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Introduction?

In early 2004, Carol Smith and David Jones (as we will call them) were
seriously ill patients in Intensive Care Units at the Foothills Medical Centre in
Calgary.”> On March 4, 2004, Carol, who was 83, died suddenly and unexpectedly.’
Just prior to her death, Carol was alert, oriented and did not seem to be in imminent
danger.* In these circumstances, it might have been easy to dismiss Carol’s death
as a result of complications from her serious underlying condition. However, an
astute ICU physician investigated further and ultimately it was discovered that her
death was the result of receiving potassium chloride instead of sodium chloride in
her dialysate solution.’

As aresult of this adverse event, a broader investigation was commenced and
the 30 bags of improperly mixed solution were immediately taken out of use.® This
quick decisive action undoubtedly prevented the deaths of other patients. However,
when patient care and pharmacy records were examined, it became clear that
another patient had also died as a result of the improperly mixed solution.” David
Jones had also been a patient in the ICU at Foothills Medical Centre and had died
unexpectedly a week before Carol.® If Carol had not died and had her physician not
been astute and diligent enough to investigate her death further, it is possible that
David’s death would never have been properly explained and his family would
never have known what occurred.

Soon after discovering the tragic error, the health providers disclosed the error
to the victims’ families. In addition, after an internal investigation and consulting
with the families of the victims, the Calgary Health Region (CHR) publicly
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disclosed the facts and accepted responsibility for the deaths.” This decision to
publicly accept responsibility, although not unprecedented, is extremely rare.'®

After its own internal critical incident review, the CHR instituted a number
of changes aimed at avoiding similar errors in the future.!' In addition, the CHR
also launched an external independent review of the incident and its broader patient
safety culture and initiatives. This review culminated in a detailed report that was
released June 29, 2004."2 The report, while generally applauding the patient safety
efforts of the CHR, made 66 recommendations regarding the specific incident and
the broader patient safety issues facing the CHR."

There are a number of extraordinary aspects of this tragic incident. While
there is no doubt that a tragic preventable error occurred and that the system failed
the victims and their families, the subsequent actions of the CHR in dealing with
the adverse event have been impressive. On the one hand, this incident is an
example of how vulnerable our systems still are to human error and highlights the
need to be ever vigilant in our patient safety efforts. On the other hand, this incident
is also an example of an appropriate and proactive response to error through the
prompt disclosure of the error to the victims’ families and the public acceptance of
responsibility. In its response, the CHR did not focus primarily on damage control,
but instead focused on the victims’ families and learning from the error. In addition,
the decision to launch an external review and publicly share its findings is an
important positive step. Moreover, the Health Quality Council of Alberta and the
Canadian Patient Safety Institute have been involved in various aspects of the
process and will assist with spreading the lessons learned from these tragic deaths
across the province and the country.

Unfortunately, proactive responses like those taken by the CHR in this
situation are still the exception rather than the rule when health providers respond
to medical error. In addition, while the conduct of the CHR was laudable, it should
be noted that it is much easier to proactively disclose error and accept responsibility
in circumstances of clear medication errors, than when dealing with other forms of
error. In many circumstances of suspected error, it would be inappropriate to take
action too early, as it will often not be clear whether an error even occurred, let
alone what the cause of the error was. However, at the very least, the above response
by the CHR should serve as an example for how health providers should respond
to adverse events that result from clear error.
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Centre” (2004) 170:11 CMAJ 1659.
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While patient safety and medical error have long been a concern of the health
professions, it was not until the 1999 release of the To Err is Human report of the
U.S. Institute of Medicine (IOM) that the issue received widespread public and
political attention.'* Since the release of the IOM report, patient safety has been
vaulted into the spotlight and is now central to reform efforts by members of the
health professions, hospital administrators and governmental health agencies. All
over North America, tremendous pressure is being brought to bear on all aspects
of the health-care system to improve patient safety and reduce medical error.

Given the natural fallibility of humankind, the increasing complexity of our
human systems and the potential for disastrous consequences if our systems fail (or
we fail our systems), serious efforts must be made to reduce the incidence and cost
of human error in medicine. In this paper, the unhappy relationship between health
providers and the law in the context of disclosure of medical error will be discussed
and analyzed." In particular, the ethical and legal implications of the disclosure of
medical error will be examined. In addition, some areas of potential reform of the
legal system and health system will also be briefly discussed.

Itis important to note at the outset that when referring to disclosure of medical
error, this paper is restricted to the issues involved in disclosing errors to patients
and their families. While disclosing medical errors to mandatory or voluntary
government or other reporting systems raises several interesting concerns, these
issues are beyond the scope of this paper.'®

Patient Safety and Incidence of Medical Error?

While a detailed discussion of all of the facets of medical error and patient
safety are also beyond the scope of this paper, it is important to understand the true

14Linda T. Kohn, Janet M. Corrigan & Molla S. Donaldson, eds., To Err is Human: Building a Safer
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Events” (2002) 347:20 New Eng. J. Med. 1633; and Gautham Suresh et al., “Voluntary Anonymous
Reporting of Medical Errors for Neonatal Intensive Care” (2004) 113:6 Pediatrics 1609.
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nature of the problem before embarking on an examination of the ethical and legal
implications of disclosing medical error.

The first major study of medical adverse events in the U.S. was conducted in
California in the early 1970’s and concluded that adverse events occurred in 4.6%
of all admissions.'® However, it was not until the Harvard Medical Practice Study
was conducted in 1991 that medical error began to receive widespread attention in
the medical community.”® This study was a retrospective analysis of over 30,000
randomly selected medical charts for patients discharged from 51 New York State
hospitals in 1984.%° The Harvard Study reported a disturbingly high incidence of
adverse events and concluded that adverse events occurred in 3.7% of hospitaliza-
tions?' and that 58% of these adverse events were preventable.”? Approximately
29% of the adverse events, when viewed by a medical-legal expert were deemed
to be negligent.”® Although most of these adverse events gave rise to disability
lasting less than six months, 13.6% resulted in death and 2.6% caused permanently
disabling injuries.?

In addition, a detailed retrospective chart analysis and review of 15,000
randomly selected admissions to Colorado and Utah hospitals during 1992 was
conducted and released in 1999.% The Colorado and Utah Study found that adverse
events occurred in 3% of hospitalizations in each state; 54% of these were
preventable and 5.6% resulted in death.?® The Colorado and Utah Study also found
that 15% of surgical adverse events resulted in permanent disability or death and
that 12.2% of all hospital deaths in 1992 in the two states were as a result of surgical
adverse events.”’

If the results of the Colorado and Utah Study are extrapolated and applied to
the total hospital admissions in the United States in 1997, it would imply that at
least 44,000 Americans die in hospitals each year as a result of preventable medical
errors.”® If the results of the Harvard Medical Practice study are similarly extrapo-
lated, the number of deaths due to preventable medical error each year in the U.S.

18 California Medical Association, Report of the Medical Insurance Feasibility Study (San Francisco:
The California Medical Association, 1977).

19Troyen A. Brennan er al., “Incidence of Adverse Events and Negligence in Hospitalized Patients.
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may be as high as 98,000.” By way of comparison, even based on the lower
extrapolated number, the number of deaths attributable to medical error is greater
than the eighth leading cause of death in the United States® and is roughly
equivalent to a large commercial airliner crashing every second day.

In Canada, a relatively small study of adverse events in hospitals in Ontario
was released in 1999.>' However, the first and only national Canadian adverse
events study was released in May 2004.*> The methods used by the Canadian
researchers in the national study were based on the protocol developed by the
Harvard Study. The Canadian researchers randomly selected four acute care
hospitals in each of five provinces. In total, the Canadian Study reviewed 3745
charts and concluded that an adverse event occurred in 7.5% of hospital admissions
in Canada.® Of the 255 patients who experienced one or more adverse events, 106
(41.6%) were judged to have adverse events that were highly preventable.* With
respect to the consequences of adverse events, the Canadian Study concluded that
most (64.4%) of the adverse events resulted in no physical impairment or disability
or in a minimal to moderate impairment.”> However, the Canadian Study also
concluded that 5.2% of the adverse events resulted in permanent disability and
15.9% resulted in death.*® By extrapolation, the researchers concluded that in 2000
between 9,250 and 23,750 deaths due to adverse events could have been pre-
vented.”’

In addition to the adverse event studies conducted in the U.S. and Canada,
adverse event studies have been conducted in the United Kingdom™, Australia®,
New Zealand*® and Denmark*'. While there are interesting differences in the rates
of adverse events among the various studies, all conclude that injury due to medical
error is a serious problem.

2 Ibid.

30 Ibid.

3 Duncan Hunter & Namrata Bains, “Rates of Adverse Events Among Hospital Admissions and Day
Surgeries in Ontario from 1992 to 19977 (1999) 160:11 CMAJ 1585.

32G. Ross Baker e al., “The Canadian Adverse Events Study: The Incidence of Adverse Events Among
Hospital Patients in Canada” (2004) 170:11 CMAJ 1678.

33 Ibid. at 1681.

34 Ibid.

3 Ibid.

36 Ibid. at 1681-1682.

37 Ibid. at 1684.

38 Charles Vincent, Graham Neale & Maria Woloshynowych, “Adverse Events in British Hospitals:
Preliminary Retrospective Record Review” (2001) 322:7285 BMJ. 517.

3 Ross McL Wilson et al., “The Quality in Australian Health Care Study” (1995) 163:9 Med. J. Aust. 458.
40Peter Davis et al., “Adverse Events in New Zealand Public Hospitals I: Occurrence and Impact” (2002)
115:1167 The New Zealand Medical Journal 271.

4lSchioler T. et al., “Incidence of Adverse Events in Hospitals: A Retrospective Study of Medical
Records” (2002) 164 Ugeskr Laeger 4377.




6 Health Law Journal Vol. 13, 2005

Ethical Duty to Disclose

The ethical imperative “first do no harm” has been a foundational aspect of
the medical profession since Hippocratic times. Nonmaleficence, the contemporary
articulation of the ethical obligation to avoid causing harm, is not restricted to
deliberate harm.** Harm committed with the intent of healing is no less prohibited
by the principle of nonmaleficence than malicious harm.* Harm from errors,
system flaws, complications, accidents and known risks must all be avoided to the
fullest extent possible.

However, the ethical imperative of nonmaleficence, which applies to all
physicians, provides only half of the ethical answer in cases of medical error. What
this principle does not deal with is what a physician must ethically do when harm
is done to a patient. Since the dawn of the modern physician-patient relationship,
it is difficult to see how a compelling argument could be made that doctors do not
have an ethical duty to disclose errors to their patients. Doctors have long held a
privileged position in society and are placed in a special position of trust vis-a-vis
their patients. Physicians also hold a special expertise which is well beyond the
layperson’s understanding. Without disclosure by the physician or another health
professional, many, perhaps most, medical errors would remain undiscovered by
the patient. It is all too easy for patients to assume that adverse outcomes are simply
an unfortunate result of their underlying disease or a natural risk of the treatment
they received. Moreover, physicians are in a special position to either tacitly or
expressly encourage these erroneous assumptions.

Surprisingly, within the medical profession, the scope of the duty to disclose
medical error remains controversial and adherence to that duty is by no means
universal. However, ethicists clearly endorse the full disclosure of medical error to
patients.* It is also clear from several studies that patients overwhelmingly want
to be told explicitly when a medical error has occurred and wish to be provided
with detailed information regarding the nature of the error, why it happened and
how recurrences will be prevented.*® Nevertheless, it appears from the available

42 Erin Egan, “Patient Safey and Medical Error: A Constant Focus in Medical Ethics” (2004) 6:3 Virtual

Mentor, online: Virtual Mentor — Online Journal of the American Medical Association
<http://www.ama-assn.org/ama/pub/category/print/12046.html>.

377
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Medicine 2089; See also J. Banja, “Moral Courage in Medicine — Disclosing Medical Error” (2001) 17:2
Bioethics Forum 7; Philip C. Hebert, Alex V. Levin & Gerald Robertson, “Bioethics for Clinicians: 23.
Disclosure of Medical Error” (2001) 164:4 CMAJ 509.
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Mistakes? A Survey of Internal Medicine Patients in an Academic Setting” (1996) 156:22 Archives of
Internal Medicine 2565; see also Thomas H. Gallagher ef al., “Patients’ and Physicians’ Attitudes
Regarding the Disclosure of Medical Errors” (2003) 289:8 JAMA 1001; Melaine Hingorani, Tina Wong
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evidence that full disclosure of medical error may be uncommon.*® For example,
in the Wu et al. study, 76% of the physicians interviewed said they had not disclosed
a serious error to a patient.*’ In another study, higher incidence of disclosure was
found, yet 22% of the physicians surveyed said that they would not disclose an error
that led to the patient’s death.*® Perhaps not surprisingly, the researchers also found
that the likelihood of disclosure decreased as the severity of the harm to the patient
increased.”

The most well documented, and likely the most important reason for this
hesitancy to disclose medical error, is the concern of the medical profession about
litigation.” Less important and less convincing reasons for this lack of disclosure
are concerns over the extent of the information that individual patients and their
families would actually want, and whether or not full disclosure of the error could
do harm to the patient or their family.’' Of course, in situations where further health
care is required as a result of the error, any persuasiveness that these justifications
may have had disappears. Clearly, in these situations, patients must be given full
information about the medical error in order to make informed follow-up treatment
decisions. Without this information, it is highly questionable whether the patient’s
consent to the further treatment could be considered informed. If not, the consent
would be vitiated and the health care providers could be liable in negligence and/or
battery.

In a recent article, Thomas H. Gallagher reviews some of the ethical issues
surrounding the disclosure of medical error and argues that a consensus regarding
the minimum standard for error disclosure does not yet exist.”> While Gallagher
seems to accept that there is an ethical duty to disclose medical error, he argues that
a minimum standard for error disclosure “seems artificial”.>* Gallagher’s apparent
justification for arguing against a minimum standard for error disclosure is that

et al., “Medical Errors — What and When: What Do Patients Want to Know?” (2002) 9 Academic
Emergency Medicine 1156; C.A.Vincent, T. Pincus & J.H. Scurr , “Patients’ Experience of Surgical
Accidents” (1993) 6 Quality Health Care 277.

46 See for example, Robert J. Blendon et al., “Views of Practicing Physicians and the Public on Medical
Errors” (2002) 347:24 New Eng. J. Med. 1933; See also Hingorani et al., ibid.; Albert W. Wu et al., “Do
House Officers Learn from their Mistakes?” (1991) 265:16 JAMA 2089; D.H. Novack et al., “Physi-
cians’ Attitudes Toward Using Deception to Resolve Difficult Ethical Problems” (1989) 261:20 JAMA
2980.
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there is a lack of consensus about the scope of disclosure and the variable nature of
the desire of patients to receive health information.>* With respect, both justifica-
tions seem highly questionable. It is not necessary for a clear and unequivocal
consensus about the exact scope of disclosure to exist before an ethical duty to
disclose arises. Moreover, it is important to note that Gallagher’s article was
published some four months after the Council on Ethical and Judicial Affairs of the
American Medical Association issued a report outlining physicians’ ethical respon-
sibilities to prevent harm and disclose medical error.”® From the nature and tone of
this report, it appears that, at least as of December 2003, the Council on Ethical and
Judicial Affairs felt that there was sufficient consensus to warrant an amendment
to the AMA Code of Medical Ethics. In addition, to use the fact that some patients
may wish more disclosure than others as a reason to limit disclosure to all patients
is highly questionable.

Perhaps it is because of the controversy discussed above that the issue of an
express duty to disclose medical error has only recently been directly dealt with in
the codes of ethics of the American Medical Association and the Canadian Medical
Association. This is in stark contrast to the position of the legal profession, which
has a long standing ethical duty to disclose errors to clients and a strong tradition
of self reporting. As both professions are self regulating and as such are custodians
of the public trust, the long delay in the inclusion of an express duty to disclose in
medical codes of ethics is puzzling.

As stated above, in 2003 the AMA Council on Ethical and Judicial Affairs
(CEJA) delivered a report on the ethical responsibilities of physicians dealing with
medical error. In the report, the Council quotes from Opinion 8.12 of the Code of
Medical Ethics, which states:

Patients have a right to know their past and present medical status and
to be free of any mistaken beliefs concerning their conditions. Situ-
ations occasionally occur in which a patient suffers significant medical
complications that may have resulted from the physician’s mistake or
judgment. In these situations, the physician is ethically required to
inform the patient of all the facts necessary to ensure understanding of
what has occurred. ... This obligation holds even though the patient’s
medical treatment or therapeutic options may not be altered by the new
information.>

M Ibid.

35 American Medical Association, Report of the Council on Ethical and Judicial Affairs, Ethical Respon-
sibility to Study and Prevent Error and Harm in the Provision of Health Care, Report 2-A-03 (Chicago,
IL: American Medical Association, 2003), online: American Medical Association <http//www.ama-
assn.org/amal/pub/upload/mm/369/2a03.pdf>.

56 American Medical Association, Opinion of the Council on Ethical and Judicial Affairs, Ethical
Responsibility to Study and Prevent Error and Harm in the Provision of Health Care, Opinion 1-1-03
(Chicago, IL: American Medical Association, 2003), online: American Medical Association
<http//www.ama-assn.org/amal/pub/upload/mm/369/ceja_1203c.pdf>.
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Opinion 8.12 was issued in 1981 and last updated in June 1994. Based on a
plain reading of this binding Opinion, it is difficult to see an ethical justification
for the failure of physicians to disclose at least all of the relevant facts of a medical
error or adverse event. However, based on the above discussion and the CEJA report
and recommendations, it was obviously felt that further clarity was required.
Accordingly, at the 2003 annual meeting, the AMA House of Delegates adopted
the recommendations of the CEJA report and issued Opinion 1-1-03 that was
included in the 2004 edition of the AMA Code of Medical Ethics.”’ In Opinion
1-1-03, the CEJA deals specifically with the scope of the duty to disclose medical
error as follows:

(3) Physicians must offer professional and compassionate concern
toward patients who have been harmed ... An expression of concern
need not be an admission of responsibility. When patient harm has been
caused by an error, physicians should offer a general explanation
regarding the nature of the error and the measures being taken to
prevent similar occurrences in the future. Such communication is
fundamental to the trust that underlies the patient-physician relation-
ship, and may help reduce the risk of liability.*®

Opinion 1-I-03 also deals more generally with the ethical responsibility of
physicians in dealing with medical error. The Opinion supports a legally protected
medical error review process and states that physicians should play a central role
in identifying, reducing and preventing health-care errors. The Opinion also calls
on physicians to participate in the development of reporting mechanisms that
emphasize education and systems change.” Specifically, physicians are encour-
aged to: help establish and participate in effective, confidential and legally pro-
tected reporting mechanisms; develop means for objective review and analysis of
errors and to conduct appropriate investigations into the causes of harm to patients;
ensure that the results of investigations of errors and any proposed preventative
measures, are conveyed to all relevant individuals; and identify and promptly report
impaired and/or incompetent colleagues so that rehabilitation, retraining or disci-
plinary action can occur.® The Opinion also reinforces that physicians have a
responsibility to provide for continuity of care if a patient who has been harmed
during the course of their health care wishes to be treated by another physician.®'
Finally, the Opinion encourages physicians to seek changes in the current legal
system to ensure that all errors in health care can be safely and securely reported
and studied as a learning experience for all participants in the health system,
“without threat of discoverability, legal liability, or punitive action.”®* While these

57 Ibid.
8 Ibid.
5 Ibid.
%0 1bid.
ol Ipid.
%2 Ibid.
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modifications and specific enunciations by the AMA are important and welcome,
it remains to be seen whether the medical profession will answer the ethical
challenge to fully disclose medical error.

In Canada, until 2004, the Canadian Medical Association’s Code of Ethics
was silent on the issue of whether or not Canadian physicians had an ethical duty
to disclose medical error to their patients. Before the CMA Code of Ethics was
updated in 2004, the only way to argue that the Code contained an ethical obligation
to disclose medical error was that this obligation was implicit in other enunciated
principles.® Prior to 2004, the only two paragraphs of the CMA Code of Ethics that
were potentially applicable were paragraph 2 (“Treat all patients with respect; do
not exploit them for personal advantage.”) and paragraph 12 (“Provide your patients
with the information they need to make informed decisions about their medical
care, and answer their questions to the best of your ability.”)*

In 2004, the CMA updated its Code of Ethics and included paragraph 14 to
deal specifically with the issue of medical error and disclosure of medical error.
Paragraph 14 states: “Take all reasonable steps to prevent harm to patients; should
harm occur, disclose it to the patient.”®® Accordingly, even if it could be argued that
the existence of an ethical duty to disclose medical error was uncertain in Canada
prior to 2004, it is now clear that such a duty exists.

In addition, several provincial Colleges of Physicians and Surgeons have
instituted policies for their members regarding the disclosure of medical error.%
For example, in February 2003, the Council of the Ontario College of Physicians
and Surgeons (CPSO) approved a policy entitled “Disclosure of Harm”.%” The
stated purpose of the policy is to affirm the College’s position that patients are
entitled to be informed of all aspects of their health including a right to disclosure
of harm that may have occurred to them during the course of receiving health care.®
The CPSO also specifically states that it is not the intent of the policy to address
issues concerning the cause of the harm suffered by a patient or the attribution of
blame.*

It is interesting that the CPSO and the CMA both chose the terminology of
“harm” as opposed to “error” or “adverse event”. Under either the CPSO policy or

63 Gerald B. Robertson, “When Things Go Wrong: The Duty to Disclose Medical Error” (2002) 28
Queen’s L.J. 353 at 354.

4 Ibid.

65 Canadian Medical Association, Code of Ethics, (Ottawa: Canadian Medical Association, 2004),
online: Canadian Medical Association < http://www.cma.ca/index.cfm/ci_id/2419/la_id/1.htm>.

66 Ag of January 2006, the Colleges in Ontario, Newfoundland, New Brunswick, Saskatchewan and
Manitoba have all instituted disclosure policies.

7 The College of Physicians & Surgeons of Ontario, Disclosure of Harm, Policy #1-03, online: College
of Physicians & Surgeons of Ontario <http://www.cpso.on.ca/Policies/disclosure.htm>.

8 Ibid.
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the CMA Code of Ethics, it would appear that physicians do not have an ethical
duty to disclose error that does not cause harm. While the CMA Code of Ethics
does not define harm, the CPSO policy defines harm as follows:

Harm is defined broadly as an unexpected or normally avoidable
outcome that negatively affects the patient’s health and/or quality of
life, which occurs (or occurred) in the course of health care treatment
and is not due directly to the patient’s illness.”

From a practical perspective, the distinction between errors that cause harm
and those that do not, makes sense so as to allow physicians and health care
providers to refrain from disclosing “near misses” that do not result in harm to
patients. In general terms, it may be ethical to refrain from advising a patient that
they have been the subject of a “near miss” medical error. For example, in a situation
where a patient was almost provided a lethal dose of a drug but the nurse caught it
in time, arguably there is no ethical duty to inform the patient. However, consider
the situation where a patient receives a non-lethal overdose of a narcotic pain
medication that is caught a few minutes later and reversed with Narcan; the patient
is unaware of the error and the health care team is not able to discern any obvious,
ill effects directly related to the overdose. In this situation, it is highly questionable
whether it would be ethical to refrain from disclosing the error to the patient even
though it is unclear whether their health or quality of life was affected.

In fact, in many cases, it may not be easily discernible whether an error caused
harm or whether the patient’s post treatment symptoms resulted from their under-
lying condition. In addition, whether an event is “unexpected”, “normally avoid-
able”, “negatively affects the patient’s health and/or quality of life” or “is not
directly due to the patient’s illness” are all matters that are open to interpretation.
In these circumstances, leaving the subjective determination of whether harm
resulted from error in the hands of the physician who erred raises obvious ethical
concerns.

In setting out its “Disclosure of Harm” policy, the CPSO also stated five key
principles to assist physicians in these difficult situations, which can be summarized
as follows:

1. The patient is entitled to be kept informed about his or her health care,
including information about harm suffered.

2. The obligation to disclose harm flows from the fiduciary nature of the
physician-patient relationship. Disclosure of harm ensures that the pa-
tient’s harm can be appropriately treated in a timely manner.

3. The patient is entitled to be informed about harm suffered even when
such disclosure might prompt a complaint or a claim.
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4. Professional judgment is required to determine when an unintended
outcome of care negatively impacts a patient and therefore is significant
enough to require disclosure.

5. Not all harm is preventable and is not necessarily indicative of substan-
dard care.”

In light of these policies, the CPSO set out its policy for the disclosure of
harm as follows:

When a physician becomes aware, while treating a patient, that the
patient has suffered harm in the course of receiving health care, he or
she should consider whether the harm does or can be reasonably
expected to negatively affect the patient’s health and/or quality of life.
If it does, then it is the physician’s obligation to inform the patient about
the harm sustained.”

In an appendix to the disclosure policy, the CPSO Council provides recom-
mendations on how to disclose harm to patients. The CPSO Council acknowledges
that disclosing harm to patients may not be easy for physicians but stresses that the
lack of disclosure may cause further harm.” The CPSO Council advocates a brief,
non-technical factual description of what occurred and suggests the avoidance of
speculation.” Interestingly, the CPSO policy advises physicians to try to avoid
attributing blame or ascribing responsibility, but suggests that a timely and empa-
thetic expression of sorrow or regret may be appropriate and should not be taken
as an admission of liability or fault.”> Unfortunately, the legal validity of the last
statement based on the current law in Canada is questionable. However, the issue
of apology and some suggestions for legal reform will be dealt with later in this

paper.

Another recent development in the area of disclosure of medical error in
Alberta is the proposed framework for the disclosure of medical error being
developed by the Health Quality Council of Alberta (HQCA). The HQCA is in the
process of an extensive consultation with stakeholders regarding the content of the
proposed Provincial Framework for Disclosure of Harm to Patients and Families
(“Framework™). Given that the proposed Framework is still in the development
stage and final wording has not been publicly released, it would not be appropriate
to discuss the current draft in any detail.”* However, some of the key principles
behind the initiative can be discussed.

" Ibid,

2 Ibid.

7 Ibid.

" Ibid.

5 Ibid.

76 Although details on the Framework are currently unavailable, future information on the initiative by
the HQCA can be found on the HQCA website at:

<http://www .hqca.ca/pages/Quality/Collaborat_g/Initiatives.html>.
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The purpose behind the HQCA project is to provide a framework that will
facilitate disclosure of medical errors by all health providers and health regions
within the province. The Framework is intended to eliminate any requirement for
legislative action in the area of disclosure of medical error. The Framework will be
voluntary and each health region will be entitled to develop their own specific
policies and procedures in accordance with their own particular needs. Importantly,
the proposed Framework will primarily focus on adverse events that cause harm
and will likely make disclosure of adverse events that do not cause harm (“near
misses”) discretionary. Moreover, in addition to focusing on the needs and rights
of the patient, the Framework will also likely make the support of physicians and
other health providers throughout the disclosure process a priority.

In addition, one of the key aspects of the Framework will be that the patient
should be provided with an apology or expression of regret as an integral part of
the disclosure conversation. This suggestion will undoubtedly create a great deal
of controversy. Of great concern to physicians, other health professionals and
defence lawyers are the legal ramifications of an apology during the disclosure
conversation. Depending on the content of the apology and the context, it could be
considered an admission and entered as compelling evidence against the health
provider in subsequent civil litigation. In addition, given that physicians are
independent contractors and are generally separately insured, there are significant
concerns that comments made by physicians in disclosure conversations could be
attributed to the hospital or health region thereby engaging their liability. The
reverse is also true in that comments or apologies made by employees of the hospital
could directly or indirectly implicate the physicians involved in the care of the
patient.

In response to concerns regarding apologies, it has been suggested that any
apology should be simply an expression of regret and not an attribution or accep-
tance of responsibility. While this may be of some assistance from the perspective
of a legal admission, it is questionable whether this type of expression of regret
would satisfy patients. There is a clear distinction between a statement by a health
provider that “we are sorry that you have suffered harm” and “we are sorry that
there was a mistake in our central pharmacy and you were provided with the wrong
medication”. The first type of apology is akin to an apology to one’s spouse that “I
am sorry you are angry” instead of a true apology such as “I am sorry I forgot our
anniversary”.”’ The first type of apology would satisfy few patients and the second
type of apology would certainly be preferred by most. In circumstances where the
cause of an error is clearly known, it may be preferable to provide a full apology
while refraining from attributing individual blame. However, unless the Legislature
enacts an apology privilege, which will be discussed further below, true apologies
in disclosure conversations will retain significant legal risks. On the other hand, in
circumstances of clear error where liability is unlikely to be seriously in issue, there
is likely little to lose on the part of health providers in making a full apology. On

77 A completely hypothetical example of course.
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the contrary, if the patient is provided with a full explanation and a sincere apology,
it is possible that litigation will be avoided altogether. However, physicians and
health providers would be well advised to consult legal counsel prior to making
any statement over and above a bare expression of regret.”®

Although there are significant concerns regarding the implementation of any
proposed disclosure framework, it should be recognized that the HQCA initiative
is simply an attempt to put forward a procedure for physicians, health providers,
hospitals and health regions to meet their ethical and legal obligations to disclose
medical errors when they occur. Successful implementation of any framework will
require cooperation and assistance from the legal profession as well as systemic
changes to the health professions and medical system to promote and foster a culture
of safety and an environment where disclosure of error is effectively encouraged.

It should also be noted that many hospitals across the country have practices
that are expected to be followed regarding disclosure of error and several have put
in place formal policies. The Royal Victoria Hospital in Montreal instituted a formal
protocol for disclosure of medical error as early as 1989.” This was followed soon
after by the Sunnybrook & Women’s College Health Sciences Centre in Toronto.*
Another of the McGill University Health Centre (“MUHC”) hospitals instituted a
policy in 1990 and the entire MUHC group did so in 2001.%' In addition, the entire
University Health Network in Toronto also put a formal protocol in place in May
of 2005.8 Although other hospitals across the country have no doubt followed suit,
what is necessary is a national program to ensure that all hospitals and health regions
have disclosure policies in place.

While timely, proactive disclosure of error and appropriate apologies are the
right thing to do and must be pursued, we must be careful not to raise unrealistic
expectations with respect to their impact on preventing litigation. There will remain
many cases where patients and families of victims will pursue litigation in any
event. Some will pursue litigation to recover economic losses that have resulted
from the adverse event. Others will have significant ongoing needs and will sue to
recover the costs of their future care. Others may sue primarily because of the
emotional trauma suffered as a result of the medical error. Others may sue because

78 Although the argument would be unlikely to succeed, it is possible that an insurer could take the
position that a full apology may breach the cooperation clause of the applicable insurance policy. As a
result, it would be prudent for the health providers involved to consult with the appropriate insurers before
a full apology is made. For a detailed discussion of this issue see: John D. Banja, “Does Medical Error
Disclosure Violate the Medical Malpractice Insurance Cooperation Clause?” (2004) 3 Advances in
Patient Safety 371, online: U.S. Dept. of Health, Agency for Healthcare Research and Quality
<http://www.ahrq.gov/downloads/pub/advances/vol3/Banja.pdf>.

79 A. Peterkin, “Guidelines Covering Disclosure of Errors Now in Place at Montreal Hospital” (1990) 142
CMAJ 984.

80 Supra note 63 at 361.

81 Tracey M. Bailey & Nola M. Ries, “Legal Issues in Patient Safety: The Example of Nosocomial
Infection” (2005) 8 Healthc.Q.140 at 143.

82 Ibid.
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they remain unsatisfied with the explanation given or that no individuals were held
personally accountable. A recent example of this dissatisfaction occurred in Ham-
ilton Ontario. Following the death of 11-year-old Claire Lewis, the Hamilton Health
Sciences Centre (“HHSC”) issued an apology and stated: “We have identified
serious care and system issues and have concluded that her death could have been
avoided. For that, we offer our profound apologies.”® Notwithstanding these
laudable actions by HHSC, the Lewis family remained unsatisfied and commenced
a lawsuit primarily because they felt that there was no individual accountability in
the system.* Unfortunately, there will always be patients and families that are
unsatisfied with the explanations and apologies given and who will continue to
pursue litigation. However, this fact cannot affect the pursuit of the goal of timely
error disclosure and appropriate apologies.

Ultimately, when faced with a medical error that caused harm, a physician,
at a minimum, has an ethical obligation to provide professional and compassionate
concern and to promptly disclose an error when it occurs. The disclosure discussion
should include an explanation of the nature and factual circumstances of the error
as well as any measures being taken to prevent similar occurrences in the future. In
appropriate circumstances, the patient should also be provided with an apology. A
physician then has an ethical obligation to advise the patient of any impact that the
error had on the patient’s condition and to provide the patient with the appropriate
treatment options. Further, if it appears that the patient has lost trust in the physician,
the physician has an ethical obligation to refer the patient to another physician and
to provide continuity of care.

Legal Duty to Disclose

In common law Canada, it has been clearly established that a physician who
has made an error has a legal duty to disclose that error to the patient or their family
or guardian. This legal duty was initially derived from the principles of informed
consent. The test for disclosure under the informed consent principles was the same
as the test for whether or not risks must be disclosed to patients in obtaining their
informed consent (i.e. if the error is something that a reasonable person in the
position of the patient would want to know).* In this respect, the legal duty to
disclose was simply a logical extension of the doctrine of informed consent. Clearly,
if the patient is entitled to know the risks of a procedure and what could go wrong
prior to giving their consent, it follows that they would be entitled to know if
something has in fact gone wrong, regardless of whether it was unanticipated.
However, the courts have now also incorporated fiduciary principles and have held
that the legal duty to disclose is a fiduciary obligation of physicians. While informed

83Ken Kilpatrick, “Apology Marks New Era in Response to Medical Error, Hospital Says” (2003) 168:6
CMAJ 757.

84 Ibid.

85Ellen 1. Picard & Gerald B. Robertson, Legal Liability of Doctors and Hospitals in Canada, 39 ed.
(Toronto: Carswell, 1996) at 170.
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consent principles remain part of the analysis, as discussed below, the recent cases
have primarily focused on the fiduciary nature of the duty to disclose. What remains
unclear in the case law is the extent to which the legal duty to disclose will be
extended to hospitals and their employees. As of yet, no court has expressly
extended the legal duty to disclose to nurses or hospitals; in fact, as we will see
later, the only Canadian case to discuss the issue, stated that nurses had no duty to
disclose.**Despite this, a legal duty to disclose on the part of hospitals and nurses
would seem to be a logical extension of the principles underlying the legal duty
imposed on physicians and will be discussed further below.

Interestingly, the government of Québec has recently amended legislation to
specifically address the issue of a duty to disclose. In An Act Respecting Health
Services and Social Services, a specific right to be informed about an “accident”
has been set out for patients in hospitals.*” Québec has also approved several
professional codes of ethics (which include duties to disclose) through legislation
thus giving them the force of law.®® As a result, it is clear that the legal duty to
disclose exists in both Québec and common law Canada.

Although there is a relative paucity of cases dealing with the specific duty of
physicians to disclose medical error, the earliest Canadian case to expressly
enunciate this duty was Stamos v. Davies.* In that case, the defendant surgeon
punctured the plaintiff’s spleen during the course of attempting to perform a lung
biopsy. As a result of this error, the spleen had to be removed later, requiring an
additional surgery. The lung biopsy also had to be redone. The physician never
advised the plaintiff that he had struck the spleen. Instead, the physician advised
the plaintiff that he had no result from the biopsy as he had not obtained what he
wanted. When asked by the plaintiff what he had obtained, the physician replied
that he had obtained “something else” and that the biopsy had to be redone.

In Stamos, the Court based its analysis generally on informed consent
principles and held that there was a legal duty to disclose the error.”® In the
circumstances, the Court held that the physician had been less than candid with the
plaintiff and had breached his legal duty to disclose the error. However, since the
defendant’s breach of the legal duty to disclose was failing to disclose the injury to
the spleen, this breach obviously could not have contributed to the primary injury
to the plaintiff. In fact, the Court must also have found that the failure to disclose
did not cause any injury to the plaintiff at all given that no damages were awarded
for this breach. It is interesting to note that the Court in Stamos did not address the

86 Shobridge v. Thomas, [1999] B.C.J. No. 1747, (1999), 47 C.C.L.T. (2d) 73 at para. 95 (B.C.S.C.)
[Shobridge]

87R.S.Q.,c. S-4.2.

88 Supra note 81 at 142.

89(1985), 52 O.R. (2d) 10, 21 D.L.R. (4th) 507 (H.C.) [Stamos cited to O.R.]; see also Kiley-Nikkel v.
Danais, [1992] A.J. no 1836, 16 C.C.L.T. (2d) 290 (Que. Sup. Ct.); and Kueper v. McMullin (1986), 30
D.LR. (4th) 408,37 C.C.L.T.318 (N.B.C.A)).

90 Stamos, ibid.
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issue of breach of fiduciary duty or punitive damages and restricted its analysis on
the issue of the failure to disclose to informed consent principles.”!

As discussed above, another legal basis for requiring disclosure of medical
error arises out of the fiduciary nature of the physician-patient relationship. As a
fiduciary, a physician has a duty of utmost good faith towards their patient.* This
fiduciary relationship has been held in several cases to include a duty on the
physician to inform the patient if something goes wrong, or if an error occurs during
the patient’s treatment.”®

In Vasdani, the defendant physician operated on the wrong level of the
plaintiffs back.”* The surgery occurred in 1977 and although the defendant physi-
cian realized that he had operated at the wrong level of the plaintiff’s back in 1978,
he never disclosed this to the plaintiff. It was only in 1985 that the plaintiff
discovered from a third-party that the defendant physician had operated at the
wrong level. In Vasdani, the Court cited Stamos but primarily based its analysis on
fiduciary principles. The Court held that the defendant physician had clearly
breached his duty to disclose to the plaintiff but struggled with the damages that
should flow from the breach. In the end, the Court could find causation only for the
delay in the plaintiff being able to bring his claim. Accordingly, the Court awarded
damages in an amount equivalent to the difference in the plaintiff’s entitlement to
prejudgment interest.”” The Court also refused to award punitive damages as it held
that there was no evidence to conclude that the conduct of the defendant was
sufficiently outrageous to attract an award of punitive damages. The Court also
considered whether an award for damages should be made solely as a result of a
breach of fiduciary duty even when causation of specific damage is lacking, but
ultimately refused to award additional damages.

In Gerula, the defendant physician also operated on the wrong portion of the
plaintiff’s back.” Subsequently, the defendant physician altered the hospital re-
cords in order to conceal his error and then performed the operation on the disc that
should have been treated in the first place. The trial judge held that the physician
had breached his fiduciary duty to the plaintiff, awarded solicitor client costs but
refused to award punitive damages. The Court of Appeal upheld the trial judge’s
finding on liability and reduced the award of solicitor client costs. The Court of
Appeal also discussed the principles involved in determining when punitive dam-

1 Ibid.

92 McInerneyv. MacDonald, [1992] 2S.C.R. 138,93 D.L.R. (4m) 415 at paras.19-22; see also opinion of
McLachlin J. (dissenting as to quantum) in Norberg v. Wynrib, [1992]2 S.C.R. 226,92 D.L.R. (4“‘) 449
at 486.

93 See for example, Vasdani v. Sehmi, [1993] O.J. No. 44, 37 A.C.W.S. (3d) 856 at para. 33 (Gen. Div.)
[Vasdani cited to O.R.]; Gerula v. Flores (1995), 126 D.L.R. (4[h) 506[1995] O.J. No. 2300 at 525-526,
(C.A)) [Gerula cited to D.L.R.] and supra note 86 at paras. 98-100.

94 Vasdani, ibid. at para. 28.

95 Ibid. at paras. 38-41.

9 Gerula, supra note 93 at 509.
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ages are appropriate and went on to award $40,000 in punitive damages as a result
of the physician’s dishonest conduct.”’

In Shobridge, the defendant physician, Dr. Thomas, performed abdominal
surgery on Ms. Shobridge on September 13, 1995.” During the surgery, Dr.
Thomas placed a six foot long unrolled abdominal roll in the upper abdomen to
pack the bowel away from the operative field. Unfortunately, the abdominal roll
was not included in the preoperative surgical count by the nurses and was left inside
Ms. Shobridge at the end of her surgery. It was not until December 4, 1995 that,
while performing another surgery to remove an abdominal fistula and a deep
abdominal wall abscess, Dr. Thomas discovered the abdominal roll and removed
it.” When the nurses advised Dr. Thomas that the removal of the abdominal roll
should be charted and an incident report filled out, Dr. Thomas told them there was
to be no paperwork regarding the abdominal roll. One of the nurses insisted that
her nursing supervisor be told about the incident and Dr. Thomas said he would
speak to the nursing supervisor the following morning. Dr. Thomas never spoke to
the supervisor and no incident report was filled out. In addition, Dr. Thomas did
not refer to the abdominal roll in his operative report for the December 4, 1995
surgery.'® Despite having several opportunities to tell Ms. Shobridge about the
abdominal roll in the time prior to her discharge on December 10, 1995, Dr. Thomas
did not disclose the error. Ms. Shobridge was re-admitted on December 17, 1995
with abdominal pain and again Dr. Thomas did not disclose the error. Ms. Sho-
bridge then requested a transfer to another hospital on December 20, 1995 for
further treatment regarding her abdominal pain and in the consultation report he
prepared for the other surgeon, Dr. Thomas failed to mention the abdominal roll.'"!

Ultimately, when it appeared that Dr. Thomas was not going to disclose the
error, the nurses that were involved in the December 4, 1995 surgery went to a
supervisor under the pretence of using this situation as an anonymous example to
raise a concern about using non radio-opaque sponges and gauze. When the
supervisor pressed the issue, Dr. Thomas agreed to meet with a Vice President of
the hospital and was advised to tell Ms. Shobridge about the error. Finally, on
February 6, 1996, some five months after the original surgery and two months after
the abdominal roll was discovered, Ms. Shobridge was told about the error. From
the notes of the disclosure meeting cited by the trial judge, it appears that Ms.
Shobridge received a brief explanation of what had occurred and did not receive
any sort of apology or expression of regret from Dr. Thomas or the hospital.'® This
case appears to be one of those cases where there would have been very little legal
downside to apologize and it could have had a significant impact on the well being

7 Ibid. at 526-527.

98 Supra note 86.

9 Ibid. at paras. 24-26.
100 7pid. at para. 27.

101 7pid. at para. 32.
102 7pid. at para. 42.
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of the patient and her desire to commence a lawsuit. Given that liability for the
retained abdominal roll was virtually certain (although apportionment remained an
issue), even if an apology was taken as an admission of fault, it would have had
little or no impact on the ultimate outcome of the litigation. Further, a more timely
explanation and apology would almost certainly have prevented the aggravated and
punitive damages awarded in this case.

Not surprisingly, in the result, Dr. Thomas was held to be in breach of his
duty to disclose for waiting two months before informing Ms. Shobridge that an
abdominal roll had been left inside her abdomen during surgery. As a result of the
breach of the duty to disclose and Dr. Thomas’ conduct in trying to conceal the
error, the Court awarded aggravated damages of $25,000 and punitive damages of
$20,000.'"

One of the most interesting aspects of the Shobridge case is the fact that the
Court held that the nurses (and presumably by extension the hospital) had no legal
duty to disclose the error.'™ Kirkpatrick J. made the following comments about the
legal duty to disclose on the part of the physician and the nurses:

There is no question that Dr. Thomas owed a duty of care to Ms.
Shobridge to tell her, as his patient, what had happened. The nurses,
on the other hand, owed no such duty. Their duty was to complete an
incident report in accordance with hospital policy. They knew it was
Dr. Thomas’ duty to inform his patient, not their duty.'®

Given that the Court in Shobridge also found that the O.R. nurses were
responsible for the accuracy of the surgical sponge count, it is surprising that the
Court also held that there was no duty to disclose on the part of the nurses. While
it is true that the physician-patient relationship remains the primary legal relation-
ship, it is clear that nurses and hospitals also have a legal duty of care to their
patients.'” In Shobridge, the Court ultimately held Dr. Thomas and the nurses
equally responsible for the failure to remove the abdominal roll. As aresult, it seems
inconsistent to hold Dr. Thomas entirely responsible for disclosing an error that he
was only 50% responsible for.

One potential reason for this inconsistency is that the duty to disclose is
derived from informed consent principles as well as fiduciary principles. As it was
Dr. Thomas’ responsibility to obtain informed consent and adequately explain the
procedure as well as the risks, presumably one could argue that it was therefore his
responsibility to disclose that something in fact had gone wrong. In addition, while
fiduciary duties have been imposed on physicians, no such duties as of yet have

103 7pid. at paras. 138,144,
104 7pid. at para. 95.

105 Ipid. [emphasis added].
106 §ypra note 85 at 366-367.
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been expressly imposed on nurses or hospitals by Canadian courts. Accordingly,
the Court in Shobridge clearly must have been of the view that the fiduciary duty
to disclose in these circumstances was Dr. Thomas’ and did not extend to the nurses
or the hospital.

In addition, the approach taken by the Court in Shobridge with respect to the
legal duty on nurses and hospitals to disclose error is in contrast to an obiter
statement made by the English Court of Appeal in Lee v. South West Thames
Regional Health Authority."”” In the context of an application regarding the dis-
coverability of a document, the following analysis is found:

It should never be forgotten that we are here concerned with the
hospital-patient relationship. The recent decision of the House of Lords
in Sidaway v. Bethlem Royal Hospital Governors, [1985] 1 A1l ER 643,
[...] affirms that a doctor is under a duty to answer his patient’s
questions as to the treatment proposed. We see no reason why this
should not be a similar duty in relation to hospital staff. [...] Why, we
ask ourselves, is the position any different if the patient asks what
treatment he has in fact had? Let us suppose that a blood transfusion
is in contemplation. The patient asks whatis involved. [...] He consents.
Suppose that, by accident, he is given a quantity of air as well as blood
and suffers serious ill effects. Is he not entitled to ask what treatment
he in fact received, and is the doctor and hospital authority not obliged
to tell him, “in the event you did not only get a blood transfusion. You
also got an air transfusion”? Why is the duty different before the
treatment from what it is afterwards?'®

This analysis has been cited with approval by Justice Krever in Stamos.'”
However, Justice Krever made no comment about the potential duty of the hospital
to disclose the error.

In the end, it is an open question as to whether or not in Canada a legal duty
to disclose error will be imposed on nurses, other health professionals and hospitals.
However, given the recent movement towards more open error disclosure and the
increasingly interdisciplinary approach to medicine, it is likely, in the right case,
that other health professionals or hospitals would be held to a legal duty to disclose
separate and apart from the legal duty of the physician. While fiduciary obligations
have not yet been imposed on nurses and hospitals in Canada, a strong argument
could be made that nurses and hospitals do in fact have fiduciary obligations to their
patients separate and apart from the obligations of the physicians. Prudent nursing
managers and hospital administrators should keep this potential legal duty in mind

10711985] 2 AIl ER 385 [“Lee”].
108 1hid. at 389-390 [emphasis added].
109 Stamos, supra note 89.
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and should seek legal advice when contemplating their obligations to disclose
medical errors.

Another interesting issue with respect to the legal duty to disclose error is the
proper scope of that duty. In particular, is it necessary to disclose an error that causes
no harm to the patient? None of the cases discussed above deal with the scope of
the legal duty to disclose, particularly in “near miss” cases. As discussed above, the
scope of the ethical duty to disclose is limited to errors that cause harm to the patient
and there does not yet exist an ethical duty to disclose a “near miss”. However, this
is not clear with respect to the legal duty to disclose. As discussed above, the legal
duty to disclose has primarily developed out of informed consent principles.
Accordingly, one cannot simply state that there is no legal duty to disclose in
circumstances where the patient has not suffered harm. The particular facts of each
case must be examined to see if a reasonable person in the circumstances of the
patient would want to be advised of the “near miss”.!'’ Through this analysis, many,
perhaps most, “near misses” would not be required to be disclosed given that
“ignorance is bliss” and it could be argued that most of us would not want to be
told of potential errors that were averted. However, the closer the potential error
comes to actually causing harm, the more likely a court would find that there is a
legal duty to disclose. In addition to this informed consent analysis, it would be
interesting to see whether a court would extend the fiduciary obligation of the
physician to disclose a near miss. Practically speaking, there is little legal downside
to disclosing a “near miss” as the likelihood of a lawsuit is minimal given the
nominal or nonexistent damages that would be available to the patient.

In the result, the scope of the legal duty to disclose is similar to the scope of
the ethical duty to disclose discussed above, but potentially extends to circum-
stances where no harm is suffered. In any event, there is no legal duty to advise the
patient that there has been negligence or a lack of skill.'"! The legal duty is only to
advise the patient as to what occurred, in a factual sense.'’> From a review of the
above cases, it is also clear that not only will the courts enforce a general and
fiduciary duty to disclose medical errors; they may also award aggravated or
punitive damages in cases of flagrant breaches or where the conduct of the physician
is deserving of sanction. Accordingly, physicians should not allow extraneous
factors and concerns about civil liability to interfere with their legal and ethical
duties to disclose medical error; if they do, they do so at their peril.

10 For example, consider the potassium chloride cases at the Foothills Medical Centre discussed in the
introduction to this paper. If the errors in the solutions had been caught in the central pharmacy, should
all patients that were scheduled to receive the improper solution be advised of the “near miss”? What
about if the improper solution was hung at the patient’s bedside and the flow of the IV was stopped by a
nurse before it reached the patient’s bloodstream; should that patient be told? In both situations no harm
was caused to the patient yet the second patient’s confidence in the care being provided is much more
likely to be shaken. This, in and of itself, could be sufficient reason for a court to hold that the patient in
the second scenario ought to have been told given that a reasonable patient in those circumstances may
wish to consider their treatment options including transfer to a different facility.

W Eehrv. Immaculata Hospital, [1999] A.J. No. 1317, 1999 ABQB 865 at para. 34 (Q.B.) (cited to QL).
12 fpid,
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Non-Disclosure as a Cause of Medical Error and
Resistance to Disclosure

The failure by the medical profession and other health professionals to openly
report errors, to effectively use errors as a learning experience and to adequately
communicate the errors and their potential solutions within the hospital and with
other institutions, is a major cause of medical error. As a result of these failures,
systemic and individual errors that could be prevented by open communication and
dissemination of information continue to occur. These issues are closely related to
the resistance to error disclosure to patients by the medical profession and other
health professionals. All of these issues are communication failures that are
primarily aresult of the culture and education of the medical profession, physicians’
need for infallibility and their largely unfounded fear of litigation.

In medical school and residency, physicians are taught and socialized to strive
for error-free practice.'”® In diagnosis, treatment and everyday hospital practice,
perfection is emphasized and the message is clear: mistakes are unacceptable.'*
Physicians are expected to practice, often under extremely difficult circumstances,
in an error-free manner. As aresult of these expectations, both internal and external,
physicians feel that they must be infallible and often view errors as failures of
character.'” While the unrealistic nature of these expectations of infallibility is
self-evident to individuals outside of the medical profession, it seems that physi-
cians still struggle to attain the unattainable. According to Chassin:

The sheer number of specific interventions that good care requires is
beyond the ability of any unaided human being to recall and act on
effectively. Yet the dominant modes of practice still expect this impos-
sible degree of accomplishment.!'®

We have created systems that depend on idealized standards of per-
formance that require individual physicians, nurses, and pharmacists
to perform tasks at levels of perfection that cannot be achieved by
human beings.'"”

In addition, clinical professors, usually specialists and experts in their fields,
reinforce this concept of infallibility."'® These physicians are all role models for
their medical students and must be encouraged to more openly discuss medical error
and promote an acceptance of the fallibility of the medical profession. If this is not

131 ucian L. Leape, “Error in Medicine” (1994) 272:23 JAMA 1851 at 1851; see also Cheri Hobgood,
Amando Hevia & Paul Hinchey, “Profiles in Patient Safety: When an Error Occurs” (2004) 11 Academic
Emergency Medicine 766.

14 1bid.

115 1pid.

16 M. Chassin, “Is Healthcare Ready for Six-Sigma Quality?” (1998) 76 Milbank Quarterly 565 at 576.
7 1bid. at 577.

118 Leape, supra note 113 at 1852.
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done, every new generation of physician that graduates medical school, will
continue to do so ill-prepared to deal with the inevitability of medical error and the
fallibility of the medical profession and the health system. Learning how to disclose
errors, to apologize to injured patients, to ensure that their needs are met and to
confront the emotional impact of mistakes on physicians should become an integral
part of medical education and senior physicians, as role models, should lead by
example.'"”

Itis also likely that the need of physicians to be infallible also creates pressure
to be intellectually dishonest and to cover up mistakes rather than disclose them.'?
The structure of medical practice, particularly in hospitals, further perpetuates these
problems. The existence of a “blame culture” means that physicians typically feel
that disclosure of an error will lead to increased supervision or surveillance and the
potential of censure or privileges difficulties. Unfortunately, these feelings are often
warranted given that many hospitals and health regions remain reactive as opposed
to proactive with respect to their patient safety efforts. Physicians also rarely feel
able to discuss errors openly with their peers out of concern for direct ramifications,
as well as concerns that their peers will regard them as incompetent or careless.

However, it would be wrong to mistake this hesitancy to disclose medical
errors as evidence of a lack of caring on the part of the physicians involved. On the
contrary, physicians are often emotionally devastated by serious mistakes that harm
or kill patients.'*" This emotional impact and feelings of shame, guilt, depression
and anxiety as a result of medical error, are exacerbated by the “perfectionist”
culture of medicine.'? Physicians are often left alone to struggle with their feelings
of guilt regarding medical error and rarely have a forum to discuss these feelings
in a positive and healing manner. Lucian Leape had the following comment on the
impact of medical error on physicians:

Physicians feel responsible for deaths due to errors, which is appropri-
ate and key to physicians’ professionalism. But we also feel shame and
guilt, which is inappropriate and misguided, since errors are rarely due
to carelessness.'”
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In order for medical error to be addressed in any meaningful way, physicians
must be allowed to be human and must be provided with a non-punitive, non-judg-
mental method to disclose and discuss medical error.'* It is true that many medical
departments and specialties have “Mortality and Morbidity” conferences where
poor patient outcomes are presented. However, the focus of these conferences tends
to be on the particular medical aspects of the treatment and condition as opposed
to an examination of the error and its etiology. Physicians must be socialized,
educated and trained to be more open and honest in their discussions about medical
error and to routinely disclose them.'” In this way, other physicians and other
members of the health care team will be provided with an opportunity to learn from
previous medical errors and prevent them from happening in the future. Any
medical reporting system must not scapegoat individual physicians even though
“blaming individuals is emotionally more satisfying than targeting institutions.”'?
It is only through an open system of error disclosure that we can truly learn from
medical error and make the systemic changes necessary to reduce the incidence of
adverse events.

However, some authors go further and argue that the more open and non-pu-
nitive environment for medical error disclosure discussed above, requires that
physicians not be held individually accountable for most medical errors. It is argued
that this is appropriate because most errors are, in substance, systemic errors.'”’ In
their article, Deskin and Hoye refer to the approach of focusing on individual
accountability of physicians as the “bad apple” approach. According to them, “bad
apple” physicians should not be targeted, especially when it is now recognized that
the traditional responses to error are no longer enough.'?® According to Deskin and
Hoye:

Removing bad apples in a system that is constantly in flux and can be
influenced by so many participants from the blunt end only reduces the
practitioner base, it doesn’t necessarily remove any barriers to error.'”

While it is agreed that less punitive and more just responses to medical error
must be pursued, physicians should not be immune from ramifications resulting
from their errors. This is particularly true in the rare cases of recklessness when the
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safety and well being of the patient is disregarded. Patients who feel they have been
harmed as a result of medical error can and should seek legal redress through the
tort system. If the physician or health provider has been negligent in committing
the error, then the patient should be appropriately compensated through settlement
or judgment.

However, the internal responses to medical error are more problematic in that
there are several competing priorities involved in responding to medical errors. Of
primary importance is the investigation of the causes of the error and the resultant
attempt to modify policies or behaviour to ensure that the error is not committed
again. In addition, hospitals and health administrators have a duty to review the
conduct of individual health providers and make recommendations regarding
changes to privileges, discipline or retraining. Traditionally, this has been a difficult
process for the health provider to go through as there has been an inordinate
emphasis on the individual aspects of the error as opposed to systemic causes. To
put it another way, there has been a tendency to focus on individuals as opposed to
systemic causes because it is easier and less expensive to discipline an individual
than it is to make fundamental changes to the system. Unfortunately, this approach
has led to a blame culture where individual health providers are extremely hesitant
to report errors when they occur. This in turn has led to a situation where errors are
widely under-reported.'*

Instead, what is required is a balanced and just approach that focuses on the
systemic causes of the error as opposed to individual scapegoating. At the same
time, this balanced approach must also look at the individual, and in appropriate
cases make recommendations regarding retraining, restrictions to privileges, and
in the most serious cases, professional discipline. Many articles written in this area
advocate a “blame-free” culture as a means of promoting free and open disclosure
of medical error. In my view, this is an over simplification of the problem and fails
to address the competing interests of disclosure on the one hand and quality
assurance and discipline on the other. It is true that hospitals and health adminis-
trators must focus on fostering a system where responses to error are not only just,
but they are seen to be just by members of the health professions. Individual health
providers must also not be made scapegoats of medical error. However, appropriate
and just responses to errors can include discipline, retraining or suspension of
privileges, but should only include criminal prosecution in extremely rare cases.'*!
As a self-regulating profession, medicine must continue to fulfill its obligation to
the public to ensure the competence of its individual members. What is critical is
that our responses to individuals who commit errors form part of an overall system
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of accountability that focuses on the systemic aspects of error as opposed to
individual blame.

In his candid and honest book, Complications: A Surgeon’s Notes on an
Imperfect Science, Dr. Atul Gawande explores the many ways that medicine can
fall short of expectations and highlights that medicine is subject to the same
limitations as are all human enterprises.”*? In fact it is telling that the titles of the
three Parts of the book are “Fallibility”, “Mystery” and “Uncertainty”.'* Dr.
Gawande’s book, as well as Craig A. Miller’s book, The Making of a Surgeon in
the 21* Century"**, should be mandatory reading for all politicians and government
officials who deal with the health system as well as all lawyers who practice in the
area of medical malpractice. These books provide invaluable insight into the
medical education system and the uncertainty and fallibility of modern medicine.

While most physicians would agree with the axiom “to err is human”, and
recognize that some amount of error is inevitable in medicine, they have difficulty
understanding that not every error is negligent. As a result, fear of being sued
consistently comes up as one of the primary concerns of physicians in managing
and disclosing medical errors.'*> However, studies have consistently shown that
only an extremely small minority of patients injured by medical error actually file
alawsuit."* In fact, the Harvard Study found that less than 2% of negligent adverse
events led to malpractice claims."*” Other studies have concluded that there are eight
times as many instances of negligence as there are lawsuits in the U.S. and fourteen
instances of negligence for every successful claim.'* It has been shown that what
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patients really want is an explanation of what happened to them, reassurance that
steps have been taken to rectify the problem, and an apology.'*

In a 1994 study into why patients sue their doctors, the researchers concluded
that patients taking legal action primarily wanted greater honesty, appreciation of
the severity of the trauma they had suffered and assurances that lessons had been
learned from their experiences.'*’ Four main themes emerged from the analysis of
the reasons for litigation: standards of care — both patients and their families wanted
to prevent similar incidents in the future; explanation — state what happened, how
it happened and why; compensation — for financial losses, pain and suffering or to
provide future care for the injured person; and, accountability — that an individual
or organization should be held responsible.'*! At the end of the survey, patients
were asked a final question as to whether, once the original incident had occurred,
anything could have been done to prevent them from feeling the need to take legal
action. A significant percentage of respondents answered yes to this question
(41.4%)."* Interestingly, in these responses, the primary actions that could have
prevented litigation were: explanation and apology (37%) and correction of mistake
(25%); yet only 17% cited compensation.'* The results of this study would seem
to indicate that an increase in the disclosure of medical error would not necessarily
cause a corresponding increase in the number of lawsuits filed, and in fact may
reduce them.

A more recent study of the views of approximately 1000 New England
patients regarding the disclosure of medical error was released in 2004."* The
results of this study confirmed that full disclosure after a medical error reduces the
likelihood that patients will change physicians, improves patient satisfaction,
increases trust in the physician, and results in a more positive emotional response.'*’
The researchers also asked the patients, in responding to the various scenarios
presented in the study, whether full disclosure would have had an impact on whether
they sought legal advice. The researchers found that full disclosure had a statisti-
cally significant effect on the likelihood of seeking legal advice in only one of the
scenarios presented (a missed allergy error with a serious clinical outcome).'*® The
researchers were therefore only able to conclude that full disclosure may reduce the
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likelihood that patients will seek legal advice under some, but not all, circum-
stances.'"’

Nevertheless, physicians continue to mistrust the legal process and risk
managers focus more on reducing potential liability than on reducing error.'® In
light of this, the medical and legal professions need to do a much better job at
educating physicians about the myths, truths and real risks of medical malpractice
litigation. If physicians were better informed and less concerned about malpractice
litigation, they would be much more likely to disclose medical errors to their
patients and hospital administrators.'* This would in turn lead to a more open
system where errors could be learned from, not minimized, avoided and denied. In
addition, this would lead to a more positive, open environment where physicians
would feel more free to discuss their errors with colleagues. As aresult, the negative
impact of error on physicians would be substantially reduced. Moreover, patients
would also benefit from information being provided in a more open and timely
fashion.

While many physicians mistrust lawyers, it is ironic that the legal profession
and the justice system in many ways have been easier on the medical profession
than it has been on itself. By refusing to apply hindsight, by not holding physicians
to a standard of infallibility but only to the standard of a reasonable physician in
similar circumstances, and by consistently upholding the principle that an error in
judgement is not negligent without proof of a breach of the standard of care, the
legal profession and the justice system have consistently protected the medical
profession from being held to a standard of perfection.

In order to facilitate and foster a new openness on the part of physicians in
the disclosure of medical error, the legal profession and risk managers must also
get on board. The conventional wisdom of risk managers and the traditional advice
of defence counsel to be circumspect and to disclose only the minimum facts
necessary needs to be set aside. In order not to be an impediment to progress of
appropriate responses to medical error, defence counsel must advise physicians and
other health providers to fully disclose the facts of the adverse event. In any event,
there is little justification for not disclosing the relevant facts when the physician
or health provider would be required to disclose them in examinations for discovery
if a claim is filed. This is especially true when disclosing the facts at an early stage
may have the added positive effect of avoiding a lawsuit being commenced at all.

However, care must be taken by the health providers to only disclose, at an
early stage, information that they know to be factual. This is one of the most difficult
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issues for health providers to deal with when disclosing adverse events. While it is
recognized that there is an ethical and legal duty to disclose the adverse event, often
not all facts will be known at the time of the disclosure conversation. Health
providers must be careful not to speculate and should avoid detailed discussions of
opinion until the clinical picture is clearer. Unfortunately this is easier said than
done given that patients will naturally have many questions about what happened
to them, why it happened and who is to blame. Health providers who will be having
these discussions need to be trained to deal with these questions in a positive and
effective manner without implicating the care provided.

While a general framework like the HQCA initiative discussed above would
be a positive development, the method and scope of disclosure of medical error
must be modified as necessary depending on the particular circumstances of each
case. The appropriateness of the role of the individual health providers involved as
well as how much information to share with the patient must be determined on a
case by case basis. Each hospital and health region should also have specifically
trained individuals available to assist with and coordinate the disclosure process.
To the greatest extent possible, full information regarding the facts of the adverse
event should be provided to the patient in a sensitive manner and in a timely fashion.
In addition, the health provider most responsible for the care of the patient should
either lead the disclosure discussion or be in attendance at the meeting in order to
put the patient at ease and answer any questions they may have. If an appropriate,
sensitive and timely disclosure process is followed in the aftermath of an adverse
event, it will not only ensure that the ethical and legal obligations of the health
providers are met, it will go a long way towards meeting the needs of the patient
for information. In addition, if this process is followed and includes an apology,
the likelihood of a lawsuit may actually be decreased.

Legal Reform

One area of legal reform that would have a significant positive impact on
disclosure of medical error would be the inclusion of a statutory privilege for
disclosure of medical error and apologies in the provincial and Federal evidence
acts. In order to encourage openness and full disclosure in internal incident reviews
as well as reviews of the conduct and competence of physicians, the current quality
assurance and peer review protection should also be maintained. If the statements
made by physicians in disclosing medical error and apologizing for the error were
deemed to be privileged and could not be used in subsequent civil litigation against
them or the hospital, it would provide a significant incentive for physicians and
hospital administrators to be more forthright after an adverse event. Victims of
medical error often state that one of their primary frustrations and reasons for
instituting legal proceedings is evasiveness and lack of communication by physi-
cians."® Given that physicians currently have good reason to be concerned that any
apologies made by them would be construed as admissions of liability in subsequent
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civil proceedings'’, the statutory privilege would free physicians to apologize and

provide patients with the information that they desire.

An apology and disclosure privilege would allow physicians to more freely
address the concerns raised by patients and would have a significant positive impact
on the emotional well-being of the patient and/or their families. In addition, upon
reviewing the available evidence, it appears that early, full disclosure may also have
the added benefit of reducing the likelihood of a lawsuit."*> Colorado has recently
instituted an apology law and, although it remains to be seen whether it will have
a significant impact on the disclosure of error, the experience of victims of medical
error, or the number of lawsuits filed, it is certainly a step in the right direction.'>

Another area of legal reform that is often advocated is the replacement of the
tort medical liability system with a no-fault system. Although it is possible that a
no-fault system would potentially be less likely to be a barrier to disclosure of
medical error, this is by no means clear. On the other hand, the implementation of
ano-fault system for medical malpractice claims would be problematic. In addition,
compensation generally falls fairly low on the priority list of reasons why patients
sue and a no-fault system will not address many of the patients’ other issues any
better than the tort system.'** Moreover, medical malpractice litigation is almost
never as clear-cut as most motor vehicle or workplace accident cases, which are
areas where no-fault schemes have been relatively successful.

Unfortunately, the current practice of medicine is not an exact science and
physicians and the health care system should not be forced to become, in essence,
insurers of positive medical outcomes. Unless governments and health authorities
are prepared to provide compensation to patients every time there is an unexpected
or adverse outcome as a result of medical treatment, a complicated investigation
involving expert opinions will often be required to determine whether the adverse
event was preventable. Given the sheer volume of adverse events discussed above,
the complexity and cost involved in administering such a system and the bureauc-
racy involved to determine appropriate awards, treatment plans etc., would be
staggering.'>.
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In addition, one of the most compelling arguments against a no-fault regime
for medical malpractice litigation is the fact that physicians’ professional reputa-
tions are at stake and any payments made to their patients would imply some degree
of fault. Furthermore, unless the current system of credentialing and assignment of
privileges is drastically changed, payments made under a no-fault regime may have
significant ramifications to physicians’ careers without the full investigation that
the current tort system provides.

Another area of the law that needs to be re-examined is the protection of
quality assurance activities. Once a potential medical error has occurred, in most
hospitals an internal investigation is commenced by a quality assurance committee.
The mandate of these committees is to review adverse events or incidents that have
occurred and make recommendations as to how future similar incidents could be
avoided. The proceedings of these committees are confidential and individual
members of the health care team are often required to provide information directly
to the committee to assist the investigation. All jurisdictions in Canada have enacted
legislation that prohibits the admissibility of information, documents or records that
arise out of a quality assurance review by an appropriately constituted quality
assurance committee. In Alberta, the statutory protection for quality assurance
activities is found in section 9 of the Alberta Evidence Act (AEA)." In addition,
there is some limited protection against the disclosure of quality assurance infor-
mation in the Health Information Act'” and quality assurance information is
specifically exempted from applications under the Freedom of Information and
Protection of Privacy Act'*®. As the protection of section 9 of the AEA only applies
once an action has been commenced, the other information legislation within the
province must be relied upon with respect to disclosure prior to the commencement
of an action. Unfortunately, the statutory framework lacks clarity and comprehen-
siveness and legislative amendments are required to properly protect quality
assurance information. In addition, peer review protections should be reviewed and
further protection for individual health providers that disclose the errors of others
should be examined. While the risk of civil liability for these individuals is
admittedly very low, civil immunity for error disclosure could assist in further
encouraging disclosure of medical error.

Quality assurance investigations are critical to the proper functioning of the
health care system as it is a primary method by which lessons are learned and
improvements are made. The proper functioning of these committees requires
confidentiality and in certain circumstances there can be a tension (real or per-
ceived) between the ethical and legal duty of physicians to disclose adverse events
and their obligations to keep quality assurance activities confidential. However,
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this tension can be ameliorated by clear policies on what information is required to
be disclosed to the patient after an adverse event. Any information that would
normally be found on the patient’s chart should be disclosed and any information
relating to the quality assurance investigation should be kept confidential.

Ultimately, what is necessary is a debate among the stakeholders regarding
the appropriate level of discretion regarding the disclosure of quality assurance
information. In my view, the current prohibition against disclosure of quality
assurance information that relates to a Health Services Provider (as defined)
contained in section 11 (2) of the HIA should be maintained. In addition, a new
provision should be added to the HIA that prohibits disclosure of all quality
assurance information and opinions with the exception of recommendations made
by the quality assurance committee. A further provision should be added that
provides that disclosure of recommendations of quality assurance committees
cannot be compelled but is discretionary. Admittedly, in order to facilitate these
changes, further modifications to the scope of the HIA and its definition of Health
Information will have to be made to ensure that quality assurance information such
as opinions and recommendations fall within the scope of the legislation. Until these
or similar modifications are made to the statutory framework in Alberta, there will
remain inadequate protection of quality assurance activities. As a result, efforts at
improving patient safety and reducing adverse events will be hindered by limita-
tions on the free and open exchange of ideas, opinions and recommendations within
the quality assurance process.

Conclusions

If we are to make significant strides towards reducing medical error and
increasing patient safety, health providers must feel less constrained in disclosing
medical errors both to patients and to hospital administrators. In order to facilitate
increased disclosure, significant cultural and educational changes to hospitals and
the health professions are required. Health professionals must be socialized and
educated to discuss errors in an open and forthright manner with a view to learning
from them and promoting positive systemic change. Health administrators must
also build and foster a system of just responses to medical error. It must also be
recognized that most errors are system errors and that individual scapegoating is
counterproductive from a patient safety perspective. It is only in this way that full
discussion and investigation of every medical error and near miss will occur. This
will then allow physicians and hospital administrators to learn from the errors and
make systemic changes in order to prevent similar errors from occurring in the
future.

In order to promote the disclosure of medical error, the legal profession must
also take positive steps to remove legal barriers to disclosure. As a starting point,
an error disclosure and apology privilege should be added to the provincial and
Federal evidence acts. Currently, physicians and health care providers have good
reason to be concerned that any discussion that they have with a patient in disclosing
amedical error could be used against them in a subsequent lawsuit. Most physicians
would want to apologize to the patient after a medical error has occurred, but feel
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constrained as this apology may be considered to be an admission that could be
relied upon by the patient in a negligence action. It is also clear that most victims
of medical error primarily want an explanation and an apology. By facilitating these
discussions and appropriate apologies, an apology/disclosure privilege would
provide some protection for physicians and would also facilitate a more positive
experience for patients and their families. Further, the legal profession should be
creative and work closely with the medical and other health professions to come
up with other innovative mechanisms to promote and enhance patient safety. In the
end, enhanced patient safety is in the interests of all and with sufficient will and
leadership by the health professions, legal profession and government, we can all
ultimately benefit from a safer and more effective health care system.
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