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EXECUTIVE SUMMARY

Background

Errors and adverse events in health care are now recognized to be far more widespread
and more harmful to patients than was realized previously. Patients, already vulnerable when ill
and in need of treatment, are left even more vulnerable when injured by the very system they
turned to for help. A significant portion of adverse events are preventable. Medical error and
patient injury have become serious concerns worldwide, resulting in numerous domestic
initiatives and the launch of the World Alliance for Patient Safety by the World Health
Organization. The National Audit Office in the United Kingdom observed that patient safety has
become “the most important common issue in health care internationally”.* Regardless of
differences in the organization and delivery of care, health and liability insurance, and legal
environments among countries, the policy environment for patient safety is becoming
increasingly globalized, and the need for action to reduce harm is urgent.

The debate about medical error and patient safety has been reframed to reflect a new
understanding of how error and injury in health care occur. Rather than the traditional focus on
the personal responsibility of health care providers, this new patient safety approach maintains
that it is the institutional systems within which health care providers operate that cause harm
more than individual practitioners. Reconfiguring the system and the way error is treated within
it, it is contended, will result in safer care. Underlying systemic factors play a significant causal
role in most adverse events and near misses in health care; it is thus inappropriate to blame
individual health care providers when patients are injured. Analysis cannot be limited to
occurrences at the “sharp end”, where practitioners interact with patients and each other in the
process of delivering care, but must also include consideration of the role played by the “blunt”
or remote end of the system, i.e. regulators, administrators, policy makers and technology
suppliers, who shape the environment in which practitioners work.

However, the extent to which this approach to error reduction, and in particular, the de-
emphasis on individual fault-finding, has been or can be incorporated into legal reasoning is not
clear. It contrasts starkly with tort law, in which recovery of damages is largely premised on a
finding of fault. The intersection of the two affects uptake of the patient safety approach, since
law shapes the environment for the provision of health care, assessment of risks, and response to
adverse events by all concerned. In important ways, law conditions the solutions that can be
implemented, because people are guided in their conduct by the applicable legal frameworks and
requirements.

This project involved a review and comparison of several countries, (1) examining
incentives and disincentives to reducing medical error and enhancing patient safety inherent in
existing legal frameworks (tort and procedural law); and (2) evaluating legal reforms undertaken
or proposed, in order to assess their impact on patient safety initiatives, and distil lessons to be
learned from these experiences. Canada, the United States, the United Kingdom, Australia, and
New Zealand were studied, because they share similar legal systems (with the exception of
Quebec in Canada), and because the systems-oriented patient safety approach has taken hold in

! England. National Audit Office, “A Safer Place for Patients: Learning to Improve Patient Safety”, HC 456Session
2005-2006 (London: Stationery Office, 2005), Appendix 4, 67.
\'



much of the academic and policy literature. New Zealand’s no-fault system for accident
compensation offered a useful contrast to fault-based liability.
Findings

The study determined that, despite support for systemic analysis, the law has changed
little in response. Tort law has been reformed, in some jurisdictions substantially, but the
primary goal of most reforms has been to limit the risk and size of judgments, not to minimize
error. In adopting these reforms, little attention was given to assessing whether they will affect
the incidence of error, disclosure, or patient injury. Tort law’s effect on accident prevention
appears limited. Underclaiming for negligently caused injury is endemic, not just in jurisdictions
with tort systems, but where alternative compensation systems exist as well. The absence of a
tort system, as in New Zealand, has not been associated with significantly greater disclosure of
error to patients, suggesting other factors exert a powerful influence in addition to the prospect of
tort liability.

Accountability to patients and the public remains a pressing concern in all jurisdictions.
Different mechanisms have been adopted to address this issue, and in some countries, to divert
claims from the civil justice system; some of these show promise for consideration for adaptation
to the Canadian environment. Wider acceptance of the patient safety movement’s prescriptions
for change will require patient safety advocates to become more attentive to injured patients’
needs, including the need for compensation. Ensuring accountability and appropriate
compensation for injury represent challenges to patient safety advocates’ recommendations about
how errors and injury should be addressed that have not yet been satisfactorily resolved.

There has been little attention to whether and how the tort reforms adopted in the various
countries have affected patient safety or disclosure of harm. Similarly, there has been little
empirical study of the effectiveness of patient safety initiatives, or at least those reviewed that
affect the operation of the civil justice system, such as qualified privilege laws that shield reports
of error from disclosure in legal proceedings.

Consideration of reform of the medical liability system in Canada must take account of
two fundamental constraints. First, although there is scope for concerted action by governments
in Canada on patient safety, proposals for legal reform must respect the realities of the Canadian
federation, i.e. that jurisdiction over tort law, the administration of justice, and most aspects of
health care is provincial. Second, as a practical matter, there is no evidence of the political or
public will needed to undertake a program of radical tort reform (such as no-fault compensation)
in the near future. Proposals for reform must respond to that reality, looking to the question of
how best to create synergies between public and private law to achieve desired goals — in patient
safety terms, gathering more information about errors, facilitating systemic analysis, and
implementing systemic solutions to reduce future harm. Recommendations are aimed at making
litigation count for patient safety.

Making Litigation Count for Patient Safety

Qualified Privilege, Error Reporting and Disclosure to Patients

Recommendation 1.1

Limited qualified privilege legislation that shields information gathered in connection with and
the activities of quality assurance committees or designated patient safety initiatives from use in
civil litigation should be adopted, including protection for external reporting and sharing of

Vi



information for patient safety purposes, but its continuation should be linked to evidence of
compliance with requirements to report error and also to disclose harm to patients.

Recommendation 1.2
Effective oversight is required to ensure compliance with error reporting and investigative
obligations, as well as with requirements for disclosure to patients

Recommendation 1.3
Patient safety initiatives such as error reporting systems must be monitored and evaluated to
assess their results in improving care, communication and outcomes.

Reframing Liability to Advance Patient Safety Goals

Recommendation 2.1

Provinces should consider legislation extending hospital liability to include responsibility for the
negligence of non-employed physicians treating patients on-site.

Recommendation 2.2
Implications for patient safety should be an important, explicit consideration in decision-making
about and oversight of care, both in and outside hospitals.

Lawsuits as a Learning Resource

Recommendation 3

Provision should be made for systematic identification and dissemination of patient safety lessons to be
learned from lawsuits, potentially under the aegis of or in conjunction with the Canadian Patient Safety
Institute, or through external error reporting structures or provincial patient safety organizations where
these exist. Possibilities for earlier and more comprehensive access to claims information for patient
safety purposes should be explored with the affected stakeholders.

Liability Coverage, Government Subsidy and Access to Information

Recommendation 4

The substantial funding that governments contribute to the cost of physician and hospital liability
coverage (thereby indirectly assuming a share of the risk of liability) should be tied to improved
performance in specified, targeted patient safety initiatives.

Expanded Complaints Mechanisms as an Alternative to Litigation

Recommendation 5

More low key, accessible, inexpensive, conciliatory complaints resolution mechanisms, with
power to consider complaints involving both institutions and different types of health care
providers, should be made available.

Exploring No-Fault and Administrative Compensation Systems

Recommendation 6

Research should be sponsored to evaluate alternative compensation mechanisms, including no-
fault compensation systems, with a view to determining their desirability in the Canadian
environment.
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CHAPTER 1. FINAL REPORT
PATIENT SAFETY, MEDICAL ERROR AND TORT LAW: AN
INTERNATIONAL COMPARISON

I. INTRODUCTION

Significance of this Study

Errors and adverse events in health care are now recognized to be far more widespread
than had previously been realized. Even more importantly, we are better able to determine the
extent of the harm they cause, and it is substantial. Many patients are seriously injured and even
die as a result of adverse events during their care. A significant portion of those adverse events
are preventable. With a problem of this magnitude causing such widespread harm, the need for
effective response is urgent.

The debate about medical error and patient safety has been reframed since the release of
the influential report, To Err is Human, by the Institute of Medicine in the United States in
1999. That report, which concluded that much of the harm that patients suffer is the result of
systemic factors, and advocated a systems-oriented approach to error reduction that de-
emphasized individual fault-finding, has had a tremendous influence on policymakers and in
much academic commentary. Its findings and recommendations have been repeated in other
countries as well. In a very short time, “patient safety”, with its emphasis on the importance of
systemic analysis in reducing error and injury to patients, has come to dominate discourse on the
subject, and become a priority worldwide.

The extent of both awareness of the problem and the penetration of systemic approaches
to understanding and responding to it is evident in the adoption of a Resolution by the World
Health Assembly in 2002, urging members to pay the greatest possible attention to patient safety,
and requesting the Director General of the World Health Organization (WHO) to carry out a
series of actions to promote patient safety.? These included development of global norms and
standards, promotion of evidence-based policies, promotion of mechanisms to recognize

excellence in patient safety internationally, encouragement of research, and provision of

! Kohn, L., Corrigan, J., Donaldson, M. (eds), Institute of Medicine, To Err is Human: Building a Safer Health
System (Washington DC: National Academy Press, 2000).

2 World Health Ass’n., WHA55.18, online at: www.who.int/gb/ebwha/pdf_files/WHAS55/ewha5518.pdf (last
accessed May, 2005).
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assistance to countries in key areas. In response, WHO launched the World Alliance for Patient
Safety in 2004, which is committed to raising awareness and political commitment to improve
the safety of care and facilitate development of patient safety policy and practice in WHO
Member States.® It is sponsoring work to understand the nature and causes of adverse outcomes
and near misses, standardize nomenclature and taxonomy in order to facilitate the development
and dissemination of solutions, and advance patient safety in specific areas such as blood safety,
infection control, and medical devices.

The National Audit Office (NAO) in England noted in 2005 that the rate of development
of patient safety initiatives “is increasing to the point that patient safety appears to be the most
important common issue in health care internationally”.* As an indication of the rapid expansion
of interest and work in this area, it recounted that an internet search for “patient safety” in
February 2004 showed just over 500,000 results, while the same search in March 2005 revealed
2,680,000 results.®> To update that figure, in March, 2006, entering the term “patient safety” on
an internet search engine returned 91,500,000 results! Patient safety agencies and organizations,
government offices and staff in health care institutions, research programs, articles in scholarly
and popular publications and general interest in the subject have proliferated. In a very short

time, patient safety has become a global issue.

Adverse Events and Patient Injury in Canada

Canada is no exception when it comes to patient injury — a significant number of
Canadian patients are harmed by preventable adverse events while receiving treatment and care
each year. In 2004, Baker and Norton et al. identified an incidence rate of adverse events (i.e.
unintended injuries harming patients and caused by health care management) of 7.5% in acute

care hospitals.® Of these, 36.9% were considered highly preventable.” In most cases (64.4%),

® World Health Organization, “Patient safety”, online at : http://www.who.int/patientsafety/en/ (last accessed July,
2005).
* England. National Audit Office, “A Safer Place for Patients: Learning to Improve Patient Safety”, HC 456
Session 2005-2006, (London: Stationery Office, Nov., 2005), App. 4 “International comparisons of organizational
learning for patient safety”, at 67 (hereafter NAO 2005); online at:
http://www.nao.org.uk/publications/nao_reports/05-06/0506456.pdf (last accessed Dec. 2005) .
> Ibid.
® Baker, R., Norton, P. et al., “The Canadian Adverse Events Study: the incidence of adverse events among hospital
patients in Canada”, (2004) CMAJ 170(11) 1678-1689 (hereafter, Canadian Adverse Events Study).
7 -

Ibid., at 1683.
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the adverse event resulted in no or minimal to moderate impairment, with recovery within six
months. However, 5.2% of adverse events resulted in permanent disability, and 15.9% in death.®
In addition to the toll on (and of) patients, adverse events often entailed longer periods of
hospitalization, with associated increases in costs. Extrapolating from their study, they estimated
that in 2000, of the almost 2.5 million annual admissions to similar hospitals in Canada, about
185,000 were associated with an adverse event, of which close to 70,000 were potentially
preventable.” This means that preventable adverse events cause more deaths than breast cancer,
motor vehicle/transport and HIV combined.®
Patient Safety and the Law

The new understanding of how patient injury occurs gained widespread attention
somewhat later in Canada than elsewhere. In the United States, the Institute of Medicine’s work
was preceded by the Harvard Medical Practice Study’s 1991 report highlighting the extent of
adverse events in hospital care in New York; many of these were preventable.'* Other countries
also recognized that their health care systems were prone to error and failure, and that solutions
required a concentration on systemic improvements in the safety and quality of health care, and a
concomitant move away from “shaming and blaming” the individual practitioners involved
through civil liability, in-hospital processes and professional discipline.** The National Steering
Committee on Patient Safety in Canada released its report, “Building a Safer System: A
National Integrated Strategy for Improving Patient Safety in Canadian Health Care”, in
September, 2002.%* It, too, concluded that underlying systemic factors contribute to most
adverse events, near misses and critical incidents, and underlined the importance of reporting

problems without attaching blame. Pursuant to its recommendations, the Canadian Patient

% Ibid. at 1681-2.

® Ibid., at 1678.

19 Canadian Institute for Health Information and Statistics Canada, “Health Care in Canada 2004” (Ottawa, CIH],
2005) at 42-3, online at http://www.cihi.ca (last accessed July 2005).

1 Brennan, T., Leape, L., Laird, N., Hebert, A., Localia, R., Lawthers, G., Newhouse, J., Weiler, P., Hiatt, H.,
“Incidence of Adverse Events and Negligence in Hospitalized Patients: Results of the Harvard Medical Practice
Study 1” (1991) 324 NEJM 370-6.

12 See eg. England. Department of Health, An organization with a memory: Report of an expert group on learning
from adverse events in the NHS (Chief Medical Officer, Chair), (London: Stationery Office, 2000); Wilson, R. et
al., “The Quality in Australian Health Care Study: latrogenic Injuries or adverse patient events in hospitalised
patients” (1995) 163(9) Med.J.Aus. 458-71.

13 National Steering Committee on Patient Safety. Royal College of Physicians and Surgeons of Canada. Online at:
http://rcpsc.medical.org/publications/index.php (last accessed October, 2002).
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Safety Institute (CPSI) was established in December, 2003, with a national mandate to advance
safer health systems for Canadians.'*

The extent to which a “systems-oriented” approach, especially its de-emphasis on
individual fault-finding, has been or can be incorporated into legal reasoning is not clear. The
contrast with tort, and negligence law in particular, is stark: recovery of damages for negligence
is premised on a finding of fault. The intersection of the two will affect uptake of the patient
safety approach, since law forms a pervasive backdrop to decisions and actions of providers and
patients, and shapes the environment for the provision of health care, assessment of risks, and
responses to adverse events by all concerned. In important ways, law conditions the solutions
that can be implemented, because people are guided in their conduct by the applicable legal
frameworks and requirements.

The tension between the patient safety approach to error and injury, and tort law’s
emphasis on finding fault is evident. Examining whether and how tort law has been adapted to
take the new patient safety sensibility into account in jurisdictions with longer experience with
the two can provide useful information. While there are important differences in the health care
systems and social, political, economic and legal environments in the countries studied, there are
also significant similarities, and a comparative study can be instructive. In each of the five
countries (Canada, the United States, the United Kingdom, Australia and New Zealand), the
utility of systemic analysis in addressing the problem of patient injury has been widely, although
not universally accepted among policy makers and health care practitioners, but less so by the
public. Some countries have implemented tort and other law reforms, although often not to
advance a patient safety agenda. Analyzing developments elsewhere will assist in assessing how
Canadian jurisdictions can best respond to the disjunction between tort law and patient safety

approaches.

I1. OVERVIEW OF THE PROJECT
Methods:

This project is an international comparison that uses synthesis research to examine the
role of tort law and tort reform in facilitating and inhibiting efforts to reduce medical error and

14 Canadian Patient Safety Institute, online at: http:// www.hc-sc.gc.ca/english/care/cpsi.html
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improve patient safety. It focuses on four countries in addition to Canada: the United States, the
United Kingdom, Australia and New Zealand. These countries were selected because they are
common law jurisdictions and so, share similar legal systems,** and because the systems-
oriented patient safety approach has taken hold in much of their policy and academic literature
on health safety, allowing assessment of whether changes in tort law or in statutory or regulatory
frameworks governing civil liability have resulted. New Zealand’s no-fault system for accident
compensation (which includes injury caused by treatment), although retaining vestiges of a fault-
based inquiry in cases of “medical error” until recently, offers a useful contrast to fault-based
liability.

Despite sharing these characteristics, the countries also differ in important respects.
Canada, the United States and Australia are federations. The United Kingdom and New Zealand
are unitary states. With the exception of the United States, all the countries surveyed have
systems of universal access to medically necessary services on the basis of need and not ability
to pay, although the services covered are not uniform among the various plans. The legal status
of physicians working in hospitals varies. For instance, in the United Kingdom, the National
Health Service (NHS) employs most physicians providing NHS services in hospitals, while in
the United States, physicians treating patients in hospitals are typically independent contractors.
Arrangements for physicians’ liability insurance differ as well, ranging from practitioner
responsibility in the United States, through various forms and degrees of governmental
subvention in Australia and Canada, to government responsibility in the U.K. for physicians
providing NHS services.

Data Collection:

As synthesis research, the study identifies, reviews and analyzes existing knowledge.
Site visits were conducted to each jurisdiction to gather additional material and conduct
interviews with key informants in order to update information and better understand the full
extent of the literature, the tort / accident compensation and patient safety systems, and their
interaction in each country. However, primary research on the effects of various reforms was
outside the scope of the project.

The following steps were taken:

15 With the exception of the province of Quebec in Canada, which is a civil law system.
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Identification and analysis of relevant literature, judicial decisions, statutory regimes and
law reform initiatives in each of the five jurisdictions;

Meetings with academics, policymakers and lawyers practicing in the area of medical
malpractice in the jurisdictions being reviewed;

Analysis of the goals of tort and procedural reforms in each jurisdiction, and assessment
of congruence with a patient safety sensibility;

Assessment of the state of relevant law in each country, including any evidence of the
effects of reforms undertaken;

Update literature reviews;

Develop recommendations for consideration by policymakers and lawmakers.

The literature reviews undertaken were extensive, and included examination of the grey literature

(policy documents, inquiry reports, position papers and other sources). Because the study has a

dual focus on patient safety and tort, the review encompassed both bodies of literature, on patient

safety and on tort law, with particular attention to their interaction. The material gathered was

voluminous, and because the area is the focus of such intense interest and work, new sources and

developments continued to appear over the course of the project, resulting in the need to update,

add new material, and re-assess results frequently. After the various chapters on each country

were drafted, they were reviewed by experts in those countries for accuracy and completeness.

Data Presentation:

The first chapter of this study contains the final report on this project. It introduces the

problem of patient safety, the power of law, and the dissonance between patient safety

advocates’ understanding of how error occurs and that prevalent in negligence law. It reviews

the basic concepts and reasoning employed in the patient safety literature and in tort law. The

report focuses on the central issues at the interface of tort law and patient safety initiatives. It

analyzes the most influential developments and trends in thinking, with examples from the

countries reviewed. It makes recommendations for consideration for future action, reform and

research. The chapters that follow examine developments in each of the countries reviewed —

Canada, the United States, the United Kingdom, Australia and New Zealand — describing and

analyzing tort reforms that have been undertaken, and the relationship among patient safety

initiatives, tort law and the civil justice system (or, in the case of New Zealand, the accident
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compensation system). The final chapter summarizes past and future dissemination activities,
and identifies gaps remaining.

Given the volume of material reviewed, it would have been neither possible nor helpful
to the reader to include reference to all of it in this report. Rather, | selected the sources that
were of most assistance in tracking and understanding events, developments and their effects in
the countries reviewed, and assessing initiatives and directions in law reform, with particular
reference to the implications for patient safety. Definitions of key terms in patient safety and tort
law can be found in the Glossary in Appendix A to this chapter. In order to increase the report’s
utility to different audiences, the elements of a negligence claim are explained in greater detail in
Appendix B to this chapter.

Concepts in patient safety

The extent of adverse events and consequent harm to patients is so significant that, as the
National Steering Committee on Patient Safety in Canada noted, “... it is no longer appropriate
to think that previous and current processes to ensure safety are still effective in controlling
adverse outcomes™.* Instead, patient safety advocates urge the adoption of a systems approach
to patient safety, “based on the understanding that the individual practitioner is not a potential
culprit to be blamed and punished, but rather that he or she is one participant interacting with
many others in a highly complex environment. Adverse events are generally viewed as a
consequence of the system; the goal is to improve the structure and/or process so the event is less
likely to recur”.” Systems analysis recognizes that analysis cannot be limited to occurrences at
the “sharp end”, where practitioners interact with patients and each other in the process of
delivering care, but must also include consideration of the role played by the “blunt” or remote
end of the system i.e. regulators, administrators, policy makers and technology suppliers, who
shape the environment in which practitioners work. As the National Steering Committee noted,
“Human-factor engineers have consistently shown that the ability of sharp-end practitioners to
avoid adverse events or near misses...depends directly or indirectly on a host of blunt-end
factors, rather than on the isolated “error’ of human practitioners”.'®

18 Supra, n.13 at 14.
7 bid. at 17.
18 |bid., at 18.



The NAO identified five elements that most developed countries have identified in their
strategies for improving patient safety:*°
e “A ‘just’ or “fair’ culture that encourages a reporting and questioning culture;
e Systems for reporting and analysing incidents both locally and nationally;
e A good in-depth analysis process to establish root causes for selected individual incidents
and aggregate incident reviews, thus enabling learning;
e A process to ensure that actions are implemented and corresponding improvements in
patient safety and quality of care can be demonstrated; and
e Effective processes for sharing information at various levels — nationally,
organizationally and clinically — for learning and improvement.”
Common themes are that error is inevitable but can be minimized, and that to do so,
organizations must foster a culture that encourages reporting problems, analyzes incidents to
determine all contributing causes, does not blame health care providers, implements effective

responses, and disseminates lessons learned.

Concepts in Tort Law

The focus of this report is on one branch of tort law, the law of negligence, because that
is the basis for most lawsuits against health care professionals, hospitals and their employees. As
background, this section briefly outlines the purposes and uses of tort law, and the structure of
negligence actions.
(a) Objectives of Tort Law

Compensation, corrective justice and deterrence are the three primary objectives of tort
law. Many judges and scholars see compensation as tort law’s most important function. The
Supreme Court of Canada has observed that “...the essential purpose of tort law...is to restore
the plaintiff to the position he or she would have enjoyed but for the negligence of the
defendant”.?® However, liability for negligence is bounded by the requirement that there be an
initial finding of fault. As Lewis Klar notes, “The essential characteristic of tort law’s primary

area of operation is that it is a fault-based system of accident compensation”.?* Once that

¥ Supra, n .3 at 67.
20 Athey v. Leonati (1996), 140 D.L.R. (4™) 235 (S.C.C.).
2L Klar, L., Tort Law (3" ed.) (Toronto: Thomson, 2003) at 9.
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condition is satisfied, the damages awarded are meant to fully indemnify a plaintiff for all his or
her losses, insofar as money can do so. The requirement to find fault rests on the principle that
wrongdoers bear personal responsibility for the harm they have caused others, and so should
restore the victim by paying damages.?? Thus, in addition to compensation, tort law also
incorporates considerations of corrective justice, which place moral and ethical principles at the
forefront, rather than instrumental justifications.?® Accident prevention is the third important
objective of tort law. A finding of liability and award of compensation are expected to deter
other similar conduct (and resulting injuries) in the future. The Supreme Court of Canada
recognizes that “One of the primary purposes of negligence law is to enforce reasonable
standards of conduct so as to prevent the creation of reasonably foreseeable risks. In this way,
tort law serves as a disincentive to risk-creating behaviour”.?* Deterrence is meant to operate
both specifically on the defendant, encouraging precautions to avoid a recurrence, and generally,
as a guide to future conduct by others, so that they can govern their behaviour to avoid similar
substandard conduct.

While academic criticism of each perspective abounds (and is beyond the scope of this
paper to address), they co-exist as both objectives and justifications in many judicial decisions.
Judges do not treat these goals as mutually exclusive or incompatible, nor do they resolve
contradictions among them. Rather, they tend to appeal to one after the other, particularly
compensation and deterrence, to explain policy considerations meant to be advanced by their
judgments. Tort law also serves educative, symbolic and political functions.

(b) Tort Law and Regulatory Scholarship

Medical liability law has a dual character: it is part of the general tort and civil justice
systems, and one of the mechanisms for health system governance as well. Some scholarship
on patient safety and medical liability law argues that tort law should be understood as a form of
regulation, defined broadly as the organized and deliberate leveraging of power or authority to

effect changes in behaviour.”® From that viewpoint, tort law can be considered as simply one

22 Cane, P., “Distributive Justice and Tort Law”, [2000] NZLR 401 at 403.

% In Donoghue v. Stevenson, the decision that marked the beginning of the modern law of negligence, Lord Atkin
commented: “The liability for negligence, whether you style it such or treat it as in other systems as a species of
‘culpa’, is no doubt based on a general public sentiment of wrongdoing for which the offender must pay” —

M’ Alister (or Donoghue) v. Stevenson, [1932] A.C. 562 (H.L.).

24 Stewart v. Pettie, [1983] 1 S.C.R. 131, 150, per Major, J.

% Mello, M., Brennan, T., “Fostering Rational Regulation of Patient Safety” (2005) 30 J.H.P.P.L. 375-4186.
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component of an overall regulatory strategy. This approach may be coupled with a preference
for indirect, or “third party” governance that is subject to performance monitoring and oversight,
rather than traditional command and control regulation as a governance mechanism.?® While
this argument has not been fully developed in the health law field, it has attracted some support
in scholarship on tort law and patient safety, particularly from American commentators.?” In
many ways, it fits well with a predilection in American tort scholarship generally to focus on the
deterrent potential in tort law, rather than its functions as a means of compensation / reparation to
the victim of wrongdoing.?®

Commenting on efforts to theorize tort law as regulation in contexts other than medical
liability, some Commonwealth scholars caution that analyzing tort law exclusively through a
regulatory lens distorts understanding. Analysis is not as simple as concluding that, because
courts set standards, monitor behaviour, and enforce standards through their decisions about tort
liability, the tort system is a regulatory tool like any other. Academic commentary wary of “tort
law as regulation” accepts that tort law certainly has instrumental and distributional effects, and
that it is appropriate that these be taken into account by courts in their judgments. However,
focusing only on the behaviour-modification potential in tort liability neglects its basic structure.
As Peter Cane argues, tort law is not just about deterrence; it is “... a set of rules and principles
of interpersonal responsibility for harm”, and that shapes what it can and cannot accomplish.?
The interests that tort law advances, and that judges respond to in their decisions are diverse, and
are not limited to forward-looking regulatory goals.*® Resolving the larger debate on the
applicability of regulatory scholarship to areas of private law is beyond the scope of this study.
However, its existence reinforces arguments that when assessing the medical liability system and
proposals for reform, it is insufficient to focus on only one of the tort system’s objectives,

% Eliades, P., Hill, M., Howlett, M. (eds), “Introduction”, Designing Government: From Instruments to Governance
(Montreal: McGill-Queen’s U. Press, 2005), 3-20; Braithwaite, J., Healy, J., Dwan, K., “The Governance of Health
Safety and Quality: A Discussion Paper”, Commonwealth of Australia, 2005, online at:
http://www.safetyandquality.org/governance0705.pdf (last accessed Nov. 2005).
" Sage, W., “Medical liability and patient safety”, (2003) 22 Health Affairs 26-36: modern medical liability is best
understood as “regulation by litigation”, Mello & Brennan, supra, n.25.
zz Cane, P., “Tort Law as Regulation”, (2002) CLW Rev.

Ibid.
%0 Stapleton, J., “Regulating Torts”, in Parker, C., Scott, C., Lacey, N., Braithwaite, J., Regulating Law (Oxford:
Oxford U. Press, 2004), 122-143 at 136-7, 142.
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deterring substandard care. Reform must include improvement in the ways injured patients are
compensated as well.
(c) Analysis of a Negligence Action

Turning to the structure of a negligence action, a plaintiff must prove on a balance of

probabilities that:

1. The defendant owed him or her a legal duty of care;

2. The defendant breached the standard of care established by law;

3. The defendant’s breach caused injury or loss to the plaintiff; and

4. The plaintiff’s damages are not too remote to be recoverable in law.

Liability in negligence can arise from substandard care or treatment, and also from a failure to
obtain the patient’s informed consent to treatment. The elements of a negligence claims are
explained in greater detail in Appendix B to this chapter.

(d) Constitutional Jurisdiction

Provinces have constitutional jurisdiction over tort law, the administration of justice, and
most aspects of health care. That does not mean there is no role for the federal government, or
for concerted action by all levels of government on issues of patient safety and tort law.*:
However, the realities of the Canadian federation must be taken into account.

The preceding sketches the basic concepts and premises in patient safety, tort law and
negligence. Of necessity, it omits or glosses over much of the complexity in these areas.
However, it will serve as a starting point to inform consideration of developments in the law and
the intersections with patient safety initiatives that follows, and will be expanded further as

needed.

I1l. FINDINGS
The Patient Safety Environment
Patient safety and medical error have become global issues, and the policy environment has
been globalized.
To Err Is Human, with its glaring analogy that the deaths caused by medical error in the

United States were equivalent to a jumbo jet a day crashing, made patient safety a public issue.

* For example, CPSI was established by the federal government
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The data it presented was not new; it was based on studies that had been completed years
previously.® While the earlier studies had not captured public attention, they had spurred
research examining the extent of medical error elsewhere. In 1996, the Quality in Australian
Health Care Study, reported an adverse event rate of 16.6% in hospitalized patients in that
country (later revised to 10.6%).% Publication of the IOM Report in 1999 prompted studies in
other countries, with similarly grim findings about the rate of errors, extent of preventable
adverse events and patient injury.®*

Prescriptions for reform from patient safety advocates in all the countries surveyed were
similar as well. Not only has patient safety assumed prominence worldwide as a pressing issue
in need of effective response, but analysis of causes of the problem, and how to respond -- i.e.
systemic analysis and systemic solutions, rather than individual blame -- has “gone global”.
Although this study is limited to a small number of developed countries with common law
systems, inauguration of the WHO World Patient Safety Alliance, and the NAQO’s observation
that patient safety has become “the most important common issue in health care internationally”,
clearly evidence the globalization of the policy environment, regardless of differences in the
organization and delivery of care, health and liability insurance, and legal environments.*> The
chief features of the patient safety movement’s analysis of why errors occur, what action is
needed, and the effects of legal liability on the ability of the health system to respond effectively

are repeated across countries.

Patient safety analysis evidences common themes and tensions across countries.

The following distils the salient features of the patient safety movement’s analysis:

% Wachter, R., Shojania, K., Internal Bleeding: The Truth Behind America’s Terrifying Epidemic of Medical
Mistakes (N.Y.: Rugged Land Press, 2004) at 57.

# Wilson, R., et al., “The Quality in Australian Health Care Study: latrogenic Injuries or adverse patient events in
hospitalized patients”, (1995) 163 Med. J Aus 458-471; Thomas, E. et al., “A comparison of iatrogenic injury
studies in Australia and the USA”, (2000) 12(5) Internat’l. J. Qual. In Health Care 371-378; Runciman, W., “A
comparison of iatrogenic studies in Australia and the USA II: reviewer behaviour and quality of care”, (2000) 12(5)
Internat’l. J. Qual. In Health Care 379-388.

% See eg. Canadian Adverse Events Study, supra, n. 6; Davis, P., et al., “ Adverse events in New Zealand hospitals
I: occurrence and impact”, (2002) 115 NZJM 1167; Vincent, C., et al., “Adverse events in British hospitals:
preliminary retrospectige record review” (2001) 322 BMJ 577-579, 1395.

* NAO 2005, supra, n.3.
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1. Underlying systemic factors play a significant causal role in most adverse events and near
misses in health care; it is thus inappropriate to blame individual health care providers when
patients are injured.

2. Analysis cannot be limited to occurrences at the “sharp end”, where practitioners interact with
patients and each other in the process of delivering care, but must also include consideration of
the role played by the “blunt” or remote end of the system, i.e. regulators, administrators, policy
makers and technology suppliers, who shape the environment in which practitioners work.

3. It is essential to find out about errors and injuries to patients, in order to (i) undertake systemic
analysis of what has gone wrong, (ii) develop effective strategies to prevent, reduce and
ameliorate harm, and (iii) disseminate lessons learned more widely through the health system so
they can be implemented elsewhere as well.

4. The risk of negative repercussions if health care providers disclose errors chills disclosure.

5. The prospect of legal liability for negligence is a major impediment to openly disclosing errors
and systemic analysis, because recovery of damages is conditional on a finding of fault. Further,
the focus on whether individual care was substandard results in an inaccurate (because
incomplete) understanding of why harm occurred, drives knowledge about errors underground,
and consequently hampers development of responses that would reduce error and harm in the
future. Practitioners’ exposure to legal liability should be reduced.

6. Information gathered and activities undertaken as part of quality assurance or patient safety
initiatives should be insulated from disclosure or use in civil litigation and other types of legal
proceedings, as well as more generally. It is also important that patients be given an explanation
of what occurred and an apology when they have been harmed as a result of error, and apprised
of plans to prevent a recurrence.

7. The culture of the health care system must be changed from a culture of “blame and shame” to
a culture of openness, problem-solving and safety.

While patient safety advocates’ message calling for an end to individual blame has gained some
acceptance, where and how to draw the line between blameless and blameworthy behaviour is

far from settled, and major disagreements remain about what the repercussions of each should
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be.*® Tensions between systems and individual accountability are unresolved. Although patient
safety advocates promote external oversight and pressure, such as third party error reporting
systems, as useful tools to improve patient safety, they generally favour limiting the role of one
of the traditional mechanisms of external oversight and accountability, the courts.

Michael Power suggests that the growing focus on implementing systems to control and
manage risk (an ultimately unattainable goal) is an indication of intensified strategies on the part
of management to avoid a secondary risk, i.e. being blamed when things go wrong (reputational
risk). He is concerned that this tendency to “risk manage everything” will curtail development of

creative solutions needed to address the primary risks.*

The Tort System

Assessments of the performance of the medical liability system generally conclude that tort
law does not achieve any of its central goals of compensation, deterrence or corrective
justice well.

In the four countries surveyed that have tort systems in cases of personal injury (Canada,
the United States, the United Kingdom and Australia), there are strong and persuasive critiques
of its performance. While commentators and policymakers disagree among themselves about the
purposes and functions of the tort system, and consequently in their analyses of its deficiencies
and the goals toward which tort reform should be directed, there is wide agreement that the tort
system falls short in achieving any one of its three main objectives: compensation, deterrence or
corrective justice.®® This is in part because its objectives are multiple, and so to some extent

modify each other; each is also limited in scope.* However, conflicting and limited objectives

% See eg. New South Wales. Health Care Complaints Commission, “Investigation Report: Campbelltown and
Camden Hospitals Macarthur Health Service” (December, 2003), at ii.

" Power, M., “The Risk Management of Everything”, (Demos, 2004), online at: http://www.demos.co.uk (last
accessed July 2005).

% Compare eg., Abel, R., “A Critique of Torts”, (1990) 37 U.C.L.A. L.Rev. 785, and Epstein, R., “The Harm
Principle — and How It Grew”, (1995) 45 U.T.L.J. 369.

¥ As noted Canadian torts scholar and judge Allen Linden observed, if the reparation function of modern tort law
were its only task, “It [tort recovery] is welcome enough if there is nothing else available, but if full and swift
compensation is the only task of tort law, it should be replaced by something less costly and dilatory”. However, as
he notes, tort is not meant to provide universal compensation; entitlement is dependent on proving fault (Linden, A.,
Canadian Tort Law (7" ed.), (Toronto: Butterworths, 2001), at 5. Peter Cane points out that “there is an intrinsic
mismatch between the responsibility-based compensation provided by tort law and welfarist principles, which focus
on the needs of harm-sufferers”; it is therefore not surprising that, judged by the latter criterion, the tort system is
considered to perform poorly -- Cane, P. “Tort Law as Regulation”, supra, n.29.

14




are only a partial explanation. Many commentators have concluded that the tort system simply
falls short in doing what it is supposed to do.

Even when considering injuries that have been caused by fault, studies point out that the
operation of the tort system is problematic as a means of compensation. A number of these
examined the operation of the medical negligence system. In the United Kingdom, Lord Woolf
singled out medical negligence cases for particularly intensive examination in his review of the
civil justice system, because he considered it *“...obvious that it was in the area of medical
negligence that the civil justice system was failing most conspicuously to meet the needs of
litigants”.*® He noted that in medical negligence cases, costs were more often disproportionate
in comparison with damages, and were in any event so high that they constituted a real barrier to
access to the justice system, delays in resolving claims were greater, there was a lower success
rate than in other areas of personal injury litigation, unmeritorious claims were often pursued and
clear-cut claims defended for too long, and relations between the parties were marked by
heightened suspicion and less co-operation than in many other areas of litigation.** While
explained in part by complexities in the substantive law of tort and particularly difficult issues of
proof in medical negligence cases, he concluded that many of these problems resulted from
structural factors in this type of claim. Making Amends, the 2003 report by the Chief Medical
Officer of the United Kingdom on reforming the approach to clinical negligence in the National
Health Service (NHS) concluded that, even after the civil justice reforms that followed on the
Woolf Report, the system for resolving clinical negligence claims remained unsatisfactory
because it was slow, complex, unfair, costly, time-consuming, damaging to morale and public
confidence, unsatisfactory to patients left without explanations, apologies or reassurance about
improvements, and impeded learning from mistakes, because it encouraged secrecy and

defensiveness.*

“0 United Kingdom, Access to Justice (Lord Woolf), (London: Department of Constitutional Affairs, 1996), online
at: http://www.dca.gov.uk/civil/final/contents.hrm (last accessed December 2004).

“* 1bid., ch. 15.

%2 Chief Medical Officer, Making Amends. A consultation paper setting out proposals for reforming the approach to
clinical negligence in the NHS (London, Department of Health, 2003), at 13. (hereafter, Making Amends), online at:
http://www.doh.gov.uk/makingamends/cmoreport.htm (last accessed December 2004)..
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In the United States, too, the tort system is considered to function poorly as a means of
compensating for negligently caused injury.** Few people who have suffered injuries as a result
of negligent health care sue, and far fewer still ever recover any compensation for their injuries.
The Harvard Medical Practice Study concluded that only 1 in 8 patients who had been injured as
a result of negligence commenced legal action, and of those, only 1 in 16 received any
compensation.** Assessment is similar in the other countries surveyed: even when people have
suffered legally compensable injuries in the course of treatment — i.e. there were harmed by
substandard care -- they are unlikely to sue, and few medical negligence claims succeed.*
Given the large numbers of preventable adverse events (a subset of which are caused by
negligence), the small numbers of lawsuits for medical malpractice and the limited success in
those, the evidence suggests that typically, the incidence of negligence in health care is
significantly higher than the number of claims made, and much higher still than the number of
people who recover any compensation.*®  The barriers to access to justice are formidable. They
often affect those already least well off in society particularly harshly.*’

The tort system also falls short when evaluating its effectiveness in deterring unsafe
conduct and thus, reducing future harm. After an extensive review of empirical evidence in the
United States, Mello and Brennan could find only “limited evidence” that malpractice litigation
has a deterrent effect.”® In Canada, Elgie et al. concluded that tort law likely has only a

*% See eg. Bovbjerg, R., “Liability Reform Should Make Patients Safer: ‘Avoidable Classes of Events’ are a Key
Improvement”, (2005) 33 J.L.M.E. 478; Studdert, D., “On Selling ‘No-Fault’”, in Sharpe, V., (ed.), Accountability:
Patient Safety and Policy Research. (Georgetown: Georgetown U. Press, 2004).

* Localio, A, et al., “Relation Between Malpractice Claims and Adverse Events Due To Negligence: Results of the
Harvard Medical Practice Study 1117, (1991) 325 NEJM 245.

% See eg. Australian Health Ministers Advisory Council Legal Process Reform Group, “Responding to the Medical
Indemnity Crisis: An Integrated Reform Package” (Marcia Neave, Chair) (Aug. 2002), at 13, para 3.2; online at:
http://www.health.act.gov.au/c/health?a=da&did=100111741&pid=1054039339 (last accessed July 2004).

% In Canada, see Prichard, J.R.S., Liability and Compensation in Health Care. A Report to the Conference of Deputy
Ministers of Health and Federal/Provincial/Territorial Review on Liability and Compensation Issues in Health Care
(Toronto: U. Toronto Press, 1990), at 17, estimating that less than 10% of viable claims attributable to negligence in
health services resulted in payment (hereafter, the Prichard Report).

" In the U.S., see Studdert, D., “Selling No-Fault”, in Sharpe, V., (ed)., supra, n. at 208. In Canada, see Howse,
R., Trebilcock, M., “The Role of the Civil Justice System in the Choice of Governing Instrument”, in Ontario Law
Reform Commission, Rethinking Civil Justice: Research Studies for the Civil Justice Review (Toronto, Ontario Law
Reform Comm’n., 1996), Vol. 1, 243-304, at 255.

“¢ Mello, M., Brennan, T., “Deterrence of Medical Errors: Theory and Evidence for Malpractice Reform”, (2002) 80
Texas L.Rev. 1595 at 1613, 1615; Weiler, P., et al, A Measure of Malpractice: Medical Injury, Malpractice
Litigation, and Patient Compensation (Cambridge: Harvard U. Press, 1993); Hyman, D., Silver, C., “The Poor State
of Health Care Quality in the U.S.: Is Malpractice Liability Part of the Problem or Part of the Solution?”, (2005) 90
Cornell L. Rev. 893 at 917: evidence of deterrence is “surprisingly tenuous”.
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“tangential effect” on the quality of health care, given the background presence of liability
insurance that blunts the impact of damages awards on defendants, the small likelihood an action
will be commenced, and the fact that the severity of the sanction and degree of culpability are
often not commensurate.*

However, as Mark Galanter points out, courts have a complicated, multi-faceted
relationship to disputes. He argues that “The resolution of disputes, while important, is not the
only (nor...the principle) link of courts and disputes...court not only resolve disputes: they
prevent them, mobilize them and transform them”.>® Parties not only bargain (and act) “in the
shadow of the law”; courts also confer a kind of “regulatory endowment” on disputants, i.e.
“what courts might do (and the difficulty of getting them to do it)” clothes the regulatory
activities of others with authorizations and immunities.® The very expense and remoteness of
courts, and the overload, inertia and consequent inaction of public agencies bolsters the
regulatory authority of other institutions (i.e. indigenous ordering). He concludes that courts
impact disputes “...l1argely by the dissemination of information”, and that law is more significant
for the cultural and symbolic meanings it conveys, than as “a set of operative controls”.>? These
observations call for a broader assessment of the effects of law than can be captured by empirical
studies trying to determine the extent to which tort liability increases defensive medicine, or the
existence of direct links between changes in health professionals’ practice and medical
malpractice litigation. They also support a more capacious view of the impact of law on
individuals and institutions, and how they organize and conduct their affairs. When its more

diffuse effects are taken into account, law, and tort law in particular, casts a long shadow.

The medical liability system nonetheless has strong support from a number of
stakeholders.
Although positive assessments of the medical liability system are rare among academic

commentators, it has strong support from a number of stakeholders — notably members of the

*° Elgie, R., Caulfield, T., Christie, M., “Medical Injuries and Malpractice: Is It Time for No-Fault?”, (1993) 1
Health L.J. 97; Dewees, Duff and Trebilcock, supra, n. ; see generally Ison, T., The Forensic Lottery: A Critique on
Tort Liability as a System of Personal Injury Compensation (London: Staples Press, 1967), 81-82.
:2 Galanter, M., “Justice in Many Rooms”, (1981), 19 J. Legal Pluralism 1-47.
Ibid.
* bid., 9-10.
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public and the plaintiffs’ bar, in the United States at least. Following release of the Institute of
Medicine’s (IOM) Report, To Err Is Human, detailing the widespread harm caused by
preventable adverse events, members of the American public continued to believe that the major
cause of bad care is bad physicians, and that they should be held to account and removed from
practice.>® Physician and lawyer William Sage comments that for the plaintiffs’ bar in the
United States, the IOM Report seemed “...mainly to confirm their belief in their own usefulness”,
rather than establish the need for public policies and frameworks that would reduce error.>* Both
groups took the high numbers of errors to mean that legal obligations should be strengthened,
despite the IOM’s message that most mistakes are the result of bad systems, not bad people.>
The I0M’s call to end blame and fault finding has not attracted wide public support. Empirical
evidence of public attitudes on this issue is lacking in Canada. The Canadian Medical Protective
Association, the physicians’ mutual defence organization that provides liability coverage for
95% of physicians, considers the existing medical liability system to be “fundamentally sound”,
although in need of procedural reform to reduce the costs of judgments.°

On occasion, the prospect of tort liability has clearly provided an incentive to physicians to
improve practice, leading to reduced patient injury and death.

In the health care context, there are instances where the prospect of tort liability has
spurred physicians to improve practice. Anaesthesia is the chief example. It is widely
acknowledged that the American Society of Anaesthesiologists undertook its review of closed
claims and developed guidelines to improve care in the 1980’s because of professional unrest
over large increases in malpractice insurance premiums, interest in reducing injuries that led to

claims, and negative publicity.®” The result has been a “resounding success” -- dramatic

%% Blendon, et al., “Views of Practicing Physicians and the Public on Medical Errors”, ((2002) 347 NEJM 1933-40;
Leape, L., Berwick, D., “Five Years After To Err Is Human: What Have We Learned?”, (2005) 293 JAMA 2384-
2390, at 2384.

> Sage, W., “Understanding the First Malpractice Crisis of the 21 Century”, in Gosfield A., (ed.), Health Law
Handbook 2003 Edition (Westlaw), at 1.2. In Canada, there are some informal joint efforts by the plaintiff and
defence bar to improve the process of clinical negligence litigation.

> Bovbjerg, R., supra, n. 43 at 478.

% Canadian Medical Protective Association, “Medical liability practices in Canada: Towards the right balance”
(Ottawa: CMPA, Aug. 2005), at 22.

" Mello, M., Brennan, T., supra, n.25 at 377-378; Hyman & Silver, supra, n.48 at 920-1.
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decreases in adverse events and deaths associated with anaesthesia.® Some American
commentators argue that conditions have changed so substantially that the anaesthesia
experience will not recur in that country.>® Others argue that it shows there is an effective
“feedback loop” between the tort system, improved practice and patient safety.® One reason the
anaesthesia experience may be cited so often is that the connection between the potential for tort
liability and improvements in the quality and safety of care can rarely be demonstrated so

clearly.

Tort Reform

Apart from Canada, the countries surveyed have undertaken substantial legal reform.
However, the triggers prompting reform differed. Given the heavy toll errors take on patients
and the high costs they impose on society, one might have expected that changes to the tort
system would be linked to initiatives to reduce medical error and improve patient safety. After
all, reducing errors and the injuries that result would mean patients had less reason to sue.”

However, this was seldom the focus of reform.

In Australia and the United States, tort reforms were a response to liability insurance
crises, and were aimed at reducing the frequency and severity of malpractice claims.

Australia and the United States implemented the most substantial tort reforms. In
Australia, the catalyst for action was a crisis in the insurance industry, culminating in the
collapse of two major insurers in 2001/02. Although even Mr. Justice Ipp, who chaired the panel
the government appointed to review the law of negligence, noted that there was “never
conclusive evidence that the state of the law of negligence bears any responsibility for this
situation ”,°? the tort system was the obvious candidate for government action — civil liability
does affect insurance premiums, was being widely blamed as the culprit, and was a factor

governments could regulate. The reforms, characterized by the Commonwealth government as

%8 Joint Committee on Accreditation of Healthcare Organizations, “Health Care at the Crossroads: Strategies for
Improving the Medical Liability System and Preventing Patient Injury” White Paper (Feb., 2005), online at:
http://www.jcaho.org/about+us/public+policy+initiatives/medical_liability.pdf (last accessed September, 2005).
% Mello & Brennan, supra, n.25.

% Hyman & Silver, supra, n.48.

81 Although as noted previously, lawsuits for medical malpractice are already infrequent.

% |pp, D., “Negligence — Where Lies the Future?”, (2003) Aus. Bar Rev. 158 at 159.
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“unmatched in the common law world for their breadth and scope”, significantly altered both the
substantive law of negligence and civil procedure.®® They were meant to reduce the size and risk
of judgments and the costs of negligence litigation, and while they were implemented too
recently to comprehensively assess their effects, initial indications are that they have done s0.%*
In the United States, tort reforms were undertaken in response to the most recent wave of
increases in medical liability insurance premiums, not to address patient safety concerns.®
Initiatives adopted continue the same approaches to liability reform that characterized responses
to the last two malpractice insurance crises — as one writer notes, “more of the same, plus a
heavy dose of patient safety rhetoric”.?® This has meant damages caps, offset of payments from
collateral sources, limits on lawyers’ fees, discretionary or mandatory periodic payments of
damages, restrictions on joint and several liability for damages, heightened requirements for
expert witnesses, shortened limitation periods and other measures.®” Changes to the law have
primarily been aimed at reducing the costs of malpractice litigation and judgments, and have
made it more difficult for people to establish liability and entitlement to compensation. Mello
reports strong evidence that caps on noneconomic damages reduce the average size of award by
20 to 30%, but not the frequency of claims. Other tort reforms have had little impact. Caps on
noneconomic damages have disadvantages relating to patient safety and equity in the medical

liability system.®®

8 Commonwealth of Australia. “Reform of liability insurance law in Australia” (Canberra: Canprint
Communications Pty, 2004), online at: http://www.treasury.gov.au/contentitem.asp?pageld=035&ContentID=799
(last accessed July 2005), at 3.

% Australian Health and Welfare Institute, “Medical Indemnity National Data Collection Public Sector 2003 to 2004
covering the period July 2003- June 2004”; online at:
http://www.apo.org.au/linkboard/results.chtm?filename_num=13683 (last accessed Jan. 2006); Pelly, M., “Harsh
personal injury laws deny letgitimate claims, says judge”, Sydney Morning Herald, Oct. 11, 2004.

% Bovbjerg, supra, n.43 at 480: reformers’ top priority was to limit the existing system of liability, not to build a
better system; Mello, M., “Medical malpractice: Impact of the crisis and effect of state tort reforms”, Research
Synthesis Report No. 10, Robert Wood Johnson Foundation (May, 2006), online at http://www.policysynthesis.org
(last accessed May, 2006) at 6.

® Sage, W., “The Forgotten Third: Medical Insurance and the Medical Malpractice Crisis”, (2004) 23 Health Affairs
10-21, at 10.

% Furrow, B., et al., Health Law: Cases, Materials and Problems (5" ed.) (St. Paul, MN: Thomson/West, 2004);
Hyman & Silver, supra, n. 48 at 899. As at April, 2006, 26 states had some form of damages cap; most are
applicable to the noneconomic component of awards- Mello, supra, n.65 at 7.

% Ibid. (Mello), 12.
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In the United Kingdom, crises in trust in the NHS resulted in little tort reform until
recently, but did lead to substantial legal and non-legal reform to improve the safety and
quality of care.

Triggers for reform were different in the United Kingdom. The Woolf Report led to
significant reform of the civil justice system. Those of particular relevance to medical
malpractice cases include the introduction of pre-action protocols specific to clinical negligence
claims, and provisions to rationalize procedures governing expert evidence.

In response to a series of scandals that plagued the National Health Service in the 1980’s
and 1990’s, extensive public inquiries into deficient care and the resulting public outcry over
misconduct in the NHS, and influential reports on the state of health care, the government
implemented a number of regulatory initiatives and created a series of agencies focused on health
quality and safety. These include the National Patient Safety Agency (NPSA) (created in 2001
to coordinate the efforts of the NHS regarding safety), the Healthcare Commission (its duties
include investigating and assessing the performance of health facilities, addressing complaints
about the NHS, and rating NHS performance), and the Council for Regulatory Excellence (to
monitor the performance of self-regulating bodies). These reforms substantially increased
internal and external monitoring and oversight in the health care system. However, tort law, and
the basic requirement to prove fault in order to establish entitlement to compensation for
negligent injury, remained largely untouched and intact until recently, despite the Chief Medical
Officer’s conclusion in Making Amends (2003) that the system for resolving clinical negligence
claims was unsatisfactory, and that continued tort reform without other changes could not
satisfactorily address deficiencies that remained.® Legislation is currently before Parliament
that would provide an alternative compensation mechanism for lower value claims (the Redress
Bill).

In Canada, although substantial reforms to the medical liability system have been
proposed, they have not proceeded.
In Canada, the 1990 Prichard Report, which was commissioned in response to a

perceived “malpractice crisis” in the late 1980°’s, recommended introduction of an alternative

% Supra, n.42 at 13
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compensation system for people who suffered avoidable injuries in the course of treatment, while
maintaining the option of suing in tort. It did not lead to changes in the tort system. As concerns
about a “crisis” in liability coverage abated with changing economic times, and as provincial
governments reached accommaodations with physicians to subsidize the fees they paid for
liability coverage, pressure for more substantial change dissipated, to be replaced with concerns
about the sustainability of Canada’s publicly funded health care system and universal access to
health care . Although the Prichard Report had concluded that less than 10% of viable claims
attributable to negligence in health services resulted in payment,”® the gap between the extent of
negligent injury and compensation was not sufficient to galvanize politicians to change the way
that people injured in the course of treatment were (or more often, were not) compensated.
Reforms to the civil justice system in various provinces have not targeted clinical
negligence litigation. They have largely been focused on measures meant to reduce the cost of
judgments, such as allowing courts to order periodic payment of damages awarded in personal
injury cases, and reduce the cost of accessing the civil justice system, such as implementing
simplified procedures for lower value claims, and expanding provisions to dispose of lawsuits
without a full trial or the usual range of pre-trial procedures. The latter are likely of limited
application in medical malpractice cases. Legislation has also been passed in a number of
provinces strengthening qualified privilege for error reporting. While it may increase disclosure
within the health care system, and thus advance patient safety initiatives (although empirical
evidence of increased reporting is limited and equivocal), it can also affect access to justice,
because restricting information about how and why a patient was harmed can make it more

difficult to establish entitlement to compensation in legal proceedings.

No Fault Compensation Systems
Limited no-fault compensation systems have generally been implemented in response to
crisis.

No-fault compensation systems have been adopted in a few limited instances in the
United States. Virginia and Florida enacted administrative compensation systems for certain

severely injured babies in 1987 and 1988, in response to rising malpractice insurance premiums

" prichard Report, supra n.46 at 17.
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that were thought to threaten patients’ continued access to obstetric care.”* Conditions for
eligibility are restrictive. The state programs are small, because they were meant to substitute for
“particular tort claims that seemed to be causing a malpractice crisis”, not to expand the class of
injured patients compensated.’® Provider participation is voluntary. Claims have been too
infrequent to give rise to generalizable findings for patient safety purposes.” “Leakage” to the
tort system and adequacy of future funding are concerns.” The U.S. federal government created
a no-fault compensation system for injuries resulting from childhood vaccination in 1986, also
prompted by concerns that open-ended tort liability was causing manufacturers to withdraw from
the market, threatening access. Evaluation of the program is limited but positive, though new
and broader claims of injury are a challenge.”

Contrasting no-fault systems as envisaged in theory with their reality when implemented
in practice, Sloan notes that in Virginia and Florida, programs were enacted in times of crisis,
primarily in response to stakeholder (physician and insurer) lobbying.”® Consequently, programs
adopted may not reflect wider public interests or sound public policy. He cautions that “A broad
based program will never evolve from trying to relieve acute problems of insurance availability
and affordability”.”’

In Canada, the federal government implemented a limited no fault compensation system
for people infected with HIV and Hepatitis C from blood transfusions, following
recommendations to that effect made by the Commission of Inquiry on the Blood System.™ I,
too, was responding to a crisis: the financial collapse of the Canadian Red Cross Society that
collected and supplied the tainted blood, and the inquiry’s findings that government oversight
and monitoring of the blood system had been deficient. Even then, at least as originally

structured, compensation was limited to categories of claimants where the government would

™ Sloan, F., “Public Medical Malpractice Insurance”, Pew Project on Medical Liability (2004), online at:
Elzttp://www.medliabilitvpa.orq (last accessed May, 2006), at 55
Ibid..
" Ibid. at 63, 56: a total of 72 claimants had been paid to 2002 in Virginia,over a 15 year history of the program,
and 151 claimants had been paid in Florida to 2002, over a 14 year history of the program.
™ Bovbjerg, supra, n.43 at 484.
" Ibid., n.98 and references cited therein; Furrow et al., supra, n.67 at 492
"8 Sloan, supra, n.71 at 67-8
" Ibid. at 58.
"8 Some provinces supplemented and expanded the federal compensation.
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have considered itself most at risk if lawsuits against it had proceeded to judgment. Eligibility
has since been expanded.”

Quebec has had a no-fault compensation system for people who suffer severe and
permanent injuries from vaccines in place since 1986, following a Supreme Court of Canada
judgment denying the claim of a young girl who experienced severe neurological disability after
being vaccinated.®® She had sued her physician, the vaccine manufacturer and the provincial
government. Although finding that the government had no legal obligation to compensate her,
the Court suggested that compensation would be appropriate, even if not required. The province
implemented a no-fault compensation system shortly thereafter. Benefits are broad, but
establishing eligibility is difficult. Claimants must prove a causal connection between the
vaccine and the harm suffered. Success rates for claims are low (20 out of 117 claimants in a 15

year period).*

Broad-based no-fault compensation systems to replace tort liability for personal injury
have been informed by and developed as a result of a considered policy process and
widespread consultation.

In contrast to these limited schemes, New Zealand was not trying to resolve a crisis when
it eliminated tort claims in personal injury cases in 1974 and implemented an administrative
system to compensate for accidental injury (including injury caused by health care) in its stead.
Its policy on accident compensation was developed pursuant to the recommendations of a
Commission of Inquiry into Compensation for Personal Injury.®? The New Zealand system has
not been immune to economic, social and political forces. Economic and political pressures
since its inception led governments to tighten conditions for eligibility and decrease benefits. Of
particular relevance to patient injury, the period 1992 to 2005 saw the re-introduction of a

requirement to prove fault in cases of medical error, albeit in the context of administrative

™ Dyer, O., “Canada’s legal system cheats patients and doctors alike”, Nat’l. Review of Medicine, Nov. 15, 2005.
% p G. du Quebec c. Lapierre,, [1985] 1 S.C.R. 241..

8 Kutlesa, N., “The Case for a Vaccine-Related Injury Compensation Scheme in Canada”, online at:
http://www.law.utoronto.ca/documents/zhealthlaw04/kutlesa_handout.doc (last accessed Dec. 2005); Picard, A.,
“Only Quebec pays out for vaccine injuries”, Globe & Mail, 18 November, 2002, at A7. In the United Kingdom,
too, the no-fault compensation system for vaccine-related injury requires proof of causation — Vaccine Damages
Payment Act 1979.

8 New Zealand. Commission of Inquiry into Compensation for Personal Injury, Compensaton for Personal Injury
in New Zealand: Report of the Royal Commission of Inquiry (Gov’t. Printer, Wellington, 1967).
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determinations rather than civil litigation. There was no need to prove fault to establish
entitlement to compensation for other types of injury. This requirement was eliminated in 2005;
claimants are now entitled to compensation if they have suffered “personal injury caused by
treatment”, rather than having to establish that the care received was substandard.®® Benefit
levels have also risen, although coverage for noneconomic loss is still circumscribed. Low
benefit levels, and the continued inequity in distinguishing between victims of accidents and
people whose injuries or disabilities were not caused by accident (who do not qualify for
accident compensation benefits, even though they may have equivalent or greater need) remain
concerns. However, there is no movement to return to the tort system. Most people prefer the
certainty and speed of the accident compensation system to the vagaries of the tort system.

In the United Kingdom, following on the Chief Medical Officer’s recommendations in
Making Amends, legislation introduced in 2005 would enable patients to receive redress for
lower value claims via an administrative system, without having to sue (the Redress Bill).
Eligibility still tracks requirements for tort liability. This would be a system of general
applicability. The Bill had not been passed at the time of writing. Making Amends had also
proposed a no-fault Redress scheme for severely neurologically impaired babies, but at this
point, the government has decided to proceed with a long-term plan to improve health, social and
educational services for all children. It is expected that any proposals for legislation will support
improved services for all children with disabilities, rather than benefit only children with birth-

related injuries.®

The Future of the Tort System
In Canada, radical reform of the tort system is unlikely in the near future.

The tort system, and negligence law principles in particular, have shown remarkable
resilience. Despite sustained and cogent criticism of the tort system’s performance in achieving
any of its central goals of compensation, deterrence and corrective justice, civil litigation has
remained the primary means to resolve claims for medical error causing harm in all the countries

reviewed except one. For more than thirty years, New Zealand, which replaced tort liability for

8 Injury Prevention, Rehabilitation and Compensation Act (No. 3) 2004. See discussion infra, ch. , New Zealand.
pafe— , “NHS Redress Bill”, Government Bills 2005/06 — In Progress, online at:
http://www.commonsleader.gov.uk/print/page990.asp (last accessed April, 2006).
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personal injury with an administrative system of compensation, for accidental injury, has been
the only exception. Where tort reform did become a priority, as in the United States and
Australia, it was because of crises in the availability or affordability of liability coverage, and
was aimed at reducing the frequency and severity of claims. Targeted no-fault compensation
programs have been implemented infrequently, and are limited in scope. There has been little
political will to replace or radically reform tort law.

In Canada, the reality of a well established tort system, stakeholders’ vested interests in
its continuation, a relatively stable claims environment, no liability insurance crisis, and the
absence of significant, organized public or provider pressure for substantial tort reform
translates into considerable inertia. Realistically, the existing tort and civil liability systems are
here to stay, at least in the short and medium term. Patient safety initiatives must operate within
this environment. A pragmatic assessment of the political and policy and environments reveals
nothing that would crystallize the political will needed for significant change. At the same time,
the troubling performance of the medical liability system indicates a need for more substantial
reform. Consequently, | have divided my recommendations into those that can be implemented

within the existing tort system, and those that would require more radical reform.

IV. RECOMMENDATIONS
Short and Medium-Term Reform: Working With The Existing Tort System

What reforms in the short and medium term would assist in advancing a patient safety
agenda within the confines of the tort system? The most obvious goal is to reduce error and
harm to patients. The primary benefits would be safer health care and fewer injured patients; the
secondary benefit, even though lawsuits for medical malpractice are already rare, would be a
reduction in the need to sue.
1. Qualified Privilege, Error Reporting and Disclosure of Harm to Patients:

How can the civil justice system be changed to promote safer care? Patient safety
advocates in all the countries surveyed have argued persuasively first, that there is an urgent need
for accurate information about errors that have occurred, so that they can be investigated, their
causes determined, and effective strategies developed to prevent or reduce harm in the future,

and second, that confidentiality is essential to encourage disclosure. However, empirical
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evidence that shielding information from disclosure in civil litigation increases error reporting is
lacking. Consequently, only limited qualified privilege can be justified.

At the same time, disclosure of harm to patients is both a moral and legal obligation.
Patients are entitled to know what happened and why. Too often, this does not occur. Incentives
to encourage disclosure are important. Qualified privilege must be crafted as narrowly as
possible to still ensure meaningful disclosure to patients.

In the United States, where QA activities have been protected by statutory privilege for
longer than in Canada, evidence that statutory protection positively affects disclosure is limited
and equivocal, and under-reporting is endemic.®> Canada lacks robust empirical evidence of the
effects of existing qualified privilege provisions on error reporting. The causes of under-
reporting are broader and more complex than concerns about legal liability. Shielding
information from use in legal proceedings will not necessarily mean that health care providers or
healthcare institutions will become open and frank about errors that have occurred.®® Qualified
privilege legislation should include a sunset clause to ensure review of its effectiveness, and give
providers and institutions a “use it or lose it” incentive to report error, and to disclose harm to
patients. If under-reporting and non-disclosure persist, the positive effects of privilege may not
be sufficient to justify the costs of non-disclosure to patients, the public and the justice system.
Recommendation 1.1
Limited qualified privilege legislation that shields information gathered in connection with
and the activities of quality assurance committees or designated patient safety initiatives
from use in civil litigation should be adopted, including protection for external reporting
and sharing of information for patient safety purposes, but its continuation should be
linked to evidence of compliance with requirements to report error and also to disclose

harm to patients.

8 Marchev, M., Medical Malpractice and Medical Error Disclosure: Balancing Faacts and Fears”, Nat’l. Academy
for State Health Policy, #G6NL53 (Dec., 2003); Furrow, B., “Medical Mistakes: Tiptoeing Toward Safety”, (2003) 3
Hous. J. Health L. & Pol’y 181-217. In Australia, see New South Wales, “Final Report of the Special Commission
into Campbelltown and Camden Hospitals” (Bret Walker, Special Comm’r.) (July 30, 2004), at132, online at:
http://www.law.ink.ndw.gov.au/lawlink/Corporate/ll_corporate.nsf/pages/sci_final report (last accessed Dec. 2004),
suggesting that, because of the lack of empirical evidence to justify the privilege, his recommendation for statutory
protection for root cause analysis and other QA activities be reviewed in a few years’ time to evaluate effectiveness.
% In the American context, Hyman & Silver, supra, n.48, argue that will not just happen from provider goodwill,
absent the threat of litigation.
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Error reporting systems are not a panacea, and adopting a systems approach to
understanding the causes of injury will not guarantee an end to error suppression. Qualified
privilege can be misused to avoid disclosure. As American bioethicist Edmund Pellegrino has
noted, “The “system’ can be just as reluctant to admit error as the individual”.®” For example, in
Australia, the 2005 Bundaberg Hospital Inquiry found that successive state governments had
improperly invoked qualified privilege to shield information about health system performance
from disclosure following requests under the Freedom of Information Act, and that governments’
readiness to conceal information set the tone for Queensland Health staff, with similar results.®®
Recommendation 1.2
Effective oversight is required to ensure compliance with error reporting and investigative
obligations, as well as with requirements for disclosure to patients

Evidence is required to establish that error reporting systems are effective, i.e. that the
initiatives they support improve care and reduce harm to patients.®* In addition to their cost to
patients and the public in information foregone, error reporting systems impose additional
burdens and costs of compliance on providers and institutions. If they do not lead to effective
action in response, providers will not continue to report. In the United Kingdom, the National
Audit Office has warned that, despite the sophisticated error reporting system the National
Patient Safety Agency developed for the NHS, if it does not go beyond collecting data about
errors to feed back useful lessons to health care providers and institutions, people will stop
reporting.®® In a number of inquiries into substandard hospital care and injury to patients in
Australia, staff reported that they did not report incidents, let alone near misses, because there
was no feedback about what would change — i.e. there was no indication their reports would
make any difference.®*

Recommendation 1.3

8 Pellegrino, E., “Prevention of Medical Error: Where Professional and Organizational Ethics Meet”, in Sharpe, V.,
supra, n.43, 83 at 96.

8 Queensland. “Queensland Public Hospitals Commission of Inquiry Report” (Davies, G., Com’r.) (Nov. 2005),
online at http://www.qphc.qgld.gov.au (last accessed Dec. 2005), at 476-7, paras. 6.530, 6.534, 6.553-4.

¥ Mello & Brennan, supra, n.25 at 380: “...the base of evidence about effective safety-enhancing measures is
surprisingly thin”.— little evidence of what works.

% NAO 2005, supra, n.3, at 6-7, 9.

%1 See eg. Forster, P., “Queensland Health Systems Review — Final Report” (Sept., 2005), online at:
http://www.health.gld.au/health_sys_review/final/ghsr_final report.pdf (last accessed Dec. 2005), at 185; Victoria
Health Services Comm’n., “Royal Melbourne Hospital Inquiry Report) (Wilson, B., Comm’r.), (Aug., 2002), online
at: http://www.health.vic.gov.au/hsc/rmh_report0802.pdf (last accessed Dec. 2005).
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Patient safety initiatives such as error reporting systems must be monitored and evaluated

to assess their results in improving care, communication and outcomes.

2. Make Litigation Count for Patient Safety I: Reframing Liability to Advance Patient
Safety Goals

Legal frameworks governing negligence claims can be structured to advance patient
safety goals of error reduction and harm prevention. Expanding hospital liability to include
responsibility for non-employed physicians’ negligence on-site could assist in doing so.

Systemic analysis of errors and patient injury highlights the problematic nature of the
way in which the law attributes responsibility for negligence. Hospitals owe duties of care to
their patients, and are directly liable for their own negligence (for instance, in monitoring staff
competence or establishing systems needed to safely operate the hospital), and vicariously liable
for wrongdoing by those for whom they are legally responsible -- most commonly, hospital
employees, such as nurses. They are not generally liable for the negligence of independent
contractors, most notably, non-employed physicians. It is not clear whether recent Supreme
Court of Canada jurisprudence expanding the scope of vicarious liability and non-delegable
duties of care in other contexts will be applied to health care, such that hospitals would be held
liable for physicians’ negligence.

In some countries, such as the United Kingdom, the issue does not arise in connection
with hospital care for publicly insured services, because most physicians working in hospitals are
employed by the National Health Service, and in any event, it has a policy of ignoring the
distinction between employees and independent contractors in responding to claims, provided the
claimant was injured in the course of receiving NHS treatment.*? In the United States, courts
have increasingly held hospitals liable for the negligence of “independent” physicians on a
variety of theories, although this is not always the case.”® Canadian courts have been reluctant to

interfere with hospitals’ and physicians’ settled expectations about physicians’ independence,

% Jones, M. Medical Negligence (London: Sweet and Maxwell, 2003) at 616, para. 7.035-6. In Australia, state
governments assume responsibility for the negligence of physicians providing services in public hospitals —
Australian Institute of Health and Welfare, “First Medical Indemnity Naional Data Collection Report: Public Sector,
January to June 2003” (Canberra: AIHW, Dec. 2004), AIHW Cat. No HSE 34), online at:
http://www.aihw.gov.au/publications/index.cfm/title/10092 (last accessed Dec. 2005).

% In the United States, see Furrow et al, supra, n. at 413 ff, ch. 6, “Liability of Healthcare Institutions”, reviewing
developments in corporate negligence law, vicarious liability and non-delegable duties of care.
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and with their arrangements about their respective spheres of liability.** However, the status quo
is open to challenge as circumstances change.

The insights of the patient safety movement into the role of systemic factors in causing
medical errors and patient injury, and in particular, about the ways in which constraints imposed
at the “blunt end” of institutional decision-making shape decisions at the “sharp end” of
practitioners and patients, lend considerable force to arguments for extending hospitals’ liability
to include responsibility for the negligence of non-employed physicians. This is reinforced by
changes in the organization and delivery of care: when physicians treat patients in hospitals,
they do so as part of a team, and their practices are shaped by the confines of a particular
institutional environment. The case for imposing enterprise liability that encompasses physician
negligence is strengthened by the frequent observation that institutions are better able to
undertake systemic analysis, and have far greater ability than individual practitioners to
implement effective changes to reduce risk and prevent harm.% In the United States, where
private funding is a significant feature of the health system, commentators argue that enterprise
liability would both sharpen and better focus the deterrent signal sent by a finding of liability for
negligence. As they point out, hospitals must bear the costs of most patient safety
improvements, but the benefits flow largely to patients and providers, in the form of reduced
injuries and decreased costs of error. Shifting to enterprise liability would align incentives for
health care institutions to invest resources to make patient safety a priority — i.e. it would
strengthen the “business case for safety”.”® Even in systems such as Canada’s, where private
funding and delivery of services is not a significant part of the hospital system, the prospect of
organizational liability could function as an important external pressure for improvements in
safety and quality.

Although not presently interpreted this way, the common law could incorporate this
understanding of the extent of hospitals’ responsibility, and support a finding of liability for non-
employed physicians’ negligence. Alternatively, enterprise liability could be imposed by
legislation. In deciding whether such a development is warranted, it is important to determine

% Yepremian v. Scarborough General Hospital (1980), 110 D.L.R. (3d) 573 (Ont.C.A.), rev’g (1978) 88 D.L.R.
(3d) 161 (Ont.H.C.).

% Dewees, D., Duff, D, Trebilcock, M., Exploring the Domain of Accident Law: Taking the Facts Seriously (N.Y.”
Oxford U. Press, 1996); Mello and Brennan supra, n.48.

% Mello and Brennan, ibid.; Hyman & Silver, supra, n.48.
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what would be gained by imposing responsibility for physician negligence on hospitals. The
Supreme Court of Canada has identified two primary policy reasons for expanding vicarious
liability in other contexts: ensuring effective compensation, and deterring future wrongdoing by
imposing liability on the entity best able to take steps to prevent it.”” Since both physicians and
hospitals are insured, the concern is generally not to ensure plaintiffs will be able to recover
damages awarded.” What should be key is whether extending hospital liability to include
physician negligence will act as an incentive to hospitals to monitor and review systems and
individual care providers, and to implement changes to reduce harm to patients, and whether the
benefits of doing so outweigh the costs. Apart from liability insurance considerations, enterprise
liability raises concerns among physicians that their autonomy in clinical decision-making would
give way to institutional control. It also raises reputational concerns — that institutions (and their
insurers) will lack incentives to vigorously defend physicians’ reputations, or conversely, will
shield providers’ errors from disclosure,* or that physicians will lack motivation to defend the
institution’s reputation and programs, once they are no longer individually at risk.

On the whole, enterprise liability has the potential to pressure hospitals to require health
care providers to cooperate in making patient safety a priority, and could ease health care
providers’ concerns about liability. It fixes hospitals with incentives to remedy unsafe systems
in order to avoid future liability. However, enterprise liability would represent a significant
departure from existing law on hospital liability. Cases that squarely raise the issue are rare, and
hospitals and physicians have an incentive to settle cases prior to trial to avoid unfavourable
precedents. There is no assurance courts will move in the direction of enterprise liability soon,
uniformly, or at all. Legislation could be a more reliable way to ensure adoption of an
“enterprise approach”

Hospital liability for physician negligence will not automatically translate into
comprehensive, effective quality assurance activities and patient safety programs. The patterns
of problematic care and harm to patients that led to numerous public inquiries into hospitals in
the United Kingdom and Australia, although the state already assumes responsibility for the

% Bazley v. Curry (1999), 174 D.L.R. (4™ 45 (S.C.C.).

% Although class actions can threaten defendants’ solvency. As the tainted blood litigation made clear, aggregated
liability in class actions can result in awards so substantial that even insured defendants, such as the Canadian Red
Cross Society, cannot satisfy the judgments awarded.

% Sage, W., “Reputation, Malpractice Liability and Medical Error”, in Sharpe, supra, n.43, 159-184 at 182.
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negligence of physicians providing care in the public system, is evidence of that.'®® More far-
reaching changes in addition to enterprise liability will still be required.*®*

Recommendation 2.1

Provinces should consider legislation extending hospital liability to include responsibility
for the negligence of non-employed physicians treating patients on-site.

The settings in which care is delivered are continuing to change. More health services,
increasingly complex care and sicker patients are being moved outside hospitals to other types of
health care institutions (such as long term care), clinics (increasingly the site of diagnostic
procedures), physicians’ offices and patients” own homes. Care is provided by formal and
informal caregivers; the latter may lack training in the services to be provided. Little is known
about the nature and extent of preventable adverse events in these settings, although they
certainly do occur. As care provided intensifies, preventable adverse events will increase in
number and severity as well, as will the potential for civil liability arising from negligent injury
to patients. However, the “enterprise” providing care is no longer a hospital in these situations,
and the “system” in which care is provided may be a single practitioner or loose cluster of
locations and providers. The potential for error can be exacerbated by decisions about
workplace organization, such as casualization of the labour force, reduced staffing or staff
qualifications and other factors.*® This is true of (and occurring in ) hospitals as well, but is
even more of a risk in smaller settings. Proactively incorporating patient safety considerations in
decisions about the location of and resources devoted to health care can reduce error and harm to
patients.

Recommendation 2.2
Implications for patient safety should be an important, explicit consideration in decision-

making about and oversight of care, both in and outside hospitals.

3. Make Litigation Count for Patient Safety I1: Lawsuits as a Learning Resource

1% See eg. Kennedy, 1., Learning from Bristol: the report of the inquiry into children’s heart surgery at teh Bristo
Royal Infirmary (London: HMSO, 2001); online at: http://www.bristol-inquiry.org.uk (last accessed Dec. 2004);
Bundaberg Inquiry, supra, n.88.

191 Faunce, T. et al., “When silence threatens safety: lessons from the first Canberra Hospital neurosurgical inquiry”,
(2004) 12 J.L.Mwed. 112-118; Walsh , K., Shortell, S., “When Things Go Wrong: How Health Care Organizations
Deal with Major Failures”, (2004) 3 Health Affairs 103-111.

192 Storch, J., “Patient Safety: Is It Just Another Bandwagon?”, (2005) 18 Nursing Leadership 39-55.
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Lawsuits can provide important information about how patients are injured, and thus, can
assist in improving safety and quality of care. The Joint Commission on the Accreditation of
Healthcare Organizations (JCAHO) in the United States recognizes the utility of claims
information for patient safety purposes, and has called for greater access to ongoing as well as
closed claims, in order to increase the information available, and decrease the length of time that
elapses before it can be accessed.’® Similarly, the National Audit Office in the United Kingdom
recommended that the Healthcare Commissioner make greater use of information from litigation
and complaints as a learning resource, and work with other agencies to determine how best to
share data. Confidentiality clauses often included in settlement agreements hamper access to this
information for patient safety purposes. While insurers typically alert hospitals and health care
providers to significant developments in judicial decisions as a risk management practice, it is
not clear that such information is systematically or consistently incorporated into practice.
Recommendation 3
Provision should be made for systematic identification and dissemination of patient safety
lessons to be learned from lawsuits, potentially under the aegis of or in conjunction with the
Canadian Patient Safety Institute, or through external error reporting structures or
provincial patient safety organizations where these exist. Possibilities for earlier and more
comprehensive access to claims information for patient safety purposes should be explored
with the affected stakeholders.

4. Liability Coverage, Government Subsidy and Access to Information

Malpractice litigation is relatively infrequent in Canada, particularly when compared to
the extent of preventable adverse events (as noted previously, not all preventable adverse events
indicate negligent care, but a subset do). Although the litigation environment can be volatile
given the nature of claims made (such as those on behalf of infants seriously injured during
birth), and the potential for aggregated liability in class actions, for physicians at least, claims
experience has been relatively stable over the last several years.’® Unlike recent experience in
Australia, or current experience in the United States, Canada is not in the midst of a crisis in the

availability or affordability of liability coverage.

13 JCAHO, supra, n.58 at 37; NAO 2005, supra, n.3 at 10.
104 Canadian Medical Protective Ass’n., “Annual Report 2004” (Ottawa: Author, 2005) at 8-11.
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Most physicians are remunerated for the services they provide patients on a fee for
service basis. Fees for services covered under Canada’s universal health insurance system are
negotiated between provincial medical associations and their respective provincial governments.
Increased fees for liability coverage cannot be passed on to patients by charging more for insured
services. Recognizing this, and wanting to ensure both continued access to health services and
the availability of compensation when patients have been negligently injured and damages
awarded, governments and provincial medical associations have negotiated agreements pursuant
to which governments contribute to the cost of physicians’ liability coverage. Arrangements
vary among provinces, but the total amount of government contributions and the proportion of
individual physicians’ fees for liability coverage are substantial.’®> Hospitals’ insurance
arrangements resemble more traditional contracts of insurance. Many obtain liability coverage
through participation in the Health Insurance Reciprocal of Canada (HIROC), a member-owned
non-profit organization. Almost all hospitals in Canada are public, not private. While not
generally owned by government, they receive the great majority of their funding from provincial
governments, and the bulk of services they provide are publicly insured. Thus, hospitals, too,
cover the cost of liability coverage with funds provided by government.

The patient safety movement repeatedly stresses the need for more information about
errors and patient injury, and also the importance of open disclosure of harm to patients. The
substantial financial assistance governments provide to defray the costs of liability coverage
should give them leverage to require both physicians and hospitals to advance patient safety
initiatives. This could be used to counter under-reporting of errors, or entail more extensive
reporting of patient safety incidents, more detailed information on claims experience, changes in
providers’ practices, greater participation in patient safety initiatives, more disclosure of harm to
patients, or other measures to advance patient safety.

Recommendation 4
The substantial funding that governments contribute to the cost of physician and hospital
liability coverage (thereby indirectly assuming a share of the risk of liability) should be tied

to improved performance in specified, targeted patient safety initiatives.

195 See eg. Ontario, Ministry of Health and Long Term Care, “Malpractice Reimbursement Program Schedule —
20067, online at: http://www.health.gov.on.ca/english/providers/program/ohip/bulletins/4000/bul4431 att2.pdf (last
accessed April, 2006).
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5. Expanded Complaints Mechanisms as an Alternative to Litigation

The focus of this study is on the tort system, so a detailed consideration of complaints
mechanisms is beyond its scope. However, they could be used to reduce litigation. Litigation
can be a grueling, costly, uncertain and stressful experience for all involved, but especially for
injured patients. Not everyone who has been injured in the course of treatment is seeking
compensation, but it may be the only way to have their concerns heard. Patients and families
may want information, an explanation and apology, or assurance that steps have been taken to
prevent a recurrence. Litigation will not achieve those ends; remedies are limited to an award of
damages. Conversely, lack of explanation does fuel lawsuits.'®® More routes to different forms
of redress, such as in-house or independent complaints processes responsive to those needs could
divert claims away from litigation and defuse the impetus to sue. Complaints resolution could be
facilitated if integrated with mediation.*”’

The United Kingdom has implemented a number of different ways to have complaints
about care addressed that are independent of the court system. Explanatory notes to the Redress
Bill, described earlier, indicate that where patients have been injured, the NHS is expected to
“put the problem right, regardless of fault”, and that patients will be entitled to apologies and
explanations, as well as financial compensation where appropriate.’® In Australia, state Health
Commissioners not only have the power to investigate complaints involving institutions and
different types of health care providers, but in some instances can also order limited financial
compensation. In New Zealand, the Health and Disabilities Commissioner can undertake both
individual and systemic investigations, primarily in response to patient complaints, but also on
his own initiative. These examples could provide models, and should be examined further to
determine their suitability in the Canadian context.

Recommendation 5

1% Bovbjerg, supra, n.43; Jones, supra, n.92 at 3.

197 See eg. Liebman, C., Hyman, C., “Medical Error Disclosure, Mediation Skills, and Malpractice Litigation. A
Demonstration Project in Pennsylvania”, Pew Project on Medical Liability, 2005, online at:
http://www.medliabilitypa.org (last accessed April, 2006).

108 Redress Bill Full Regulatory Impact Analysis Statement, online at:
http://www.dh.gov.uk/assetRoot/04/12/09/24/04120924.pdf (last accessed March, 2006) at 12.
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More low key, accessible, inexpensive, conciliatory complaints resolution mechanisms, with
power to consider complaints involving both institutions and different types of health care

providers, should be made available.

6. Long-term Reform: Should Canada Make Medical Malpractice Litigation History?
Exploring No-Fault and Administrative Compensation Systems

Both the Canadian Patient Safety Institute and the Health Council of Canada have called
for an examination of no-fault compensation.’® The evidence that the medical liability system
performs poorly in compensating patients and deterring unsafe care is strong. A number of
commentators in the countries studied have called for adoption of “no-fault” injury compensation
programs to replace the tort system. No-fault compensation has been proposed in Canada, either
as a tort alternative (with eligibility premised on avoidability of injury rather than fault), or for
all who suffer harm from medical procedures (regardless of error or avoidability), or for limited
categories of designated compensable events (such as children severely injured during birth).**
However, outside New Zealand, no-fault compensation has only been adopted in very limited
circumstances.

Should no-fault compensation be made more broadly available for injury occasioned by
health care? Proponents argue that more victims of injury would be compensated more quickly
and predictably, and that it has the potential to provide access to a wider range of benefits than
are available through litigation. The administrative expenses of such a system would be
dramatically reduced in comparison to the current medical liability system, because substantial
resources would no longer be devoted to proving negligence and defending claims. Eligibility
for compensation varies among the different proposals, but most are premised on avoidability of
injury, an easier threshold to satisfy than proving fault, so more people could qualify for

compensation. Some proposals for administrative compensation mechanisms incorporate

199 Canadian Patient Safety Institute, supra, n.14; Health Council of Canada, “Health Care Renewal in Canada:
Clearing the Road to Quality, Annual Report 2005” (Toronto: Author, Feb. 2006), at 4; online at:
http://www.healthcouncilcanada.ca (last accessed February 2006).

19 As to the first option, see eg. the Prichard Report, supra, n.46; as to the second, see eg. the proposal made by
Krever, J., reported in Dyer, O., “Canada’s legal system cheats patients and doctors alike”, Nat’l. Review of
Medicine, 15 November 2005, online at:

http://www.nationalreviewofmedicine.com/issue/2005/11 15/2_ pulse 19.html. (last accessed Dec., 2005).; as to the
third, see eg. CMPA, supra, n.56.
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schedules of designated compensable injuries and events, which would reduce the costs of
determining eligibility and entitlement to benefits and speed claims processing still further.
Advocates of no fault also argue that it would improve injury deterrence through more
systematic case identification, allow better monitoring and education, and (if combined with
some form of experience rating and/or enterprise liability) could incorporate effective incentives
for institutions and providers to implement programs to reduce error and provide safer care.'*

Opponents of no-fault compensation contend that it reduces incentives to take care. They
argue that the tort system, even if inefficient, is still valuable because it pressures health care
providers and institutions to improve care and reduce harm to patients. Even supporters of
alternative compensation mechanisms acknowledge that “innovation that improves safety often
happens in the shadow of liability”.**? As the anaesthesia example described earlier
demonstrates, the prospect of legal liability can in some instances lead to effective, concerted
action to change patterns of care, reducing patient injury and death.

The projected costs of a broad no-fault compensation system give rise to the greatest
disagreement. Supporters of no-fault compensation contend that the costs of such a system
would be manageable, that benefit levels comparable to those available under the tort system
could be provided, with the advantages that many more people could be compensated than at
present, and that current inequities in who receives compensation could be alleviated.**?
Opponents argue that savings are overstated, and costs are understated.™* If eligibility were
easier to establish, then more people would be compensated, and either costs would be
prohibitive, or the level of compensation provided, particularly to those most seriously injured,
would be seriously inadequate. Even with a threshold of avoidability of injury rather than fault
(the most common proposal), distinguishing the effects of the underlying disease or disability

from those caused by health care would still be contentious. In their view, a no fault system

11 Mello & Brennan, supra, n.48 at 1633; Bovbjerg, supra, n.43 at 485.

12 sage, W., “Understanding the First Malpractice Crisis of the 21 Century”, supra, n.54 at 1.4.

13 Bovbjerg, supra, n.43;Studdert, supra, n.43.

4 MehIman, M., “Resolving the Medical Malpractice Crisis: Fairness Considerations”, (Pew Project on Medical
Liability In Pennsylvania, 2003), online at: http://www.medliabilitypa.org (last accessed Nov. 2004). Sloan, supra,
n.71 at 66, concludes that experience with no fault compensation in Virginia and Florida “does not support the view
that a broader no-fault program would be less expensive than the tort system”. In his view, no fault systems
implemented as a “crisis intervention” to relieve problems with the availability and affordability of insurance will
never evolve into broad-based no fault programs; further, “...programs enacted during crises respond primarily to
stakeholder lobbying and may not make sound policy” — ibid at 58, 67.
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would require unacceptable compromises in eligibility for compensation, the extent of coverage
and/or the benefit levels paid.**

In the United Kingdom, despite itemizing the serious and ongoing deficiencies in the tort
system as a means of compensation, the Chief Medical Officer nonetheless recommended that it
be replaced only for lower value claims and for claims on behalf of infants injured at birth,
principally because of the expense of a broader alternative.**® The Redress Bill presently before
Parliament is limited to lower value claims (less than 20,000 pounds), and still retains vestiges
of a fault requirement in the administrative claims determination mechanism proposed, raising
questions about how broadly monetary compensation will be available.*’

New Zealand has had an administrative system for accident compensation since 1974.
Claims can certainly be made more easily, are less costly, more certain, and resolved more
quickly than through litigation. However, New Zealand’s experience also illustrates that, as with
other no-fault administrative compensation mechanisms such as workers’ compensation,
entitlements are subject to political, economic and social pressure, the vagaries of the political
process, and neglect.**® Indeed, from 1992 until 2005, New Zealand effectively re-introduced a
requirement that claimants establish fault in order to prove entitlement to compensation for
injuries resulting from medical error. Benefit levels for certain types of damages were
significantly curtailed during part of that period as well. As described earlier, eligibility for
benefits was expanded in 2005. Claimants are now entitled to compensation for treatment injury,
and no longer need to establish fault.

Rates of preventable adverse events among hospitalized patients are broadly similar in
New Zealand as in the other countries reviewed.**® However, despite a simple, inexpensive,

non-adversarial claims process, New Zealand, too, experiences significant under-claiming for

15 Evaluation of costs is complicated in the United States, because it does not have universal access to health care.
Consequently, when Americans evaluate the cost of a no fault system, they must include the costs of future medical
treatment as well as the more usual nonmedical consequences of injuries, such as lost employment income. In
countries with universal health insurance, the costs of insured treatment necessitated by injury need not be
compensable under a no fault system, provided subrogated claims by government for reimbursement of health care
expenses are excluded from recovery.

16 Making Amends, supra, n. 42 at 110-115.

" The government has decided that, in principle, improved compensation for children with disabilities should be
made available on the basis of need, regardless of how the disability was caused, and so is not proceeding with the
Redress scheme proposed for severely compromised infants.

118 Administrative no-fault compensation systems are not alone in this. The history of tort reform in the United
States in particular clearly shows that it, too, is subject to political, economic and social pressure.

9 Davis, P., et al, supra, n.34.
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compensation for injuries incurred in the course of health care. Dauvis et al. estimated the ratio of
potentially compensable events to successful claims for compensation to be approximately thirty
to one.™® Nor do a high proportion of people who experienced preventable adverse events
complain to the Health and Disability Commissioner (HDC). In a study by Bismark et al., only
4% of adverse events, and 4% of serious preventable adverse events resulted in complaints to
the HDC.'® The authors noted that patients who suffered more severe injuries were more likely
to complain to the HDC, but that patients who were elderly, socioeconomically deprived, or of
Pacific ethnicity were least likely to complain.*?* In a multi-country survey of the experience of
patients with health problems, 61% of New Zealand patients surveyed reported that their
physicians had not told them a mistake had been made in their medical care or medication,
although 54% had experienced a serious health problem as a result.*® Although more patients
reported being told about an error in their care in New Zealand than elsewhere, the extent of non-
disclosure of harm is still significant.

The experience in New Zealand is surprising in light of the great emphasis that writers in
countries with tort systems place on the barriers to access to justice that injured patients face
when they must sue in order to obtain compensation for negligent injury. There are a number of
possible explanations for low rates of complaints and claims for compensation, but it does seem
clear that removing the prospect of civil liability and implementing no-fault compensation are
not sufficient in themselves to ensure that health care providers disclose error to patients, or to
ensure that patients who are entitled will obtain compensation for their injuries, or that the
circumstances will be brought to the attention of authorities with a mandate and power to

identify and develop strategies to address both individual and systemic shortcomings.

120 Davis, P., Lay-Yee, R., Fitzjohn, J., Hider, P., Briant R., Schug, S., “Compensation for Medical Injury in New
Zealand: Does ‘No-Fault’ Increase the Level of Claims Making and Reduce Social and Clinical Selectivity?” (2002)
27 J.H.P.P.L. 833-854.

121 Bismark, M., Brennan, T., Paterson, R., Davis, P., Studdert, D., “Relationship between complaints and quality of
care in New Zealand: a descriptive analysis of complainants and non-complainants following adverse events”,
(2006) 15 Qual. Saf. Health Care 17-22 at 21.

22 |pid. at 22.

123 Schoen et al,, “Taking the Pulse of Health Care Systems: Experiences of patients with Health Problems in Six
Countries”, (Nov. 3, 2005), online at: http://www.cmwf.org/publications_show.htm?doc_id=313012 (last accessed
Nov. 2005).
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Ensuring providers and health care institutions remain accountable for the care they

deliver (in the sense that they can be called to account to an authority for their actions'?*

)isan
ongoing concern. Critiques of the tort system’s ability to deter unsafe care have been reviewed
previously. Among other factors, the sheer infrequency of claims weakens the deterrent signals
tort sends.** Accountability is more of an issue with no-fault systems of compensation, because
even the risk of tort liability is eliminated. Advocates of no-fault are quick to point out that “no-
fault” does not mean “no accountability”, and that indeed, the term “no-fault” is a misnomer,
because not only would systems to ensure ongoing provider competence and quality of care be
revised and strengthened, but no fault compensation systems can be structured to incorporate
incentives to providers and institutions to improve the safety and quality of care.'?

The patient safety movement favours minimizing the role played by the tort system,
believing it chills disclosure of harm to patients, suppresses error reporting, and thus, impedes
the systemic analysis of error that is needed to improve care.’*”  Commenting on the situation in
the United States, Bovbjerg characterizes the safety-reform movement as “positioning itself to
favor internal openness, largely surrounded by an external wall to shut out injured patients and
their lawyers”, a difficult position to justify, given the information it brought to light on the scale
of error and harm to patients.'?® There is a lack of consensus on when individual, as opposed to
systemic accountability is appropriate. While beyond the scope of this study, evidence is lacking
that professional governance or other internal or external accountability mechanisms monitor and
oversee practitioners and care well; indeed, these systems are often heavily criticized because
they are perceived to protect provider over patient interests. Whether the tort system is replaced
or not, patients and the public need and are entitled to effective external oversight and
accountability mechanisms. Public trust that accountability can be effectively maintained will
affect the willingness to countenance alternatives to the tort system. Additionally, reforms must
address the availability and adequacy of compensation for patients who have been injured by

medical error. As a pragmatic matter, patient safety advocates cannot expect wide acceptance of

124 Mulgan, R., “Accountability: An Ever-Expanding Concept?” (2000) 78 Pub. Admin. 555-573 at 555, Scott, C.,
“Accountability in the Regulatory State”, (2000) 27 Law & Society 38-60.

125 Hyman & Silver, supra, n.48.

126 See eg. Studdert, “On Selling No-Fault”, supra, n.43 at 211.

127 Bovbjerg, supra, n.43; Mello & Brennan, supra, n.48.

128 |bid (Bovbjerg), at 480.
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their prescriptions for reform if they leave behind patients injured by error, or make it more
difficult for them to recover compensation. More broadly, patients (and all of us who are
prospective patients) deserve no less.

On the whole, a broad no-fault compensation system seems attractive because it could
compensate more people harmed by health care, while at the same time, easing providers’ and
institutions’ concerns about the risk of legal liability, and consequent tendency to suppress
errors. However, the evidence base requires further examination and development. As Sloan
points out, no-fault systems may be adopted for different reasons: coverage of losses caused by
medical injuries, meeting needs of injured patients, efficient administration and loss
management, ensuring continued availability and affordability of liability coverage, and
improved deterrence of errors.** Consequently, assessments of their performance do not
necessarily evaluate programs on the same basis. Disagreements about the costs of such
programs are substantial. The range of possibilities in scope, benefit levels, conditions for
eligibility, funding and other factors is wide. Concerns about ensuring accountability when the
prospect of tort liability is removed persist. Targeted no-fault programs providing compensation
to limited classes of beneficiaries in response to crisis situations, such as compensation for
patients transfused with tainted blood, can be expected to re-appear periodically. They are ad
hoc responses to crisis and as such, not satisfactory models for broad-based programs.

Research on the operation of the accident compensation and complaints systems in New
Zealand has raised questions about the extent of patient uptake of either, even in the face of
preventable adverse events. Other countries, such as Sweden and Denmark, have had no fault
compensation systems for treatment injury in place for a considerable period of time as well.
They were not studied as part of this project, and their experiences may differ. Because
alternative compensation mechanisms, and no-fault compensation in particular, (i) seem to offer
considerable promise, and (ii) the operation and effects of the medical liability system are so
problematic, but (iiif) much remains unknown about the impact of such systems, options to
replace the tort system in the health care context should be studied further, with a view to

determining the advisability of moving away from tort liability.

129 Supra, n.114 at 54-5, 57.
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Recommendation 6
Research should be sponsored to evaluate alternative compensation mechanisms, including
no-fault compensation systems, with a view to determining their desirability in the

Canadian environment.
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APPENDIX A: Glossary

Adverse Event

An injury resulting from a medical intervention or medical management, rather than the
underlying condition of the patient.**

Error
“The failure of a planned action to be completed as intended, or the use of a wrong plan to
achieve an aim.”*** Not all errors result in harm.

Negligence

The law of negligence is a branch of tort law. In law, negligence refers to a breach of a duty of
care owed by one person or entity to another, which if breached, results in foreseeable and
compensable harm to that other, or to some interest of his or hers.**> More narrowly, negligence
can refer to one element of the cause of action for negligence, i.e. whether the defendant’s
conduct met the standard of care.'*

Non-delegable duty of care

A non-delegable duty of care is not merely a duty to take care, but to ensure that care is taken. It
is imposed when the nature of the defendant’s relationship with the plaintiff (for example, a
special statutory undertaking of care or responsibility) is such that the defendant remains
resporllgsjble for performance of the duty, no matter how or by whom it arranged to have the work
done.

Patient safety
“The avoidance, prevention and amelioration of adverse outcomes or injuries stemming from the

processes of health care”.**®

Preventable adverse event

An error that results in injury to a patient.**®

130 Kohn, L., Corrigan, J., Donaldson, M. (eds), Institute of Medicine, To Err Is Human. Building a Safer Health
System (Washington: Nat’l. Academy Press, 2000), 18 (hereafter, IOM).

1 Ibid. at 4, 18, citing Reason, J., Human Error (Cambridge: Cambridge U. Press, 1990).

132 Sneiderman, B., Irvine, J., Oshorne, P., Canadian Medical Law (2nd ed) (Toronto: Carswell, 1996), 85.

133 Solomon, R., Kostal, R., Mclnnes, M., Cases and Materials on the Law of Torts, (6" ed.) (Toronto: Thomson
Carswell, 2003), 227

B34 ewis v. B.C., [1997] 3 S.C.R. 1145.

35 10M, supra, n.1, at 57, citing the National Patient Safety Foundation, “Agenda for Research and Development in
Patient Safety, online at: http://www.ama-assn.org/med-sci/npsf/research/research.htm. The Canadian Patient
Safety Dictionary proposes an alternate definition of patient safety: “The reduction and mitigation of unsafe acts
within the health-care system, as well as through the use of best practices shown to lead to optimal patient
outcomes” - Davies, J., et al., The Canadian Patient Safety Dictionary (Ottawa: Royal College of Physicians and
Surgeons of Canada, 2003), 12.

B3¢ |OM, supra, n.1, at 18.

43



Tort
A civil wrong, other than a breach of contract, which the law will redress by way of an award of
damages.**’

Vicarious Liability

A doctrine of law that imposes liability on certain persons or entities for injuries suffered by
another, not because of any wrongdoing on their part, but because of the relationship the person
or entity has with the wrongdoer. Vicarious liability is imposed most commonly in the
employer/employee relationship: an employer is vicariously liable to third parties for torts
committed by employees in the course of employment.

37 Fleming, The Law of Torts (9" ed.), (Sydney: LBC Information Services, 1998) , 1.
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APPENDIX B: Understanding Negligence Law
To establish liability for negligence, a plaintiff must prove on a balance of probabilities that:

1. The defendant owed him or her a legal duty of care;

2. The defendant breached the standard of care established by law;

3. The defendant’s breach caused injury or loss to the plaintiff; and

4. The plaintiff’s damages are not too remote to be recoverable in law.

Liability in negligence can arise from substandard care or treatment, and also from a failure to
obtain the patient’s informed consent to treatment.

Elements of a Negligence Claim

Duty of Care: It is well established that health professionals owe their patients a duty of care, as
do hospitals and other health care institutions. Issues may arise with respect to the scope of the
duty, but not its existence. Whether and in what circumstances statutory regulators or
governments owe a private law duty of care to individuals with respect to health care is more
problematic; case law on this points is divided and developing.

Standard of Care: As in negligence law generally, health care professionals must act in such as
way as not to cause an unreasonable risk of harm to others. In determining the standard of care
to be met, they are held to the standard of a reasonably competent member of their profession:*
“Every medical practitioner must bring to his task a reasonable degree of skill and knowledge
and must exercise a reasonable degree of care. He is bound to exercise that degree of care and
skill which could reasonably be expected of a normal, prudent practitioner of the same
experience and standing, and if he holds himself out as a specialist, a higher degree of skill is
required of him than of one who does not profess to be so qualified by special training and
ability”.

As a general rule in Canada, expert evidence of compliance with generally approved practice on
questions of treatment and care is conclusive evidence of absence of negligence.**® If the
common practice is divided, a practice is acceptable if followed by at least a respectable minority
of competent practitioners in the same field.** Professional judgment prevails in determining
the standard of care, except in very limited circumstances.* Error in judgment does not
necessarily constitute negligence, or give rise to liability.**

Causation:

(a) Substandard Care: The general, but not conclusive test for causation is the “but for” test,
which requires the plaintiff to show that the injury would not have occurred but for the
negligence of the defendant.'*® Causation can be difficult for a plaintiff to establish in a medical
malpractice case, particularly given the risks often inherent in treatment, however skilfully
performed, and the background presence of the plaintiff’s illness. Medical experts “...ordinarily
determine causation in terms of certainties”, and when they cannot, are often reluctant to provide

138 Crits v. Sylvester (1956), 1 D.L.R. (2d) 502,508 (Ont.C.A.), aff’d. [1956] S.C.R. 991.

139 ter Neuzen v. Korn, [1995] 10 W.W.R. 1 (S.C.C.).

140 apointe v. Hopital Le Gardeur(1992), 90 D.L.R. (4™ 7, 15 (S.C.C.).

I When the standard practice is “fraught with obvious risks” such that “anyone is capable of finding it negligent
without the need for clinical or diagnostic expertise” a court can find an approved practice, and the defendant who
followed it, negligent — see generally Picard, E., Robertson, G., Legal Liability of Doctors and Hospitals in Canada
(3" ed.) (Toronto: Carswell, 1996) at 274.

12 wilson v. Swanson (1956), 5 D.L.R. (2d) 113, 120 (S.C.C.).

3 Horsley v. MacLaren, [1972] S.C.R. 441.
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a firm opinion supporting the plaintiff’s theory, making proof difficult.'** Recognizing this, in
some circumstances the stringency with which the plaintiff’s evidence is assessed is relaxed; the
court will draw a rebuttable inference of causation against a defendant on the basis of “very little
affirmative evidence” on the part of the plaintiff.!*> Nonetheless, the barrier presented by the
need to prove causation is often still formidable.

Once that hurdle has been passed, it is not essential that the defendant have been the sole
cause of harm: “There will frequently be a myriad of other background events which were
necessary preconditions to the injury occurring...As long as a defendant is part of the cause of an
injury, the defendant is liable, even though his act alone was not enough to create the
injury...most events are the result of a complex set of causes”.**® Once the causal connection is
established, the defendant is held liable for any injuries caused or contributed to by his or her
negligence.

This approach could allow for systemic analysis of the causes of injury, but most often,
negligence actions are tightly focused on the individuals directly concerned in the events giving
rise to the lawsuit. The court’s task is to assess what occurred among the parties before it; they
do not generally focus on the role more diffuse, systemic factors played in the plaintiff’s injuries.
Although institutional decisions about resources and constraints shape the environment in which
health professionals treat patients and may have significantly contributed to the plaintiff’s
injuries, that causal connection may go unrecognized without a sophisticated understanding of
organizational responsibility. Absent greater openness to theories of enterprise liability, this
limits the utility of the tort system as a means to identify and deter systemic causes of injury.

The burden of proof that the plaintiff bears in a lawsuit can present additional
difficulties. Medical error may materially increase the risk of injury (for example, that a
particular disease or condition will develop). However, if the plaintiff cannot prove that her
injury more probably than not resulted from the defendant’s negligence (i.e. if non-negligent
causes were equally or more likely to have been the cause), then she will not be able to meet the
burden of proof, and her claim will fail.**" Similarly, if the defendant misses the diagnosis of a
serious illness through error, but the disease is unlikely to respond to treatment in any event, then
the plaintiff would be unable to prove that the missed diagnosis more probably than not affected
her prognosis. Some plaintiffs have tried to claim damages for loss of the opportunity to seek
treatment as a compensable injury in itself, or to argue that materially increasing the risk of harm
should be taken as proof that the defendant caused the injury, if that is the very kind of harm that
the plaintiff suffered.’*® Neither argument has had notable success in Canada, unless the
plaintiff can establish causation on a balance of probabilities.**® Each of these theories, though,
has been the basis for finding liability in the United Kingdom and elsewhere.*®® Lower courts in
Canada are beginning to take note of these developments and consider their implications for

14 Snell v. Farrell [1990] 2 S.C.R. 311; (1990), 72 D.L.R. (4™ 289 (S.C.C.).
145 H

Ibid.
146 Athey v. Leonati (1996), 140 D.L.R. (4™) 235; Walker v. York Finch General Hospital, [2001] 1 S.C.R. 647.
7 Cottrelle v Gerrard [2003] O.J. 4194 (C.A.).
18 | aferriere v. Lawson [1991] 1 S.C.R. 541.
19 |bid; St Jean v. Mercier, [2002] 1 S.C.R. 491.
150 Fairchild v. Glenhaven Funeral Services, [2002] 3 W.L.R. 89; [2002] 3 All E.R. 305 (H.L.); Chappell v. Hart
(1998), 195 C.L.R. 232; Chester v. Afshar [2004] UKHL 41; Gregg v. Scott, [2005] UKHL 2; [2005] 2 W.L.R. 268
(H.L.).
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Canadian law.*" It is not clear at this point whether and to what extent they will affect Canadian
jurisprudence.
(b) Informed Consent:

The duty of care that health professionals owe patients includes an obligation to disclose
information about treatment proposed, including any material, special or unusual risks, so that
the patient can give informed consent. Courts have steadily broadened the information that must
be given to the patient. In order to establish liability for breach of the duty to obtain informed
consent, the plaintiff has to show that if properly informed, he or she would not have gone ahead
with the treatment, i.e. the information would have made a difference to her decision, and
therefore, the failure to inform was a cause of her injuries. What the plaintiff would have done is
determined on a modified objective standard — i.e what a reasonable person in the plaintiff’s
position would have done if properly informed.*®? It is difficult to discharge the burden of proof
in this type of case; often, courts conclude that because of the plaintiff’s underlying condition
and the need for treatment, he or she would have consented, even if told about all the risks,
because the alternatives were so much worse. ™
Damages: Damages in negligence cases are compensatory. Awards of punitive damages are
very rare. Once liability has been established, damages are meant to compensate the plaintiff for
all losses incurred — i.e. to return him to the position he would have been in if the injury had not
occurred, insofar as money can do so. While damages for pecuniary losses, such as the cost of
future care and lost employment income, are fully recoverable, damages for nonpecuniary losses
are calculated differently. In atrilogy of cases
revamping the law of damages in 1978, the Supreme Court of Canada imposed a cap of $100,000
on damages for nonpecuniary loss for a “most extreme case”, reasoning that such losses are
incalculable in any event, pecuniary losses are already fully covered by other heads of damage,
this type of compensation should be viewed from a functional perspective and is meant to make
life more endurable by providing for more general physical arrangements beyond those relating
directly to the injuries, and the judgment’s broader effects (for instance on the cost of insurance)
are relevant considerations when calculating this head of damages, and call for moderation.™*
Adjusted for inflation, by 2005 the upper limit for awards for nonpecuniary loss in personal
injury cases was approximately $295,000.** Periodic pressures to abandon or substantially
increase the upper limit have not been successful to date.

Vicarious Liability: Vicarious liability is imposed when one person or entity is legally
responsible for the torts of another because of the relationship between them. It does not require
any wrongdoing by the party who is held vicariously liable. It is most common in the context of
employment relationships: an employer is vicariously liable for the negligent acts or omissions
of its employees committed within the course of employment. Thus, hospitals are vicariously
liable for the negligence of employees, such as nurses and orderlies. Vicarious liability can also

™1 |In Canada, see eg. B.M. v. B.C.(A.G.), [2004] B.C.J. No. 1506 (B.C.C.A.).

152 Arndt v. Smith, [1997] 2 S.C.R. 539.

153 Robertson, G., “Informed Consent Twenty Years Later”, (2003) H.L.J. (Special Ed.) 153-60, on couts’
unsophisticated and problematic understanding of how individuals analyze and assess risk.

>4 Andrews v. Grand and Toy (1978) 83 D.L.R. (3d) 452 (S.C.C.).

155 |ee v. Dawson, [2006] B.C.J. No. 679 (B.C.C.A.), confirming trial judge’s reduction of jury award of $2 million
for nonpecuniary loss in a personal injury case to the upper limit of $294,600.
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arise from the relationship between principal and agent.**® However, vicarious liability is
generally not imposed when the relationship between the parties is that of principal and
independent contractor. Most often, doctors are considered to be independent contractors to
whom the hospital has granted privileges enabling them to admit and treat patients. They are not
hospital employees, and the hospital is not liable for their negligence.™’ The characterization of
this relationship will depend on all the circumstances — interns and residents, for instance, are
generally employed by the hospital as house staff.'*®

Non-Delegable Duty of Care: In some instances, courts have held defendants liable on the
basis that the nature of the defendant’s relationship with the plaintiff (for example, a special
statutory undertaking of care or responsibility), was such that it was under a non-delegable duty
of care, i.e. a duty of care that could not be discharged by delegating performance to another, no
matter how or by whom it arranged to have the work done.™ The defendant is liable for a third
party’s negligence that injures the plaintiff, regardless of the character of its relationship with the
negligent party. The defence of due diligence, i.e. that it took all reasonable steps to select
competent people to carry out the tasks and monitor them, is not available

1% 1n an agency relationship, “the principal empowers the agent to act on her behalf in such a way as to affect her
legal relationship with others”, most commonly in connection with contracts and property — Osborne, P., The Law of
Torts (Toronto: Irwin Law, 2000) at 316.

57 Yepremian v. Scarborough General Hospital, supra, n.94.

'8 Ibid., 385-6.

159 ewis v. B.C., [1997] 3 S.C.R. 1145.
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CHAPTER 2: CANADA

Public awareness of the scale of medical error, the harm it causes patients, and the
financial and other costs of adverse events came later in Canada than in other countries surveyed.
That is not to say that the safety of patients was not a concern previously. Here as elsewhere,
treating patients safely has long been one of the goals of health care. The release of To Err is
Human in the United States, the Institute of Medicine’s 1999 report on patient safety and medical
error, gave new impetus to Canadian research on these issues, as well as to the efforts of health
care providers, policymakers, professional associations and others to advance patient safety
initiatives.> Publication of initial Canadian data, followed by the release of the National Steering
Committee on Patient Safety’s 2002 report, “Building a Safer System: A National Integrated
Strategy for Improving Patient Safety in Canadian Health Care” and subsequent media attention
to the issue, finally brought public recognition to the magnitude of injury to patients and the
pressing need to develop effective responses. 2

The first section of this chapter sets out a brief synopsis of developments since release of
the National Steering Committee’s Report, and summarizes data on the incidence of both
preventable adverse events and negligent injury to patients. Section Il describes arrangements
for medical and hospital liability insurance. The third section reviews and assesses the
implications of patient safety initiatives for the law of negligence and the reverse, with particular
attention to the law governing hospital liability for physician negligence, statutory privilege for
error reporting, and disclosure of harm. The final section considers proposals for reform of the

tort system and their fate in Canada.

! Storch, J., ‘Patient Safety : Is It Just Another Bandwagon ?’ (2005) 18 Nursing Leadership 39-55 at 42. See eg.
Comite ministeriel sur les accidents evitables dans la prestation des soins de sante. 2001 (Francoeur, J., Chair), “La
gestion des risques, une priorite pour le reseau”, (Quebec, QC: Ministere de la Sante et des Services Sociaux, 2001).;
online at http;//www.publications.msss.gouv.qc.ca/acrobat/f/documentation/2000/00-915.pdf (last accessed October
2005).

2 National Steering Committee on Patient Safety, “Building a Safer System: A National Integrated Strategy for
Improving Patient Safety in Canadian Health Care” (Ottawa: Author, Sept. 2002), online at:
http://www.rcpsc.medical.org/publications/index.php (last accessed Sept. 2002). The committee was established
and supported by the Royal College of Physicians and Surgeons of Canada — Kondro, W., “Royal College moves on
patient safety”, (Sept 24, 2001), online at: http://www.cma.ca/cmaj/cmaj_today/2001/09 24.htm (last accessed
March, 2003); see also Canadian Healthcare Ass’n., “Patient Safety and Quality Care: Action Required Now to
Address Adverse Events — A Backgrounder” (Nov. 2002).
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I. PATIENT SAFETY
The National Steering Committee on Patient Safety Report, “Building a Safer System”

Like its counterparts in other countries, the National Steering Committee concluded that
underlying systemic factors contribute to most adverse events, critical incidents and near misses
in health care, and underlined the importance of being able to report problems without blame
attaching in order to inform systemic analysis of errors and develop solutions.®> A systemic
approach recognizes that analysis cannot be limited to occurrences at the “sharp end”, where
practitioners interact with patients and each other in the process of delivering care, but must also
include consideration of the role played by the “blunt” or remote end of the system, i.e.
regulators, administrators, policy makers and technology suppliers, who shape the environment
in which practitioners work.* It made two recommendations with respect to the legal system:
first, that the statutory protection accorded data and opinions associated with patient safety and
quality improvement discussions be strengthened to prevent their disclosure in legal proceedings,
while preserving patients’ ability to access factual information about the adverse event. Second,
it called for further consideration of the effects of the tort and health insurance systems on patient
safety, with a view to formulating recommendations to promote a culture of safety.’
Canadian Patient Safety Institute

The Prime Minister and provincial Premiers included a provision in the 2003 First
Ministers” Accord on Health Care Renewal committing to take leadership in implementing the
National Steering Committee’s recommendations.® In December, 2003, the federal government
established the Canadian Patient Safety Institute (CPSI), an independent nonprofit corporation
with a mandate to advance safer health systems and facilitate collaboration among governments
and stakeholders; it also included provision in the 2003 budget for $50 million over five years to
support patient safety initiatives, including $8 million annually for CPSI, and $2 million each

year for development of a Canadian Medication Incident Reporting and Prevention System.’

® Ibid. (Steering Cttee.) at 2.
* Ibid. at 18, citing Reason, J., Human Error (NY: Cambridge U. Press, 1990), and Reason, J., Managing the risks
of organizational accidents (Brookfield, VT: Ashfield Publishing, 1997).
> Ibid., at 4.
® Canadian Patient Safety Institute, online at http://www.cpsi-icsp.ca (last accessed July 2005).
7 -
Ibid.
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CPSI’s role is facilitative and advisory; it has no power to require that action be taken. Of its
key priorities, the most salient to the medical liability system are:®
(1) examining the tort system and its effect on patient safety, and working with
provincial/territorial governments and other stakeholders to make appropriate changes;
(2) developing a legislative model for (i) protecting information shared from subpoena, (ii)
no fault insurance, and (iii) mandatory reporting of adverse events, for consideration by
provinces; and
(3) developing and promoting national policy guidelines on disclosure of adverse events,
and communication between health care professionals and patients when errors occur.
Of these, a no fault insurance system in particular could have radical implications, depending on
its scope. The Health Council of Canada, which monitors progress on the 2003 First Ministers
Accord on Health Care Renewal and the 2004 10-Year Plan to Strengthen Health Care, has also
called for a re-examination of the issue of no-fault compensation for victims of adverse health
care events as part of its strategy to improve quality of care, both so that health care providers
will be more open to disclosing errors, and so that injured patients can be compensated without
having to sue.” Assessing these calls for action, the themes that recur most frequently vis a vis
the medical liability system are (1) exploring tort reform / no-fault compensation; and (2)
encouraging error reporting by preventing use of quality assurance information in legal
proceedings.
Incidence of Adverse Events and Patient Injury
A study of the incidence of adverse events and patient injury in acute care hospitals in
Canada published in 2004 (hereafter, the Canadian Adverse Events Study) identified an
incidence rate of 7.5%; of these, the expert reviewers considered 36.9% highly preventable.'

% Ibid., “What We Do”, at 15.

® Health Council of Canada, “Health Care Renewal in Canada: Clearing the Road to Quality, Annual Report 2005”
(Toronto: Author, Feb. 2006) at 4; online at http://www.healthcouncilcanada.ca (last accessed February 2006).

19 Baker, R., Norton, P., Flintoft, V., Blais, R., Brown, A., Cox, J, Etchells, E., Ghali, W., Hebert, P., Majumdar, S.,
O’Beirne, M., Palacios-Derflingher, L., Reid, R., Sheps, S., Tamblyn, R., “The Canadian Adverse Events Study: the
incidence of adverse events among hospital patients in Canada”, (2004) 170(11) CMAJ 1678-1689 (hereafter,
Canadian Adverse Events Study). A Quebec study reported a 5.6% overall incidence rate of adverse events in
Quebec healthcare facilities; of the almost 435,000 annual hospital admissions in the province that were similar to
those in the Canada-wide study, about 24,000 were associated with an adverse event, of which almost 6,500 were
considered preventable — Blais, R., Tamblyn, R., Bartlett, G., Tre, G., St-Germain, D., “Incidence d’evenements
indesirables dans les hopitaux quebecois”, (Montreal: Universite de Montreal, Groupe de recherche
interdisciplinaire en sante (GRIS), 2004); see also Ste-Marie, M., “Patient Safety: Le Groupe Vigilance pour la
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An adverse event was defined as “an unintended injury or complication that results in disability
at the time of discharge, death or prolonged hospital stay and that is caused by health care
management [including both individual hospital staff and broader systems and care processes]
rather than by the patient’s underlying disease”.'* Most (64.4%) resulted in no or minimal to
moderate impairment, with recovery within six months. However, 5.2% of adverse events
resulted in permanent disability, and 15.9% in death.'? Extrapolating from their study, the
authors estimated that in 2000, of the almost 2.5 million annual admissions to similar hospitals in
Canada, about 185,000 were associated with an adverse event, of which 70,000 were potentially
preventable, and that 9250 to 23750 deaths could have been prevented.** The Canadian Institute
for Health Information (CIHI) notes that this makes preventable adverse events one of the
leading causes of death in Canada — more than deaths from breast cancer, motor vehicle/transport
accidents and HIV combined.*

Turning to patients’ perceptions of medical error, a 2005 six country survey of patients
with health problems found that, of the 751 Canadians surveyed, 15% reported a medical mistake
having been made in their care, and 30% had experienced an error in their medical care,
medication or laboratory tests during the past two years (the combined rate was exceeded only
by the United States). Serious health problems resulted for 46% of patients who experienced a
medical mistake or medication error.*> CIHI reported that in a 2003 survey, 5.2 million
Canadians (approximately 24% of the population) responded that they or a family member had
experienced a preventable adverse event in the course of treatment; 30% of these had occurred in

the past year.*® More than half had serious health consequences.’

Securite des Soins: A Quebec Perspective”, (2005) 8 Healthcare Q. 119-121. A smaller study focused on the
Ottawa Hospital identified an adverse event rate of 12.7%, of which 38% were preventable; 61% of the adverse
events were experienced prior to hospitalization — Forster, A., Asmis, T. et al., “Ottawa Hospital Patient Safety
Study: incidence and timing of adverse events in patients admitted to a Canadian teaching hospital”, (2004) 170(8)
CMAJ 1235-1240.

! Ibid. (Canadian Adverse Events Study) at1679.

' |bid. at 1681-2.

" Ibid., at 1683-4.

1 CIHI and Statistics Canada, “Health Care in Canada 2004” (Ottawa: CIHI, 2005), at 43, online at:
http://www.cihi.ca (last accessed July 2005) at 42-43 (hereafter, CIHI)..

15 Schoen, C., Oshorn, R., Huynh, P.T., Doty, M., Zapert, K., Peugh, J., Davis, K., “Taking the Pulse of Health Care
Systems: Experiences of Patients with Health Problems in Six Countries”, Health Affairs Web Exclusive (Nov. 3,
2005), W5-509-W5-525, at 30, online at:
http://www.cmwf.org/publications/publications_show.htm?doc_id=313012 (last accessed Dec. 2005).

18 CIHI, supra, n. 14 at 43,

7 1bid.
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The extent of preventable adverse events and patient injury is even greater than indicated
by the Canadian Adverse Events Study, which only measured patient injury in acute care
hospitals. Patients receive health care in many settings, from formal and informal caregivers.
Sometimes, care is self-administered. Preventable adverse events will occur in these s