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Executive Summary

The reporting of patient safety events including Adverse Events, Critical Incidents, Sentinel Events and Near Misses
(each such term is hereinafter defined), both within the healthcare organizations that discover them and beyond, is
an important means to improve the safety of healthcare systems. Such reporting is consistent with the vision of the
National Steering Committee on Patient Safety in their 2002 Report' and has been a part of patient safety efforts
in the United States, the United Kingdom and elsewhere. However, such reporting raises important issues about
protecting the privacy of individuals and creating processes that are consistent with varying legislative and policy
requirements that influence the collection, analysis and dissemination of such information.

In this report, we analyze key enablers and barriers for the reporting and review of Incidents (hereinafter defined)
on a national scale (“Pan-Canadian Reporting”). We report on the following: (a) an analysis of the application of
provincial and federal legislation; (b) a review of policies at provincial and regional levels; (c) surveys of healthcare
regions, hospitals and other health delivery organizations; and (d) interviews with experts and key stakeholders
interested in the reporting of Incidents.

Our review of evidence legislation, general and health-specific privacy laws and related legislation indicates that
most jurisdictions provide legislative protections for the privacy of personal health information while enabling a
healthcare organization to gather and analyze information to improve quality and safety within such organization.
Even so, there remains considerable variation in these approaches. For example, some provinces (Saskatchewan,
Manitoba and Quebec) have developed legislation that mandates reporting both within the healthcare institution
that discovered the Incident and to the provincial Ministry. Other provinces have not developed mandatory reporting
legislation such that reporting of Incidents may only occur at an institutional level, if at all. Moreover, our legislative
review also indicates that most jurisdictions prohibit the sharing of patient safety information both within and
outside of the province, thereby acting as a barrier to Pan-Canadian Reporting.

A review of federal, provincial and territorial policies on the reporting of Incidents, along with interviews with key
policy makers, indicates that there is a lack of a common approach, shared definitions and other elements needed
to collect and compare data on a provincial basis, let alone on a Pan-Canadian basis. In addition, policies in many
jurisdictions are underdeveloped in terms of reporting mechanisms, accountability and evaluation criteria and
standards.

Our survey of health regions and health delivery organizations reveals a similar pattern of varying policies and
incomplete implementation of systems to collect, analyze and learn from Incidents. While some regions and
organizations are well advanced in these areas, others are still developing such systems. Based on this information,
we interviewed international and national experts on the critical barriers and enablers and potential solutions to
advance Pan-Canadian Reporting and sharing of lessons learned.

An effective strategy to improve reporting and learning from Incidents will include both local reporting and analysis,
and sharing of lessons learned at a provincial and Pan-Canadian level. Our recommendations urge the development
of local capabilities to collect and analyse reports within organizations and regions. Additional funding from the
federal government or other sources would help to encourage participation and speed the development of such
capabilities.

Wealsorecommend that mechanisms be established to enable the transfer of useful information within each province
and beyond. A review of current legislative provisions in most provinces suggests potential barriers to the transfer
of such useful information, particularly on a personally identifiable basis. In our view, based on a review of privacy
legislation and the privacy provisions of evidence and quality assurance legislation (where applicable), the political
capital required to effect the statutory amendments necessary to achieve the Pan-Canadian Reporting of personal

1 National Steering Committee on Patient Safety, “Building a Safer System: A National Integrated Strategy for
Improving Patient Safety in Canadian Health Care” (September 2002). The Report can be found at http://rcpsc.
medical.org/publications/buildingasafersysteme.pdf.
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health information (“PHI”) would be immense. We would therefore recommend an alternative approach; modelled on
the approach in Alberta, Saskatchewan or Manitoba that would establish a provincial body responsible for reporting
in each province (which body could include the Minister, as is the case in Manitoba, or a separate organization, as is
the case in the other named provinces). This provincial body could coordinate reporting by healthcare institutions
and healthcare professionals in that province in compliance with provincial law. The provincial body would also be
responsible for sharing de-identified information with a Pan-Canadian body capable of disseminating information
and warnings on a national basis.

Inorder to obtain useful information, a Pan-Canadian body would work with provincial bodies to develop a framework
for the classification of Incidents across the country. By standardizing each province’s approach to reporting and
to de-identification, Pan-Canadian Reporting can draw from the lessons learned across the country on a consistent
basis.

Finally, although we are of the view that federal legislation is not required for the development of Pan-Canadian
Reporting and sharing at this point in time, federal legislation could be developed for the purpose of setting out the
objectives of the Pan-Canadian model and to provide additional funding to support those objectives. Such legislation
would not override provincial legislation but it would likely demonstrate to Canadians the importance of patient
safety to the federal government and foster cooperation among the provinces and territories.
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Definitions

In this report the following terms have the meanings set out below:

“Adverse Events” are unintended injuries or complications that are caused by healthcare management, rather than
the patient’s underlying disease and that lead to death or disability or require additional use of hospital or other
healthcare organizational resources, such as prolonged hospital stay, additional testing or interventions.

“Classification System” is the grouping of information about an event to be deconstructed and translated into a
common (coded) language and to create an electronic record that can be compared with other records and analyzed
as part of a larger set of data.?3

“Critical Incidents” are incidents resulting in serious harm (loss of life, limb, or vital organ) to the
patient/client/resident, or the significant risk thereof, i.e., incidents are considered critical when there
is an evident need for immediate investigation and response.

“Disclosure” means the communication of information to the patient and open discussion with the patient, by
healthcare providers, about an Incident that results in unintended harm to the patient while receiving healthcare
and the associated investigation and recommendations for improvement.*

“Government” means any federal or provincial government or government agency or government funded
organization dealing with patient safety.

“Incidents” means patient safety events including Adverse Events, Critical Incidents, Sentinel Events and Near
Misses; and “Incident” means any one of them.

“including” means including without limitation and “includes” means includes without limitation and neither
“including” nor “includes” shall be construed to limit any general statement which they follow to the specific or
similar items or matters immediately following them.

“Major and Enduring Loss of Function” is sensory, motor, physiological, or psychological impairment not present at
the time services were sought or began. The impairment lasts for a minimum period of two weeks and is not related
to an underlying condition.

“Near Misses” are occurrences that could have caused harm to the patient but ultimately did not as a result of
chance or prevention, or mitigation through a planned or unplanned recovery process.

“RCA” means root cause analysis of an Incident to determine how the Incident occurred.

“Reporting/Reported/Report” means the reporting of an Incident, or the making of a report about an Incident,
within the healthcare organization in which the Incident occurred including management, the board and the
committee that has as its primary purpose the carrying out of quality assurance activities and to the Government of
the province where the Incident occurred.

“Sentinel Events” means an unexpected Incident, related to system or process deficiencies and/or human error,
which leads to death or Major and Enduring Loss of Function for a recipient of healthcare services.

2 WHO, World Alliance for Patient Safety (2005, October) “Project to Develop the International Patient Safety
Event Taxonomy”: Report of the World Alliance for Patient Safety Drafting Group.

3 Runciman WB, “Shared Meanings: Preferred Terms and Definitions for Safety and Quality Concepts”. MJA 2006
184;10: S41-S43.

4 Health Quality Council of Alberta, Disclosure of Harm to Patients and Families Provincial Framework and
Australian Council for Safety and Quality in Health Care. “Open disclosure standard: a national standard for open
communication in public and private hospitals, following an adverse event in health care” (2003). Commonwealth
of Australia.
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“Sharing/Shared/Share” means the disclosure of an Incident to a person outside of the healthcare organization in
which the Incident occurred.

“Taxonomy” is a delineation of terms or relationship among terms that provides a structured representation of part
of the domain of the knowledge about safety.

5 The Canadian Patient Safety Dictionary (2003).
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Introduction

We were engaged by the Canadian Patient Safety Institute (“CPSI”) to conduct a comprehensive review of legislation
(Part One) and policy (Part Two) related to the Reporting and review of Incidents in Canadian healthcare, as further
described below. Our mandate also included: (a) developing and implementing a survey of health regions and health
delivery organizations throughout Canada with respect to their experience with Reporting; and (b) interviewing 15
key informants on this subject (Part Three).

Based on the reviews, surveys and interviews, we were able to identify key barriers and enablers to Reporting. We
have developed a set of recommendations for consideration by CPSI when addressing these barriers and promoting
Reporting (Part Four).

For clarity, the scope of our work was limited to Reporting. It was not part of our mandate to consider the issue of
Disclosure. Accordingly, we have not considered the Draft National Guidelines for the Disclosure of Adverse Events
as part of our review. Nonetheless, many institutional policies and academic commentary on Incidents often deal
with both Reporting and Disclosure as one topic and may not distinguish between the two. Accordingly, we may at
some point throughout this report use the terms “reporting” and “disclosure” interchangeably where it has been
done in a particular piece of legislation, policy or by academic commentators and other key stakeholders.

Also, it was not part of our initial mandate to consider the issue of Sharing; however, over the course of the project
our mandate was expanded to consider enablers and barriers to Sharing between provinces.

Our report is divided into four sections. Part One summarizes the findings of our legislative review. Part Two
summarizes the findings of our policy review. Part Three summarizes the findings of our surveys and interviews.
Collectively, the key findings from these three analyses are used to suggest an integrated series of recommendations
for overcoming barriers and promoting Reporting in Part Four.
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PART I: Findings of Legislation Review

A. Introduction

Our team reviewed and analyzed relevant federal, provincial and territorial statutes and regulations that relate to
Reporting and Sharing and identified seven categories of statutes and regulations®. In the discussion and Section
B, we summarize the key aspects of each category of legislation. A Legislation Reference Table, found at Appendix 1,
identifies the specific statute in each category for each province and territory. In Section C we described legislative
enablers and barriers of Reporting and set out in Section D a legislative framework. Collectively, the critical
components and levers from lessons learned from jurisdictions have pointed toward the legislative framework,
outlined in Section D.

The following qualifications should be noted with respect to the scope of the legislative review. While the legislative
review involved a comprehensive examination of the enumerated legislation, we did not review the following: (a)
any case law, findings or orders interpreting the legislation that may be available (for example, as may be issued by
privacy or information commissioners); (b) other forms of interpretative assistance issued by applicable regulatory
authorities, such as guidelines, fact sheets, bulletins, etc; or (c) any documentation relating to the original drafting of
legislation (for example, the applicable Hansard records). Similarly, we did not approach any regulatory authorities
for their informal views on the intent behind, or their interpretation of, the relevant provisions. Such reviews were
beyond the scope of our mandate. However, we would be pleased to conduct this analysis should it be required,
perhaps in connection with the work conducted by the panel of experts that we recommend be established.

B. Laws, Inquests and Inquiries, Drug and Medical Device Adverse Event
Reporting and Professional Regulation

1. Evidence Laws and Privilege

In nearly all provinces and territories?, quality assurance records and the proceedings of quality assurance
committees are inadmissible as evidence in legal proceedings, and witnesses cannot be questioned in respect of
same. The purpose of this “privilege” is to encourage Reporting by healthcare professionals so that Incidents can
be investigated and improvements can be made. Generally, this privilege is found in evidence or health services
Statutes.

It should be noted, however, that this privilege hinges on the definition of “legal proceedings” which varies between
jurisdictions. For example, proceedings founded on defamation, civil conspiracy and inducing breach of contract
are excluded from this privilege in Saskatchewan and the Yukon, while other jurisdictions exclude discipline
proceedings from same®. A summary of the relevant provisions across Canada is found at Appendix 2.

It is also important to note that the privilege over quality assurance records does not always protect the
information used to create those records. Accordingly, medical charts and information in medical records
regarding the provision of health services are admissible as evidence. Similarly, in some jurisdictions, the facts
of an Incident, or information or records required by law to be created or maintained by the applicable healthcare
entity, whether or not they form part of a medical record, are admissible as evidence.?

6 We also reviewed all current bills in every provincial and territorial legislature and confirmed that no jurisdictions
were currently considering bills on Reporting. This was also confirmed in an email from representatives of the
governments of Saskatchewan, Manitoba and Nova Scotia.

7 The exception appears to be Prince Edward Island as the Evidence Act of Prince Edward Island is silent in this
regard. See Evidence Act, R.S.P.E.L. 1988, c. E-11.

8 Northwest Territories, Nunavut, British Columbia and Saskatchewan.

9 In Saskatchewan, Manitoba and Ontario the facts with respect to a quality assurance incident are not privileged.
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Beyond the admissibility of evidence, most jurisdictions expressly protect individuals who make disclosures or
submissions to a quality assurance committee from any liability that could result from the making of same; however,
certain jurisdictions require that such individuals act in good faith in order to be protected from liability.”> Therefore,
by protecting persons who offer information in quality assurance proceedings, the privilege enables Reporting.

2. Privacy Laws

a. General Privacy Laws

Any Pan-Canadian approach to Reporting and Sharing must address laws that deal with the disclosure of personal
information. All provinces and territories have enacted either general privacy statutes or freedom of information
type privacy statutes that apply to a public institution’s* collection, use and disclosure'? of personal information
or information which is about an identifiable individual. These privacy statutes prohibit the disclosure of personal
information without the prior consent of the subject individual, unless otherwise required by law. A summary of
the relevant disclosure provisions in these provinces is found at Appendix 3. However, it would be a difficult task
to obtain consent from each patient or other relevant individual for the purposes of Reporting and Sharing. A more
practical approach, to facilitate Reporting and Sharing of information about an Incident, would be pursuant to a
permitted exception which avoids the need to obtain consent.

Alternatively, the disclosure of Incident data on a de-identified basis would also enable Reporting and Sharing
without contravening general privacy laws, given that, as we have noted above, such laws only apply to personal
information or information which is about an identifiable individual. This raises the concern (discussed below) as to
what constitutes effective de-identification, such that the Incident data is effectively anonymized but is still useful
in respect of Sharing.

b. Health Information Privacy Laws

In addition to the privacy laws noted above, four provinces have taken the additional step of enacting privacy
legislation that is specific to PHI, namely Alberta, Saskatchewan, Manitoba and Ontario. A summary of the relevant
disclosure provisions in those provinces is found at Appendix 4. PHI is a subset of personal information, namely
information that relates to the health status and the provision of healthcare to an identifiable individual. The PHI
statutes govern the collection, use and disclosure of PHI to the exclusion of the more general privacy laws.

Provinces with only general privacy legislation tend to have a unified approach to the disclosure of personal
information, whereas provinces with PHI legislation do not. The provisions of PHI legislation (and the various
healthcare statutes that relate to quality assurance activities) have a varied approach to disclosure of PHI. In the
four provinces noted above, PHI legislation appears to act as both an enabler and a barrier to Reporting and Sharing

10 Determining what constitutes an absence of good faith may be difficult since it speaks to the intent of the
submission and the state of mind of the individual. Also, different jurisdictions take slightly different approaches
to this qualification (e.g. in the Evidence Act (Nova Scotia), the privilege applies if the disclosures or submissions
to a hospital committee were not made “with malice”). A review of secondary sources may assist in resolving this
ambiguity.

11 Hospitals are considered to be public institutions under freedom of information statutes.

12 As alluded to earlier in this report, it is important to note that in the privacy context, the term “disclosure” refers
to the communication of information by a custodian or trustee to another person (i.e. where such person is not
considered to be part of the custodian). This should not be confused with the term disclosure in the patient safety
context where it is used to denote the communication of information about an Incident to the patient.

13 In order to properly invoke the “required by law” exception in the context of quality assurance activities, a review
of healthcare and related statutes in each jurisdiction would be necessary to determine whether a separate statutory
basis requiring such disclosure exists. Such an analysis is beyond the scope of our mandate and has not been
addressed in this report.
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depending on which entity has custody of the PHI: (a) PHI custodians or trustees; (b) quality assurance committees';
(c) third party institutions, including the Government or another regulatory body in the province.

i. Custodians or Trustees

PHI legislation enables Reporting to certain persons by allowing custodians or trustees' to disclose PHI,
without having to obtain the individual’s consent, to quality assurance committees for the purpose of
reviewing an Incident.

Also in some provinces, such as Alberta and Saskatchewan, the disclosure provisions also act as an
enabler to Sharing in that they allow custodians or trustees to disclose PHI to third party organizations
with prescribed purposes, without the consent of the individual.’® These organizations are tasked with
coordinating and facilitating quality assurance activities on a province-wide basis. For example, Alberta has
made a regulation under the Regional Health Authorities Act” to form the Health Quality Council of Alberta
(“Alberta Council”), aprovince-wide patient safety body.'® The Alberta Council’s mandate is to, in cooperation
with health authorities and in accordance with an approved health plan, (a) measure, monitor and assess
patient safety and health service quality; (b) identify effective practices and make recommendations for the
improvement of patient safety and health service quality; (c) assist in the implementation and evaluation of
strategies designed to improve patient safety and health service quality; and (d) survey Albertans on their
experience and satisfaction with patient safety and health service quality. The Alberta Council coordinates
with the health professions, health authorities, organizations providing health services, academic health
centres and others for the purposes of sharing information on patient safety and health service quality
issues, identifying and assessing those issues, and developing and recommending effective practices in
patient safety and health service quality.

Custodians in Ontario are permitted to disclose PHI to the Ontario Agency for Health Promotion and
Protection for the purposes of that agency, or at therequest of the Minister and subject to certain additional
obligations, to a health data institute*. We understand however that currently the Agency’s mandate does
not encompass Reporting but the prospect remains that the Agency’s mandate could be amended in order to
do so. Moreover, Sharing in Ontario is hampered by the Quality of Care Information Protection Act*', which
supersedes Ontario PHI legislation with separate provisions for “quality of care information”. “Quality
of care information” includes any information put before a quality of care committee, whether personal
information or other non-personal information. Generally, that Act prohibits the Sharing of “quality of care
information” beyond the institution or entity at which the Incident occurred.

14 This refers to committees that have as their primary purpose the carrying out of quality assurance activities. The
name of such committees varies between jurisdictions, but for the purpose of this report we refer to them as quality
assurance committees.

15 The definitions of “custodian” and “trustee” vary between jurisdictions, but generally include healthcare institutions
and healthcare professionals and related entities that may hold PHI.

16 Although it does not have PHI-specific legislation, Newfoundland and Labrador has a similar third party
organization, the Centre for Health Information. The Centre for Health Information Act, SNN.L. 2004, c. C-5.1,
section 17.1 (3) (“CHIA”) amended the Hospitals Act to allow hospitals to disclose personal information to the
Centre for Health Information in accordance with the CHIA and its regulations. The Centre can make further
disclosures of personal information it receives without the consent of applicable individuals (see section 10 of the
Centre for Health Information Regulations, N.L.R. 57/07).

17 R.S.A. 2000, c. R-10.

18 Health Quality Council of Alberta Regulation, Alta. Reg. 130/2006.

19 Ontario Agency for Health Protection and Promotion Act, 2007, S.0. 2007, c. 10, Sch. K.

20 Section 47 of the Personal Health Information Protection Act, 2004, S.0. 2004, c. 3, Sch. A. A “health data
institute” is an organization that has as its object the performance of data analysis of personal health information,
linking the information with other information and de-identifying the information for the Minister.

21 2004, S.0. 2004, c. 3, Sch. B.
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In Saskatchewan, the Health Information Protection Act**and its regulations permit disclosure of PHI to
the Health Quality Council (the “Saskatchewan Council”) without the consent of the subject individual. The
Saskatchewan Council may then use the PHI in accordance with the Health Quality Council Act,”® which
includes supporting new initiatives and facilitating sharing of best practices among the health regions of
Saskatchewan and the Saskatchewan Cancer Agency.*

ii. Quality Assurance Committees

Quality assurance committees receive PHI from custodians or trustees and from other persons as part
of an investigation into a particular Incident. Often the ability to disclose PHI to any person other than
the institution to which the committee is associated is constrained, whether through PHI legislation
or the interaction of other statutes. Therefore PHI legislation acts as a barrier to Sharing Incident data
containing PHI with other quality assurance committees within and beyond their respective provinces.
Even disclosure of Incident data containing de-identified PHI by a quality assurance committee to another
quality assurance committee or other third party in the same jurisdiction and in other jurisdictions is
prohibited in most provinces.”

iii. Third Party Organizations

Third party organizations, or the Minister in the case of Manitoba, are tasked with aggregating Incident
datain their respective provinces. It is interesting to note that the Alberta Council’s authorizing regulations
give it the right to have reasonable access, as necessary, to information held by health authorities to carry
out its objects noted above. It is unclear, however, whether the Alberta Council would be permitted to share
any PHI outside of Alberta; however, such a program would require the approval of the applicable Minister.
The Saskatchewan Council is not permitted to disclose PHI as part of its activities. Any Sharing, whether
inside or outside of Saskatchewan, would only be permitted on a de-identified basis.

iv. Variations in Treatment of PHI

While at the outset, there seems to be unity among provinces that have PHI-specific legislation, the
potential for disclosure of Incident data that contains PHI to support Pan-Canadian Reporting varies in
the jurisdictions:

a. Alberta permits disclosures of PHI to other custodians (i.e. healthcare institutions and
practitioners) in Alberta for internal “monitoring”, “quality improvement” or “evaluation”
purposes.?® What is unclear, however, is the how the word “internal” would operate in
this section. For example, in order to effect internal “quality improvement”, a hospital
may need to share information with other hospitals (effectively for the purposes of
benchmarking quality standards). In contrast, internal “monitoring” of a program may
not require disclosures to other institutions.

b. Also, in Alberta, the Alberta Council can receive and have access to PHI held by custodians
to carry out its objects related to furthering patient safety as noted above. It is unclear
whether the Alberta Council can then disclose information other than on a de-identified
basis.

c. Saskatchewan has similar provisions as Alberta, but appears to permit disclosures to any
person in any jurisdiction for the purpose of “evaluating” health services practices in a
health services facility (which, like “quality improvement” as set out in (a) above, may or
may not require inter-custodian disclosures).”

22 Health Information Protection Act, S.S. 1999, ¢. H-0.021.

23 S.S. 2002, c. H-0.04.

24 Section 5 of the Health Information Protection Regulations, RR.S. ¢. H-0.021 Reg. 1.

25 Alberta seems to be the exception. See footnote 36.

26 Section 35(1)(a) with reference to section 27(1)(g) of the Health Information Act, R.S.A. 2000, c¢. H-5.
27 Section 27(4)(k) of the Health Information Protection Act, S.S. 1999, ¢. H-0.021.
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d. Also, Saskatchewan has a council similar to the Alberta Council, but it is only permitted
to disclose de-identified information.?®

e. Manitoba permits disclosures of PHI to any person in any jurisdiction if “required” for
the purpose of a quality assurance committee or for “risk management assessment”.*

f.  Ontarioonly allows disclosures of PHI for the purpose of aggregate analysis to the Ontario
Agency for Health Protection and Promotion (the mandate of which we understand does
not currently encompass Reporting) or to a health data institute, although “quality of
care information” (which could include any information put before a quality assurance
committee, whether PHI or non-personal information, other than the facts of the Incident)
may not be disclosed beyond the facility or entity at which the Incident occurred pursuant
to separate legislation dealing with quality assurance information.?°

In light of the diverse legislative framework across Canada, Pan-Canadian Reporting is severely limited.
At best, certain provinces allow Sharing of PHI between individual healthcare institutions (not quality
assurance committees of healthcare institutions) and a named third party provincial organization (or the
Minister) as noted above. Disclosures beyond such bodies, particularly where the disclosure is to occur to
another province or territory is for the most part limited to de-identified information only.

c. De-identified Information

Generally, de-identified information can be disclosed for any purpose and to any person without the subject
individual’s consent.> “De-identified” commonly means that any information that may be reasonably expected to
identify an individual has been removed from the record.?*

However, even where disclosure of de-identified information is permitted, it is often subject to restrictions. For example,
in Alberta, disclosure by the quality assurance committee is barred except for disclosures of non-identifying health
information to another quality assurance committee, whether in Alberta or in another province or territory.? Also, in
Ontario, de-identified factual information may be disclosed to any person, but quality assurance information, which
may include RCA, opinions and the recommendations of a quality assurance committee, can only be Shared with the
management of the applicable institution and cannot otherwise be disclosed. As another example, in Saskatchewan,
any PHI disclosed to a quality assurance committee by a healthcare institution or a healthcare practitioner cannot
thereafter be disclosed by that committee, regardless of whether it has been de-identified.>4

d. Findings of Other Reports

In its 2002 report, Building a Safer System: A National Integrated Strateqy for Improving Patient Safety in Canadian
Health Care, the National Steering Committee of Patient Safety recommended that legislation on the privacy and
confidentiality of personal information across Canada be standardized in order to facilitate access to Incident data,
while respecting the privacy of patients and providers.?> The Steering Committee envisioned a system whereby
patient safety information could be Shared across all jurisdictions.

28 Section 5 of the Health Information Protection Regulations, RR.S. c. H-0.021 Reg. 1.

29 Section 22(2)(e)(iv) of the Personal Health Information Act, C.C.S.M. c. P33.5.

30 Section 4 of the Quality of Care Information Protection Act, 2004, S.0. 2004, c. 3, Sch. B.

31 In some provinces, quality assurance committees cannot disclose even de-identified information, and Sharing must
be by way of the applicable healthcare institution or healthcare provider.

32 This standard varies between provinces. For example, British Columbia does not include the qualifier “reasonably”
and therefore appears to reflect a stricter standard.

33 Unlike most provinces which tie disclosures to entities existing under the laws of the applicable province, the
Alberta PHI Act uses language that does not require the recipient entity to be formed under Alberta law: disclosures
may be made to “a committee that has as its primary purpose the carrying out of quality assurance activities within
the meaning of section 9 of the Alberta Evidence Act. See Alberta Evidence Act, R.S.A. 2000, c. A-18, s.9.

34 Subsection 27(4)(g) of the Health Information Protection Act, S.S. 1999, c¢. H-0.021.

35 National Steering Committee on Patient Safety, “Building a Safer System: A National Integrated Strategy for
Improving Patient Safety in Canadian Health Care” (September 2002) at 15.
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In a subsequent report, Karen Weisbaum et al.3® (the “Weisbaum Report”) concluded that privacy legislation is not
- nor will it ever be - standardized.?” Instead, the authors focused on developing a national harmonized policy for
handling Incident data in a privacy protective manner. It is important to note that the Weisbaum Report limited
its analysis to medication Incidents and no other type of Incidents. That is the distinguishing feature between the
Weisbaum Report and this report.

The Weisbaum Report concluded as follows:

“.. limits on sharing information that stem from privacy rules and other confidentiality provisions are not
necessarily applicable to incident data. What counts for determining if sharing is permitted are the characteristics
of the data themaselves. At least in the case of medication incident data, sharing will be greatly facilitated through
harmonization of these characteristics according to an accepted standard or format, and the fact that privacy
Astandards are not harmonized - or are perceived as not harmonized - will not present a barrier to sharing.”®

In other words, the authors determined that Incident data need not be identifying data. In their view, nationally
accepted categories of de-identified data elements to be included in Reporting (such as those used by the Institute of
Safe Medication Practices Canada) would meet privacy requirements and support Sharing about Incidents involving
amedication error.

Although we agree that anational consensus on data elements in Reporting and Sharing would be helpful, we are not
convinced that nationally accepted categories of data elements for the Reporting and Sharing of all other Incidents
(i.e. Incidents not involving medication error) would be sufficient to meet the requirements of privacy laws and
support Reporting and Sharing.

First, PHI that is de-identified does not always result in useful information. For example, an individual who has a
unique set of characteristics that may make him or her vulnerable to a certain type of Incident would find that the rare
combination of characteristics is itself identifiable with that person. If any characteristics were removed in the name
of de-identification, this may result in the removal of clinical information that is necessary for effective Reporting.

Second, as noted above, the statute under which personal information is collected can serve to restrict further
disclosures, regardless of whether it is de-identified. Some jurisdictions impose a general confidentiality obligation
over all information that is collected in the quality assurance process and used by a quality assurance committee.
Other jurisdictions expressly restrict disclosures, and the fact that any information was collected or otherwise used
by a quality assurance committee would serve to limit any subsequent use or disclosure of such information.3® As a
result, de-identification would not facilitate Sharing.

Some jurisdictions have exceptions to the bar against further disclosure of Incident data and information used by
quality assurance committees, but they do not seem to be applicable. British Columbia, Northwest Territories and
Nunavut permit the disclosure of de-identified information by a quality assurance committee or third party within

36 Karen Weisbaum, Sylvia Hyland and Eleanor Morton, “Striking a Balance: Facilitating Access to Patient Safety
Data While Protecting Privacy Through Creation of a National Harmonized Standard” (April 2007 Draft) at 2.

37 It is the view of the authors of this report that standardizing privacy legislation would be difficult. In our view
it would not be difficult to standardize privacy legislation from a language point of view; however, it would be
difficult to achieve from a political/process point of view.

38 Karen Weisbaum, Sylvia Hyland and Eleanor Morton, “Striking a Balance: Facilitating Access to Patient Safety
Data While Protecting Privacy Through Creation of a National Harmonized Standard” (April 2007 Draft) at 3.

39 Alberta appears to be an outlier on this point, in that quality assurance committees can disclose de-identified health
information to other quality care committees within and outside of Alberta. Disclosure by the quality assurance
committee is barred except for disclosures of non-identifying health information to another committee that has as
its primary purpose the carrying out of quality assurance activities within the meaning of section 9 of the Alberta
Evidence Act. Had the reference been limited to disclosures to “quality assurance committees” (i.e. a defined term
tied to Alberta law), any disclosure would be limited to entities existing under Alberta law (i.e. no disclosures
outside of Alberta).
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the province and outside the province only for the purpose of advancing medical research or medical education.
Given that quality assurance committees are not engaged in advancing medical research or medical education,
per se, no disclosure of any information provided to a quality assurance committee in the course of its activities or
any resulting findings or conclusions of the committee is permitted. Similarly, most provinces permit disclosure
of personal information to prevent harm or injury; however, we have read that exception narrowly, such that a
disclosure would be permitted to resolve an immediate harm to a specific individual or group of individuals, and not
for broader Reportingin the name of preventing generalized and unspecified harms. While Weisbaum and colleagues
argue for a broader interpretation of these harm reduction clauses, it is unclear if such a broad interpretation can be
supported. Further consultations with provincial and territorial representatives may be required.

3. Adverse Event/Critical Incident Reporting Laws

Three provinces, Saskatchewan, Manitoba and Quebec, have created statutory adverse event reporting mechanisms.
The key provisions of these statutes are summarized in Appendix 5.

Each province defines the Incidents that are to be Reported in a slightly different way, although they all encompass
serious Incidents that lead to the actual or potential loss of life, limb or function. Saskatchewan’s definition is
the most detailed, setting out seven categories of Incidents (surgical, product or device, patient protection, care
management, environmental, and criminal).

In each province, the institution is required to notify the responsible Minister of the occurrence of an Incident.
Institutions must investigate the event and provide a report to the Minister following the investigation. Few details
are provided in the legislation and regulations about what information is to be Reported and what the process is
for Reporting. However Saskatchewan has developed detailed guidelines which outline the process.*> Manitoba and
Quebec require that institutions themselves establish written procedures respecting the recording and providing of
information about adverse events.#

Interestingly, while the Manitoba and Saskatchewan legislation is quite similar in its requirements, Reporting has
increased in Saskatchewan but not in Manitoba. The limited impact of the legislative requirements in Manitoba
may stem from limitations in resources needed to analyze Incidents and from the limited preparation in terms
of education for healthcare organizations about the scope and nature of these requirements. Also, the increase in
Reporting in Saskatchewan may also be as a result of the detailed guidelines developed to set out the process.

At present, none of the provinces mandate that the information that is collected by the Minister be made available
to the public. Quebec has a provision that would require the Minister to create a register of Incidents for the purpose
of monitoring and preventing such occurrence and ensuring control measures are implemented.* However, this
provision is not yet in force.

All three regimes enable the Reporting and review of Incidents with some restrictions and limitations. The
statutes make Reporting mandatory in order to promote patient safety, but place restrictions on Reporting, such
as Reporting only de-identified information to Government, in order to protect personal privacy and to encourage
health professionals to comply with Reporting requirements.*?

40 Saskatchewan Critical Incident Report Guideline, 2004.

41 Subsection 53.2(1) of Regional Health Authorities Act, C.C.S.M. c. R34 and section 235.1 of An Act respecting
Health Services and Social Services, R.S.Q. c. S-4.2.

42 Section 431(6.2) of An Act respecting Health Services and Social Services, R.S.Q. c. S-4.2.

43 In Saskatchewan, all notices and reports relating to the critical incident review process must be on a no-names
basis (section 10 of the Critical Incident Regulations, R.R.S. c. R-8.2 Reg. 3). Manitoba requires that a critical
incident review committee must limit the contents of any notices, reports or information disclosed or shared to the
minimum amount of personal information that is necessary (section 53.7 of the Regional Health Authorities Act,
C.C.S.M, c. R.34). Quebec requires that information be Reported in a “non-nominative” form (section 233.1 of An
Act Respecting Health Services and Social Services, R.S.Q., c. S-4.2).
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Finally, by way of comparison, we have included in Appendix 6 Reporting provisions from the laws of California and
New York. California’s law is substantially similar to the law in Saskatchewan; both are based on the United States
National Quality Forum’s Serious Reportable Events in Healthcare: A Consensus Report. Both states go further
than the Canadian jurisdictions in terms of making information available to the public. New York’s information is
already available to the public through the New York Patient Occurrence Reporting and Tracking System (NYPORTS).
Only aggregate information is available to the public; other laws protect the confidentiality of the original source
information that is Reported. California’s law contemplates going further: it will require information on Reported
Incidents to be made available in writing by 2009 and online by 2014, although individually-identifying information
will still be protected by other laws.

4. Coroner’s Inquests and Public Inquiries

Every province has legislation that governs the investigation of certain fatalities.** Under this system, a coroner or
medical examiner must investigate deaths that occur in certain circumstances, including:

1. as aresult of suspected misadventure, negligence or accident on the part of others;
2.  where the cause of death is undetermined;

3. where a stillbirth or neonatal death has occurred where maternal injury has occurred or is
suspected either before admission or during delivery;

4. where the death occurred within 10 days of an operative procedure or under initial induction,
anaesthesia or the recovery from anaesthesia from that operative procedure; and

5. where the death occurred within 24 hours of admission to a hospital.

The coroner or medical examiner shall investigate each death and determine whether or not an inquest must be
held. Generally, inquests are open to the public, although a coroner may exclude the public or order that some of the
evidence may not be published if certain stringent requirements are met. The findings and any recommendations of
the inquest jury are also public. Under the relevant evidence statutes, quality assurance records would be protected
by privilege from being accessed by the coroner or revealed in an inquest.

A similar mechanism that could review an Incident that does not result in a death is a public inquiry. The privilege
over quality assurance records would also apply in a public inquiry.

The coroner and public inquiry systems enable the review of Incidents, albeit in a limited manner. Only deaths that
meet the requirements are reported to the coroner, and the coroner only conducts an inquiry in certain circumstances.
Furthermore, thereiswide discretionindeterminingwhen apublicinquirywill be held. Finally,ajury’srecommendations
are not binding, although the public attention generated by the inquiry may force policy and legislative changes.

It is noteworthy that in two separate coroner’s inquests into Incidents in healthcare, the coroner’s jury has made
recommendations regarding Reporting. In 2004, two coroner’s juries in Ontario recommended that hospitals adopt
some kind of Reporting scheme. The jury at the inquest into the death of Lana Dale Lewis, who suffered a stroke
which was caused by chiropractic neck adjustment, recommended that the Ministry of Health establish an internal
database to record cervical manipulations and that a section of the database be used to record the occurrence of
Incidents, including stroke, transient ischemic attacks, injury, paralysis and other symptoms.# At the inquest
into the death of Marie Tanner, who died as the result of an accidental injection of potassium chloride, the jury
recommended that all hospitals adopt a standardized medication safety report program such as the Institute for
Safe Medication Practices Canada’s “Analyze-err”.4

44 We have not prepared an appendix summarizing the relevant provisions of this legislation across Canada given the
substantial similarity of the provisions and their limited application to Reporting and review of Incidents.

45 Ontario, Office of the Chief Coroner, Verdict of Coroner’s Jury on Inquest into the Death of Lana Dale Lewis and
Recommendations, (Toronto: January 16, 2004) (Presiding Coroner: Dr. B. McLellan).

46 Ontario, Office of the Chief Coroner, Verdict of Coroner’s Jury on the Inquest into the Death of Marie Tanner,
(Peterborough: February 12, 2004) (Presiding Coroner: Dr. J. Cairns).
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5. Drug and Medical Device Adverse Event Reporting

Federal legislation governs Reporting related to drugs and medical devices. These Incidents are fundamentally
different from the other Incidents discussed to this point in that device failures or drug effects and interactions,
not organizational or administrative failures, cause these Incidents.

Manufacturers are required by law to report certain defined Incidents involving their drugs or devices to the
designated branch of Government. These reports must contain a detailed explanation of the Incident and a summary
of the actions taken as a result of the manufacturer’s investigation. A summary of these provisions is attached at
Appendix 7.

Although these schemes make Reporting in certain circumstances mandatory, participation by healthcare
professionals is voluntary. This is the major limitation of the schemes: manufacturers and importers can only
report the Incidents of which they are aware. Therefore, although the schemes enable Reporting, the efficacy of the
schemes is seriously limited.

In her March 2004 report on the regulation of medical devices, Auditor General Shelia Fraser found that “Health
Canada has done little work to increase the number and quality of reports received from [healthcare professionals].
As a result, Health Canada is not able to adequately identify adverse events.”” Furthermore, Ms. Fraser found that
Health Canada does not know the extent to which the regulations are being respected. At the time, Health Canada did
not engage in any inspection activity at the post-market phase. Health Canada did not know whether manufacturers
and importers were “taking appropriate action in response to Incidents or complaints that come to their attention”
or “reporting... all serious adverse events that come to their attention.™® Ms. Fraser noted that Health Canada has
completed several studies to assess weaknesses in post-market surveillance and options. However, at the time
“Health Canada [acknowledged] that its lower levels of reporting [in comparison to the United States and United
Kingdom] are due, in part, to its limited activities in the area of post-market surveillance.” Insofar as we are aware,
the federal Government has not yet made any changes to the medical device legislation. The Reporting system for
drugs suffers from the same limitations as the system for medical devices. Health Canada believes that it receives
notice of less than 10% of adverse reactions.>® In addition, the problems with post-market surveillance that exist
with medical devices also appear to apply to drugs.>* Nonetheless, we understand that work is currently underway
by the federal Government to improve post-market surveillance.

6. Professional Regulation

An Incident that involves the potential misconduct or incompetence of a healthcare professional raises the issues of
professional regulation and discipline. The law surrounding professional regulation is large and varied, defined by
both jurisdiction and profession. Professional discipline hearings are of very limited use in Reporting. The focus of
professional regulation is, of course, the professional, and not more general systemic or department practices that
may have contributed to an Incident. Furthermore, regulatory colleges are generally only required to publish very
limited information on the facts of an Incident and the result of a hearing. The focus of this report is the review of
system performance; therefore, a detailed survey of professional regulation is outside the scope of this report.

One development of note, however, is Ontario’s proposed changes to the Regulated Health Professions Act. Two
of the goals of Bill 171, the Health Systems Improvement Act, 20075 are to increase the transparency of health
regulatory colleges and facilitate public access to information about the colleges and their members. Proposed

47 Office of the Auditor General of Canada, Report of the Auditor General to the House of Commons, Chapter 2
Health Canada - Regulation of Medical Devices (March 2004) at 2.87 (http://www.oag-bvg.gc.ca/domino/reports.
nsf/htm1/20040302ce.html).

48 Ibid. at 2.79.

49 Ibid. at 2.89.

50 Jocelyn Downie et al., Patient Safety Law: From Silos to Systems, Appendix 2: Country Reports CANADA (March
31, 2006) at 34.

51 Ibid. at 36-37.

52 Bill 171, Health Systems Improvement Act, 2007, 2nd Sess., 38" Leg., Ontario, 2007. Received Royal Assent on
June 4, 2007.
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changes will mean greater disclosure of regulatory matters on the public register. At present, only the results of
discipline and incapacity hearings are available. Bill 171 proposes to make note on the register of referrals from the
Inquiries, Complaints and Reports Committee to the Discipline Committee.5* Furthermore, the register will include
a synopsis of the decision in every proceeding and will include notations of reprimands issued to members and,
where applicable, a member’s resignation and agreement not to practice again in Ontario. Ontario’s professional
colleges have supported the proposed changes and the increased transparency.

C. Legislative Barriers and Enablers to Reporting and Sharing
Our review of the relevant legislation has identified the following enablers of Reporting and Sharing:

1. The disclosure provisions of the PHI legislation serve as an enabler to Reporting in certain
circumstances in that they allow custodians or trustees of PHI to disclose PHI, without the
individual’s consent, to quality assurance committees for the purpose of reviewing an Incident.

2. Also in some provinces, such as Alberta and Saskatchewan, the disclosure provisions of the PHI
legislation also act an enabler to Sharing in that they allow custodians or trustees to disclose
PHI to third party organizations to be used for prescribed purposes. Also, although it does not
have PHI-specific legislation, Newfoundland and Labrador enacted legislation that created a third
party organization to aggregate data from all components of the health and community services
system.

3. Provisions in general privacy statutes that allow for the making of regulations respecting the
disclosure of personal information to persons or bodies located within or outside the province and
the approval of such regulations is an enabler to Sharing.

4. The critical incident reporting legislation in Saskatchewan, Manitoba and Quebec enables
Reporting by setting out how certain Incidents are to be investigated and by making the Reporting
of such Incidents mandatory.5

5. Detailed guidelines to Reporting, like those in Saskatchewan, seem to be an enabler to
Reporting.

6. The federal systems for Reporting involving drugs and medical devices provide a mechanism for
manufacturers to report problems with respect to same.

7. The privilege over quality assurance information in certain legal proceedings encourages
Reporting.

8. Barring of personal liability for any information or disclosure that arises out of a quality
assurance committee’s activities in all of the larger provinces is an enabler to Reporting given
that individuals making submissions or disclosures to a quality assurance committee could not be
sued for doing so. The exception to this is where such submissions or disclosures are not made in
good faith.5s Good faith in this context generally means that an individual making a Report does

53 There are a number of gaps in Bill 171. Complaints that are not referred to the Discipline Committee would not
be recorded in the register. Furthermore, complaints that are resolved by mediation would also not be recorded. In
these circumstances, a member of the public would not know that the regulated healthcare professional had been
the subject of the complaint.

54 The federal legislation on drugs and medical devices and the provincial legislation on critical incidents and privacy
are all mandatory schemes. From our perspective, these schemes enable reporting; however, we recognize that the
mandatory nature of the schemes may influence the behaviour of individual actors and have a counter-productive
effect.

55 Good faith requirement found in British Columbia, Manitoba, Ontario, Nova Scotia, Yukon, Northwest Territories
and Nunavut.
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so with an honest belief in what is being Reported and has made such Report without malice or
design to gain personally from doing so.

Our review has identified the following barriers to Reporting and Sharing:

1. Incidentreportsthat are outside of the quality assurance process may not be protected by privilege.
Since some provinces allow them to be used against a healthcare professional in a discipline
hearings® or review of hospital privileges, healthcare professionals may be inclined to record only
limited information in these reports.

2. Provincial privacy and other legislation appears to be a barrier to Sharing given that:

a. generally, quality assurance committees are prohibited from disclosing Incident data
that contains PHI within and outside of that jurisdiction. Moreover, even disclosure of
Incident data containing de-identified PHI by a quality assurance committee to another
quality assurance committee or other third party in the same jurisdiction is widely
prohibited;

b. inmostjurisdictions that have legislation which addresses quality assurance activities,®
there are broad confidentiality obligations imposed on quality assurance committees that
prohibit the disclosure of quality assurance information, to other persons both within or
outside of that jurisdiction; and

c. in some jurisdictions, third party patient safety organizations are not permitted to
disclose Incident data containing PHI inside or outside of those provinces. Therefore,
Sharing with a national body to facilitate Pan-Canadian Reporting is prohibited. It could
only be done on a de-identified basis.

3.  Many of the recording and Reporting responsibilities relating to post-sale of drugs and medical
devices fall on the manufacturers and importers, rather than the retailers and hospitals. This
information is likely received from retailers and health practitioners who are not mandated to
report this information except where they have applied for special approval for a drug or are
conducting clinical studies or experimental treatments.

D. Elements of a Legislative Framework for the Jurisdictions

Provincial Legislation

From this analysis, the following considerations are put forward for those provinces and territories that do not
have Reporting legislation and are considering developing and tabling such legislation.5® Accordingly, the following
elements should be included in any such legislation:

1. WhatisReported? The definition of areportable Incident must be clearly defined so that healthcare
professionals and laypersons can easily determine what Incidents must be Reported. For example,
Saskatchewan’s legislation, particularly the Saskatchewan Critical Incident Reporting Guideline,
2004, sets out an expansive definition of “critical incident” and lists over 30 specific Incidents
that must be Reported as well as numerous basket clauses to capture other Incidents that lead to
death or serious disability.®°

56 Saskatchewan, British Columbia, Northwest Territories and Nunavut.

57 British Columbia, Northwest Territories and Nunavut.

58 The exceptions appear to be Alberta and Saskatchewan.

59 We are not able to say with certainty whether mandatory Reporting increases Reporting. However, it does appear
from our understanding of Saskatchewan that legislation coupled with detailed regulations and guidelines has
increased Reporting in that province.

60 These Guidelines are adapted from the U.S. National Quality Forum’s Serious Reportable Events in Healthcare:
A Consensus Report (http://www.qualityforum.org/publications/reports/sre.asp).
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2. Who makes a Report? The group of persons Reporting should be defined. This group may include
healthcare professionals, employees of healthcare institutions, students and others. Furthermore,
the scheme should provide a mechanism for persons other than those in the defined group (i.e. an
individual or the individual’s family) to Report a suspected Incident and require an institution to
investigate whether an Incident occurred.

3. How an Incident is Reported? The legislation must define procedures and timelines for notice and
investigation of an Incident and Reporting. The legislation may permit institutions to set these
procedures through policy, albeit within certain parameters.

4. To whom is an Incident Reported? The legislation should require Reporting by healthcare
institutions/healthcare professionals to a quality assurance committee including PHI. The
legislation should also require Reporting of Incident data on an unidentified basis to the
responsible Ministry or a prescribed third party organization within the province for tracking
and analysis purposes.

5. Confidentiality. Any published information, including notices and reports, must not include the
name of the patient, the name of any healthcare provider, or the name of any other individual
who has knowledge of the event. In certain cases of unusual and high profile Incidents where de-
identification is insufficient to assure confidentiality, there may be need for further protections
in respect of Sharing.

6. Privilege. The legislation must explicitly extend this effective “privilege” to all documentation
resulting from the quality assurance process including RCA, recommendations, reports and
notices.

7. Non-retaliation. The legislation must provide that persons who arerequired to provide information
under this process are protected from personal liability, suspension, demotion, harassment and
other retaliatory behaviour unless, of course, the person was acting in bad faith.

8. Expert analysis. Reports must be classified and critical issues reviewed by experts who have
appropriate clinical skills and knowledge of system issues. Such analysis is a critical element in
deriving learning from Reporting.

9. Incidents register. The Minister or third party organization must maintain a register of Incidents
on a de-identified basis for the purpose of aggregating data and Sharing within the province and
with a national body that can disseminate warnings across the country. The legislation should
encourage the parties involved to develop and use electronic Reporting systems.

10. Annual review. Institutions must provide an annual report to the Minister or third party
organization that summarizes Reporting and quality improvement recommendations of the
previous year. This summary must also include a report on the implementation of quality
improvement recommendations of the previous year and an evaluation of the success of those
improvements.

Federal Legislation

In our view, federal legislation is not required to enable Reporting. Even so, federal legislation could be developed for
the purposes of setting out the objectives of the Pan-Canadian model and to provide additional funding to support
Reporting efforts. Such legislation would not override provincial legislation but could serve to foster cooperation
among the provinces and jurisdictions and emphasize the significance of the role of the national body.
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Part Il: Findings of Policy Review

A. Introduction

Another key component of this review included conducting a detailed examination of existing provincial, territorial
and federal Government policies relating to the Reporting and review of Incidents. This review drew from a
representative sampling of policies in place across Canada. 16 separate policies were collected (out of 38 requested).
Specifically, the team reviewed these policies to determine their intent and function, whether such policies were
compulsory and the manner in which the collected information was used, if at all. Additionally, a number of
interviews were conducted to determine the “in the field” perspective and gain an understanding of the practical
aspects of the policies in place. From this, enablers and barriers to effective policy were identified and noted. This
section outlines the recurring/common themes, general approaches, specific methodologies and weaknesses from
the review.

A summary of Reporting policies analyzed is provided in Appendix 8. An outline of the strengths and weaknesses of
the policies is provided in Appendix 9. The results of the interviews are set out in Appendix 10.

B. Policy Barriers and Enablers to Adverse Event Reporting

As summarized in Appendix 8, there is a patchwork of policy across Canada in the area of Reporting. In some
jurisdictions, policy for Reporting and policy for Disclosure are separate; in other jurisdictions they are combined.
In smaller jurisdictions, policy is often created at the provincial level. However for most provinces that are
organized regionally, policy is created at the regional level. In Ontario, policy is developed by individual healthcare
organizations (e.g., hospitals).

C. Policy Barriers and Enablers to Adverse Event Reporting

Based on our review of the policies obtained and the follow up interviews conducted across jurisdictions, we have
identified the following barriers to Reporting:

1. Mostpolicies for Reportingrequire only voluntary participation. Recently, there has been increased
support for mandatory Reporting and the Saskatchewan, Manitoba and Quebec legislation
incorporates provisions for mandatory reporting of a defined list of Incidents. Well designed
mandatory reporting programmes can promote greater Reporting, but experience in this regard
is variable. We understand that although Reporting has increased in Saskatchewan, this is not
the case in Manitoba. However, the Manitoba initiative is still in the first year of operation. Also,
our interviews with key informants in Manitoba and Saskatchewan suggest that Saskatchewan
spent more time informing and preparing its healthcare organizations to respond to the new
requirements.

2. All policy reviewed was silent on who (job titles) should participate in Reporting. In some
respects this enables all healthcare workers to Report. However, it is a common experience that
members of some disciplines are more likely to Report than others. In many settings there is a
greater participation of nurses, while members of other health disciplines do not recognize their
responsibility to participate in Reporting.

3. Generally, jurisdictional/organizational policy includes clear instruction with regard to whom
Reports are submitted and the department or position responsible for collecting those Reports.
However, there is a great deal of variance in the methods used to Report ranging from electronic
system Reporting to paper generated Reports. The reliance on paper based systems limits
participation in Reporting and may slow the analysis and follow up on Reports. Inefficient
Reporting systems are likely to reduce the participation of front line staff.
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4. The policies reviewed did not include clearly defined accountability or evaluative mechanisms.
Although a minority of policies make reference to a quality review process, these are not well
formulated in the policy. For most policies, once Reports have been submitted and collected there
is little understanding of how they contribute to the improvement process. Policies in general
tend to be more robust on the issue of data collection and relatively silent on the issue of quality
improvement and evaluation.

5. The absence of common definitions or scope among jurisdictions or healthcare organizations
means that information collected across Canada is not comparable. There is no common language
or nomenclature used to label Incidents; terminology in use includes: incidents, critical incidents,
accidents, adverse events, serious adverse events, sentinel events, hazardous events, close calls
and near misses. Thus, there is no ability to compare data from one jurisdiction to another since
what is actually being Reported differs along with how each defines these terms. While most
jurisdictions Report all Incidents, some policies only include Reporting of ‘serious’ adverse events.
The ability to even recognize an Incident as adverse is among the biggest barriers to Reporting.

Based on our review of the policies obtained and the follow up interviews conducted across jurisdictions, we have
identified the following enablers to Reporting:

1. Standardized definitions and a common Classification System for Incidents are seen to be
enablers. This is one important area that would be best addressed to ensure consistency both at
the provincial level (and possibly a Pan-Canadian level).

2. Development of provincial, regional and organizational policies that enhance the opportunities
for all staff to report Incidents.

3. Effective Reporting systems must make it easy and quick for staff to report. Electronic systems
(e-systems) may encourage Reporting because they are less time consuming. E-systems also
facilitate data analysis, follow up and review, enhancing the value of Reporting systems and
encouraging greater participation.

4. Many of those interviewed highlighted the need to build in feedback and follow up mechanisms
to those involved in Reporting. Follow up information should be made available to people who
file Reports to avoid the perception that Reporting is not valuable or not used. Presently, most
policies remain silent on evaluation of Reporting programs. Such evaluation would highlight ways
to improve Reporting and learning and communicate the value of such activities to staff.

5. The presence of legislation that directs Reporting may build support for improved Reporting. In
jurisdictions that already have legislation interviewees saw this as an important enabler while
those in jurisdictions without legislation saw this as a barrier. Thus Sharing between provinces
and more detailed assessment of the experiences of Reporting programs in Canada and elsewhere
may clarify the benefits and disadvantages to mandated Reporting.

6. The purpose of Reporting must emphasize improving quality and avoiding future Incidents -
not ascribing blame. To support this, Reporting must be confidential and non-punitive. Cultural
barriers to Reporting include fear of blame and personal liability. In some areas, Reporting is
used for performance management so staff may be reluctant to Report. The extent to which
culture can be changed by policy is unclear and since some Incidents are caused by negligence or
incompetence there needs to be provisions that allow healthcare organizations to deal with such
actions in a distinct manner. However, policy should clearly define different tracks for assessing
cases where negligence or incompetence is suspected versus those where individual or system
error is suspected. Policies must reinforce that the ultimate goal of Reporting is to improve care
and lessen risk and preventable Incidents.

7. Senior management’s support of patient safety is important to encouraging Reporting. One way
that management can demonstrate its commitment is by providing training programs. Training
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and education programs on various aspects of Reporting were among the most popular enablers
identified. Such programs include information on how to Report, when to Report, how to analyze
Reports and what to do with the results.

D. Elements of a Policy Framework

Analysis of the identified barriers and enablers and the existing policies reviewed offers elements of a policy
framework for Reporting. As discussed above, current policies contain some of the elements below, but most are
incomplete. Consistency in policies across Canada would facilitate use of Shared Incident data. A comprehensive
policy framework should include the following elements:

1. Reference to legislation (where applicable). Provincial or regional policies should be based on
legislative requirements.

2. Consideration as to whether or not Reporting should be identified as mandatory or voluntary and
the range or type of Incidents to be Reported.

3. Scope of policy and responsibilities: does the policy include Disclosure? Who makes a Report?
Policy must clearly identify responsibilities for Reporting.

4. Common definitions (which may be linked to legislation) must be included in policy in order to
enable comparative Reporting. Common terminology should be used across jurisdictions. In the
absence of legislation, policy must set out the terminology as well as characteristics that will be
used to define Incidents.

5. Policy must clearly require a proper evaluative framework, Reporting methods and accountability
structure which must include a clear Reporting process with an accountability structure; who
is responsible for making, collecting and analyzing Reports as well as who is responsible for
directing practice changes based on analysis.

6. Policy should specify the goal of establishing accessible electronic Reporting and a reasonable
time frame in which systems must be developed to accommodate such Reporting.

7. Policy must encourage a culture of learning and clearly identify the high level goals, principles
and commitments that management must make including:

a. improving care and lessening risk of preventable Incidents;
b. increasing patient safety;

c. providing staff training on recognizing Incidents, Reporting, analysis and quality
assurance; and

d. providing mechanisms and criteria for establishing a separate process for dealing with
cases where negligence, incompetence or incapacity is suspected versus those where
individual or system error is suspected.

8. Quality assurance and evaluation programs must be mandated in policy and must require member
organizations to have such programs for Reporting. Policy must direct that these programs:

a. include tracking of Incidents and improvements on outcomes; and

b. include feedback to staff based on aggregate data and specific improvements to illustrate
status of quality improvement.
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PART Illl: Findings of Surveys and Interviews

A. Introduction

Inadditiontoreviewinglegislationand policy,wedesigned surveystoidentifyhealthregionorhealthcareorganization
policy related to the Reporting and review of Incidents. To capture the experiences of these organizations, separate
surveys were required: one for health regions and another for individual healthcare organizations in Ontario. The
healthcare region survey was also translated into French and mailed to Quebec organizations. The healthcare
organization surveys were modified slightly for community and long-term care sectors (see Appendix 11 for the
acute care hospital survey exemplar). In addition, interviews with key stakeholders regarding legislative and policy
enablers (see Appendix 12 for interview guide) were conducted. The two data collection methodologies, key findings,
including enablers and barriers to Reporting, and recommended changes are described in this section.

B. Survey and Methodology

The surveys were designed to identify organizational policies and practices concerning Reporting and the review of
Incidents in Canada.® The surveys were mainly comprised of close-ended questions with some open-ended questions.
All health regions in provinces and territories were sent the health region survey, while in Ontario a representative
sample of hospitals, long-term care facilities and community healthcare agencies were sent their respective survey.
The surveys were sent out across Canada in April 2007. Non-responding organizations were contacted by phone or
email. However, only one wave of surveys was distributed given the short timelines for this project. Data analysis
included descriptive statistics involving frequency mean distribution of the close-ended questions and identification
of broad themes from the open-ended questions.

C. Findings of Surveys

This section provides an overview of key findings from the surveys. These key findings are largely consistent with
some key points identified from the legislative review (Part One) and policy review, particularly the interviews
conducted with “in the field” participants but add some additional issues related to local experience and potential
strategies for Pan-Canadian Reporting.

1. Sample Characteristics. Overall, 82 surveys from 8 provinces®® were received from the original
340 that were sent out (response rate of 24%). The final sample included in this analysis was 81 as
one survey was incomplete. The sample draws from:

a. 137 hospitals;

b. 25 healthregions;

¢. 12 from community based organizations; and
d. 7 from long-term care organizations.

2. Implementation of Reporting Systems. In general the majority of organizations have “fully
implemented” systems in place for Adverse Events (N=65) and Sentinel Events (N=66). However,
there were lower rates of implemented Near Miss systems in the organizations with 49 systems
fully implemented and 16 indicating that their systems are partially implemented.

61 Given the move towards broader Reporting systems, the research team also collected information on Sentinel
Events.

62 The hospital, community and long-term care sector samples are from Ontario only, with representation from health
regions across Canada with the exception of Quebec and Prince Edward Island.
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3. TypeofReporting Systems. Of the 77 organizationsreporting the use of Adverse Event and Sentinel
Event Reporting systems, there are more paper-based systems (N=37, 39 respectively) as compared
to electronic systems (N=26 for both). Of the 71 organizations that responded regarding the Near
Miss Reporting systems, 32 reported the use of a paper based system and 28 reported using an
electronic system. Interestingly, a number of the organizations reported using both systems (N=14
Adverse Events, N=12 Sentinel Events, N=11 Near Miss).

4. Use of Analytical Approaches to Investigate Events. The results highlight that organizations
in general are either fully implementing analytical approaches or that they are implemented in
certain organizations or units in the hospitals. All of the hospitals and health regions did outline
that they are at some level implementing these analytical approaches for both Adverse Events and
Sentinel Events. Similar to the finding of Reporting systems, fewer hospitals and health regions
reported a fully implemented approach to examine Near Miss occurrences (6 hospitals and 4 health
regions reported not engaging in examining Near Misses). The long-term care organizations
reported lower levels of implementation of analytical approaches for analyzing Adverse Events,
Sentinel Events and Near Misses. These responses cannot be used to assess the robustness of
the analyses; however, only 43% of responding organizations reported doing more than two RCAs
per year, although 60% report doing more than two audits and 74% report doing more than two
chart reviews to follow up on safety occurrences. This suggests that most organizations have only
limited experience and resources for such work.

5. Use of Retrospective Tools to Investigate Safety Occurrences. This section asked participants if
they had engaged in various retrospective analytic tools to investigate safety occurrences and,
if so, how many were being conducted each year. RCAs are used in the majority of organizations
(N=65), with the majority conducting one or two per year (30). Audits are occurring in 59 of
the 81 organizations. Chart reviews are the most popular technique being used in all types of
organizations (N=67) and at the highest frequency of five or more in most of these organizations
(N=48).

6. Organizational Policies and Practices on Reporting Incidents. All but two organizations (N=1
hospital; N=1 health region) reported having a Reporting policy in place. Most organizations
(N=64) reported that the policy they have in place covers all three patient safety occurrences that
were supported by responses to the open-ended question (4b).

7. Different terminologies. Different terminologies both (a) within hospital sector (e.g. major vs.
minor, good catch, non-employee, unusual occurrence and unusual or unexpected response to
standard treatment, not accepted routine operation) and scales (rating from o-Near Miss to Sentinel
Event-4); and (b) across sectors (e.g. unusual occurrence, unexplained injuries in long-term care;
client complaints and compliments in community; critical occurrences in health regions).

8. Policies are under revision and/or development. A majority of the organizations (N=68) reported
that they have a policy in place that requires Disclosure, a finding that was supported by responses
to the open-ended question (4¢). Other key themes that emerged included:

a. Reporting is contingent upon the severity of the occurrence and the perception of the
healthcare professional;

b. in many organizations Reporting policies are under revision and/or development; and

c. considerable variation exists on what, who and how Reporting occurs, whether it is
mandatory, explicitly stated as a policy, and enacted in practice.

9. Reporting to Board of Directors. 54 (out of 80) organizations reported having a policy that
requires them to Report to the Board of Directors that was supported by responses to the open-
ended question (4d). Other key themes that emerged included:
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a. Reporting to the Board of Directors® is often not an explicitly stated policy, but is a
common practice,ranging from monthly, quarterly, semi-annually,and ad-hocin frequency
(Sentinel Events that involve potential media attention and political implications) and
nature of Reporting (trended, aggregate data on Incident, action/plans for improvement,
and Sentinel Events); and

b. variation of what level of the Board of Directors received Reporting ranging from Board
of Directors sub-committees (e.g. Quality and Safety Council, Quality Committee, etc.)
and by whom (Board of Directors sub-committees to the Board of Directors, CEO to Board
of Directors, etc.).

10. Key themes that emerged from current issues around Reporting. Key themes (question 4e)
included:

a. revision of policies to align with recent legislative changes (e.g. RHA Act and Evidence
Act); accreditation standards (Canadian Council on Health Services Accreditation
Required Organizational Practices); and National Disclosure Guidelines (CPSI);

b. calls for just culture;
c. broader focus to open Disclosure and Reporting;
d. need for timely follow up; and

e. specific sector issues including geographical size and diversity in health regions and
amalgamation of CCACs that have different Reporting systems.

11. Frequency of Activities Associated with Reporting and Investigating Patient Safety Occurrences.
Key activities and associated frequencies included:

a. Reports to the Board of Directors in the organizations occurred at a majority of the
organizations (N=77) with these happening to the greatest extent on a quarterly basis
(N=52); and

b. themajority of organizations reported that they never include patient safety information
when reporting Incidents to the community (N=62).

12. Staff Education. The majority of organizations engage in some level of staff education (N=74)
occurring on a monthly basis for half of these organizations (N=35) with another 34 organizations
reporting either quarterly or annually.

13. Executive Walk Rounds. 35 organizations reported not engaging in executive walk rounds in their
organizations. For community centres this was not seen as relevant. Of those who did engage in
the executive walk rounds the majority were reported in the hospital setting (N=17) and all the
long-term care facilities reported engaging in these walk rounds. The timing of these walk rounds
varied for all types of organizations.

14. Review Meetings. A number of organizations reported engaging in meetings to review Incidents
(N=58). Of those that did, the majority did so on a monthly basis (N=28). Collectively, there were 21
participants that reported that they did not hold meetings to review Incidents.

63 Details on what is Reported to the Board of Directors are not available from the survey.
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15.

16.

17.

18.

19.

20.

FMEA Analysis. 51 organizations engaged in Failure Modes Effects Analysis (“FMEA”) with the
majority performing these on an annual basis. 29 of the organizations reported never conducting
this type of analysis.

Follow up and Resolution. More than half of the organizations (N=46) reported that they did not
engage in any reports on the follow up and resolution of all alerts and equipment recalls to a third
party.

Perception of the Extent to Which the Current Reporting System Captures Incidents. When asked
to respond to how well their current Reporting system captures the numbers of types of Incidents
that are occurring in their organizations, most respondents reported frequently (N=40) with 34
reporting within the range of limited extent (N=11) to somewhat (N=23).

Perception of the Extent that the Reporting System and Structures Create Capacity to Analyze
and Act. When asked to report on how well the current system allows for analysis and action based
on Reporting, the majority of the respondents perceived this to be somewhat (N=29) or frequently
(N=28) occurring.

Reporting to External Agencies. Participants were asked to outline the various external agencies
to which they Report Adverse Events, Sentinel Events and Near Misses. Key findings include:

a. inrelationto Reporting to the Ministry of Health, most health regions (N=20) and all long-
term care facilities (N=7) outlined that they made such Reports, whereas the community
and hospitals were mixed in their responses. For example, in the hospital sector only 11
(out of 37) engaged in such Reporting;

b. inrelation to Reporting to a regulatory body, the health regions mostly reported that this
did not occur (N=20) and the other organizations were mixed between yes and no;

c. most of the organizations indicated that they did not Report to an external third party
body (N= 66/79); and

d. a majority of the organizations responded that they Report to their insurers (N=55).
However, only two of the long-term care organizations reported yes and the others (N=5)
indicated that they did not have to Report to their insurers.

Internal and External Enablers. Respondents were asked to identify both internal (question 8) and
external (question 10) enablers that facilitate enactment of policies associated with the Reporting
and review of Incidents.

a. Keyinternal enablers, organized under structures, processes and culture, included:

i.  structures: education; electronic databases for Reporting and analysis;
committees (e.g. Risk Management, Quality Assurance); analytical tools (e.g.
FMEA); designated resources (e.g. director level position); and communication
strategies;

ii. processes: organizational policies that include definitions and procedures for
Reporting, follow up and review; timely feedback; walk rounds; clear human
resources policies around hiring practices and performance management; and

iii. culture: executive leadership/senior management support; champions at
executive and director/management level; just-culture; Board of Director
support; front-line staff desire and engagement to provide safe care.

b. Key external enablers included:

i. legislation (e.g. Quality Care Information Protection Act (Ontario), mandatory
reporting in Manitoba and Saskatchewan) and accountability agreements;



ii.

1il.

iv.

V.

Vi.

21. Internal
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Canadian Council on Health Services Accreditation Required Organizational
Practices;

organizations/networks and associated educational/knowledge management
resources (e.g. CPSI, Ontario Hospital Association with toolkit, hospital
report card, Safer Health Care Now, Quality Health Network, Institute of Safe
Medication Practices);

professional/regulatory bodies (e.g. College of Physicians and Surgeons,
Canadian Medical Protective Association, College of Nurses of Ontario) and
professional expectations;

increased public attention and media; and
support from insurers (Health Insurance Reciprocal of Canada).

and External Barriers. Respondents were asked to identify both internal (question

9) and external (question 11) barriers that present challenges to the enactment of policies
associated with Reporting and review of Incidents.

a. Key
i
ii.
iii.

iv.

vi.
vii.
viii.

ix.

Xi.

b. Key

i

ii.

1il.

iv.

internal barriers include:

culture of fear, litigation and disciplinary action;

lack of physician engagement;

competing priorities within organizations and sectors;
variation in resources and human resources support;
workload can be a barrier to Reporting, documenting and the audit process;
lack of awareness/education around the need to Report;
staffing shortages;

electronic systems that are not user-friendly;

funding and financial constraints;

lack of leadership/role modeling; and

specific sector responses include geographical size and diversity in health
regions; mobile, virtual workforce in community; and the Canadian Council on
Health Services Accreditation process for the long-term care sector.

external barriers include:
culture of fear, litigation and disciplinary action;

lack of available resources (financial/human). Accountability to external
agencies comes at a cost and many organizations do not have the capacity to
implement Reporting systems;

legislation (Quality Care Information Protection Act as a double edge sword);
regulatory bodies (e.g. College of Nurses of Ontario);

public education around safety and Reporting and how organizations will use
data to compare;



APPENDIX B: LEGISLATION REVIEW

vi. lack of standard approach/variation in review approaches and patient safety
information; and

vii. sector specific: reluctance to Share due to managed competition in the
community sector and focus on compliance but do not have funding to address
issues in long- term care).

22. Recommended Changes. As a final question, participants were asked what changes at a practical,
policy or legislative level would encourage or facilitate the Reporting and review of Incidents.
Key recommended changes included:

a. province wide mandatory, standardized (with common Taxonomies) Reporting® and
follow-through aligned with infrastructure (funding and technology);

b. mandatory, standardized/consistent educational programs for health professional
students, practitioners and consumers;

c. clearer legislation around protection for quality assurance discussions;

d. agreement support with regulatory bodies (e.g. College of Physicians and Surgeons,
Canadian Medical Protective Association);

e. shift to culture of learning/just culture (from blame);

f. focus on achieving the Canadian Council on Health Services Accreditation Required
Organizational Practices;

g. resources to implement process changes/quality assurance efforts;
h. physician engagement through legislation;

i. research required identifying common high-risk categories and testing of strategies
aimed at improving safety; and

j.  funding tied to enactment of legislation.

D. Key Informant Interview Methodology

Building on the results from the analysis of legislation and policy and the findings of the survey of health regions
and healthcare organizations, interviews were held with key informants across Canada and internationally. These
individuals were selected because of their knowledge and experience with Reporting systems or with the Reporting
and use of healthcare information more generally. A semi-structured questionnaire was developed to guide the
interviews, but the focus of each interview was tailored to the experience and knowledge of each interviewee. Teams
of two with one person asking questions and the second taking notes carried out the interviews.

E. Key Findings of Interviews

This section provides highlights of key themes that emerged from the 14 interviews® that spanned a broad range
of experience and locations represented (five provinces: Ontario, Alberta, Saskatchewan, Nova Scotia and three
countries: United States, United Kingdom and Australia).

64 Some respondents also identified anonymous reporting.
65 Given the short time frames to arrange and carry out interviews it was not possible to interview some individuals
identified as key informants.
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Several years ago, the United States expert Lucian Leape outlined the goals of Reporting in the following way:

“The primary purpose of reporting is to learn from experience. Many other methods are also used to identify
threats to safety, but a good internal reporting system ensures that all responsible parties are aware of major
hazards. Reporting is also important for monitoring progress in the prevention of errors. Thus, the reporting of
close calls, as well as adverse events, is valuable. External reporting allows lessonas to be shared so that others can
avoid the same mishapa. State-run mandatory reporting systems have an additional purpose: to hold hospitals
accountable for safe practices.”™®

The international experiences with Reporting systems and, in particular, state or national (in addition to
organizational) systems, is developing quickly. Even five years ago when Leape outlined the purposes and barriers to
Reporting there were few such systems. Leape noted four in the United States, of which only one (the Joint Commission
Sentinel Event Reporting System) covered more than medication Incidents. Some United States healthcare systems,
notably the Veteran’s Health Administration, had created Reporting systems for healthcare organizations in their
systems. But lessons learned in these systems were not broadly Shared outside of the systems. The Australian
Incident Monitoring System began as an anaesthesiology critical event Reporting system (patterned after similar
work in the United States) that then broadened into a system that included a wide range of Incidents. The Australian
system and the English system created by the National Patient Safety Agency (NPSA) are now the largest systems
reported in the literature. Although a legislative framework for United States systems was created by federal
legislation passed in 2005, the regulations supporting such systems have not been enacted. Still, many states in
the United States have developed Reporting systems and have considerable experience with Reporting issues. The
growing experience with Reporting systems has provided information that is relevant to Canadian efforts.

F. Critical issues

Questions for the keyinformantinterviews werebased on theissuesidentified in the initial parts of thisreport, as well
as an examination of key articles and documents. The interviews with key informants thus permitted examination
of a number of critical issues and potential approaches to Sharing in Canada. Our review of the interview findings
is organized in terms of these critical issues and approaches.

1. Isthere a need to Share Incident information beyond individual organizations? Most existing
Reporting systems exist within individual organizations, health systems or health regions.
However, many Incidents are rare events - hence the need to Share such information with other
jurisdictions or to a national body that is capable of disseminating such information. However,
at the same time, there is a growing recognition that the complexities of a national reporting
system have limited their impact. For example, the English National Reporting and Learning
System which receives nearly one million reports per year, has been criticized for failing to
turn these reports into useful alerts and bulletins and disseminating these in a timely fashion
to provider organizations. Many large data collection efforts have allowed considerable leeway
in the types of Reports and the types of Reporting systems that have fed information into
centralized repositories. As a result, the usefulness of data is often compromised.

2.  What are the Potential Barriers to Sharing Incident Information? Privacy, evidence and
health sector legislation appears to limit the disclosure of personal information, particularly
in the context of quality assurance committee proceedings. In addition, the legislation of
many provinces prevents data collected in their jurisdiction to be transmitted outside the

66 Lucien Leape, New England Journal of Medicine, 2002
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province, particularly in the manner in which health sector entities are defined.®” As a result it
seems unlikely that it would be possible in the near future to Share information about specific
Incidents with quality assurance committees in different provinces. There are concerns in some
provinces about the ability to Share information between quality assurance committees, even
within the province.®®

3. Should reporting be mandatory or voluntary? The issue of mandatory versus voluntary
Reporting has been a traditional source of disagreement. On the one hand, some have felt that
mandatory Reporting is necessary, particularly in an environment where there is liability for
Incidents and organizations and individuals are thus likely to avoid creating risks of legal
action. On the other hand, some have claimed that most Reporting is voluntary (even when
mandated) since many Incidents are difficult to discover and fear of litigation may be more
powerful than concerns about Reporting. At a national level, the issue of mandatory or voluntary
Reporting is complicated by differences in provincial legislation. Some provinces, such as
Saskatchewan and Manitoba now have mandatory Reporting for a defined range of Incidents.
Others have no formal requirements for such Reporting and rely on voluntary efforts within
healthcare organizations. In Saskatchewan and Manitoba the results of mandatory Reporting
have differed. Saskatchewan has had more success than Manitoba. This could be due to a number
of variables including: (a) differences in resources available; (b) education of staff regarding
the scope and nature of the Reporting requirements; and (c) the existence of detailed guidelines
in Saskatchewan. However, Manitoba’s mandatory Reporting system is new compared to
Saskatchewan’s system and time could demonstrate an increase in Reporting in Manitoba as
well.®

4. What are the information challenges in creating a centralized system? Several of the key
informants described challenges that would need to be addressed in a centralized system.
Specifically, there are challenges associated with integration of the existing local IT and
communications systems. This would require standardizing the coding and Classification
Systems to be used. Another key challenge of a centralized system is to make use of the
information that is obtained from regional, provincial and national systems.

5. What legislative, legal and political issues face the development of a Pan-Canadian system?
According to key informants, the variation between provinces of relevant legislation including
privacy legislation, limits the patient safety and quality agendas in healthcare. As noted in the
Weisbaum Report, there is little likelihood of standardization of such privacy provisions. From
a broader policy standpoint, the variation in expectations by public and healthcare providers of
balance between privilege, protection, and transparency to patients and the public at large and
the political barriers in Sharing between regions and jurisdictions, present challenges that also
need to be addressed in the early stages of development. As one stakeholder stated:

“a pan Canadian vehicle may be suitable, but politically difficult’.

6. What are possible models to study? In our interviews we examined the experience of several
existing international patient safety Reporting systems. Several of these offer opportunities
for further study. These include the Australian Incident Monitoring System which operates in
most Australian states and territories, the English National Reporting and Learning System

67 For example, a statute may permit the sharing of PHI among “health information custodians”; however, by defining
“custodian” as an entity formed pursuant to a specific provincial enactment (e.g. “hospitals formed pursuant to the
Hospitals Act”), the statute precludes the disclosure of PHI to a hospital in another jurisdiction, formed under the
laws of that jurisdiction.

68 For example, British Columbia, Saskatchewan, Manitoba, Quebec, Northwest Territories and Nunavut.

69 As noted above, we are not able to say with certainty whether mandatory Reporting increases Reporting. However,
it does appear from our understanding of Saskatchewan that legislation coupled with detailed regulations and
guidelines has increased Reporting in that province.
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(NRLS), the Pennsylvanian Patient Reporting System (PA-PSRS), the Massachusetts Board of
Registration in Medicine’s Confidential Reporting System and the National Reporting System for
Adverse Events in Denmark.
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PART IV: Recommendations

Based on our legislative and policy reviews, surveys and interviews, our team has developed the following
recommendations with respect to a Pan-Canadian Reporting system:

1. Pan-Canadian Reporting Organization. A Pan-Canadian Reporting system should be developed
to disseminate Incident data and recommendations on a national basis. We recommend that this

be done by a national third party organization whose primary agenda is the promotion of patient
safety. Given CPSI’s knowledge, expertise and mandate, we are of the view that CPSI should have
an integral role in the development and management of this system, and for the purposes of these
recommendations, that CPSI act as that national organization.

2. Federal Funding For Patient Safety Programs. In order to achieve a Pan-Canadian Reporting
system, Reporting programs and initiatives must be encouraged and stimulated at the
jurisdictional and institutional level. Funding programs are needed to, among other things,
help local systems that lack technical and human resources to properly run Reporting programs.
Given the national scope of the recommended system, such programs should be funded by the
federal Government. The federal Government should set aside additional funds for patient safety
initiatives. These funds should be delivered through CPSI as the national third party organization
referred to above.

3. Funding Allocated by CPSI; Contingent on ‘Best Practices’. Funding would be provided by CPSI to
jurisdictions implementing Reporting programs that meet certain criteria, which could include,

in part, the creation of provincial legislative and policy Reporting frameworks grounded in best
practices, as described previously in this report. The jurisdictions would then grant funding

to institutions in their respective provinces or territories that implement Reporting programs

in accordance with such legislative and policy Reporting frameworks. In our view, assessing
eligibility for grant funding at an institutional level would be an arduous task for CPSI. We
therefore recommend that it be the task of the province or territory to make such assessments.
Reference to province or territory in this regard can either be the Government of each province or
territory or a third party organization in each province whose mandate it is to ensure patient safety
within such province or territory (e.g. the Alberta Health Quality Council).

4. Collection of Provincial/Territorial Incident Data. To facilitate Pan-Canadian Reporting by a
national organization, we recommend that provinces and territories adopt a model similar to
Saskatchewan, Alberta or Newfoundland and Labrador, in that a central body in each province or
territory collect Incident data from healthcare facilities or entities for the purposes of tracking
and analysis. Incident data would be collected and processed at the local or regional level for the
purpose of analysis and developing recommendations, and de-identification where necessary.
Thereafter, Incident data would be transmitted to a provincial body and aggregated with data
from across the province. While the Government in each province could perform this aggregation
function, it is likely more efficient and effective to create or designate an arms-length Government
funded agency (a “Provincial Patient Safety Organization”) for this function. The designation or
creation of a Provincial Patient Safety Organization in each province and territory could be done
in stages, beginning with those jurisdictions that are most amenable. This staged roll-out would
also be enhanced by linking the formation of Provincial Patient Safety Organizations with grant
funding, pursuant to Recommendation 3 above.

5. Upward Reporting of Provincial/Territorial Incident Data. Each Provincial Patient Safety
Organization should be permitted to disclose Incident data on a de-identified basis to a national
patient safety organization, such as CPSI, to disseminate information and warnings and provide

statistics and other guidance on a national basis. The creation or designation of a Provincial
Patient Safety Organization should be done in the context of each jurisdiction’s approach to
information transfers and privacy. This may require special regulatory provisions or minor
statutory amendments in light of each jurisdictions legal framework. Given the necessity for local
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knowledge and clinical expertise in the formulation of recommendations, we assume that any de-
identification would be done at the institutional or regional level.

6. Limit CPSI’s Use of Personal Information. In the case of CPSI, any personal information received
would need to be collected, used and disclosed in compliance with the privacy laws of its
jurisdiction of operation (i.e. Alberta).”” We recommend that CPSI not receive personal information
unless it is necessary for CPST’s purposes. Personal information is subject to statutory restrictions
noted above, and its use by CPSI would expose CPSI to the risk that the privacy of individuals may
be breached. Even if CPSI determines that it needs personal information in order to effectively
analyze Incident data, CPSI would still face barriers to the disclosure of that information on
an identifiable basis. Generally, de-identified information, however, can be collected, used and
retained without limit, and CPSI could share de-identified information on a national basis. We
recommend, however, that CPSI assess whether the benefits would counterbalance the obligations
imposed on CPSI in respect of the collection, use and disclosure of personal information. This
assessment could be conducted as part of the consultations and the roundtable outlined in
Recommendation g below.

7. National Guidelines for Reporting. CPSI should also take a leadership role in the development of
national guidelines for Reporting (the “Guidelines”), which would include common definitions and
Taxonomy. Also, CPSI should collaborate with other stakeholders to develop nationally-accepted
and consistent definitions, categories for data elements and de-identification standards for all
types of Incident Reporting to guide the Provincial Patient Safety Organizations. Such definitions,
data elements and de-identification standards should also be consistent with the Guidelines, but
would permit each jurisdiction some flexibility in accommodating applicable legal standards
in force in that province or territory. Development of these Guidelines and standards could be
conducted as part of the consultations and the roundtable outlined in Recommendation g below.

8. Demonstration Reporting System. A demonstration project should be conducted for all provinces or
territories wishing to implement a provincial Reporting system. This demonstration project would
build on the efforts and experiences of Saskatchewan and Manitoba and provide an opportunity
for other provinces to learn about the development of Reporting systems and the benefits of same.
Such demonstration project could be organized by CPSI with the assistance of representatives from
Saskatchewan and Manitoba.

9. Roundtable Discussion. Given the complexity of the issues, and in order to accurately assess
the Recommendations above, we propose that a round-table discussion be held to bring together
each province’s and territory’s position on Reporting. This round-table discussion would involve
legal, medical, academic and public sector experts, who would bring together local assessments
of applicable legislation, case law and existing practice and discuss common standards and
approaches to Reporting, including common Classifications Systems and standards of de-
identification of personal information. The roundtable could also consider whether data relating
to various types of Incidents (other than medication Incidents) could be non-identifiable and
yet still effective. The greater the use of de-identified Incident data, the easier it is to share such
data between provinces without contravening provincial privacy legislation. This would require
the establishment of categories of data elements to be used for all types of Incidents, similar to
that done by the Institute of Safe Medication Practices for medication errors. It is our view that
bringing together these experts would be the most efficient and effective way to facilitate what
would otherwise be a long and arduous process.

10. Federal Legislation (Optional). Federal legislation could be developed for the purposes of furthering
the objectives of a Pan-Canadian Reporting system and to make provision for additional funding
to support Reporting and Sharing. Such legislation and funding would encourage provinces
and territories to participate because it would yield substantial benefits to those participating
jurisdictions.

70 Personal Information Protection Act, S.A. 2003, c. P-6.5.
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PART V: Conclusion

Our analysis of the key enablers and barriers in legislation, policy and healthcare organizational (or regional)
practices associated with Reporting indicates a considerable patchwork of Reporting across Canada. Of immediate
urgency is the need for Guidelines and the establishment of a common Taxonomy consistent with the efforts of the
World Health Organization.”

Closely aligned with the Guidelines and a common Taxonomy is the need for the development of a legislative and
policy framework in most of the provinces and territories. However, in order for institutions to comply with such
legislative or policy frameworks, an investment in technology and resources will be required. As was noted in our
interview process, a lack of available resources was stated to be a barrier to Reporting. The federal Government
should earmark funds for the development of Reporting programs in the provinces and territories as a means to
incentivize the provinces and territories to undertake this important initiative. CPSI could oversee the allocation of
such funds based on a set of specific criteria.

Moving toward an effective Pan-Canadian Reporting system requires establishing effective Reporting systems at
both the provincial or territorial level and the national level. Healthcare institutions in each province and territory
should be required to disclose de-identified Incident data, RCA and recommendations, to a Provincial Patient Safety
Organization funded by the Government of that province. Such data would subsequently be Shared by the Provincial
Patient Safety Organization with a national patient safety body, such as CPSI, for dissemination and warning
purposes across Canada.

CPSI is well-positioned for this role and it can obtain assistance from other third parties as necessary by leveraging
collaborative partnerships with the federal, provincial or territorial Governments, health professional regulatory
bodies, patient safety associations and the national accreditation body.

This strategy will, of course, require a significant investment from the federal Government. This model is currently
in place at a provincial level in a few provinces (absent reporting to a national body, of course). We suggest that these
models be considered for the remaining provinces and territories. We therefore recommend that a panel comprised
of legal, medical, academic and public sector experts from each province collectively determine the feasibility and
design of our suggested approach to Pan-Canadian Reporting. This may help speed the development of changes in
such provincial legislation as is necessary, even in the absence of mandatory reporting legislation.

At this point we do not think federal legislation is necessary for the development of a Pan-Canadian model of
Reporting given the potential constitutional roadblocks surrounding the provincial and federal division of powers.
However, the enactment of federal legislation would demonstrate to Canadians the importance of patient safety to
the federal Government and emphasize the significant role of CPSI in this regard. It may also foster cooperation
among the provinces and territories toward the development of a Pan-Canadian model of Reporting.

71 WHO, World Alliance for Patient Safety (2005, October) “Project to Develop the International Patient Safety
Event Taxonomy”: Report of the World Alliance for Patient Safety Drafting Group.
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APPENDIX 8

List of Policies Reviewed

Institute

Province

ion

Alberta

Vancouver Island Health Authority

British Columbia

Providence Health Centre

British Columbia

Health Canada

Manitoba Health Manitoba

Brandon Regional Health Authority Inc Manitoba

South Shore Health Authority Nova Scotia

Hay River Health & Social Service Authority North West Territory
Ministry of Health and | ong-Term Care Ontario
Sunnybrook Health Sciences Centre Ontario

Trillium Health Centre Ontario

University Health Network Ontario

Department of Health Prince Edward Island
McGill University Health Centre Quebec

Shriners Hospital Quebec

University of Saskatchewan Saskatchewan
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APPENDIX 11
Adverse Event, Sentinel Events and Near Miss Reporting Survey
Acute Care Hospitals Version

On behalf of the Canadian Patient Safety institute, we are reviewing the barriers and enablers to the reporting and
review of adverse events, sentinel events and near misses in Canadian hospitals. The following survey has been
designed to identify organizational policies and practices concerning the reporting and review of adverse events,
sentinel events and near misses reporting in acute care hospitals. This survey asks for information on both internal
reporting and review and external reporting to regions or other bodies. This survey is mainly comprised of close-
ended questions with some open ended questions. Please note that all information provided in this survey is
confidential and the analysis will report only aggregate (that is, group or trend) results.

When you have completed the survey, please return it in the envelope provided addressed to Dr. Ross Baker at the
University of Toronto.

Hospital

Hospital Name

Hospital Size - Number of acute care beds:

Key Contact Name: Phone Number: Email:

(To be used if clarification is needed)

Reporting Systems and Analytical Tools

Definitions
Safety Occurrence Taxonomy:

Adverse Events: are unintended injuries or complications that are caused by health care management, rather than
the patient’s underlying disease and that lead to death or disability or require additional use of hospital resources,
such as prolonged hospital stay, additional testing or interventions.

Sentinel Events: An unexpected incident, related to system or process deficiencies, which leads to death or major
and enduring loss of function for a recipient of health care services.

Near Misses: An event or circumstance, which has the potential to cause serious physical or psychological injury,
unexpected death, or significant property damage, but did not actualize due to chance, corrective action,
and/or timely intervention.

Reporting System: Organizational routines used to collect information about one or more types of patient safety
events. Reporting systems can be paper-based, electronic or a combination of both.



The following questions concern the types of reporting systems for patient safety events (adverse events, sentinel
events and near miss occurrences) that exist in your hospital.

1. To what extent has your organization implemented a reporting system for adverse events, sentinel
events and near misses and indicate whether system is paper and/or electronic based?

Reporting System Please check v your response Please check v
your response
Not at all Partially Majority Fully Paper Electronic
Implemented of Units Implemented Based Based
(few units) | Implemented

Adverse Event

Sentinel Events

| Reporting System
Near Miss Reporting
| System

2. To what extent does your organization use specific analytical approaches (e.g., root cause analysis
or quality improvement tools e. g., Flow Diagrams) to investigate reported adverse events, sentinel
events, and near miss occurrences? Please check v’ your response.

Not at all Partially Majority Fully
implemented of units implemented
on selected Implemented
units
Adverse Events
Sentinel Events
Near Misses
3. In the last year, how often has your organization used retrospective analytical approaches for safety

occurrences (adverse events, sentinel events, and near misses)? Please check v' your response.

0 1-2 3-4 5 or more

Root Cause Analysis
Audit

Chart Review

Other, please specify

* for those hospitals that circled other, please describe the retrospective analytical approaches you
used in the past year




Organizational Policies and Practices

4,

a) Does your hospital have a policy on reporting patient safety events?

Please check v your response O YES ONO

If yes, please answer the following questions.

b) Does your policy cover all events (adverse events, sentinel events and near misses) or selected
events?

Please describe the specific events that your policy covers.

c) Does your policy require disclosure to patients and family members on reported patient safety
events?

Please check v your response O YES O NO

Please describe.

d) Does your policy require that a summary of patient safety events be reported to the Board of
Directors?

Please check v your response O YES O NO

Please describe.

e) Are there any current issues around your reporting policy under review in your organization,
please describe.

Please append a copy of your policy to your completed survey.



5.

In the last year, how often did your hospital participate in the following activities associated with reporting
and investigating safety occurrences (adverse events, sentinel events, and near misses)? Please check v your
response.

Never Daily Weekly Monthly Quarterly Annually

Included as measures for corporate

Included as measures for reporting

| to the community.
Education sessions for staff on safety
cultures that include reporting and

Executive WalkRounds with a formal

| feedback on actions taken
Meetings at the unit, division, and

portfolio level for the review of safety
indicators, and evaluation of planned

|_initiatives
Failure Mode Effect Analysis

d

Reports on the follow up and resolution
of all alerts and recalls of equipment to a

|_third party (e.g. ORNT)

Other, please describe

6a.

6b.

Other, please describe

To what extent does your current reporting system capture the number and types of patient safety events that
you believe to be occurring in your organization. Please circle your response.

1 2 3 4 5
None Limited Extent Somewhat Frequently Always

To what extent do your current reporting system and structures create a capacity to analyze and act on these
patient safety event reports to improve the design and delivery of care? Please circle your response.

1 2 3 4 5
None Limited Extent Somewhat Frequently Always

To what external agencies does your hospital report adverse events, sentinel events and near misses that have
taken place in your hospital? (Check all that apply)

Ministry of Health

Regulatory bodies for health care professionals (e.g. College of Physicians and Surgeons, College of
Nurses, College of Pharmacists, etc.)

Report to a regional authority

Report to other third parties, please specify (e.g. Ombudsmen)
Report to insurers (e.g. HIROC, Canadian Medical Practice Association, Canadian Nurse Protective
Society, and others)

ad

aaa




Enablers and Barriers for Reporting

For these series of questions, patient safety events refer to adverse events, sentinel events and near misses.

8. In your view, what are the key enablers within your hospital that facilitate enactment of policies
associated with reporting and review of patient safety events? Please describe below.

9. In your view, what are the barriers from within your hospital that are challenges to enactment of
policies associated with reporting and review of patient safety events? Please describe below.

External

10. In your view, what are the factors outside your hospital that facilitate enactment of policies
associated with reporting and review of patient safety events?* Please describe below.

11. In your view, what are the factors outside your hospital that are challenges to the enactment of
policies associated with reporting and review of patient safety events?* Please describe below.

12. In your view, what specific changes in practice, policy or legislation would encourage or facilitate
the reporting and review of patient safety events? Please describe below.

*Some examples include privilege over quality assurance information, requirements of professional colleges,
potential lawsuits and provincial privacy legislation.



APPENDIX 12
Interview Questions For CSPI Proiect on Adverse Event Reporting
Introduction

We are working on behalf of the Canadian Patient Safety Institute to identify and analyze legal and policy barriers
and enablers for the reporting and review of adverse events and/or critical incidents on a national scale. As part of
this analysis we are conducting key informant interviews with experts in Canada and abroad. We would like to talk
with you for 30 minutes about these issues.

Definitions

Patient safety events refer to adverse events which are unintended injuries or complications that are caused by
health care management, rather than the patient’s underlying disease and that lead to death or disability or require
additional use of hospital resources, such as prolonged hospital stay, additional testing or interventions.

Critical incidents are incidents resulting in serious harm (loss of life, limb, or vital organ) to the patient, or the
significant risk thereof.

Questions

1. Is there a need for information on patient safety events or critical incidents to be shared more
broadly beyond the institutions in which these events are identified?

a. If so, what types of information?
b. To whom should this information be reported?
c. Should this reporting be mandatory or voluntary?

2. Assuming such information can be collected centrally? How should information that is reported be
used? Not used? Who should have access to the information?

3. One of the critical issues in reporting is the privileging of information on patient safety events.
Are the current protections in your province/state adequate to support reporting or sharing of
information on patient safety events?

a. If not, in your view is it clear what types of legislative or other protections are needed in
your province/state?

b. What is the likelihood that such protection might be established in the near term (i.e., next
two to three years)?

4. Wil the development of effective privileging to permit information on patient safety events to be
used improve care and moderate opposition to mandatory reporting?

5. Do you think that it would be possible to share information on patient safety events across
provinces/states?

a.  What are the barriers to such sharing?

b. Could a set of principles be established to harmonize the reporting and sharing of such
information?

c.  Would you think this is likely?



What are other critical barriers to reporting and sharing of information on patient safety events?
a. To what extent could these be addressed without new legislation?

b. What resources are needed to remove these barriers?

c. Do you think efforts to remove these barriers would be successful?

Some have suggested that a good first step would be the creation of a policy framework and best
practices on sharing of information. Do you think this would be useful? Is it feasible? Who should
take the lead?

A commonly stated barrier is the culture of blame that limits reporting. What do you think is
needed to address this barrier?



.
CpSI”ICSP

Canadian Institut

Patient canadien
Safety pour la sécurité
Institute des patients

Suite 1414, 10234-101 Street
Edmonton, Alberta T5] 3G1
Phone: 780-409-8090

Fax: 780-409-8098

Toll Free: 1-866-421-6933

Www.cpsi-icsp.ca






