était question de déterminer si une
bactérie génétiquement modifiée était brevetable, la Cour suprême a, pour
justifier sa décision d’autoriser le brevet, mentionné que pratiquement tout
sur la terre et qui était fait par l’homme était sujet à la brevetabilité108. Face
aux arguments éthiques présentés par rapport aux effets négatifs potentiels
des brevets sur la race et la vie humaines, la recherche, le traitement des
patients et l’environnement109, la majorité a choisi de ne pas les analyser ni
de se prononcer sur leur mérite, précisant que c’était plutôt du ressort du
Congrès. La Cour s’est donc concentrée sur l’interprétation juridique de la
loi sur les brevets110.
Par la suite, les choses ont semblé vouloir bouger un peu avec la prise
de parole du bureau des brevets américains en faveur d’un meilleur enca-

105

Timothy R Holbrook, « The Supreme Court’s Complicity in Federal Circuit
Formalism » (2003) 20 : 1 Santa Clara Computer & High Tech LJ 1 à la p 6.

106

Timothy R Holbrook, « Explaining the Supreme Court’s Interest in Patent
Law » (2013) 3 : 2 IP Theory 61 aux pp 63-64, 74.

107

Chakrabarty, supra note 11.

108

Ibid à la p 309 (« [t]he Committee Reports accompanying the 1952 Act inform
us that Congress intended statutory subject matter to include anything under
the sun that is made by man »).

109

Appelés par la majorité « parade of horribles » (ibid à la p 316).

110

Ibid à la page 317. Le juge en chef Burger explique au nom de la majorité :
What is more important is that we are without competence to entertain these arguments – either to brush them aside as fantasies
generated by fear of the unknown or to act on them. The choice
we are urged to make is a matter of high policy for resolution
within the legislative process after the kind of investigation,
examination, and study that legislative bodies can provide and
courts cannot. That process involves the balancing of compe-
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drement de l’utilisation des brevets biologiques et certaines initiatives de
consultation lancées par le Congrès à propos des brevets sur les embryons et
les gènes111. En dépit de ces démarches, le Congrès n’a pas réussi à adopter
de loi pour encadrer la portée des brevets sur le matériel humain et c’est
dans ce contexte politique que s’est présentée, en 1990, l’affaire Moore v
Regents of the University of California112. Placée devant un cas où des chercheurs avaient breveté une lignée cellulaire à partir de cellules cancéreuses
d’un patient (M. Moore), la Cour suprême de Californie a jugé que ce patient n’avait aucun droit dans la lignée cellulaire brevetée ni dans les profits
qui pourraient en être tirés. Encore une fois, les enjeux éthiques, humains
et sociétaux de la brevetabilité des gènes de M. Moore n’ont pas reçu d’attention dans l’opinion de la majorité113. Ces considérations ont toutefois été
au cœur de la dissidence du juge Mosk. Ce dernier a notamment analysé la
contribution des patients aux « inventions » et comparé les brevets sur les
gènes humains à une forme d’esclavage114. Le juge Mosk a également exprimé son opinion en faveur d’une intervention de la Cour dans ces matières
plutôt que de déférer le tout au législateur, comme le suggérait la majorité115.
Au Canada, les cours de justice ont esquivé la question de l’intégration
de l’éthique en droit des brevets de façon similaire. Un des jugements le

ting values and interests, which, in our democratic system, is the
business of elected representatives. [Ibid.]
111

Pour plus de détails sur la chronologie des événements suite à la décision et sur
les tentatives politiques infructueuses relativement à l’encadrement des brevets
sur les organismes vivants, voir l’excellent texte d’Abbott, supra note 47 aux
pp 514-15.

112

51 Cal (3d) 120, 793 P (2d) 479 (1990) [Moore avec renvois au Cal (3d)].

113

Le juge Panelli, au nom des juges Lucas, Eagleson et Kennard s’est contenté
de dire que comme la lignée cellulaire était factuellement différente des cellules extraites du corps de M. Moore, elles étaient brevetables car issues d’un
processus inventif tel que le prévoit la loi (ibid aux pp 141-42). Il mentionne
également que le tout devrait être décidé par la législature (ibid à la p 147). Le
juge Arabian est allé un peu plus loin en reconnaissant et énumérant certains
enjeux éthiques posés par les brevets accordés sur la lignée cellulaire, mais a
mentionné que ce n’était pas le rôle de la cour mais plutôt de la législature de
trancher (ibid à la p 149).

114

Ibid aux pp 167 et s, 173-74.

115

Ibid à la p 176.
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plus significatif à cet égard est la cause de l’oncosouris de Harvard116, dans
laquelle le brevet portait sur un œuf fécondé d’une souris génétiquement
modifiée pour induire chez elle une prédisposition à un type de cancer. Bien
que les juges aient tous été d’accord que l’œuf dont les gènes avaient été
modifiés par un humain était brevetable, il y a eu un profond désaccord
entre eux sur la brevetabilité du résultat final, soit la souris elle-même. Selon le juge Binnie, représentant la dissidence, la souris devait être brevetée
elle aussi, car l’intention et l’économie de la Loi sur les brevets canadienne
(LCB)117 visaient justement à stimuler l’inventivité et la création de nouveaux savoirs. Il a aussi expliqué que le commissaire chargé de la délivrance
des brevets n’avait pas le pouvoir d’en refuser l’octroi sur de seules considérations basées sur l’ordre public, la moralité ou l’intérêt public si tous les
critères légaux requis étaient présents118. Le juge a indiqué que les facettes
importantes de l’intérêt public demeuraient régies par d’autres régimes de
réglementation à l’extérieur de la LCB119. Tout en concluant, à l’inverse,
que la définition d’invention au sens de la LCB n’incluait pas les formes de
vie supérieures, le juge Bastarache, représentant la majorité, s’est tout de
même rangé du même côté que son collègue dissident sur la question de la
moralité. Selon lui, le fait que les formes de vie supérieures suscitent des
enjeux particuliers de par leur nature profonde ne justifiait pas d’invoquer
l’éthique pour décider de la pertinence et de l’opportunité de permettre leur
brevetabilité mais demandait plutôt de s’interroger sur l’intention du législateur de les inclure dans la définition d’invention. Dans cette optique, les
juges ont choisi de se baser sur une interprétation stricte des dispositions
de la loi et de simplement conclure que, de par la complexité des questions
soulevées par la privatisation des formes de vie supérieures, le parlement
n’avait pas, en 1869, voulu inclure ces dernières dans la définition d’invention brevetable120. Les juges se sont ainsi gardés de qualifier et analyser les
enjeux complexes et les conséquences pratiques rattachés à la brevetabilité

116

Harvard College, supra note 63.

117

Loi sur les brevets, LRC 1985, c P-4.

118

Harvard College, supra note 63 aux para 11, 14. En effet, rappelons-nous que
le Canada a choisi de ne pas intégrer lors de sa réforme du droit des brevets de
1993 de clause de ce type, même si l’Accord sur les ADPIC, supra note 41, art
27(2) prévoit cette possibilité.

119

Harvard College, supra note 63 au para 14.

120

Ibid au para 167 ; pour une analyse très intéressante de la méthode d’interprétation privilégiée par le juge Bastarache écrivant pour la majorité dans cette
affaire, voir Stéphane Beaulac et Pierre-André Côté, « Driedger’s “Modern
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des formes de vie supérieures, se tenant loin d’une prise de position sur le
rôle et la portée sociétaux des brevets en réitérant, à plusieurs reprises, que
ces questions relevaient du législateur121.
Un second arrêt a cristallisé la position de la Cour suprême du Canada face à l’inclusion de l’ordre public en droit des brevets et au rôle des
juges à cet égard122. Dans cette affaire, le débat judiciaire opposait la compagnie Monsanto au fermier Percy Schmeiser. Ce dernier était accusé d’avoir
contrefait le brevet de Monsanto sur des semences de soya transgénique
qui avaient été retrouvées sur le terrain du fermier sans que ce dernier ait
payé la redevance requise au détenteur de brevet Monsanto. La majorité de
la Cour suprême, se basant sur des points de vue exprimés dans l’affaire
Harvard College, n’a pas remis le brevet protégeant les gènes et cellules
modifiés de la plante en question123. La juge en chef McLachlin et le juge
Fish, écrivant pour la majorité, ont reconnu que les inventions du domaine
de l’agriculture pouvaient effectivement susciter des controverses d’ordre
moral124. Ils ont toutefois précisé que ce n’était pas à la Cour de s’immiscer
dans de tels débats puisqu’il était plutôt « loisible au législateur d’examiner ces préoccupations et de modifier la Loi sur les brevets s’il les juge
incontournables »125. Encore une fois, elle a répété que la Cour n’était pas
compétente pour intervenir dans la controverse et que son « rôle se limite
à interpréter et à appliquer, conformément aux principes établis, le libellé
actuel de la Loi sur les brevets »126.
L’approche minimaliste adoptée par la majorité des juges dans ces affaires américaines et canadiennes produit des décisions très précises qui
peuvent sembler manquer de profondeur lorsque replacées dans un contexte

Principle” at the Supreme Court of Canada: Interpretation, Justification, Legitimization » (2006) 40 RJT 131 aux pp 169-71.
121

Harvard College, supra note 63 aux para 53, 55, 74, 80, 103, 107, 135, 153.

122

Monsanto Canada Inc c Schmeiser, 2004 CSC 34, [2004] 1 RCS 902, 239
DLR (4e) 271 [Monsanto].

123

Ibid aux para 15, 17, 22-23.

124

Ibid au para 93.

125

Ibid.

126

Ibid au para 94.
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de gouvernance globale127. Une conception plus traditionnelle du rôle du
juge se traduisant par une vision positiviste du droit et de la séparation des
pouvoirs peut expliquer que les juges ne se sentent peut-être pas autorisés et
légitimés pour arbitrer des conflits de valeurs qui émergent, néanmoins, en
droit des brevets. Les juges s’en remettent dès lors au pouvoir politique128
dans une forme d’appel à ce que ce dernier s’implique et contribue, à travers
un exercice de médiation, à tenter de fixer certains choix moraux pour la
collectivité129.
Cette même approche minimaliste a également été privilégiée par les
juges de la Cour suprême des États-Unis dans l’affaire Myriad130. En choisissant de se centrer sur la science afin de déterminer si les gènes pouvaient
ou non se qualifier, juridiquement, comme matière brevetable, à la lumière
des précédents jurisprudentiels, ces derniers ont mis l’accent sur ce qui,
selon leur raisonnement, « est »131 et non à ce qui « devrait être »132. Ils ont

127

Pour une discussion de l’approche judiciaire très restreinte et focalisée surtout
sur l’espèce, voir généralement Cass R Sunstein, « Incompletely Theorized
Agreements » (1995) 108 : 7 Harv L Rev 1733 à la p 1741 [Sunstein, « Incompletely Theorized »].

128

Comme nous avons vu qu’ils l’avaient fait notamment dans les affaires canadiennes Harvard College, supra note 63 aux para 183, 196, 199, et Monsanto,
supra note 122 aux para 93-94, ainsi que l’affaire américaine Moore, supra
note 112 aux pp 142, 147, 149.

129

Bégin, supra note 96 à la p 239.

130

En ce sens, ce passage d’un mémoire déposé par des universitaires est très
révélateur en ce qu’il prévoyait que les juges adopteraient cette approche minimaliste : « While the context in which this case is set – health care innovation – demonstrates the social and ethical importance of the question before
the Court, its answer can be determined solely on the basis of this Court’s
precedents on patent eligibility that stretch back well over a century ». Myriad,
supra note 7 (Brief Amici Curiae for Academics in Law, Medicine, Health Policy and Clinical Genetics in Support of Neither Party (E Richard Gold et al) à
la p 8).

131

Par rapport au statut juridique de l’ADN isolé et retrouvé naturellement dans
les chromosomes humains, à celui de l’ADN complémentaire synthétisé artificiellement par les scientifiques et à l’inventivité du processus d’isolation de ces
substances réalisé par les scientifiques.

132

En ce qui a trait à l’octroi de droits de propriété sur des éléments pouvant avoir
un lien direct avec la santé, à l’étendue de ceux-ci et à leur effet sur l’accessibilité des connaissances et de la santé.
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opté pour une approche minimaliste, littérale et scientifique du droit des brevets tel qu’il existe plutôt que de transposer les questionnements techniques
suscités dans le contexte plus large de leur interaction avec d’autres droits et
valeurs de la société. Cette approche a nécessité de se centrer sur les normes
de protection des inventions brevetables enchâssées dans un droit bâti, en
grande partie, sur l’importance de la protection des libertés individuelles133
dans un contexte économique et social où le progrès et l’innovation sont
prioritaires134. En contrepartie, il est important de mentionner que la protection de l’accès à la santé, aux soins de santé et aux produits thérapeutiques,
bien que reconnue en droit international et dans certains pays, bénéficie
d’un statut beaucoup moins établi en droit américain135. L’importance ac-

133

D’ailleurs, Ferry explique très bien que la liberté individuelle a de spécial
qu’elle peut à la fois être une valeur et une idée fondatrice de normes et de régulations. Elle donne à l’institution politique un outil de fonctionnement en lui
permettant de se décharger du poids de former des unanimités sur des valeurs.
Jean-Marc Ferry, Valeurs et normes : La question de l’éthique, Bruxelles, Éditions de l’Université de Bruxelles, 2002 à la p 55.

134

En effet, l’économie américaine est essentiellement bâtie sur un modèle néolibéraliste marqué par le libre marché et la protection des libertés individuelles.
À cet égard, bien que les approches philosophiques et politiques relatives à la
nature, au fondement et au rôle des normes, des valeurs et de la justice dans la
société américaine représentent un sujet passionnant, leur analyse déborde du
cadre de cet article. Sur ces aspects – en général ainsi que dans le domaine de
la propriété intellectuelle – nous suggérons au lecteur de se référer notamment
à John Rawls, Political Liberalism, New York, Columbia University Press,
1993 ; voir aussi Drahos et Mayne, supra note 3 ; Andreas Rahmatian, « A Fundamental Critique of the Law-and-Economics Analysis of Intellectual Property
Rights » (2013) 17 : 2 Marq Intell Prop L Rev 191 ; Peter Drahos, « Securing
the Future of Intellectual Property: Intellectual Property Owners and Their Nodally Coordinated Enforcement Pyramid » (2004) 36 : 1 Case W Res J Intl’l L
53 ; Katherine J Strandburg, « Evolving Innovation Paradigms and the Global
Intellectual Property Regime » (2009) 41 : 3 Conn L Rev 861.

135

En effet, bien que le droit à la santé soit reconnu par le droit international,
notamment dans le Pacte international relatif aux droits économiques, sociaux
et culturels, 19 décembre 1966, 993 RTNU 3, art 12, RT Can 1976 no 46, les
États-Unis n’ont pas ratifié ce protocole et ne reconnaissent pas ce droit universel dans leur constitution ; pour la liste des participants au Pacte, voir Organisation des Nations Unies, « 3. Pacte international relatif aux droits économiques,
sociaux et culturels », Collection des traités, en ligne : ONU <https://treaties.un.org/pages/ViewDetails.aspx?src=TREATY&mtdsg_no=IV-3&chapter=4&lang=fr>. Sur l’absence de considérations d’un droit à la santé dans le
système américain, voir Lance Gable, « The Patient Protection and Affordable
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cordée à l’accès universel à la santé ne se traduit pas en termes de droit ou
de norme, mais reste davantage de l’ordre des valeurs, de la morale et des
idéaux136. Ainsi, en reléguant la justice, l’équité et l’égalité au rang de principes et valeurs plutôt que de les élever au niveau de normes ou de droits
fondamentaux, on leur a assigné un rôle flou, pouvant s’apparenter à des
convictions ou des croyances essentiellement privées, sans portée régulatrice plus large137. Cette « non reconnaissance » de l’importance de l’accès à
la santé en droit américain et, plus spécifiquement encore, dans les normes
qui régissent l’octroi et l’utilisation des brevets génétiques, empêche ce que
Habermas appelle la « prétention à une validité universelle imposant un engagement non relatif »138. Elle limite également les juges dans leur rôle d’interprétation des principes et normes non explicites et de mise en valeur de la
substance morale du droit telle que défendue par Dworkin dans un contexte
de droit constitutionnel139. En effet, en droit des brevets, la substance même

Care Act, Public Health, and the Elusive Target of Human Rights » (2011) 39
JL Med & Ethics 340 aux pp 341-43. Pour des analyses du droit de la santé en
droit international, voir aussi Bernier, « International Socio Economic Human
Rights », supra note 3 ; Benjamin Mason Meier et Larisa M Mori, « The Highest
Attainable Standard: Advancing a Collective Human Right to Public Health »
(2005) 37 : 1 Colum HRL Rev 101 ; Benjamin Mason Meier et Ashley M Fox,
« Development as Health: Employing the Collective Right to Development to
Achieve the Goals of the Individual Right to Health » (2008) 30 Hum Rts Q
259 ; Gwendolyn Roberts Majette, « Global Health Law Norms and the PPACA Framework to Eliminate Health Disparities » (2012) 55 : 3 How LJ 887.
136

Voir Gable, supra note 135. Par exemple, la section 1 du quatorzième amendement de la Constitution américaine, qui garantit une protection égale à toutes
les personnes soumises à sa juridiction, ne pourrait vraisemblablement pas être
interprétée par les juges de façon à garantir l’accès universel aux substances
et produits génétiques brevetées sur le territoire des États-Unis (US Const
amend XIV, § 1). Pour une discussion sur les balises de la lecture morale de
la constitution américaine, voir Ronald Dworkin, « The Moral Reading of the
Constitution », New York Review of Books (21 mars 1996), en ligne : NYTRB
<www.nybooks.com/articles/archives/1996/mar/21/the-moral-reading-of-theconstitution/> [Dworkin, « Moral Reading »].

137

À cet effet, voir Rawls, supra note 134 aux pp 5-6; Ferry, supra note 133 aux
pp 55-56.

138

Habermas, supra note 78 à la p 278.

139

Dworkin, « Moral Reading », supra note 136. Dworkin explique que la « lecture morale » (moral reading) par les juges est incorporée dans la pratique du
droit constitutionnel et dans l’interprétation des dispostitions de la Constitution.
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de la matière et les fondements de ce système normatif orientent la lecture
morale des dispositions vers une valorisation de l’innovation sans égard à
son accessibilité. Devant cette réalité normative et juridique, le juge a peu
de marge de manœuvre pour faire apparaître le droit des brevets sous un jour
différent sans risquer d’opérer ce que Habermas appelle un «travestissement
téléologique des droits »140. Même sous son « meilleur jour »141, le droit
des brevets demeure essentiellement un droit technique et précis, axé sur la
valorisation de l’innovation et du progrès mesuré en termes de réalisations,
d’inventions et de compétitivité. Dans ce contexte, le juge peut devenir le
gardien de ce que le parlement a choisi de « normer », ce que Bégin appelle
les « préférences axiologiques » des législateurs142.
Pour certains, le fait que les juges décident de l’issue d’un litige en
collégialité et en référant au plus bas niveau d’abstraction possible est non
seulement inévitable, compte tenu des ressources limitées disponibles,
mais également souhaitable143. Cette approche permet, avec des moyens et
pouvoirs limités, d’arriver à des compromis nécessaires à la résolution de
conflits et la conservation d’une certaine stabilité sociale, économique, démocratique et juridique qui ne doit pas être constamment remise en question
dans une société pluraliste144. Le fait que les juges doivent se prononcer
sur des litiges précis émergeant entre des parties identifiées ne leur permet
de généraliser certains enjeux moraux à l’ensemble de la société et résulte
en ce que Sunstein appelle des « accords non entièrement théorisés »145.
Pour les défenseurs de ces « accords non entièrement théorisés », les juges
doivent, dans les limites de leur compétence institutionnelle, rester prudents
et humbles face aux questions fondamentales et aux débats théoriques, philosophiques et sociaux. Ces matières sont et doivent demeurer la préroga-

140

Habermas, supra note 78 à la p 280, tel que cité dans Bernatchez, supra note
96 à la p 224.

141

En anglais, « better light » : Ronald Dworkin, Law’s Empire, Cambridge
(Mass), Belknap Press of Harvard University Press, 1986 à la p 256 [Dworkin,
Law’s Empire]. Notre traduction est celle d’Élisabeth Soubrenie (L’empire du
droit, Paris, Presses Universitaires de France, 1994 à la p 279).

142

Bégin, supra note 96.

143

Voir Sunstein, « Incompletely Theorized », supra note 127 aux pp 1758-59.

144

Ibid à la p 1746.

145

Ibid (« incompletely theorized agreements ») [traduction libre de Bernatchez,
supra note 96 à la p 227].
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tive du pouvoir politique établi démocratiquement pour réfléchir aux systèmes complexes en place et implanter des réformes sociales plus globales
avec des budgets limités146. Ainsi, le processus judiciaire s’intègre dans un
contexte démocratique plus large et l’approche minimaliste des juges est un
moyen efficace pour inciter le pouvoir législatif à agir147. Or, comme nous en
avons parlé dans la première partie (et nous y reviendrons un peu plus loin),
dans le domaine de l’innovation, l’appareil législatif est soumis à plusieurs
contraintes et pressions qui ont, la plupart du temps, l’effet de le paralyser.
À notre avis, cette approche minimaliste qui contribue à fixer le droit
des brevets dans un rôle économique au centre d’une politique d’innovation doit plutôt être remise en question dans le domaine de la génétique. La
prochaine et dernière sous-section présente une critique du minimalisme
judiciaire en matière de brevets génétiques et propose un rôle différent pour
les juges dans une optique de faciliter les interactions et croisements nécessaires entre les environnements technoscientifique et social.

2. Critique du minimalisme judiciaire en matière de brevets
génétiques
L’approche minimaliste est symptomatique de la façon dont le droit reformule, en des termes et avec des règles et des procédures qui lui sont
propres, des conflits qui pourraient autrement être insolubles devant les tribunaux. Teubner réfère à cette reconfiguration des litiges comme une alié-

146

Sunstein mentionne même qu’en sortant de leur rôle, les tribunaux pourraient
produire des effets malheureux et imprévus sur des systèmes complexes et interreliés (Sunstein, « Incompletely Theorized », supra note 127 à la p 1752).
Sur la portée des jugements des tribunaux et leurs effets pervers potentiels
dans différentes sphères de la société, voir aussi Lon L Fuller, « The Forms and
Limits of Adjudication » (1978) 92 : 2 Harv L Rev 353 aux pp 393-98. Voir
aussi Dworkin qui défend plutôt une vision plus engagée de l’interprétation
du droit par les juges, en leur donnant la légitimité pour faire des distinctions
conscientes et théoriques : Dworkin, Law’s Empire, supra note 141 aux pp
225, 251-54. Tel que le précise d’ailleurs Julie Allard dans un récent essai,
« Dworkin considère que tout ordre juridique s’appuie sur des valeurs et que
toute interprétation du droit est donc morale » : Julie Allard, « Ronald Dworkin
ou le roman du droit », La vie des idées (7 janvier 2014) à la p 1, en ligne : VI
<www.laviedesidees.fr/IMG/pdf/20140107_dworkin.pdf> ; voir aussi Ronald
Dworkin, « Moral Reading », supra note 136.

147

Sunstein, « Problems », supra note 95 à la p 1916.
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nation ou une fiction que le droit rend possible en traduisant le conflit social
différemment, permettant ainsi de trouver des solutions à ce qui serait autrement moralement ou éthiquement impossible à résoudre148. En effet, en
recourant aux tribunaux de façon systématique pour régler des matières à
haute teneur politique et éthique, le danger est que des questions de justice
sociale et de politique se transforment en questions légales techniques149. En
réduisant les conflits à leur plus simple expression, en laissant les avocats
et les experts les définir et se les approprier, on les dépouille d’une grande
partie de ce que pourrait être leur utilité pour la société, on ne saisit pas l’opportunité de clarifier les normes, d’en discuter, de les remettre en question.
On participe plutôt à la production d’obligations. La reconstruction d’un
conflit dans les limites du droit transforme les alternatives de solutions possibles150. C’est ce que Christie décrit comme une expropriation des conflits
de leur enracinement social et humain en les réduisant à des codes et à des
procédures juridiques151.
Ainsi, dans le contexte de l’affaire Myriad, l’environnement social dans
lequel s’enracinent les brevets sur les gènes est caractérisé par des tensions
entre différents besoins et exigences. Expliqué simplement, il y a, d’un côté,
le besoin des détenteurs de brevets de récupérer une partie des sommes investies dans leurs activités scientifiques et d’être encouragés à continuer

148

Ce passage sur les vertus de la fiction du droit est particulièrement éclairant :
Les conflits non solubles socialement moralement et politiquement sont traduits dans un tissu très artificiel de topoi, de
concepts et de constructions juridiques. De la sorte, ils ne sont
plus reconnaissables comme conflits sociaux ou moraux, mais
simplement comme des questions juridiques originales, solubles à l’aide des fictions du droit sans confrontation à la réalité
sociale.

Teubner, « Société mondiale », supra note 94 à la p 217 ; voir généralement
ibid aux pp 203, 216-18.
149

Voir Peter H Russell, « The Political Purposes of the Canadian Charter of
Rights and Freedoms » (1983) 61 : 1 R du B can 30 à la p 52.

150

Voir Teubner, « Aliénations », supra note 75 à la p 83 ; pour l’idée que le droit
se base sur un code binaire consistant en les options « légal / illégal » et les
normes qui peuvent déterminer quelle option s’applique, voir généralement
Niklas Luhmann, Law as a Social System, traduit par Klaus A Ziegert, Oxford,
Oxford University Press, 2004.

151

Nils Christie, « Conflicts as Property » (1977) 17 : 1 Brit J Crim 1 aux pp 4, 8 ;
voir aussi Teubner, « Aliénations », supra note 75 à la p 77.
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d’innover pour le plus grand bénéfice de l’économie américaine et, de l’autre
côté, les besoins des chercheurs, médecins et patients d’avoir accès aux
connaissances et aux inventions pour innover, guérir, soulager et survivre.
Ces tensions entre variables humaines et économiques existent et il est difficile de les résoudre par des actions politiques coordonnées et cohérentes152.
L’intervention du judiciaire dans ce contexte amène à réduire les problèmes et enjeux complexes à un débat juridique sur la qualification des
gènes de susceptibilité au cancer du sein et des ovaires comme matière brevetable ou non153. En appliquant ce que Teubner appelle un test de « judicialité », on accorde une attention à ce qui se retrouve dans la jurisprudence
et les documents normatifs en vigueur. L’environnement social dans lequel
se positionnent ces tensions se retrouve en quelque sorte évacué par une
reconstruction du conflit dans une logique hautement technique et scientifique, et plusieurs acteurs sociaux touchés se retrouvent ainsi dépossédés
de ces conflits. En d’autres termes, le recours aux tribunaux en droit des
brevets permet une reformulation des conflits à l’intérieur d’un cadre. Dans
ce cadre, ils pourront un à un être réglés en référant à des normes et des précédents, le tout à l’abri des variables et distorsions dont est formé le monde
extérieur et ce, même si les décisions judiciaires seront par la suite opérationalisées dans ce monde extérieur154. C’est d’ailleurs une des fonctions
sociales des règles que de pouvoir être comprises et acceptées par plusieurs
personnes qui ne sont pas, par ailleurs, en accord sur les principes généraux
qui sous-tendent la gouvernance plus globale de la société155. C’est aussi
une faiblesse dans le cas qui nous occupe. Le recours aux tribunaux pour
clarifier le statut des gènes humains permet une distanciation par rapport au
conflit réel suscité par l’octroi de brevets génétiques.

152

Bubela, Gold et Morin, supra note 6.

153

Cette simplification des enjeux par le prisme du droit a aussi été observée lors
des négociations des dispositions du régime canadien d’accès aux médicaments. Dans ce contexte, certaines ONG ont mentionné regretter ne pas avoir
eu recours à des alternatives et stratégies différentes à l’extérieur du mécanisme légal restreint pour faire avancer leur cause. Pour un portrait global, voir
Bubela et Morin, supra note 66 aux pp 143 et s.

154

Voir Morse, supra note 89 aux pp 445-46 ; voir généralement Cass R Sunstein,
One Case at a Time: Judicial Minimalism on the Supreme Court, Cambridge
(Mass), Harvard University Press, 1999.

155

Voir Sunstein, « Incompletely Theorized », supra note 127 à la p 1741.
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Ainsi, en plus de ne pas donner d’orientation aux acteurs de la société,
un jugement minimaliste est très facile à contourner, ce qui entraine, inévitablement, l’émergence d’autres conflits. Si nous reprenons l’exemple de
l’affaire Myriad, bien que le résultat d’exclure les gènes humains de la définition d’invention brevetable aurait pu, théoriquement du moins, engendrer
des effets positifs sur la santé, les juges ont laissé de côté ce qui pouvait être
éthiquement et politiquement « chargé » de sorte que le résultat de la décision n’a pas été « théorisé »156. Bien que cette décision judiciaire ait fourni
une certaine satisfaction aux appelants, le fait qu’elle ait été si circonscrite,
précise et exempte de réflexion plus profonde sur le rôle et la portée des
brevets génétiques a aussi permis à la compagnie Myriad de poursuivre ses
activités commerciales sans compromettre ses idéaux. D’ailleurs, moins
d’un mois après que la Cour ait rendu son jugement, Myriad a intenté des
poursuites contre deux compagnies pour faire valoir ses droits sur des brevets génétiques non directement visés par la portée très étroite de la décision
de la Cour suprême157.
De plus, bien que les brevets engendrent des effets et des conséquences
très variés selon le domaine dans lequel ils sont octroyés, l’immobilisme

156

En adoptant une attitude de retenue face à ces enjeux et en demeurant dans une
logique purement juridique, les juges produisent ainsi ce que Sunstein appelle
des « incompletely theorized agreements » (ibid aux pp 1739, 1747), ou des
« accords non entièrement théorisés », pour reprendre la traduction de Bernatchez, supra note 96 à la p 227.

157

Ces poursuites visent deux compagnies qui offraient des tests diagnostiques
sur la base que ceux-ci empiétaient sur les brevets de Myriad relatifs à l’ADN
complémentaire (ADNc), à certaines séquences nucléotidiques d’amorces
(primers) et à certaines méthodes d’analyse et de détection des mutations qui
n’étaient pas directement visées par la portée de la décision de la Cour suprême. Voir University of Utah Research Foundation et al v Ambry Genetics
Corporation, case No. 2:13-cv-00640-RJS, 2014 US Dist LEXIS 31345 (Utah
2014) (QL) ; University of Utah Research Foundation et al v Gene by Gene,
case No. 2:13-cv-00643-EJF. Une décision rejetant une demande d’injonction
interlocutoire dans la poursuite contre Ambry Genetics avait été rendue le 10
mars 2014 sous motif que la défenderesse avait réussi à soulever une « question substantielle » sur la brevetabilité (certaines séquences nucléotidiques
utilisées comme amorces pour l’amplification des gènes à analyser et les méthodes diagnostiques les employant) et que Myriad n’avait pas établi que sa
demande d’injonction était fondée. Suite au refus d’une demande d’injonction
préliminaire, Myriad s’est pourvue en appel contre la décision rendue en première instance sur ce moyen provisoire. Or, en décembre 2014, la Cour d’appel
du Circuit fédéral a maintenu le rejet de la demande d’injonction interlocutoire
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politique doublé du minimalisme judiciaire font en sorte que les enjeux spécifiques associés à l’octroi des brevets génétiques ne sont pas abordés, étudiés et analysés pour le bénéfice de la société158. Cette contextualisation des
brevets ne peut se faire par les bureaux des brevets dont le rôle est d’évaluer
la conformité technique d’inventions avec les critères de brevetabilité, en

de Myriad. Celle-ci a prétendu en appel que l’injonction devait être accordée,
car les revendications des brevets qu’elle détient au sujet des amorces et des
méthodes d’analyses basées sur de l’ADNc sont valides. La Cour d’appel a
toutefois réfuté cet argument en affirmant que l’ADNc, de même que les méthodes diagnostiques l’utilisant, n’était en fait qu’une simple copie de l’ADN
retrouvé à l’état naturel. Comme Myriad n’a pu convaincre la Cour de la validité des revendications ciblant l’ADNc, la Cour d’appel a confirmé le refus
d’émettre une injonction interlocutoire relative à l’utilisation des amorces et
des méthodes diagnostiques. University of Utah Research Foundation et al v
Ambry Genetics Corporation, 774 F (3d) 755 (CA 2014). Par ailleurs, en ce
qui a trait à l’affaire University of Utah Research Foundation et al v Gene by
Gene, les deux compagnies Myriad et Gene by Gene ont émis un communiqué
le 7 février 2014 déclarant qu’elles en étaient venues à une entente mettant
ainsi fin au procès les opposant. Cette entente prévoit notamment l’arrêt de
la commercialisation en Amérique du Nord de tests cliniques diagnostiques
qu’offraient Gene by Gene. L’entente prévoit cependant qu’elle pourra toujours commercialiser ses tests à l’extérieur du continent. Voir à cet effet Myriad, communiqué, « BRCA Patent Owners and Gene by Gene, Ltd. Resolve
Patent Suit » (7 février 2014), en ligne : Myriad <http://investor.myriad.com/
releasedetail.cfm?ReleaseID=824154>. Pour plus d’informations sur le dépôt
des poursuites, voir également Conley, « Undeterred », supra note 14 ; Kevin
E Noonan, « Utah Judge Denies Myriad’s Preliminary Injunction Motion »,
Patent Docs (11 mars 2014), en ligne : PD <www.patentdocs.org/2014/03/
utah-judge-denies-myriads-preliminary-injunction-motion.html> ; John Con
ley, « District Court Denies Myriad’s Preliminary Injunction against Ambry »,
Genomics Law Report (18 mars 2014), en ligne : GLR <www.genomicslawreport.com/index.php/2014/03/18/district-court-denies-myriads-preliminary-injunction-against-ambry>.
158

Par exemple, dans le domaine médical et génétique, en octroyant un monopole
sur des gènes ou sur des technologies ou produits médicaux, on doit prendre
en considération les spécificités des industries concernées (en termes d’investissement préalable, d’incertitude scientifique, de compétition, etc.) ainsi que
les conséquences sociétales qui peuvent résulter de la mise en marché et du
contrôle exercés sur des produits pouvant avoir un impact positif sur la santé.
Pour une excellente analyse de l’impact des brevets dans divers secteurs, voir
Dan L Burk et Mark A Lemley, The Patent Crisis and How the Courts Can
Solve It, Chicago, University of Chicago Press, 2009, ch 5,7,11.
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prenant des critères précis, techniques et scientifiques en considération159.
Comme nous l’avons mentionné ci-haut, il serait peu réaliste de penser
que le parlement puisse revoir et réécrire le droit des brevets en fonction
des besoins, impacts et spécificités de chaque industrie. En effet, en plus
d’être confrontée à des industries en constante évolution, la mise en place
de changements législatifs profonds requerrait une volonté et conjoncture
politiques qui semblent extrêmement difficiles, voire impossibles, à mettre
en place si on se fie aux nombreux appels des tribunaux en ce sens et à
l’immobilisme gouvernemental observé au cours des trente dernières années dans ces matières en Amérique du Nord. Il nous semble dès lors que
les juges pourraient très bien participer à une réflexion sur l’adaptation de
l’encadrement normatif selon le contexte d’application des brevets, plutôt
que de continuer à chercher, par une interprétation stricte des textes de loi,
l’intention du législateur à cet égard160.
Une autre faiblesse d’une approche judiciaire minimaliste est que l’objectif de préserver la neutralité des juges face aux enjeux éthiques posés par
la mise en œuvre d’un système normatif éclipse le fait que ce système soit
lui-même bâti sur des valeurs et une éthique qui empêchent toute neutralité.
En effet, dans le cas qui nous occupe, le droit des brevets incarne une idéologie utilitariste orientée vers l’innovation et la valorisation de la propriété
privée et du progrès. Or, appliquer ce droit de façon stricte et littérale est,
en soi, un exercice d’une neutralité très relative161. De même, en choisissant de s’en remettre au pouvoir politique pour balancer les enjeux moraux
relatifs à l’encadrement de l’exercice des droits des détenteurs de brevets,
les tribunaux ne semblent pas prendre les limites politiques, économiques
et institutionnelles des instances parlementaires en considération. En effet,
comme nous en avons fait état plus tôt, cette médiation à laquelle les juges
appellent pourra notamment être détournée par la mise en œuvre stratégique
de rapports de force et d’intérêts divergents, par des impératifs et préoccupations électoralistes, par un manque de volonté politique ou de cohérence
normative entre diverses instances de pouvoir162.

159

Ibid à la p 51.

160

Comme ce fut notamment le cas dans l’affaire Harvard College, supra note 63
au para 167.

161

Sur la neutralité judiciaire, voir Cass R Sunstein, « Lochner’s Legacy » (1987)
87 : 5 Colum L Rev 873.

162

Abbott, supra note 46 ; Bubela, Gold et Morin, supra note 6.
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Nous sommes d’avis que les juges pourraient incarner cette autre forme
de médiation en complétant le processus législatif déficient et en permettant
à des intérêts, arguments et valeurs qui n’arrivent pas à s’imposer dans le
processus politique d’être entendus et pris en compte163. De cette façon, ils
pourraient contribuer à arrêter des choix éthiques de société lorsqu’il est
question d’encourager l’innovation médicale et l’accès à celle-ci. Il serait
intéressant qu’à une époque où les plus hautes instances judiciaires s’intéressent au droit des brevets164, nous puissions bénéficier de l’expertise et de
la vision des érudits qui en sont au coeur pour adresser et dénouer certains
conflits éthiques générés par la mise en œuvre des brevets génétiques et
qui n’avaient pas été prévus à l’origine. En effet, les limites de ces droits
de propriété ont beaucoup changé avec l’expansion de la science, ce qui a
également étendu les intérêts visés et complexifié les rapports. L’examen de
la légalité des droits de propriété sur les inventions par les tribunaux ne peut
plus être statique et uniforme. L’étendue et l’importance des enjeux suscités
par l’octroi de droit de propriété sur des structures biologiques, des connaissances et des produits nécessaires à la santé ne sauraient, selon nous, être
captées par une interprétation stricte et littérale de dispositions normatives
qui n’ont pas été adaptées et modifiées pour suivre l’évolution technoscientifique. Cette dernière demande une adaptation du droit, un encadrement qui
ne peut être pensé uniquement en fonction des normes statiques existantes,
mais également selon les valeurs fondatrices d’une société qui évoluent
avec le temps. Même les textes de loi en apparence techniques, précis et
détaillés du droit des brevets exigent une interprétation créatrice de sens165.
Face aux défis politiques que peuvent poser les changements législatifs, les
tribunaux devraient, selon nous, participer à l’élucidation de cette compréhension collective du rôle et de l’encadrement de la science et de l’innovation dans un contexte sociétal166, à l’image de la fonction qu’ont assumée
certains juges dans le domaine des droits et libertés167. Pour ce faire, en

163

Voir John Hart Ely, Democracy and Distrust: A Theory of Judicial Review,
Cambridge (Mass), Harvard University Press, 1980 aux pp 101-04. La thèse
d’Ely repose entre autres sur l’idée que les juges devraient pouvoir intervenir
dans des circonstances où certaines voix ne réussissent pas à se faire entendre
par la simple application des lois en vigueur.

164

Holbrook, supra note 106 aux pp 64, 73-74.

165

Pierre-André Côté, avec la collaboration de Stéphane Beaulac et Mathieu Devinat, Interprétation des lois, 4e éd, Montréal, Thémis, 2009 à la p 26.

166

Morse, supra note 89 aux pp 411, 431, 438.

167

Par exemple, dans l’affaire Vriend c Alberta, [1998] 1 RCS 493 aux para 136-
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s’interrogeant sur des questions relatives aux brevets génétiques, les juges
pourraient recourir à une interprétation téléologique de la LCB en revenant
à ses bases et à ses objectifs qui étaient à la fois d’encourager l’innovation
mais également de favoriser la diffusion de celle-ci pour le bénéfice de la
société. Ils pourraient aussi, par une approche pragmatique, s’employer à
déterminer le sens plus profond des dispositions des lois sur les brevets en
tenant compte notamment des conséquences de leur application sur les individus168. Sans empiéter sur le rôle du législateur, cette approche permettrait
de replacer l’innovation dans un contexte sociétal plus large et d’ajuster le
contrôle judiciaire des brevets aux domaines d’innovations qui demandent
un encadrement adapté169. Il est de notre avis que le plus haut tribunal d’un

37, 142, 156 DLR (4e) 385, la Cour suprême du Canada, qui devait analyser
la portée limitative d’un texte de loi, a conclu à la majorité que les tribunaux
avaient la responsabilité d’évaluer si le choix du Parlement par rapport à cette
loi respectait les limites prévues de la Constitution et que, dans ce contexte,
une interprétation large de la loi dans le respect du rôle du législateur et des
objectifs de la Charte devait prévaloir. De même, sur cette question du rôle
des tribunaux en droit constitutionnel, la juge McLachlin mentionne, dans la
décision RJR-MacDonald c Canada (PG), [1995] 3 RCS 199 au para 136, 127
DLR (4e) 1 : « Les tribunaux n’ont pas plus le droit que le Parlement d’abdiquer leur responsabilité. Les tribunaux se trouveraient à diminuer leur rôle à
l’intérieur du processus constitutionnel et à affaiblir la structure des droits sur
lesquels notre constitution et notre nation sont fondées, s’ils portaient le respect
jusqu’au point d’accepter le point de vue du Parlement simplement pour le
motif que le problème est sérieux et la solution difficile ».
168

Sur l’approche pragmatique, voir Côté, supra note 165, ch 5. Pour une réflexion très intéressante sur la place de l’éthique dans l’interprétation des lois,
voir Jeanne Simard et Marc-André Morency, « L’interprétation du droit par
les juristes : la place de la délibération éthique » (2011) 6 : 2 Les ateliers de
l’éthique 26. Voir aussi Ruth Sullivan, « Statutory Interpretation in the Supreme Court of Canada » (1999) 30 : 2 Ottawa L Rev 175 ; Mélanie Samson,
« La théorie structurante du droit : plaidoyer pour une redéfinition de l’agir
juridique » (2009) 14 : 1 Lex Electronica, article n° 5.

169

À ce sujet, il est intéressant de se référer à une récente affaire de la Cour d’appel d’Argentine, Novartis AG c/ Laboratorios LKM SA s/ cese de uso de patentes, Causa N° 11.565/07, 3 juillet 2012, où, pour justifier une interprétation
large de l’exception de recherche, les juges sont allés assez loin en donnant
certaines indications sur l’encadrement du comportement des détenteurs de
brevets dans le domaine de la santé. Ils mentionnent, dans un obiter dictum
dans le dernier paragraphe de la section VII de la décision, que l’exercice de
ces droits ne peut avoir l’effet de priver les populations vulnérables de médicaments ou de compromettre leur droit à la santé. Pour une analyse sommaire
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pays devrait pouvoir sortir d’un rôle essentiellement minimaliste et fournir une orientation plus étoffée et profonde aux autres juges, décideurs et
fonctionnaires, et même aux acteurs privés impliqués dans le fonctionnement du système judiciaire170. Il est vrai que les tribunaux sont contraints
de restreindre la portée de leurs décisions aux seules questions légales posées, dans un contexte donné, et qu’ils ne peuvent juger ultra petita, sur
des prétentions qui ne leur ont pas été soumises. Par contre, il serait plus
profitable pour tous que les plus hautes cours s’emploient, à l’intérieur de ce
cadre, à donner aux textes normatifs le plus de profondeur possible, à juger
en rendant compte des « dimensions relationnelles inévitables de l’activité judiciaire »171. Ceci pourrait être fait en permettant notamment l’apport
significatif d’acteurs provenant de disciplines diverses, en tenant compte
des différents ordres sociaux touchés et en envisageant des décisions à plus
large portée172.
En intégrant des enjeux d’accès à la santé dans un litige relatifs aux
brevets génétiques, il est possible que les juges ne saisissent pas entièrement la mesure de leur jugement sur l’innovation, l’économie, les investissements étrangers et la concurrence. Par ailleurs, en laissant les considérations d’équité en recherche et en santé de côté, les juges contribuent, selon
nous, à avaliser un système axé sur une politique de l’innovation dont le
fonctionnement engendre des effets négatifs directs sur la recherche et la
santé des individus.

de cette décision en anglais, voir le billet de Maximiliano Marzetti, « Analysis:
Argentine Court Clarifies What Patent Holders Can – and Cannot – Prohibit », Intellectual Property Watch (14 novembre 2012), en ligne : IPW <www.
ip-watch.org/2012/11/14/analysis-argentine-court-clarifies-what-patent-holders-can-and-cannot-prohibit/>.
170

À cet égard, voir Sunstein, « Problems », supra note 95 à la p 1911; Beaulac et
Côté, supra note 120 à la p 172.

171

Pierre Noreau, « L’acte de juger et son contexte : éléments d’une sociologie politique du jugement », (2001) 3 : 2 Éthique publique 17 à la p 17. C’est aussi ce
que Dworkin appelle « law as integrity » et qui est développé dans son ouvrage
Law’s Empire, supra note 141 à la p 225.

172

Morse réfère à cette approche comme le « multiple balancing », et dit qu’elle
fournit le cadre nécessaire aux juges pour la compréhension de multiple points
de vue émergeant d’une structure sociale complexe : voir Morse, supra note
89 aux pp 446-47. Sur l’internormativité, voir aussi Guy Rocher, « Les ‘phénomènes d’internormativité’ : faits et obstacles » dans Jean-Guy Belley, dir,
Le droit soluble : Contributions québécoises à l’étude de l’internormativité,
Paris, LGDJ, 1996, 25.
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Ceci complète la deuxième partie de notre article qui, par une analyse
des propos et approches des intervenants et juges au cœur de la judiciarisation d’une affaire comme Myriad, nous permet de prendre la mesure des
limites inhérentes d’un droit économique le plus souvent analysé selon une
approche minimaliste du droit. Nous avons, tout au long de cet article, présenté certaines lacunes normatives et fonctionnelles du droit des brevets qui
empêchent la prise en compte d’enjeux éthiques posés par sa mise en œuvre
dans le domaine de la santé. En prenant la judiciarisation de l’affaire Myriad
comme exemple, nous avons également pu constater que les acteurs qui
doivent composer avec l’interprétation judiciaire de ces normes demeurent
cantonnés à un rôle plutôt technique, collé sur les dispositions d’une loi
avec de fortes ramifications politiques et économiques, très loin d’une quête
de justice en santé. Cet exercice de réflexion sur la façon dont le droit des
brevets est pensé, construit et appliqué en Amérique du Nord nous a donné
les outils pour mieux comprendre et critiquer la portée limitée de la décision
Myriad et les nombreux obstacles à une gouvernance équilibrée des brevets
en santé.

Conclusion
Le droit des brevets en Amérique du Nord s’inscrit actuellement dans
une « politique d’innovation »173 plutôt que dans une perspective de développement plus large qui permettrait de positionner l’innovation dans son
contexte social. Les brevets sont considérés par les plus hautes instances
politiques et économiques comme des outils stratégiques, essentiels au positionnement compétitif d’industries prometteuses. Or, les brevets ont des
effets et ramifications beaucoup plus larges. En plus de leur valeur et de
leur rôle économique, ils peuvent également influencer la façon dont l’innovation s’intègrera ou non dans une société et quelle relation les individus
pourront entretenir avec les inventions brevetées, s’il en est. L’exemple des
brevets génétiques américains de Myriad est d’ailleurs très révélateur à cet
égard. Les monopoles octroyés ont permis à la compagnie de configurer,
lorsqu’elle l’a souhaité et dans les limites permises par la loi, le paysage
social et technique de l’offre de services de tests de dépistage des cancers
du sein et ovarien héréditaires174.
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Tel que définie par Hilgartner, supra note 56 à la p 201 et passim.
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Ibid aux pp 212-13 ; voir également Shobita Parthasarathy, Building Genetic
Medicine: Breast Cancer Technology and the Comparative Politics of Health
Care, Cambridge (Mass), MIT Press, 2007 aux pp 57 et s.
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Après plus de dix ans à nous intéresser à la place de la santé en droit
des brevets, force est de constater que le régime actuel n’est ni construit,
ni pensé, ni appliqué pour servir une vision de la justice en santé axée sur
l’équité, l’accès, les besoins et une certaine égalité d’opportunités pour les
individus et les populations. Malgré les ressources humaines et monétaires
régulièrement investies pour promouvoir et défendre l’importance de la santé dans des lieux et forums traditionnellement dédiés au droit de brevet,
l’impact concret de ces initiatives demeure extrêmement marginal175. Le
droit des brevets, dans son contenu législatif et réglementaire ainsi que dans
sa forme procédurale devant le bureau des brevets et les tribunaux, cristallise la promotion du développement économique par l’innovation, l’appropriation privée de la connaissance et son accessibilité selon la capacité de
payer des protagonistes. En d’autres termes, le système des brevets est une
utilisation du droit pour imposer des normes dont la visée principale est
économique, et cette construction normative et politique influence invariablement la couleur du débat, les orientations normatives et la judiciarisation
des conflits qui en émergent. Le droit des brevets est un excellent exemple
de l’instrumentalisation du droit au profit de l’individualisme représenté ici
par les acteurs privés qui en bénéficient. Comme l’explique très justement
Lacroix, le fait que le droit des brevets puisse fonctionner sans égard à « ce
qui est exigible sur le plan éthique » lui pose, selon nous, un problème de
légitimité et d’effectivité176.
Dans l’état actuel des choses, l’approche dominante qui place le développement technoscientifique au centre d’une politique d’innovation forte
défendue par un groupe restreint d’acteurs ne permet pas l’élaboration de
politiques cohérentes et démocratiques pour régir les interactions et croisements entre les environnements technoscientifique et social177. Il semble très
difficile d’encourager l’innovation sans en restreindre l’utilisation en conflit
avec les besoins en santé d’autres acteurs.178 À cet égard, l’échec de la mise
en œuvre de réformes sociales du droit des brevets malgré plusieurs propo-
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Bubela et Morin, supra note 66 ; Hilgartner, supra note 56 à la p 219.

176

André Lacroix, « L’éthique et les limites du droit » (2002-2003) 33 : 1-2 RDUS
197 à la p 204.

177

Le déficit canadien de cohérence institutionnelle entre innovation et santé est
d’ailleurs très bien analysé dans le texte de Bubela, Gold et Morin, supra note 6.

178

Voir Hilgartner, supra note 56.
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sitions normatives inventives179 et l’incapacité du droit à la santé à s’imposer comme vecteur normatif incontournable mettent au jour les limites du
droit, tel que construit et appliqué dans un contexte politique et économique
duquel il ne peut être dissocié.
Placés devant ces limites et insuffisances, en plus de repenser l’approche minimaliste des juges au cœur d’une interprétation téléologique et
pragmatique du droit des brevets, une réflexion profonde sur le rôle et la
finalité de l’encadrement du développement technoscientifique par le droit
s’impose. En effet, le droit, au lieu de prescrire par des normes strictes et
coercitives substantielles, pourrait jouer un rôle différent, essentiellement
procédural, pour encadrer l’élaboration d’une politique du développement
technoscientifique équilibrée, éthique et cohérente180. Ce cadre devrait créer
l’espace et l’ouverture nécessaires pour permettre aux acteurs concernés
de s’impliquer, de participer et de collaborer, par un processus délibératif
inclusif, à la configuration du développement technoscientifique basé sur

179

Voir par ex David E Winickoff et Richard N Winickoff, « The Charitable Trust
as a Model for Genomic Biobanks » (2003) 349 : 12 New Eng J Med 1180 ;
David E Winickoff, « Partnership in the U.K. Biobank: A Third Way for Genomic Property » (2007) 35 : 2 JL Med & Ethics 440 ; Hilgartner, supra note 56 à
la p 219 ; D Theodore Rave, « Governing the Anticommons in Aggregate Litigation » (2013) 66 : 4 Vand L Rev 1183 ; Valerie Gutmann Koch, « PGTandMe:
Social Networking-Based Genetic Testing and the Evolving Research Model »
(2012) 22 : 1 Health Matrix 33 ; Niels J Mellius, « Trolling for Standards: How
Courts and the Administrative State Can Help Deter Patent Holdup and Promote Innovation » (2012-2013) 15 : 1 Vanderbilt Journal of Entertainment and
Technology Law 161.

180

Louise Lalonde et Stéphane Bernatchez, « L’hypothèse des lois à exigence de
réflexivité : un instrument de gouvernance réflexive et un grand défi pour la
théorie du droit » dans Louise Lalonde et Stéphane Bernatchez, dir, La place
du droit dans la nouvelle gouvernance étatique, Sherbrooke, Éditions de la
Revue de Droit de l’Université de Sherbrooke, 2011, 159 ; Jacques Lenoble
et Marc Maesschalck, L’action des normes : Éléments pour une théorie de la
gouvernance, Sherbrooke, Éditions de la Revue de Droit de l’Université de
Sherbrooke, 2009 aux pp 24 à 42 ; Karim Benyeklef, Une possible histoire de
la norme : les normativités émergentes de la mondialisation, Montréal, Thémis, 2008 aux pp 627 et s ; Louise Bernier, « Dialogue et élaboration de normes
dans le domaine de la propriété intellectuelle : le rôle et l’influence grandissants des citoyens et des groupes d’intérêts » dans Stéphane Bernatchez, dir,
La parole et le droit, Sherbrooke, Éditions de la Revue de Droit de l’Université
de Sherbrooke, 2009, 83.
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les priorités, orientations, buts et valeurs communs d’une société181. Dans
ce contexte, le juge pourrait plus aisément prendre un rôle de « soutien des
valeurs de démocratie délibérative et de développement »182.
Cette utilisation différente du droit pourrait notamment guider le développement et l’application de politiques publiques cohérentes et non contradictoires en matière de santé et d’innovation demandées par Bubela et al183.
Il pourrait aussi accompagner l’établissement de mécanismes alternatifs à
l’extérieur du droit des brevets comme le Health Impact Fund proposé par
Pogge et Hollis, pour récompenser l’innovation dans des domaines négligés,
en fonction des impacts réels sur la santé des populations184. Nos réflexions
sur le rôle du droit dans l’élaboration d’une politique du développement
technoscientifique dépassent le cadre du présent article et seront abordées
dans nos prochains travaux.

181

Williams-Jones et Burgess, supra note 24 aux pp 123-30 ; Hilgartner, supra
note 56 à la p 218 ; Jasanoff, supra note 35 à la p 633-34.

182

Simard et Morency, supra note 168 à la p 29.

183

Bubela, Gold et Morin, supra note 6.
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Voir « Making New Medicines Accessible », Health Impact Fund, en ligne :
HIF <http://healthimpactfund.com> ; voir également Daniele Botti, « Binding
Market and Mission: Pharmaceuticals for the World’s Poor » (2013) 4 : 1 Solutions, en ligne : Solutions <http://thesolutionsjournal.com/node/2241> ; Nora
Y Ng et Jennifer Prah Ruger, « Global Health Governance at a Crossroads »
(2011) 4 : 2 Global Health Governance, article n° 9.
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