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Adverse Health Events

The Association of Registered Nurses of Newfoundland and Labrador (ARNNL) is the regulatory body
and professional organization representing all Registered Nurses and Nurse Practitioners in the province.
In pursuit of its vision, “Excellence in Nursing”, ARNNL exists so there will be public protection, quality
health care, and healthy public policy.

The Association of Registered Nurses of Newfoundland and Labrador (ARNNL) welcomes this opportu-
nity to comment on the management of adverse events as there is a lot of work to be done to move our
health care system from the traditional culture of blame to a new client safety culture. We recognize and
support the need to thoroughly analyze how government, regulatory bodies, health care authorities, and
the professions can collaborate to create solutions that will establish the new culture of client safety re-
quired to prevent and effectively manage adverse events in the public interest.

As the regulatory body for Registered Nurses, ARNNL’s primary responsibility is public protection
through promoting excellence in nursing and quality health care. This responsibility is accomplished in
part, through the setting of standards for licensure, education and practice, and a code of ethics. Patient
safety is fundamental to nursing care and, as such, ARNNL clearly articulates that RNs have a profes-
sional and ethical obligation to identify potential and actual issues of patient safety and to respond appro-
priately. The significance of client safety is specifically articulated in the following ARNNL goals or Ends
statements, which serve to direct our ongoing activities:

e RNs understand and act upon their responsibility as client advocates.

e Client safety is enhanced through a culture of discovery including a focus on root cause analysis, edu-
cation, prevention, and remediation

(See Appendix A for more examples of ARNNL standards, indicators and responsibility statements related
to client safety.)

Client safety is a pressing concern for Registered Nurses in our province. On an annual basis ARNNL re-
ceives over 200 consultation requests from nurses related to maximizing client safety. This demonstrates
the inherent value nurses place in the prevention and mitigation of unsafe acts in their workplaces. Conse-
guently, any means of improving the processes to enhance the prevention, early identification as well as
managing of potential and actual adverse events is welcome.

Improving patient safety involves a wide range of actions at the individual, interprofessional, health au-
thority and government levels. The focus of this response will be limited to the nursing profession’s views
on how to improve the management of adverse events as one aspect in the development of a culture of
safety. ARNNL is making suggestions regarding the need to:

Create and sustain a safety culture,

Standardize policies and processes,

Enhance professional development and RNs’ role,
Improve professional practice supports,

Enact legislation that supports the culture of safety, and
Support knowledge transfer.
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1. Creating and Sustaining a Safety Culture
Continued attention and interventions are required to create and sustain a culture
of safety in our health care system.

Anecdotal evidence indicates that despite the fact that an increasing amount of attention and resources are
being dedicated towards client safety, we have not yet created a culture whereby healthcare professionals
inherently feel safe to openly and thoroughly discuss and participate in measures to prevent and manage
actual adverse events. Further interventions are required. In particular, ARNNL is suggesting four areas
for consideration.

e Address the current and future leadership challenges.

e Include front line nurses in all relevant discussions on client specific incidences for which they were
involved.

e Provide timely feedback to nurses on client safety initiatives that relate to their role and area of practice.
e Explore measures to capitalize on the value of clients as true partners in health care.

Address Leadership Challenges

Strong leadership at all levels is needed to create the required environmental attitude where staff believe in
and endorse practices which support a culture of safety. In particular, attention is required to support the
role of front line managers in implementing changes in practice and culture. Data from the ARNNL Survey
of Nurses in Management Positions (2007b, 2008d) identify unreasonable spans of control; almost 75%
reported having > 30 staff and, 80% has staff from more then one unit and/or geographical location. This
impacts managers ability to nurture and support front line staff and others in making the required paradigm
shift to achieve a culture of safety.

Experience and research tell us that the future generations of health care professionals will likely have a dif-
ferent perspective from those of today. Sustaining a culture of safety into the future will require that the
potential implications of generational differences are explored. For example, future approaches in the man-
agement of adverse events must consider the value these professionals place on technology as the means for
acting, communicating and learning. Their perspective must be incorporated into the planning of today to
ensure that our future care providers remain positively engaged.

Include Frontline Nurses

There is still an element of role delineation between disciplines and even within the profession of nursing
when it comes to managing adverse events. Historically, direct care nurses’ primary role has been to iden-
tify and report concerns. The management or follow-up on reported events is frequently assigned to physi-
cians or agency quality teams. Reporting refers to communication of information about an adverse event or
near misses through appropriate channels in the organization for the purposes of reducing the risk of re-
occurrence (Canadian Patient Safety Institute [CPSI], 2008). Although an important component of improv-
ing patient safety, reporting is a first step. Registered Nurses need to be a part of the entire process. Being
respected and accepted into the team of responders can nurture the value of identifying and addressing con-
cerns, build expertise, and enhance professional accountability. To achieve this, there needs to be a coordi-
nated and comprehensive approach to managing adverse events, which incorporates true interdisciplinary
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collaboration and team work. If a nurse has been involved in reporting the near miss or adverse event then
he/she should play a more significant role in the entire process, including disclosure.

Provide Feedback on Safety Initiatives

RNs report limited knowledge about the outcomes of client safety initiatives that have been implemented in
their area of practice. Data extracted from ARNNL and College of Licensed Practical Nurses of NL’s Qual-
ity Professional Practice Environment (QPPE) sites indicated that 33.3% of the RNs and LPNs (n= 179)
stated they did not have access to or did not know (11%), the results of quality improvement initiatives they
participated in. Nurses described reporter fatigue, implying ‘why bother’ to continue to raise concerns or
participate in initiatives if nothing is ever done [but it is more likely that nothing was ever reported back].
Reporter fatigue, when coupled with reports of excessive workload, can lead to under-reporting of concerns.

Involve Clients

Clients want and will increasingly desire to be more active participants in their health care. Consequently,
exploration on how to maximize client engagement and self accountability in their healthcare needs to be
explored. Client engagement supports social justice by encouraging equity in decision making, distributing
power, and acknowledging human rights (SRNA, 2008). For example, clients require and often request in-
formation about their rights and responsibilities, including their role as a team member and their responsi-
bility to question practices. To fully move away from the paternalistic model, or as stated by Herbert (2008)
to move from the therapeutic approach where the client is included in what the provider determines is in
their best interest, to the democratic approach, where all clients have a right to be truly involved in their
care, will require reflection, planning, and courage. Client engagement in the prevention of adverse events
is one of the most effective untapped prevention strategies available.

2. Standardize Policies and Processes

A standardized provincial template for addressing adverse events is required. This template needs to in-
clude policy direction and processes that promote the objective collection of data that can be shared and
compared.

Critical to the client safety agenda is the need to develop policies and processes that support communication
of concerns in a standardized, user-friendly, and effective manner. Furthermore the policies and processes
must be utilized by all members of the health care team. Currently not all health care agencies have policies
that clearly direct practice in this area. Those that do exist often do not reflect the relevant professional
standards published by the regulatory bodies, and thus miss the opportunity to heighten practitioners’
awareness of the magnitude of their accountability to participate in patient safety activities. In addition,
there are a number of different forms and processes that supposedly serve a similar purpose, often with dif-
ferent titles and different implications based upon the setting, for example, incident, adverse, occurrence
and professional practice forms (Burkoski, 2007). The lack of standardized policies and processes may also
limit sharing of data between agencies locally, provincially and even nationally, as one cannot determine if
apples are being compared to apples.

The CPSI Guidelines for Disclosure (2008) provide a template for health care agencies to develop their own
policies on communicating with clients when an adverse or potential adverse event occurs. However, the
guidelines do not address prevention, internal reporting, managing or informing the public. There is more

Association of Registered Nurses of Newfoundland and Labrador
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work needed to identify best practices in these areas and convert applicable recommendations into polices
and processes within all healthcare settings.

3. Enhance Professional Development and RNs’ Role
RNs can play a more prominent role in communicating with clients when actual or potential adverse events
occur.

Client safety and the expectation to identify and act upon concerns about actual or potential adverse events
are a professional and ethical imperative in caring for others. These concepts are embedded in both the un-
dergraduate curriculum, as articulated in the ARNNL document, Competencies in the Context of Entry-
Level Practice in NL 2007-2010 (2006a) , and the professional Standards for Nursing Practice (2007¢) and
Code of Ethics (2008) (see appendix A for specific indicators). However, both front-line and nurse manag-
ers report a need for additional education to become proficient in advanced communication techniques to
effectively manage adverse events. For example, nurses have requested education on presenting informa-
tion in a regretful but non- accusatory, objective manner. Nurse managers have specifically identified the
need for continuing education to assist them in their role as leaders (ARNNL, 2007a). Appendix B provides
a more detailed list of research that illustrates both the need for and value of enhanced communication edu-
cation for nurses. As the need for education on the appropriate management of adverse events is likely
shared by other disciplines, this topic would be an excellent focus for interdisciplinary education in both
undergraduate and continuing education forums.

With appropriate education and support RNs can play a greater role in initial communication with clients.
Research tells us that clients want to know sooner rather then later when an adverse event has occurred.
Traditionally, RNs have not been given the autonomy or authority to initiate communication with clients
when an adverse event occurs. This situation potentially conflicts with nurses professional and ethical obli-
gations. The CPSI Disclosure Guidelines endorse the precautionary principle, which stresses the value of
early communication and action. Nurses are the most frequent health care provider clients interact with,
and are trusted by the public. The latest Ispos-Reid public poll that found that 84% of Canadians trust
nurses’ information compared to 77% for physicians and 60% for information originating from health min-
isters (ARNNL, 2008a). As nurses are also often the first to identify that a client has or could have experi-
enced an adverse event, educating and supporting nurses to enhance their role in sharing appropriate infor-
mation with clients can result in a more timely process for open and transparent communication. One sup-
portive strategy is use of an interdisciplinary educational approach which incorporates role modeling and
mentoring. Collaborating with professionals who have traditionally assumed this role is an excellent means
of supporting nurses to enhance their role in client communication in adverse events.

4. Improve Professional Practice Support
Health care providers require the assistance of experts and mentors to maximize client safety.

In today’s complex ever changing health care environment the demands have increased, yet practice sup-
ports have diminished. Quality of workload studies indicate that nurses are feeling the impact, which in
turn, is impacting the quality of client care (Statistics Canada, 2005). Likewise there is evidence that the
introduction of supportive roles such as educators, infection control practitioners, safety officers, and clini-
cal leaders such as clinical nurse specialists, enhance the quality of care (ARNNL, 2006b). However the
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implementation of these roles has been very limited in our province. To fully adopt a culture of client safety
dedicated experts and mentors at the practice level are required.

The ARNNL and CLPNNL Quality Professional Practice Environment Program (QPPE) has made signifi-
cant differences within the participating units (ARNNL, 2008b). The QPPE program and other initiatives,
which support quality of worklife and quality care, need to be implemented in all health care agencies. This
will require dedicated resources, both financial and human. ARNNL believes that the dedication of a person
or persons responsible for creating quality professional practice environments is needed in all four regional
health authorities. Such a role can effectively increase health care professionals’ ability and authority to
prevent and address situations that are known to be risky practices.

The value of creating a provincially mandated patient safety role or office should be explored. There ap-
pears to be significant improvement and standardization of policies occurring when a provincial position/
office has been created to address an important area of concern in the past. There are a variety of models
available for consideration, for example, the role of the Primary Health Care Office or the Provincial Blood
Coordinating Program. The introduction of an arms length publically supported structure such as a Quality
Council, has shown success in other jurisdictions. Provincially mandated organizations who have been in-
volved in client safety and quality of worklife issues, such as the Newfoundland and Labrador Health
Boards Association, could be another approach for consideration to lead this initiative.

5. Enact Legislation that Supports the Culture of Safety
The introduction of legislation to support the identification, management, and disclosure of adverse events
needs to be fully explored.

Legislation can serve a valuable role in supporting and protecting persons and agencies seeking to maximize
their ability to appropriately and effectively address adverse events. There are several areas where legisla-
tion can be helpful:

e Protection of Information from Quality Initiatives
Mandatory Reporting

Whistleblowing

Public Information

Apology Protection

It is important to carefully consider the advantages and disadvantages and expected outcomes before the
time and effort is invested in the creation or revision of any legislation. First and foremost, the merit of leg-
islation to support the desired culture of safety must be validated.

Quality Initiatives

ARNNL supports the need to examine and revise as necessary the Evidence Act so that quality assurance /
initiatives records and the release of information by individuals involved in quality assurance activities are
protected from legal proceedings. We believe that peer review processes/documents are intended to improve
client care outcomes and are therefore, a means to enhance care and protect the public. As the introduction
of quality control measures within regulatory bodies and health care agencies continues to grow in response
to the call to strengthen public accountability and maximize client safety, the type of information that is

Association of Registered Nurses of Newfoundland and Labrador
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considered to be “protected” needs clarification. ARNNL is in the process of developing a continuing com-
petency program for RNs. With such a program nurses are encouraged to identify their strengths and chal-
lenges and to engage in learning activities to meet those challenges. If nurses are to participate wholly in
this program they will require reassurance that the personal information they disclose will be used only for
the intended purposes. Failure to provide that reassurance may limit nurses’ willingness to fully disclose. A
similar response could likewise be expected for participation in quality control initiatives undertaken in
health care professionals’ places of employment.

Mandatory Reporting

Legislation to mandate reporting of adverse or sentinel events has been implemented in other jurisdictions
e.g. Saskatchewan. Although some provinces have established mandatory reporting to a provincial govern-
ment structure, there appears to be more merit in mandating that health care agencies and professionals re-
port potential and adverse events to an established arms length national database. National reporting sup-
ports the ability to share lessons learned. Entities such as, the Institute for Safe Medication Practices- Can-
ada and Health Canada’s Canada Vigilance Adverse Reaction Monitoring Program and Database are al-
ready funded and well situated to collect and disseminate data on adverse events and near misses with the
goal of preventing reoccurrence in another setting or situation. These national databases are currently un-
derutilized. Mandatory reporting to an appropriate national organization should be explored.

Whistleblowing

Whistleblowing is defined as the exposure of negligence, abuses, or dangers, such as professional miscon-
duct or incompetence, which exist in the organization where the whistleblower works (CNA, 1999). There
are two interpretations on what constitutes whistleblowing; internal and/or external reporting (Wikipedia,
2008). As there are no jurisdictions in Canada that have enacted such legislation, the Canadian interpreta-
tion of this term remains undefined. ARNNL, as the regulatory body for RN practice, supports the value of
protecting a nurse who appropriately followed professional processes for addressing client safety concerns
as outlined in the ARNNL document, Registered Nurses Professional Duty to Address Unsafe and Unethi-
cal Situations (ARNNL, 2008c), but who are unable to achieve effective results. (A brief description of this
process is described in Appendix C). However, most references to whistleblowing refer to externally re-
porting or warning the public about a particular concern without first going through all the appropriate inter-
nal channels. ARNNL is concerned that whistleblowing legislation may be perceived as approval to by-
pass the expected internal reporting and thus used inappropriately. Inappropriate external or public whistle-
blowing often serves the opposite effect, causing undue public fear, jeopardizing client privacy, creating
suspicion that can affect organizational functioning, and affecting the individual whistleblower’s employ-
ment and/or professional status (ARNNL Disclosure Teleconference, February, 2007).

Public Information

The act of informing is normally the responsibility of an institution (not an individual function). The public
sharing of information about a concern and the measures implemented to address a concern, is an important
part of managing adverse events as it helps maintain the public’s trust in the health care system (Espin,
2008). The CPSI Disclosure Guidelines (2008) identifies this level of accountability to senior administra-
tion. ARNNL supports the need for the CPSI or some other entity to develop guidelines which address the
appropriate process for informing the public. These guidelines need to then be incorporated into health care

policy.
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Apology Laws

Saskatchewan, British Columbia and Manitoba have enacted apology laws which supports the merit and
responsibility of an agency and/or individual to apologize while protecting the apologizer from the risk that
this endeavor can be used as an admission of guilt (Robertson, 2008). This type of legislation supports
early, open, and transparent communication with clients who experienced an adverse event. ARNNL sup-
ports the value of apology legislation.

6. Support Knowledge Transfer
Data are needed on what works and what does not work. Funds are needed to support what works in the
management of adverse events and client safety.

The Canadian client safety agenda has been active for almost six years. Since then there have been a num-
ber of initiatives implemented both as research and pilot projects. There is an urgent need to formally share
what projects worked and what did not, to articulate best practice evidence in this area, and to fund/support/
promote programs that make a difference. ARNNL supports the value of creating or supporting a network
for disseminating information that enhances client safety. Three areas are highlighted as examples. The
work of the national organization, Quality Worklife: Quality HealthCare Collaborative, deserves considera-
tion. There are a number of viable and practical solutions articulated in the document, Within Our Grasp- A
Healthy Workplace Action Strategy for Success and Sustainability in Canada’s Healthcare System (2007).
The Registered Nurses Association of Ontario has developed over 29 best practice clinical guidelines and
six guidelines to create healthy workplaces. To date there has been only limited uptake on these guidelines
with our province. Finally, the 30 healthcare practices that have been proven to be effective in clinical set-
tings to reduce the risk of client harm put together by the US National Quality Forum, could be reviewed for
merit in the Canadian health care system.

Conclusion

ARNNL is pleased to see Government leadership on the management of adverse events in our health care
system. The Association believes in the old adage, “leadership must come from the top” when a system is
being asked to make the fundamental reforms needed to move from a culture of blame to one of discovery.
Registered nurses are keen to work with all stakeholders to improve the management of adverse events and
to create the quality of practice environments which are needed to address client safety. ARNNL’S six sug-
gestions for improving the management of adverse events are a good starting point for action.

Association of Registered Nurses of Newfoundland and Labrador
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Appendix A

Enhancing, preventing and supporting a patient safety philosophy is a professional expectation for all regis-
tered nurses practicing in Newfoundland and Labrador. These expectations are clearly identified in several
ARNNL key documents as described below.

Registered Nursing Act (2008)

20. (1) A registered nurse who has knowledge, from direct observation or objective evidence, of conduct
deserving of sanction of another registered nurse shall report the known facts to the Director of Profes-
sional Conduct Review.

Association of Reqgistered Nursing of Newfoundland and Labrador (ARNNL) Standards for Nursing
Practice (2007)

Self Regulation and Professional Accountability.

1.5 Is accountable and responsible for own actions and decisions at all times.

1.8 Participates in the identification and resolution of professional practice issues, conflicts, and ethical di-
lemmas.

1.9 Responds to, and reports situations that may be adverse for clients and/or health care providers.

1.11 Documents adherence to responsibilities and accountabilities appropriately.

Specialized Body Knowledge
2.3 Uses reflective thought and feedback from others in assessing own practice, and provides feedback to
others to support their professional development.

Competent Application of Knowledge
3.9 Recognizes any limitations to safe, competent, and ethical care and reports concerns, and consults and/
or initiates appropriate changes as necessary.

Professional Interactions and Advocacy

4.1 Demonstrates honesty, integrity and respect for others.

4.11 Acts as an advocate to protect clients from harm due to unsafe situations and/or incompetent or unethi-
cal care

Professional Leadership

5.5 Questions practices and contributes to improvements to support client and nurse safety.

5.6 Advocates for and/or contributes to the development of organizational policies, quality improvement
initiatives, and programs based on evidence/best practice standards.

Canadian Nurses Association (CNA) Code of Ethics (2008) select indicators:

Providing Safe, Compassionate, Competent and Ethical Care
3. Nurses build trustworthy relationships as the foundation of meaningful communication, recognizing

that building these relationships involves a conscious effort. Such relationships are critical to under-
standing people’s needs and concerns.

11
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4. Nurses question and intervene to address unsafe, non-compassionate, unethical or incompetent
practice or conditions that interfere with their ability to provide safe, compassionate, competent and
ethical care to those to whom they are providing care, and they support those who do the same.

5. Nurses admit mistakes and take all necessary actions to prevent or minimize harm arising from an
adverse event. They work with others to reduce the potential for future risks and preventable harms.

6. When resources are not available to provide ideal care, nurses collaborate with others to adjust
priorities and minimize harm. Nurses keep persons receiving care, families and their employers in-
formed about potential and actual changes to delivery of care. They inform employers about poten-
tial threats to safety

Preserving Dignity

4. Nurses intervene, and report when necessary, when others fail to respect the dignity of a person
receiving care, recognizing that to be silent and passive is to condone the behavior.

Maintaining Privacy and Confidentiality
4. When nurses’ are required to disclose information for a particular purpose, they disclose only the
amount of information necessary for that purpose and inform only those necessary. They attempt to
do so in ways that minimize any potential harm to the individual, family or community.

Ethical Endeavours
xii. Advocating for the discussion of ethical issues among health-care team members, persons in
their care, families and students. Nurses encourage ethical reflections, and they work to develop
their own and others heightened awareness of ethics in practice.

ARNNL Competencies in the Context of Entry-Level RN Practice in NL (2007-2010)

Professional Responsibility and Accountability

2. Recognizes limitations of practice and seeks assistance as necessary.

8. Exercises professional judgment when using agency policies and procedures, or when practising
in the absence of agency policies and procedures.

12.  Demonstrates an understanding of the concept of duty to report unsafe practice in the context of
professional self-regulation.

13.  Protects clients through recognizing and reporting unsafe practices when client or staff safety and
well-being are potentially or actually compromised.

14. Questions are prepared to challenge, and take action as necessary, on questionable orders, deci-
sions or actions made by other health team members.

12
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15.

16.

18.

Questions, recognizes and reports errors (own and others) and takes action to minimize harm aris-
ing from adverse events.

Identifies, reports, and takes action on actual and potential safety risks to clients, themselves or
others.

Integrates quality improvement principles and activities into nursing practice.

Knowledge-Based Practice

24.

30.

52.
59.

62.

72.

73.
74.

Knows how and where to find evidence to support the provision of safe, competent, ethical nurs-
ing care.

Knows how and where to find evidence to ensure personal safety and safety of colleagues in the
workplace.

Anticipates potential staff safety concerns and initiates appropriate action.

Incorporates evidence from research, clinical practice, client preference, staff safety and other
available resources to make decisions about client care.

Recognizes, seeks immediate assistance, and helps others in a rapidly changing condition of clients
that could affect client health or safety, (e.g., in situations of myocardial infarction, surgical com-
plications, acute neurological event, shock, anaphylactic shock, acute respiratory event, cardiopul-
monary arrest, perinatal crisis, premature birth, diabetes crisis, mental health crisis, and trauma).

Consistently applies safety principles evidence-informed practices and appropriate protective de-
vices when providing nursing care to prevent injury to clients, self,, and other colleagues in the
work place.

Implements preventive strategies related to the safe and appropriate use of medication.

Implements other preventive and therapeutic interventions safely (e.g., positioning, managing in-
travenous therapies, drainage tubes, skin and wound care).

Ethical Practice

84.

87.

Identifies effect of own values, beliefs and experiences concerning relationships with clients, and
uses this self-awareness to support culturally safe client care.

Promotes a safe environment for clients, themselves, and other health care workers that addresses
the unique needs of clients within the context of care and uses a culturally safe approach to nurs-
ing care.

Service to the Public

104. Uses established communication protocols within and across health care agencies, and with other

13
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service sectors.

105. Uses safety measures to protect self and colleagues from injury or potentially abusive situations (e.g.,
aggressive clients, appropriate disposal of sharps, lifting devices, low staffing levels, increasing work-
load and acuity of care).

107. Uses health care resources appropriately to ensure a culture of safety (e.g. patient lifting devices, safer
sharps).

Task Force on Adverse Health Events Background Documents Volume I11 Submissions
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Appendix B

Communication Education for Nurses

. “Nurse’s communication skills have been criticized for years, as have the theoretically weak ap-
proaches to communication skills training in nurse education.”
Quoted from: Bowles, N., Mackintosh, C., & Torn, A. (2001). Nurses’ communication skills: an

evaluation of the impact of solution-focused communication training. Journal of Advanced Nurs-
ing, 36(3): 347-354.

. Study of nurses’ attitudes towards truthful communication found that most respondents reported that
they did not feel sufficiently trained in communicating difficult news to patients.
Georgaki ,S., Kaladipopulou, O., Liarmakopoulos, 1., & Mystakidou, K. (2002). Nurses’ attitudes
towards truthful communication with patients with cancer. Cancer Nursing, 25: 436-41.

. “Oncology nurses may find communicating bad news difficult for several reasons. First, nurses may
fear that sharing unfavorable medical information can cause harm such as hopelessness, depression or
a sense of failure. Second, delivering bad news can be uncomfortable because of nurses’ lack of prac-
tice or skill.”

Quoted from Radziewicz, R., Baile, W., Lockhart, L.S., & Oberleitner, M. (2001). Communication
Skills: Breaking bad news in the clinical setting. Oncology Nursing Forum, 28(6): 951-3.

Note: section on opportunities for RNs to deliver bad news in the article — discusses how RNs are in
a position to deliver bad news because of role in care delivery (educator, supporter, advocate).

. “There is little evidence that practical advice and guidance exist for nurses in general and for emer-
gency nurses in particular regarding the issue of medical error recognition, reporting, and resolu-
tion...There is a need for a practiced, standardized approach to medical error reporting that includes
improved teamwork, conflict resolution, and appropriate reporting methodology education that
should be paired with mandatory reporting laws.”

Quoted from: Hohenhaus, S.(2008). Emergency nursing and medical error — a survey of two states.
JEN: Journal of Emergency Nursing, 34(1): 20-25.

e “Efforts to decrease errors in health care are directed at prevention rather than at managing a situation
when a mistake has occurred. Consequently, nurses and other health care providers may not know how
to respond properly and may lack sufficient support to make a healthy recovery from the mental an-
guish and emotional suffering that often accompany making mistakes.”

Quoted from: Crigger NJ, (2004). Always having to say you’re sorry: an ethical response to mak-
ing mistakes in professional practice. Nursing Ethics, 11 (6):568-76
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e Study of ER physicians, RNs and EMTSs using ten case vignettes involving medical errors found that
59% of RNs would disclose the error to patients (compared to 71% of physicians) and that RNs were
more likely to indicate they would report the error to administrator/committee than physicians (68%
vs. 54%).

Hobgood C, Weiner B, Tamayo-Sarver JH, (2006). Medical error identification, disclosure, and re-
porting: do emergency medicine provider groups differ? Academic Emergency Medicine, 13 (4):
443-51

e A study investigating the effects of medical error disclosure training in a simulated setting for pediat-
ric oncology nurses (n=16) found statistically significant increases in nurses' communication self-
efficacy to carry out medical disclosure after training.

Wayman KIl, Yaeger KA, Sharek PJ, Trotter S, Wise L, Flora JA, Halamek LP. (2007). Simulation-
based medical error disclosure training for pediatric healthcare professionals. Journal for Healthcare
Quality 29 (4):12-19.
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Appendix C

ARNNL Process: Supporting RNs to Identify and Address Client Safety Concerns.

RNs have a professional and ethical obligation to identify potential and actual issues of patient safety and to
respond appropriately. These responsibilities are articulated in the document Professional Duty to address
unsafe and unethical situations (ARNNL, 2007).

The primary responsibility of all RNs is to maximize client safety but to do so in a professional and efficient
manner. The nurse is therefore directed to internally report any identified actual or potential issues of client
safety up the line of authority within his/her organization. If the response is not reasonably efficient or the
issue is of dire consequence, the nurse is further instructed on how to proceed. The nurse has the option to
involve any and all applicable health professional regulatory bodies. ARNNL will confidentially advise any
RN needing assistance with this process up to and including reporting to senior management. If necessary
ARNNL will also support the nurse to bring his/her concern to an external body.

There may be a moral obligation to whistleblow if the following obligations are met:

° One reported up through the hierarchy as described.

° The harm or potential harm must be very serious: the more serious the harm the more serious the ob-
ligation.

° The employee must have a good reason to believe that the act of whistleblowing will significantly
increase the probability of the desired change (CNA, 1999).
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Ha: The Task Force on Adverse Health Eventa, Call for Submiasions

The Canadian Institute for Health information (CIHIF s ene o Canada’s prentier sources of
accurate. vimely end comparable health information. CIHI offers an array of dalabases,
registries and praducts, including standards, publkcations and analytic reporis, which
provice fuatity inlormalon to inferm sys18m impreyements and fo impact the quality and
safety of health services provided to Canadians. This document outlines CIHI's patient
safety rescurces which may be of relevance to the Gavemment al Mewfoundland  and
Labradar's Adwerse Health Everd Manaopement Framewgrk.

Canadian Medication Incident Reporting and Prevention Systam

CIHL has collaborated with the Canadian Patient Saiety instituie {CPS1, the Institute tor
Safe Medication Practices Canada (ISMP Canadal, Health Canada and plher stekehalders 10
wetablish the Canadian Medication Ingident Beporting and Peevention Systern 1CMIRPS).
Withun thie eollanoratian, CIHIs role has focused on the develaproent of a Haspital Based
Reparting Systenn for the CMIRRS program. This is 3 free. pan-Canadian valuntary and
anonymaus incident roporting system, which hospitals will use to submit medication
incident dalp for the purposes ot 14 learning from breakdowns that occur in the
medication-use system within facilites; and 2) supporting risk mMmanajement and quality
improsernent activities at \he lacal level

The CIHI Haspita! Based Reparting System includes & secura and coanlidential dara entry
tool, a guery and analylical toel and a non-identitying communication tool, The reporting
gystern has beon designed to minimize the Burden of data collegten while rmaxinnizing itx
poicntial through standardized reports and toolz, Theze toals will offer parucpating
proanizations an improved ability to sutimit medicatlion ircident datz and te conduct lecal
analyses, shus providing a stronger basis fer decisian-making and a braader capacgity for
kiowledge shanng. Paricipating arganizations will have access to their awn data az wall
as pan-Canadian de-dentified incident data, CLHI supports thie Hospital-Based Aeporting

147 Walar Bo-ear, Susn 70 51 kelers, Mierteineiard ard Labeaks R10 ESS Provi: poa-5T6-7506 o YOELEVRSOGCE
160, rus Weter, Furzaa 700, 51 Juber's (Tern-ooee of-Lalvndy) B0 SHE Tel, 7345757008 Tueles. F0O.E7E 3SR
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Systern with oducation and giient suppart  prodoet/services, incleding & Bescurce
Manial/Usar Guide, Standard Dperating Procedares, and wssociated e-Learning Toals.

A Faur-moenih naticnal pilot test of the CIHI Haspital-Based Reparting System s schodoled
ta Legin in autumn 2008 It is anticipated that *he reperting gystern will be ready for a
phased in naticnal implementatian n 2009,

Safer Healthcara Now!

CIHI is a parlicipans organizaton ot the pan-Canadian Safer Healthcare Mow {SHM!)
carmpaign, This is a collaberative offort aimed at achieving mcaserable reductions in
awaidable maotidity and mortality. In addidian te supparting the campaign's geals and its
measuremant  strategy, CIHI's Discharge Abstract  Datlabasc {DADE records  acute
myocardial nfaretion 4ABI measures for the campaign’s data callectian. CHHl has
developed draft data collection guidelines lor & prejoct fie'd an the DAD, which allows
hospitals to enter the additional AMI data i a congislent manner.

Hospital Standardized Mortality Ratio

CIHI has led the effort in catculating the Hesonal Swndardized Martality Fatio [1ISMAI far
Canada, The HSMR 1= an rmporant ey measare that can help support effors 1o imprava
patient safury and quality of care o Canadian hospitals. The HSMRA campares the actual
number of deaths in a haspital with the average Caradian experience, after adjusting far
ceveral [aciors that may alfect im-hospital maortatity rates, such as the age, sex, diagnoses
ard admiszion stalus of patients. The catio provides @ staring poiot To assoss nortality
ratas and identity Aareas for improvement, which may help o reduce hosgital deaths from

adverge ayvants.

Publications & Reports
To date, CIHI has produced several reporis addressing pauent safety:

T The Camadion Adverse Evenis Study: the ingidence af adverse cvends n haspaal
patieats in Canade. G, Ross Baker, Pater G. Norton et al. Canadian  Medical
Assaciation Journal & bay 26, 200d; 170 011)

CIHIL, along sh the Canadian Institnies for Heslth Research (CIR), jointly lunded
the fiest national stody of patient satety in Conadian hogpitals.
o Moalth Care i Cansda, 2004, Ottava, Dnt.c CHIL, 2004,

The first part of Health Care in Canuda 2004 15 devated 1o safe care, 1T includes
information on what safe care is, as well as both what g knowen and unkngewn
abaul patient salety in Canada and worldwide.

Y Patient Safery i Cansds, an Updete. Ollawed, Ont,r CIHIL, T007.

This reporr measuras thie risk of a wide range of adverse evants in Ganadian nealth
care delivery, including rmaedicaticn eregss, in-hospital hip fractores, and traumas
sustained duoring the birthing process. Focusing on resulls from recent sofveys, as



well as sewveral patient satety indicators, this C1H analysiz builds gn CIHI's report
Health Care in Canada 2004,

TOHEMA: A Mew Approach for Measining Hespital Mortality Trends in Canada. Ollawa,
Ot CIHIL 2007,

This rs 1he liest report 10 Canada on the hospital standardized maortality ratio
HSRAA). It includes the firse publicly avsilable HEME trends owver three fiseal years
12094 0% o 2006 O7).

Rasident Safety: Character=iics Assaniated With Falfing in Onizeia Compiex Caniinging
Care. Citawa, Ont.: GIHI, 2007,

Thiz report identifies charaateristicz Assaciated with a continuing care resident™s nsk
of falling in a facility.

Medication Ingident Reporting angd Freventian Svstems Environmentsl Scgn. Ottawa,
Ones CHI, 2007

This docurmen: highlights relevant rescarch and nformatian managernent activitres,
as well a5 prograss achieved ta date related ko medigation incident reporting and
prevantion, bolh paticaally and inrernatoonally,

Heallh Indicators Repart

The Health Indicatars Beport aims to sepport regional health  authorities in
mondasing the health of their populatian and the fonctianing of ther Iocal health
systam through gquality caomparative intormation. The rate g} in-hospital hip fractures
for seniors v one of the patient safery indicators at tho regional, provincal?
territarial and aational levels reported annrally n s report.

Haospital Report: Acute Care

The Ho=pital Report series is a jaint inihative al the Ontarlo Hospital Asseciatwon and
the Government of Ontario, Patient safety rmdicators prescowcd in this repart inglede
redicators on nurse-sensitive adverse avants [conditions captured in this indicatar
are widely considered to be sensitive 1o nursing care] as well 35 adverse ovents far
labrowr and delivery, documentation and reconciliation of patient medicatians and
reports on the adaoption of patient satety policies and practices 1Patient Safety
Reporting and Analysis, Promoting a Patent Safoety Cullure and Hand Hygiene
Fracticus Indicatar. |

additicnal inlormation or more detailed statistics, you may contact CIHI Tar a cusiom data
request, All data requests are subject 1o CHI'S prancples and paksies Ta- the crotection of
Beatth s fasmation.
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Through measurcrment strategies, data analysis and reparting, ;IHI i% I:Dmmit.ted i
producing high quality infaematoe 10 3555t decision makers and pelicy developers in thar
eilorts to imprave the guality and safety of healh services. 14 CIHI can he ol further
ssuslonce to the Task Force, please contast us at the intormaton belaw.

Yosrs ruly.
:___:ai_--f ™,

taphen O Reilly
Execubive Director
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The Camapuy L' AsSocaariol

Menical CANADERNE
PROTECTIVE DE FROTECTION
ASSOLUTION  MEDIEACE June 10, 2008

Via Mail & Email: ahe@gov.nl.co

The Office of Task Force on Adverse Health Events
P.O. Box 8700

Confederation Building

5t. John's NL A1B 416

Dear Task Force Members:
Re: Adverse Health Events

At the outset, | would like to thank you for the opportunity to participate in the recently held
Provincial Forum on Health Adverse Events. In response to the invitation extended to me at the
Forum and the Task Force on Adverse Health Events ("Task Force") public call for submissions, |
am pleased to provide comments on behalf of the Canadian Medical Protective Association
("CMPA") with respect to how adverse events are managed within the health system.

As you may be aware, the CMPA is a not-for-profit mutual defence organization operated by
physicians for physicians. It is the principal provider of medical-legal assistance to Canadian
physicians, including those who practise in Newfoundland and Labrador. In addition to
providing legal representation to its members, the CMPA also provides broader advisory
services to its members on a magnitude of medical-legal issues including risk management,
quality assurance, research and education. Informing physicians about their legal and ethical
obligations with respect to the disclosure of adverse events is an important element of the
CMPA's advisory services to its members.

While the CMPA is not in a position to specifically comment upon the questions posed by the
Task Force in relation to how the health and community services system in Newfoundland and
Labrador should appropriately address the management of adverse events, the CMPA is
pleased to provide general comments regarding the disclosure of adverse events, particularly as
this relates to quality assurance programs.

CMPA’s Position on the Disclosure of Adverse Events F

The CMPA has historically advised its physician members about the significance of disclosing
adverse events to their patients. Most recently, the CMPA had the opportunity to be actively
involved in the development of the Canadian Patient Safety Institute Canadian Disclosure
Guidelines ("CPSI Guidelines"). The CMPA subsequently published a Toolkit for its members to
assist them with meeting their patients’ clinical, information and emotional needs following an
adverse event. Many of the principles discussed in the CMPA's Toolkit align with those set out
in the CPSI Guidelines. Moreover, the suggestions contained in the Toolkit are consistent with

Mailing Address: RO, Box 8225, Station T, Ottawa ON K16 347 Adresse postals : CP 8225, Succursale T Ottawa ON K16 3H7

Strest Address! 875 Carding Ave.. Ofiawa ON K15 &P Adresse civigue ; B75, av. Carling, Ottawa OH K15 571
Elephong: 613 725-2000, 1 800 267-6522 Tédtdphone © 813 725-2000, 1 800 267-6522
Facsimife; 1 BTV 763-1300 Bhsite: WWW.CMpa-2cpm.ci Teloopiayr - 1 877 7631300 Site Wab | wew.cmpa-acpm.ca
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the College of Physicians and Surgeons of Newfoundland and Labrador's policy entitled
"Disclosure of an Adverse Outcome".

It is uncertain whether the Task Force intends to recommend the publication of a provincial
wide policy with respect to the management of adverse events. To the extent that a policy is
developed in this regard, the CMPA submits that such a policy should be in accord with the CPSI
Guidelines.

Distinction Between Disclosure and Reporting of Adverse Events

The CMPA is of the view that disclosing adverse events to patients and reporting such events to
third parties (i.e. quality assurance committees) are separate and distinct processes. While the
disclosure of adverse events to patients is an integral part of individual patient care, the
reporting of adverse events to quality assurance committees is generally part of a much
broader initiative aimed at identifying and addressing systemic problems. The ultimate goal of
quality assurance activities is to critically review adverse events and to evaluate the
effectiveness of the institution’s practices and procedures in order to improve patient safety
overall. The distinction between disclosing adverse events to patients and reporting adverse
events to third parties is schematically depicted at page 23 of the attached 2005 CMPA
publication entitled, "Medical Liability Practices in Canada: Towards the right balance". | would
also direct the Task Force to pages 10 and 11 of this CMPA publication for a more fulsome
discussion about the different responses that typically flow from an adverse event.

It is generally accepted that in order for quality assurance programs to be successful and
effective, physicians and other participants must have satisfactory assurances that the
reporting and subsequent investigation of such information will not be used or disclosed
outside of the quality assurance process (either to patients or to other hospital departments or
committees), If physicians and other health care providers are not confident that quality
assurance information and documentation will be protected, they may be reticent or even
unwilling to participate in the process.

The public policy objective of encouraging health care practitioners to participate in quality
assurance processes is reflected in legislation that protects quality assurance records from
being disclosed in legal proceedings. Such legislation has now been enacted in all Canadian
jurisdictions. In Newfoundland and Labrador, quality assurance and peer review records are
currently protected from disclosure in a legal proceeding pursuant to subsection 8.1(3) of the
Evidence Act.
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To ensure that the legislative protection of the Evidence Act may be invoked over quality
assurance records, it is imperative that Newfoundland and Labrador's regional health care
authorities and its hospitals conduct their quality assurance processes under the auspices of
properly constituted quality assurance or peer review committees. Although the Evidence Act
does not define "quality assurance committee" or "peer review committee", such committees
likely need to be struck pursuant to the bylaws of the regional health care authority or the
hospital and should have established terms of reference and written policies in order to be
considered valid quality assurance and peer review committees for the purpose of the Evidence
Act. Otherwise, as was recently found by the Court in Eastern Regional Integrated Health
Authority v. Commission of Inquiry, quality assurance records will not benefit from the
protection provided in subsection 8.1(3) of the Evidence Act and may be vulnerable to
disclosure in subsequent legal proceedings.

The CMPA recognizes that in an individual case it is natural that there may be a desire to
provide a patient who has suffered an adverse outcome with as much information relating to
the event as possible. However, in many cases the disclosure of quality assurance or peer
review records will not necessarily assist the patient and could seriously undermine the
laudable societal objectives of quality assurance activities. For this reason, the CMPA is of the
view that only additional facts that are learned during the course of a quality assurance
investigation should be subsequently disclosed to the patient. Moreover, participants in quality
assurance activities should be advised of the importance of maintaining confidentiality over any
information or documents provided to or generated by the quality assurance or peer review
committee and should be discouraged from sharing these records with persons outside the
committee.

It is also crucial that regional health care authorities and its hospitals are clear in understanding
and maintaining the distinction between quality assurance processes and the investigation of
particular incidents or adverse events for other purposes (e.g. investigations of particular cases
following patient complaints, investigations by other hospital committees, etc.). Institutions
that confuse these processes may struggle with the desire to disclose to patients some of the
information uncovered by a "quality assurance committee”, while also seeking to maintain
quality assurance protection for other information uncovered by the same committee.

The CMPA submits that any guidelines, policies, etc. that might be developed based on the Task
Force's recommendations, should clearly distinguish between adverse event disclosure to
patients and adverse event reporting to quality assurance committees. This is important so that
physicians and other health care practitioners, who may be required to comply with these
policies, fully understand their specific purpose and potential implications. It is also crucial that

! 2008 NLTD 214.
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physicians and other health care practitioners are aware of their obligations (i.e. what they
must disclose and to whom).

Reporting Adverse Health Events to Government

At one of the workshops that | attended during the Forum, it was suggested by some
individuals that there should be a mandatory requirement to report "critical incidents" to the
government. To date, we are aware that only the provinces of Saskatchewan, Manitoba and
Québec have enacted legislation that requires the reporting of "critical incidents" (referred to in
Québec as "incidents" and "accidents") to government authorities.

In the event that the Task Force does propose the implementation of a mandatory reporting
requirement to government for critical incidents, it will be essential that any requirement
clearly specify the types of critical incidents that must be reported, as well as the persons who
are responsible for reporting these critical incidents to the government. The CMPA submits
that any reporting obligations in this regard should fall upon the regional health authorities and
its hospitals, rather than on individual physicians. Imposing a direct responsibility on physicians
to report critical incidents to the government would place physicians in the tenuous position of
having to breach patient confidentiality. It is significant that the legislation enacted in
Manitoba, Saskatchewan and Québec recognizes that such a reporting obligation should not lie
with physicians or any other health care professionals.

Conclusion

On behalf of the CMPA, thank you for the opportunity to participate in the Task Force's
consultation with respect to the management of adverse health events within Newfoundland
and Labrador's health system. While the CMPA has not specifically addressed each of the
questions asked by the Task Force, we trust that the comments provided herein will be helpful
for the purpose of creating a system that encourages physicians and other health care
providers to participate in the disclosure, reporting and investigation of adverse events.

Respectfull',r submitted,

Jnhgﬁrav. MD, CCFP, FCFP
Executive Director/Chief Executive Officer
JEG/Ig

* Regional Health Services Act, s. 58(2) and 58(3) (Saskatchewan); The Regional Health Authorities Act, 5. 53.3(1)
and 53,3(2) (Manitoba); dcf Respecting Health and Secial Services, 5.233.1 (Québec),
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Enclosure: CMPA Publication —
Tewards the Right Balance, 2005

G Dr William 5. Tucker, President
Dr Michael Cohen, Councillor
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b MepicaL CANADIENNE
PROTECTIVE DE PROTECTION

ASSOCIATION MEDICALE

Medical liability practices in Canada:

Towards

right balance

A report prepared by

The Canadian Medical Protective Association

August 2005

Of interest to:

Advocates of the patient safety movement,
who are working towards clearly defined
relationships and information reporting protocols
that satisfy both patient safety and accountability
requirements;

Governments, whose mandate is to ensure that
appropriate resources are applied to the delivery of
health care services, including the maintenance of a
sustainable medical liability system;

Patients, who are interested in seeing the number of
adverse events reduced and, should such events
occur, in ensuring appropriate compensation and
accountability frameworks are in place and that
measures are enacted to ensure those same events
do not re-occur in the future; and

Physicians and other health care professionals,
for whom the maintenance of a robust medical
liability system is an important contributor to their
ability to deliver care and to ensuring their right
to due process.
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35



Task Force on Adverse Health Events Background Documents Volume I11 Submissions

36

THE CANADIAN MEDICAL PROTECTIVE ASSOCIATION

TABLE OF CONTENTS

o W 0O N &~ W

-

11
12

13
13
13
14
15
15
18
19
19

21
23
23
24

26
28
30
32

33
33
35
36
37
38

INTRODUCTION
EXECUTIVE SUMMARY
BACKGROUND

Report aim

Building on previous research

RESPONDING TO ADVERSE MEDICAL OUTCOMES: THE RELATIONSHIP BETWEEN PATIENT SAFETY,
PHYSICIAN ACCOUNTABILITY AND PATIENT COMPENSATION

The medical liability system

Competing imperatives and information disclosure
THE INTERNATIONAL MEDICAL LIABILITY ENVIRONMENT

LESSONS FROM THE INTERNATIONAL ENVIRONMENT
A systems approach
No “plug and play” solution

No pure “no fault” system

CoMPARING CANADA TO OTHER MODELS
Findings
Summary

ACHIEVABLE IMPROVEMENTS

Opportunities for positive change
CONCLUSION
APPENDICES
Appendix 1 — The Canadian medical liability system

Appendix 2 — International case studies
United Kingdom: Public run litigation
France: A system with many elements
New Zealand: Accident compensation program
Sweden: Comprehensive no-blame

United States: A system in crisis

Appendix 3 — Alternative scenario models
Observations: Alternative medical malpractice programs in Canada
A comprehensive no fault compensation system
A combination of tort and no fault
Government indemnification with tort-based filter

Segregated compensation system for compromised infants



MEDICAL LIABILITY PRACTICES IN CANADA:
TOWARDS THE RIGHT BALANCE

As/e any number of physicians what they hope and strive for when they treat a
patient, and they will no doubt profess a profound desire for a positive or
optimistic outcome and, at worst, that nothing will go wrong. This is the

nature of medicine: “Cure sometimes, care always, but first, do no harm.”

In an ideal world, no patients would suffer any harm from adverse events.

But the unfortunate reality is, from time to time, patients do suffer adversely from
medical treatment, often because of a conjunction of circumstances, events and
decisions that, individually, might not have resulted in a problem at all.

In an ideal world, the harm patients experience from an adverse event would
never be the result of a physician's negligent breach of the duty of care.
Unfortunately, however rare, negligence does sometimes occur.

In an attainable ideal and balanced reality,
» patients would feel safer because adverse events would be minimized,

b patients suffering harm from an adverse event caused by negligence would be
compensated quickly, appropriately and equitably,

» physicians' rights to due process would be respected,

» in the event physicians made an error, they would be held appropriately
accountable, and

» the medical liability system would be both affordable and sustainable.

The CMPA is continuously striving to support the balanced achievement of
these ideals.

Canadian Medical Protective Association
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EXECUTIVE SUMMARY

One of the necessary components of an effective health care system is well-designed,
functional medical liability protection that assures both health care professionals and
their patients that their interests and access to due process will be protected. In the
event of adverse health care outcomes resulting from practitioner negligence, it
enables injured patients to receive appropriate compensation.

As the primary provider of medical liability protection to Canadian physicians, the CMPA
believes that it is well positioned to contribute to discussions on improving the current
Canadian system. CMPA's views are guided by five fundamental goals:

REDUCTION IN ADVERSE EVENTS
Improve the safety of patients and minimize the number of adverse events through risk
management and education.

COMPENSATION
Ensure patients suffering harm as a result of physician negligence are compensated
quickly, appropriately and equitably.

DUE PROCESS
Ensure physicians' rights to due process are respected and their integrity protected.

ACCOUNTABILITY
Recognize physicians' accountabilities.

AFFORDABILITY
Maintain a cost effective medical liability system in the context of available
health care resources.

Striking a reasonable balance among these five goals is a key to ensuring both continued
strength in Canada's medical liability system and improved patient safety.

LESSONS FROM CASE STUDY REVIEW

Different international jurisdictions use different medical liability models to meet their own
specific national requirements. Based on a review completed, at CMPA's request, by Secor
Consulting, the following lessons can be drawn from this international case study review:

» Medical liability forms one part of a complex health care delivery system and has
multiple, interrelated components including the number of practising physicians, health
care facilities, technology, patient compensation mechanisms, overall health care costs
and other elements. Changes to one element of the system inevitably impact on other
elements, suggesting a progressive but evolutionary approach to change.

» Medical liability models must be aligned with the prevailing health, social, legal and
cultural environments. Accordingly, there are “no plug and play” solutions that are easily
transportable from one jurisdiction to another.

» Notwithstanding the common use of the term “no fault” there are no examples of pure
no fault general medical liability systems as each of the international cases reviewed
involved some element of fault determination.



FOUR MODELS

Four alternative models were applied to the Canadian context to determine if they
offered advantages over the existing tort-based compensation model currently in
use. The four models were:

No Faur
A no fault model based largely on the New Zealand experience.

ComBINATION FAuLT/No FauLt
Based in part on the Prichard Commission recommendations, a model providing
access to both tort and no fault for significant avoidable adverse events.

SEVERELY COMPROMISED INFANT PROGRAM
Segregated dealings for severely neurologically impaired children, based in part
on the impaired infant programs in Florida and Virginia.

LITIGATION AUTHORITY
Government sponsored indemnification of medical injuries, similar to the UK's
National Health Service Litigation Authority (NHSLA).

When viewed against the five fundamental goals outlined above, each of these
alternatives was found to be less satisfactory than the current model, in the
Canadian context. In particular, these alternatives would cost more, thereby
drawing resources away from direct patient care or from improving risk
management and patient safety. Options that might appear to address one
demand (such as the desire for increased access to compensation) result in
negative impacts in other areas (such as greatly increased costs). Similarly, options
that seek to improve patient compensation have unintended consequences and
raise new challenges in other areas (such as patient safety and physician
accountability). In addition, the effective portability of these models from one
country or operating environment to another is questionable. Simply put, the
results re-affirmed the view that the current model remains the most reasonable
approach within the Canadian context.

ACHIEVABLE INITIATIVES

While the current medical liability system may be the best available solution, there
are a number of achievable initiatives for improving it; these initiatives fall into four
main categories:

» Addressing information reporting and improving processes to enhance patient
safety efforts;

» Reducing transaction costs without negatively impacting patient compensation;
» Enhancing the judicial processes; and
» Further exploring a segregated compensation system for compromised infants.

Patient safety, physician accountability and patient compensation have competing
information reporting imperatives. These competing imperatives should be
addressed to encourage full and protected reporting for patient safety purposes
while, at the same time, providing for legally prescribed reporting where
accountability will be determined (in effect creating an information “firewall”).
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COMMON SENSE REFORMS

Within the realm of the current tort-based patient compensation system, common
sense reforms are achievable in the near term that protect the interests of all
parties yet reduce the non value-added transaction costs that do not compensate
injured patients but draw valuable resources away from other health care
demands. Action on these pressing and sensible changes (such as the use of
structured settlements and the elimination of the practice of subrogation) need not
wait for wider system improvements and could make a tangible difference in the
short term.

In a resource-constrained environment, the sensible approach would be to refine
the existing medical liability system while focusing effort and resources on patient
safety and risk management. Only a reduction in the probability of adverse medical
events within the health care system will ultimately lead to decreased system costs
and improved patient outcomes.



BACKGROUND

Quality health care is highly valued by Canadians and is widely considered to
be an essential element of the Canadian way of life. However, increasing costs,
shortages of health care professionals and long wait times for care are
jeopardizing the effectiveness of the health care system. An effective health
care delivery system is comprised of a number of interrelated components
(facilities, skilled personnel, technology, medical knowledge, etc), each of
which must operate in unison with the others.

One of the necessary components of an effective health care system is well-
designed, functional medical liability protection that assures both health care
professionals and their patients that their interests and right to due process will be
protected. It also ensures injured patients receive appropriate compensation, in the
event of adverse health care outcomes resulting from practitioner negligence. It is
a necessary system component that engenders public trust.

Effective medical liability protection also complements an accountability framework
that requires health care professionals to provide care to a commonly accepted
standard.

Different medical liability protection models have been applied in jurisdictions
across the globe — with varying degrees of success. In some jurisdictions, medical
liability protection arrangements are in, or are nearing, states of crisis, threatening
the effectiveness of the health care system.

As identified in research commissioned by the CMPA, other countries often view
the Canadian medical liability protection model as being an optimal approach.
Grounded in a tort-based compensation system, the Canadian system seeks to
provide appropriate compensation to patients injured by physician negligence
while protecting physicians' right to due process through a defined accountability
framework. In Canada, the majority of physicians receive protection through the
Canadian Medical Protective Association (CMPA), a mutual defence organization.
Other health care professionals and hospitals access liability protection through a
variety of arrangements.

While the Canadian model appears fundamentally sound, medical liability costs
have been escalating, drawing on resources that might otherwise be available for
health care delivery'. This reinforces the need to move forward with achievable
initiatives that further improve the existing medical liability system.

Canadian Medical Protective Association

1 Based on data from the past six years, the CMPA estimates that the cost of the current Canadian physician liability system
(including indemnities, legal and administrative costs) to be approximately $225 million per year. In a study published in Health
Affairs, the average annual real growth in total malpractice claims in Canada during the 1998-2001 period was 20% (almost
4 times higher than in the United States). See Anderson G.F., Hussey P.S., Frogner B.K., Waters H.R., "Health Care Spending in the
United States and the Rest of the Industrialized World" Health Affairs, Vol 24, Number 4, pp 903-914, July-August 2005.
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REPORT AIM

This report seeks to facilitate constructive discussion of both alternative patient
compensation models and improvements to the existing tort-based system. These
discussions will be positioned within a context that recognizes the complex
relationship between patient safety, physician accountability and patient
compensation. This report will examine the relevant issues by:

» Outlining the relationships between patient safety, physician accountability and
patient compensation;

» Reviewing medical liability protection in a number of international jurisdictions,
highlighting elements that might be relevant to Canada;

» Examining alternative models within a Canadian context; and

» Highlighting achievable changes that would have an immediate and positive
impact on the current Canadian medical liability system.

As the primary provider of medical liability protection to Canadian physicians, the
CMPA believes that it is well positioned to contribute to these discussions. Its views
on the overall medical liability system are guided by five fundamental goals:

REDUCTION IN ADVERSE EVENTS
Improve the safety of patients and minimize the number of adverse events
through risk management and education.

COMPENSATION
Ensure patients suffering harm as a result of physician negligence are
compensated quickly, appropriately and equitably.

DUE PROCESS
Ensure physicians' rights to due process are respected and their integrity
protected.

ACCOUNTABILITY
Recognize physicians' accountabilities.

AFFORDABILITY
Maintain a cost effective medical liability system in the context of available
health care resources.

Striking a reasonable balance among these five goals is key to ensuring both
continued strength in Canada's medical liability system and improved
patient safety.



BUILDING ON PREVIOUS RESEARCH

This paper builds on the results of a comprehensive survey of medical liability
systems in other jurisdictions completed, at CMPA's behest, by Secor Consulting.
It also incorporates many of the findings of previous studies, including:

PRICHARD REPORT ON MEDICAL LIABILITY IN CANADA: The Prichard Report, commissioned
by Canada's deputy health ministers in 1990, reviewed medical liability systems,
literature and legal precedent, Canadian malpractice claims trends, and Canadian
stakeholder opinion. One of its recommendations was the institution of a no fault
based system, built in part on the notion of compensable 'avoidable medical
events.' No fault was to be a central component of the scheme, with access to tort
retained as an alternative. The Prichard proposals were not adopted.

DugiN REPORT: In 1997 and in response to increases in medical liability
damages/legal costs, the CMPA commissioned the Honourable Mr. Charles Dubin
to examine the Canadian medical liability system. The Dubin Report found the
existing approach to medical liability to be soundly based and it recommended
against broad no fault initiatives. It did suggest exploration of limited designated
compensable event approaches, such as those undertaken elsewhere for
compromised infants.

THE CANADIAN ADVERSE EVENTS STUDY (BY G. RoSs BAKER, PETER G. NORTON ET AL): This
report was the first Canadian study to provide a national estimate of the incidence
of adverse events in patients admitted to Canadian acute care hospitals’. The
overall incidence rate of adverse events was estimated to be 7.5%; the report
estimated that, of the almost 2.5 million annual hospital admissions in Canada
similar to the type studied, about 185,000 were associated with an adverse event
and close to 70,000 of these were potentially preventable.

2 The results of the study were reported in the May 25, 2004 edition of the Canadian Medical Association
Journal (CMAJ). This study built on a previous study of leading patient safety practices in Canada by
G. Ross Baker and Peter G. Norton (Patient Safety and Healthcare Error in the Canadian Healthcare
System).
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APPENDIX 1
PAGE 23

10

RESPONDING TO ADVERSE MEDICAL OUTCOMES:
THE RELATIONSHIP BETWEEN PATIENT SAFETY, PHYSICIAN
ACCOUNTABILITY AND PATIENT COMPENSATION

The initiating event within a medical liability system is an adverse medical
outcome that may be either avoidable or unavoidable. Avoidable outcomes
may result from a number of factors, including but not limited to system error
or individual negligence.

THE MEDICAL LIABILITY SYSTEM

As depicted in the schematic below, three response elements potentially flow from
an adverse event: patient safety, physician accountability and patient
compensation. Appendix 1 provides a more detailed depiction of these responses.

Professional
accountability for
error

Adverse Patient
event safety

Compensation to
patients injured
through negligence

PATIENT SAFETY: Patients want the safest health care system possible while physicians
want to protect their patients from harm. Although the medical community cannot
expect to ever completely eliminate the occurrence of adverse events, it
continuously strives to identify and reduce the probability of adverse medical events
through education and risk management. The primary aim of patient safety is to
prevent adverse events from occurring and, accordingly, patient safety efforts seek
to learn from both adverse events and “near misses” in order to identify their
causes. This information should lead to changed procedures and system
improvement that reduce the number of adverse events and enhance patient safety.
Inherent in this approach is the full and protected reporting of all information
relevant to the adverse event, regardless of whether it is avoidable or unavoidable
or whether the system or one or more individuals may have been at fault.



PATIENT COMPENSATION: This response seeks to compensate the injured patient in a
manner that is appropriate and equitable, given both the extent of the injuries and
the circumstances involved. As with professional accountability, the tort-based
approach to patient compensation is founded upon legally prescribed reporting
and the accordance of due process to all involved parties.

PROFESSIONAL ACCOUNTABILITY: The sound practice of medicine, along with natural
justice imperatives, requires health care professionals (including physicians) to be
accountable for their actions. This imperative is a common requirement of self-
regulating professions and is a necessary element in ensuring public confidence in
the quality of care provided. For physicians, such accountability may take the form
of licensing sanctions, accreditation issues, the withdrawal of practice privileges or
other inquiries (such as coroner's inquests and human rights investigations). This
accountability pillar entails due process, legally prescribed reporting of information
and assessment of an individual's actions against an established standard of care
— it is necessarily a fault-finding activity.

A system that does not effectively address each of these three responses is unlikely
to engender public confidence or warrant public support. This creates a challenge
for decision-makers who must, as described below, seek to achieve a workable
balance between competing imperatives.

COMPETING IMPERATIVES AND INFORMATION REPORTING

Each of the three responses to an
adverse medical outcome has a
distinct goal: reducing the outcomes is dependent on consistent
number of adverse outcomes,
compensating for injuries caused
by negligence or holding a information reporting

practitioner to account for error.

While these three responses can

and do operate largely in harmony, the imperatives underlying the reporting and
use of information can be competing:

Reducing the probability of adverse

rule sets that encourage full, protected,

» Patient safety requires full and protected reporting not only of the outcome
itself but also of all actions taken prior to and after the adverse event.

» Physician accountability and tort-based compensation are based on due process
and legally prescribed reporting.

These challenges impact on key tenets of the existing Canadian medical and legal
environments and the competing imperatives of the three responses to an adverse
event must be considered in any examination of medical liability.

11
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THE INTERNATIONAL MEDICAL
LIABILITY ENVIRONMENT

The current state of medical malpractice protection is of serious concern to
many governments, patients, medical organizations and physicians around the
world. The CMPA commissioned Secor Consulting to examine representative
medical liability models in the United Kingdom, France, New Zealand, Sweden,
and the United States. Appendix 2 provides a country-by-country description,
of which the following is a synopsis:

THe Unitep Kinepbom: A tort-based, government-sponsored indemnity program run
in parallel with a private system. National Health Service (NHS) Trusts manage
public hospitals and clinics and the NHS Litigation Authority (NHSLA) is responsible
for insuring all work done in the Trusts. Three medical defence societies® provide
medico-legal protection and advice to physicians in private practice. While this
system appears to be working effectively, costs are on the rise.

FRANCE: A system in flux, with elements of no fault, fault, public and private health
care. A fault system exists for injured patients when the physician is unable to
demonstrate that the injury was not caused by his/her actions. Injured parties have
access to civil, criminal, administrative and professional tribunals. A no fault system
is in place for injuries resulting in invalidity of at least 25% when no fault is
declared. L'Office National d'Indemnisation des Accidents Médicaux (I'ONIAM) is
responsible for no fault payments.

NEw ZeaLAND: A restricted version of no fault that includes more than medical
injury. Unless the medical injury is a rare complication, the injured party must
establish fault in order to receive indemnification. Should a physician be found to
be at fault, he or she is then open to professional, financial and legal sanctions
(separate from patient compensation). A recently proposed change seeks to
separate the patient compensation deliberations from the accountability process.

SWEDEN: A top-up 'no-blame' system built on a foundation of a particularly
comprehensive social welfare program. To warrant compensation, the adverse
outcome must have been “unintended and avoidable, “with the test being whether
an experienced doctor would have achieved a different result. This model has been
replicated in Finland, Denmark and Norway.

THE UNiTep STaTes: A commercial liability insurance model in crisis. Multiple factors
are contributing to a crisis situation in which medical liability costs have increased
dramatically. These costs contribute to spiralling health care costs* and may be
negatively impacting the supply of physicians, particularly in high-risk specialties.

3 The Medical Protection Society (MPS), the Medical Defence Union (MDU) and the Medical and Dental Defence Union of
Scotland (MDDUS).

4 From 1994 to 2001, the median medical liability increased 176%, with awards jumping 43% within one single year,
rising from $700,000 in 1999 to $1M in 2001. With these increases, the US Health and Human Services has estimated
that medical liability costs add $60-$108B to the total cost of health care each year.



LESSONS FROM THE
INTERNATIONAL ENVIRONMENT

A SYSTEMS APPROACH

Health care is a complex system and adjusting one element of the system will
inevitably lead to changes in the others. Medical liability protection does not exist
in a vacuum but is inextricably linked with physician supply, overall health care
costs and other elements of the health care delivery mechanism.

The French experience appears to highlight the dangers of proceeding without a
full understanding of the system-wide implications of change. In this case, the
uncertainty created by significant change has reduced the availability of specialist
physician care. Within the American context, escalating liability protection costs are
impacting the supply of specialist physicians and contributing to such undesirable
and costly practices as defensive medicine. In the UK, the absence of a strong
patient safety initiative may be contributing to rising costs.

These experiences suggest that changes should be well-considered not only from
the perspective of the direct impact on liability protection but also in terms of
secondary or tertiary impact on other elements of the system. In all but the most
pressing circumstances, this implies a progressive but evolutionary approach to
system change.

No “PLUG AND PLAY"” SOLUTION

While the international review highlights certain practices that should be avoided,
it does not identify a single best practice model to be transported or 'plugged in'
to Canada. To be successful in Canada, a medical liability system must fit into our
health, social, legal and cultural environment.

As an example, the Swedish model appears to work well within that jurisdiction as
it forms one element of an extensive social welfare safety net. The Swedish model
cannot however be viewed in isolation from that wider context and there could be
significant consequences of assuming that one model is easily transportable to
another jurisdiction.

It follows that an appropriate response is to examine elements of other models
from a perspective of how they might work within the Canadian context. This
entails an approach that builds on our existing foundations, applying international
lessons where and when appropriate.

13
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NoO PURE “NO FAULT” SYSTEM

It is evident from the international review that there are no “pure” no fault
systems operating within the medical liability arena. The so-called no fault medical
liability systems all include a significant aspect of fault
determination and disciplinary referral of practitioners,
sometimes without the same elements of due process that
fault’ medical liability systems all characterize the Canadian model. For example, the New
Zealand and Swedish models are often described as being
D no fault but both include a substantial element of
determination physician fault finding. There are likely a number of factors
that contribute to this reality:

Internationally, the so-called ‘no

include a significant aspect of fault

» It is human nature to want to know what went wrong and who or what was
to blame.

» Unless patient compensation schemes are prepared to compensate all patients
with an adverse medical outcome — whether unavoidable or avoidable — it
becomes necessary to determine what is an “avoidable”* outcome.

» Self-regulating professions, such as medicine, require a mechanism to ensure
that all of their members adhere to established standards of practice. Inherent in
the maintenance of professional standards is the ability to identify fault and,
when appropriate, take remedial action (additional training, discipline, loss of
privileges, etc).

5 A clear and functional definition of what constitutes an "avoidable" outcome of medical care involves establishing whether the
physician met the standard of care by determining whether an equally experienced physician would have made the same decisions
in the same situation - a determination that must be made while disregarding any evidence gained from the benefit of hindsight.



COMPARING CANADA TO OTHER MODELS

The current Canadian response to adverse outcomes, with its three
elements of patient safety, physician accountability and tort-based
patient compensation, appears to strike a reasonable balance between
competing demands. Other countries view the Canadian system as
being worthy of emulation.

However, other alternatives to tort-based compensation do exist and are worth
exploring in the Canadian context. Accordingly, four models are considered based
on results of the international review and prior studies performed on the Canadian
situation. They are:

No Faurt
A no fault model based largely on the New Zealand experience.

CoMBINATION FAuLT/No FAauLt
Based in part on the Prichard Commission recommendations, a model providing
access to both tort and no fault for significant avoidable adverse events.

SEVERELY COMPROMISED INFANT PROGRAM
Segregated dealings for severely neurologically impaired children, based in part
on the impaired infant programs in Florida and Virginia.

LITIGATION AUTHORITY
Government sponsored indemnification of medical injuries, similar to the UK's
National Health Service Litigation Authority (NHSLA).

Secor Consulting has completed a comprehensive review of these four models and
their implications within the Canadian context and a summary of this review is
found at Appendix 3°.

FINDINGS

The following section incorporates Secor's findings and examines the four models
within the context of the five fundamental goals enunciated earlier (p. 8).

Reduction in adverse events

Learning from adverse outcomes and near misses is crucial to patient safety and
error reduction. Given that each model examined (including no fault) inevitably
involves elements of fault-finding, no single model is more intrinsically pre-
disposed to supporting patient safety than any other. This finding mirrors the
international experience.

APPENDIX 3

PAGE 33

6  The full Secor Consulting report is available at www.cmpa-acpm.ca.
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Patient safety initiatives function most effectively when there is full and protected
reporting of information. As patient safety initiatives can not be viewed in isolation
from the accountability related responses, it is imperative that this full and
protected reporting be accompanied by the knowledge that such information will
be protected; this protection is a necessary element of the due process integral to
an accountability framework.

Compensation

Within the current Canadian model, patients injured as a result of fault receive the
compensation necessary to support an appropriate lifestyle. However, access is
restricted to those injured as a result of fault, leading to concerns about patients
experiencing adverse medical outcomes where fault did not occur.

Limitations on indemnity in the no fault model would necessarily result in lower
compensation than that currently provided (albeit with a larger group being
compensated). While such a system appears to work effectively in Sweden with its
very strong social welfare system, such a safety net does not currently exist in
Canada. Without other expensive system adjustments’, this risks placing injured
patients in the untenable position of receiving compensation that is inadequate to
cover their real costs and falling back on an unprepared social safety net.

Lower compensation could create a perceived need for patients to acquire
insurance to meet the gap between limited indemnification and actual
compensation needs, creating potential inequities between those patients able to
afford such insurance and those who are not.

Due process

By limiting compensation to patients with avoidable injuries, the no fault and
hybrid models necessarily introduce fault-finding — but without the due process
currently accorded to physicians and patients. This mirrors the evolution of both
the New Zealand and Swedish models away from a pure no fault model to one
that includes elements of fault-finding. The hybrid no fault/fault model also raises
the likelihood of adversarial relationships between governments and physicians as
each seeks to shift compensation responsibility to the other.

Accountability

Every model studied (either within the Canadian or international arena) involves
elements of physician accountability, thereby debunking the assertion that “no
fault equals no blame.” Each model must therefore wrestle with and resolve the
challenges associated with the competing information reporting imperatives
associated with patient safety and accountability. No one model appears to have
inherent advantages over any other in addressing this issue.

7 Secor estimates that if all medical treatment injuries were compensated, annual medical liability costs could rise from a
current level of $225 million to approximately $40 billion. Even the application of “filters" requiring injuries to be
"unintended and avoidable" could see annual system costs rise to $2.6 billion.



The deterrent, punitive and retributive aspects of the tort process meet a societal
requirement for accountability and correction. It serves to:

Deter malpractice;
Deal with negligent practitioners when appropriate; and
Allow a socially acceptable avenue for the retributive feelings of injured people.

The tort system has very clear processes for determining whether the physician provided
the expected standard of care. It enables doctors to defend themselves against
unwarranted allegations of negligence and respects due process and the requirements of
natural justice. No fault and litigation authority systems offer little in the way of
explanation to an injured patient and do not provide a strong deterrent effect; they may
however significantly impair due process, with a resultant negative impact on a physician's
professional standing.

Affordability

Even with the application of conservative estimates of compensation levels and the
imposition of limitations to only avoidable injuries, the costs associated with the no fault,
hybrid no fault/fault and litigation authority models represent a multiple-fold increase over
those of the current systemé. In an already stressed health care system, it is not apparent
how such significant cost increases could be absorbed or how society would respond to
this potential diversion of funds from either direct health care delivery or other national
priorities. In the New Zealand experience, this appears to have led to the imposition of
filters or stringent criteria to manage the number of compensation cases and the resulting
associated costs.

Additional findings

A segregated compensation system for compromised infants, regardless of cause or fault,
would be more costly than the current mode® but poses some potential advantages. The
most appealing of these advantages might be a greater degree of societal equity,
particularly in many of the circumstances where cause or fault is difficult to determine.
However, careful consideration and clear delineation of parameters and responsibilities
would be needed if the challenges experienced in US jurisdictions are to be avoided. A
segregated compensation system must be an integrated element of a social safety net and
as such, a decision to proceed in this direction is one largely of social (rather than medico-
legal) policy and would require political will.

The litigation authority model implies a shift in the relationship between governments and
physicians towards one in which physicians are “employees.” This has impacts on the
provision of health care and a patient's access to unbiased advice and treatment that
extend far beyond considerations of medical liability.

17
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8  Secor Consulting has estimated that the annual costs of a no fault system could range from $2.6 billion with filters to a high of $40 billion with
no "filters". This latter figure can be achieved only by limiting both access to and the level of compensation. Depending on the criteria applied, a
combination tort and no fault approach (the Prichard recommendations) could cost between $1.7 and $2.8 billion annually.

9  Secor Consulting estimates that a Canadian compromised infant program (similar to that operating in Florida) could add an additional
$220 million in annual costs, approximately doubling currrent system costs of $225 million per year.
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SUMMARY

The following table summarizes the impact of the current and alternative
models on the three responses of patient safety, physician accountability and
patient compensation:

Model

No fault

Combination
model (no fault
and tort access)

Government
indemnification
(Litigation
Authority)

Compromised
infant

Current system

Patient safety

Does not intrinsically support
patient safety but can be
structured to do so.

Does not intrinsically support
patient safety but can be
structured to do so.

Does not intrinsically support
patient safety but can be
structured to do so.

Does not intrinsically support
patient safety but can be
structured to do so.

Requires clear reporting rules
to encourage patient safety
while safeguarding due
process for accountability and
compensation.

Physician
accountability

Requires a parallel physician
accountability framework
and clear reporting rules.

Requires a parallel physician
accountability framework.

Requires a parallel physician
accountability framework.

Requires a parallel physician
accountability framework.

Has a strong physician
accountability framework.

Patient compensation
(access and cost)

Likely to increase the number

of patients compensated and

result in significantly increased
costs.

Likely to increase the number
of patients compensated

and result in significantly
increased costs.

Depending upon filters
applied, could (but not
necessarily would) result in
greater accessibility and higher
costs than the existing system.

Eliminates the perceived
inequity of the existing system
for one group of claimants but
does so at an increased cost.

Provides for appropriate
compensation but limits the
number of injured patients
receiving it.

This examination of the existing and four alternative models highlight the challenges
of dealing with a complex system of inter-related components. Options that might
appear to address one demand (such as the desire for increased access to
compensation) result in negative impacts in other areas (such as greatly increased
costs). Similarly, options that seek to improve patient compensation have unintended
consequences and raise new challenges in other areas (such as patient safety and
physician accountability).



ACHIEVABLE IMPROVEMENTS

Secor Consulting reports that, while the Canadian medical liability system is
considered to be a world-class model by other nations, it can be further
improved to make it more effective and to reduce those costs that do not
contribute directly to the practice of good medicine or to the compensation
of injured patients. While there remains a great deal of work to be done in
clarifying reporting rules and protecting information in order to meet the
competing demands of the patient safety, physician accountability and
patient compensation imperatives, positive changes are readily achievable in
the short term.

It is believed that a select number of achievable, evolutionary changes can improve the
existing system while slowing its rising costs. These changes have only positive impacts on the
overall health care delivery system and the complementary responses of patient safety and
physician accountability.

OPPORTUNITIES FOR POSITIVE CHANGE

There are a number of achievable initiatives for improving the existing medical liability system;
these initiatives fall into four main categories:

» Addressing information reporting and improving processes to enhance patient safety
efforts;

» Reducing transaction costs without negatively impacting patient compensation;
» Enhancing the judicial processes; and
» Further exploring a segregated compensation system for compromised infants.

Information reporting

Patient safety efforts require full reporting and analysis of all relevant information from all
adverse events and near misses and yet, as noted earlier, this often creates a perceived
conflict with the right to due process imperatives of physician accountability and patient
compensation. Legally prescribed reporting is necessary to enable physicians and others to
adequately defend their integrity in either patient compensation proceedings or
professional tribunals.

Canadian practices could be quickly improved by requiring health care professionals to fully
report, within a patient safety context, all information concerning adverse events, while
guaranteeing that none of this information will be made

available for accountability or patient compensation The Canadian medical
processes. The two latter activities would continue to be o ] ]
guided by existing reporting rules. The impenetrability of liability system is considered
this information “firewall” would largely resolve the to be a world-class model by

competing reporting imperatives and greatly contribute to
maintaining an appropriate balance in the system. This
positive change can be readily achieved through improvements are possible
amendments to legislation.

many nations, but
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Reduced transaction costs

There are also steps available to reduce the transaction costs associated with the
current system:

» Some Canadian provinces have existing provisions that mandate the use of
structured settlements within medical liability cases but such provisions are not
widely used. Such settlements involve an annuity instrument, underwritten by
the secure life insurers, that provides the injured patient with a life-time tax-free
income stream. This approach ensures funds are available for the life of the
patient while — in comparison with a lump sum payment — substantially
reducing the costs of providing the same level of benefits. The injured patient
receives the same benefit (with added benefit of it being guaranteed for life)
while the medical liability system incurs lower costs™.

» Many provincial governments currently include their costs of providing health and
social services to injured patients as part of the legal settlement. This practice
necessarily increases settlements costs and, by extension, medical liability system
costs. However, as a significant portion of medical liability system costs are paid by
provincial governments in lieu of fee increases to physicians (through their
reimbursement of physicians' CMPA membership fees), this produces a circular
movement of money from one government department to another department. It
is expensive to administer and represents “transaction” costs that are of no benefit
to the injured patient.

In a resource-constrained Judicial system enhancements

environment, the sensible approach

There are several discreet and attainable changes within the
judicial system that would reduce transaction costs associated with

would be to refine the existing civil actions while still protecting the rights of the parties, patient,

medical liability system while

physician and hospital. These changes include but are not limited
to the availability of mediation or other pre-trial settlement

focusing effort and resources on opportunities; appropriate pre-trial production of expert opinion;

patient safety and risk management
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access to case management particularly in high-severity cases;
periodically reviewed guidelines for the courts on damage; and a
code of conduct and scientific integrity for those who agree to function as experts
in personal injury cases.

Segregation compensation system for compromised infants

The potential benefits of adopting a segregated compensation program for
compromised infants are considerable and might address the social justice challenges
inherent in determining fault in circumstances where such determinations are difficult
if not impossible to achieve. While the cost and jurisdictional difficulties associated
with this social policy initiative would be significant, these potential implementation
challenges should not dissuade federal, provincial and municipal governments from
collectively examining such a model in more detail.

10 A CMPA study, using benchmark assumptions, identified a potential savings of approximately $8.9 million would have been
achieved in 2004 if structured settlements were used in cases where damages exceeded $250,000. In the province of Ontario, the
projected $3.9 million in savings would have represented approximately 7% of the total damages paid out.

11 The process is known as "subrogation.”



CONCLUSION

Medical liability is an essential element of any complex health care delivery
system. As such, assuring an effective and efficient medical liability mechanism
should be of utmost importance to Canadians, to decision-makers, be they
federal or provincial governments, the judicial and legal communities, licensing
and regulating bodies, professional organizations, practicing health care
professionals, and those advocating the interests of injured patients.

The current Canadian system responds to adverse medical events in three separate
but related ways by:

» Identifying the event's cause so as to reduce the number of future events and
improve patient safety;

» Holding individuals accountable for errors made; and
» Compensating patients injured as a result of negligence.

While there are necessarily competing imperatives inherent in these responses,
particularly in terms of information reporting and analysis, an improved version of
the current medical liability system is likely to be the most effective within the
Canadian context. When models used in other jurisdictions are applied to the
Canadian environment, the likely results are less than those currently being
achieved. A review of the international environment also highlights the need to
fully consider the wider system impacts associated with making changes to medical
liability regimes.

The competing information reporting imperatives should be addressed to
encourage full and protected reporting and analysis for patient safety purposes
while, at the same time, providing for legally prescribed reporting where
accountability will be determined (in effect creating an information “firewall”). In
the short term, the establishment of such a “firewall” protecting patient safety
information would be a readily achievable first step.

Within the realm of the current tort-based patient compensation system, common
sense reforms are achievable in the near term that both protect the interests of all
parties yet reduce the non value-added, transaction costs that do not compensate
injured patients and also draw valuable resources away from other health care
demands. Action on these pressing and sensible changes need not wait for wider
system improvements and could make a tangible difference in the short term. In
addition, adopting a discrete number of enhancements to the judicial system
would also have a positive impact.
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Few services are more vital or prized by Canadians than the provision of effective
and efficient health care. Canada can be rightfully proud of the system currently in
place but must also be cognizant of the many pressures being exerted on it. While
medical liability issues are but one area exerting such pressure, they form an
important component of the overall system and should be addressed within the
context of overall system dynamics.

The current medical liability system in Canada is fundamentally sound and is very
likely the best possible model for our circumstances. Alternative patient
compensation models require significant additional financial resources and yet do
not, by themselves, advance patient safety efforts. While this realization should
cause decision-makers to pause before considering drastic changes to the existing
model, it should not deter the application of common sense reforms.

The sensible approach, in a resource-constrained environment, is to refine the
existing medical liability system while focusing effort and resources on patient
safety and risk management. Only by reducing the probability of adverse medical
events will the health care system ultimately decrease system costs and improve
patient outcomes.



APPENDIX 1 — THE CANADIAN MEDICAL LIABILITY SYSTEM
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The above diagram depicts the three responses that emanate from an

adverse event:

Patient safety related responses aimed at reducing the number and the
magnitude of future adverse events;

Accountability responses that include both:

e Actions to ensure that, if a physician makes an error, that physician is held

accountable; and

e Patients injured as a result of negligence for which a provider has been found
to be accountable are appropriately compensated.
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APPENDIX 2 — INTERNATIONAL CASE STUDIES

Summary descriptions of five international medical malpractice models have been
drawn, in part, from a more comprehensive study completed by Secor Consulting.

Unitep Kinebom — a public run litigation program providing some insight into
the financial commitment required to support such a program.

FRANCE — a system that incorporates elements of fault, no fault public and
private health care but one that has not yet reached equilibrium.

New ZeEaLAND — accident compensation program, often referred to as
comprehensive no fault but under which, for most cases, fault plays an
important element.

SWEDEN — a comprehensive no-blame system, supported by the pillars of its
culture and strong social net.

UNITED STATES — a tort-based system, with multiple states in “crisis.”



UNITED KINGDOM: PUBLIC RUN LITIGATION

Health Care System

The National Health Service (NHS) was established in 1948 to provide free
healthcare to residents of the United Kingdom (UK). Each time a patient visits a
doctor in, or receives treatment at, a public hospital, the treatment is provided free
of charge. The NHS is funded through general taxation and is administered by the
Department of Health.

Patients also have the option of paying for private healthcare either through
insurance or personal resources when they use medical services.

In recent years, the structure of the NHS has undergone considerable change. The
private sector now has a role in supplying and funding some NHS buildings

and services. The decision-making authority is being devolved to local communities
and the NHS has adapted its practices to the different countries of the

United Kingdom.

Medical malpractice environment

The medical malpractice system in the UK is tort-based, with government-
sponsored indemnification for events occurring in public hospitals. Several groups
participate in the system in the United Kingdom. These groups include the National
Health Service (NHS) Trusts that manage public hospitals and clinics, and the NHS
Litigation Authority (NHSLA), responsible for insuring all work done in the Trusts.
There also are three medical defence societies, which provide protection to
member physicians in private practice, assistance to all members with regulatory
(General Medical Counsel) inquiries, and general medical-legal and risk
management advice.

Performance of the system

In the opinion of the various stakeholders (doctors, claimants, defendants and
hospitals), the present system is working well with claims being resolved relatively
quickly and fairly. However, the Government's commitment to medical malpractice
liability has risen to £7 billion (Cdn$ 15.2 billion) as of March 2005, and, in the
private domain, fees have also increased.

Recommendations from the stakeholders for changes to the system include
improvements in terms of patient safety and better dissemination of information.
The National Patient Safety Agency (NPSA) is responsible for monitoring all adverse
incidents in the NHS, regardless of whether they are linked to a claim. The NPSA's
key priorities include setting up a national reporting and learning system for
adverse events, providing practical solutions to improve patient safety and
promoting their adoption, and developing an open and fair culture in the NHS that
encourages all healthcare staff to report incidents without undue fear of

personal reprimand.

Some groups have noted a large number of physician license suspensions in the
UK. Both the Medical Protection Society (MPS) and the National Clinical
Assessment Authority (responsible for helping resolve doctor performance issues)
believe that doctors are facing high sanctions and that suspensions are being
meted out for “system” errors. These suspensions have a profound effect on
reputation. Moreover, physicians, having being sanctioned professionally, can also
be tried in civil and/or criminal court.
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FRANCE: A SYSTEM WITH MANY ELEMENTS

Health care system

In 2000, the World Health Organization (WHO) classified the French healthcare
system as the “best health system in the world” and it permits all French citizens
access to treatment. Medical care is either entirely free, or is reimbursed 100% for
more than 96% of the population. The French also have the right to choose
among healthcare providers (public, private, university, general hospital) regardless
of their income level.

In France, health insurance is a branch of the social security system. It is funded by
workers' salaries, by indirect taxes on alcohol and tobacco and by direct
contribution based on income. More than 80% of French people have
supplemental insurance, often provided by their employers. The poorest have free
universal health care that is funded by general government revenues.

Medical malpractice environment
The French medical malpractice system incorporates elements of fault and no fault.

A fault system exists for injured parties when the physician cannot demonstrate
that the injury was not caused by his or her doing. Injured parties have access to
civil, criminal, administrative and professional tribunals and they may access one or
more of these tribunals sequentially or concurrently.

A no fault system is in place for injuries resulting in invalidity of at least 25% when
either no fault is declared or when the cause of the invalidity is a nosocomial
infection. Claims are submitted to regional commissions that determine claim
eligibility and fault. The National Office of Medical Compensation (Office National
d'Indemnisation des Accidents Médicaux — ONIAM) takes responsibility for no
fault payments. If the regional commission finds that there has been fault, the
claimant must petition the practitioner's insurance for indemnification. Insurers can
either accept the commission's findings or offer zero payment at which time the
claimant can choose to enter the judicial system. While injured parties have access
to the tort system for injuries regardless of the commission's ruling on fault, a
victim's acceptance of an offer of compensation from the commission prevents
them from making a claim through the courts.

Doctors within the public system have their premiums paid by their institution,
while doctors in private practice must pay their own premiums.

Performance of the system

Recent changes have created uncertainty in France's medical malpractice system.
The “Loi Kouchner” (2002) divided the system into the two streams of fault and
no fault and made it mandatory for doctors to have insurance. The “Loi About”
(2002) transferred the responsibility for hospital infections to ONIAM and changed
the rules of timing for claim eligibility. These changes were implemented to attract
insurers back into the marketplace. However, in the face of uncertainty, the exit of
insurers has continued, driving up insurance costs to levels that have caused some
specialists to manage their risks by reducing their practice, changing fields or
retiring. These actions have affected the supply of medical treatment.



Despite the recent changes to the system, there remains an absence of structured
risk management. This shortfall does not appear to be a priority for physicians, the
Minister of Health or insurers. This is evidenced by the limited scope of the recently
established Observatoire des Risques Médicaux whose role is to collect, clean and
report information on accidents at an aggregated national level. The Observatoire
des Risques Médicaux has no mandate to improve safety other than to share its
information with hospitals and the Haute Autorité de Santé.

When an action is launched, it is the physician's or the institution's responsibility to
demonstrate to the regional commission that there was no fault associated with
the injury. Lacking a specific determination of fault, the state, through ONIAM,
provides indemnification that results in the physician being less likely to be held
accountable through professional sanctions. Unlike the other systems noted in this
appendix, the French example puts the emphasis, from the outset, on the
avoidance of accountability.

Exhibit 1 presents an overview of the indemnification process in France showing
the paths for each of the fault and no fault based indemnification processes.

Exhibit 1
The indemnification process in France
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NEw ZEALAND: ACCIDENT COMPENSATION PROGRAM

Health care system

New Zealand has a parallel system of public and private health services. Public
health care is subsidized by the New Zealand Government while the individual pays
for private health care. Individuals who can afford to pay for private health
insurance do so while those who cannot, use the public health system.

In New Zealand, health problems are essentially divided into two categories: health
problems that arise out of an accident and health problems that do not arise out
of an accident. Health problems that arise out of an accident are subsidized by the
Accident Compensation Corporation (ACC).

The medical misadventure component of the ACC, which deals with the
indemnification of victims of medical treatment injuries, represents approximately
2% of the ACC's claim amounts. At inception of the ACC program, the injured
party's right to sue was removed with “swift, scheduled payments” being provided
in its stead.

Medical malpractice environment

Often referred to as a no fault system, New Zealand's accident compensation
scheme consists of the ACC, a national insurance program that covers all bodily
accidents caused by automobile, workplace, day-to-day life, medical treatment and
exceptional incidents.

Under the medical misadventure component of the ACC, any victim of a medical
treatment injury may apply for compensation. Claims must meet one of two
conditions to be accepted: a medical error occurred and fault has been established
by the ACC or, a medical mishap occurred and caused a “rare and severe” injury
under an accepted treatment

For every 100 claims filed, 60 are rejected. Of the 40 approved, 15% are found to
be the result of medical errors and 85% are found to be the result of medical
mishaps causing a “rare and severe” injury. An appeal route exists for both sides.

Performance of the system

The annual cost for medical misadventures has risen recently. The total cost of

$36 million (2003-2004) represents almost $10 per capita (15% higher than the
per capita cost of the current tort-based system in Canada). Despite these high and
rising costs, indemnity payments are comparatively low at, on average, between
$2,000 and $5,000. When future claims liabilities are considered, the medical
misadventures account is carrying $213 million reserve deficit (2003). The
government is working to bring the account into a self-sustaining equilibrium

by 2014.

The medical malpractice system in New Zealand was formally reviewed in 1982,
1992, 1998, 2001 and a new review was undertaken recently. The motivation for
the reviews and their associated changes is twofold: to manage risks and to
control costs. However, in some instances, the risk management and cost control
objectives are in conflict.

Patients' rights and physician accountability are managed by New Zealand's Health
and Disability Commissioner (HDC). The HDC and several additional tribunals can
all issue sanctions including suspension of license to practice and fines up to



$200,000. Since, by definition, “medical errors” involve an element of fault, there
is pressure in the New Zealand system to find fault. While the ACC provides
physicians medical malpractice insurance, once fault for a medical treatment injury
is determined, physicians are open to professional, financial and legal sanctions.
This creates conflict in the system as open participation can result in later
sanctions.

An interesting aspect of recently proposed reform in New Zealand involves the
separation of injury compensation from the determination of responsibility. This
important separation may serve to encourage physicians to participate in the claims
settlement process and thereby strengthen the patient safety aspect of the system.
For this measure to truly have an effect on patient safety, not only should
compensation and responsibility have a clear separation within the ACC, but also
physicians must trust that determination of responsibility will not compromise their
position in other forums like the HDC.

Exhibit 2 presents an overview of the indemnification process in New Zealand,
showing the two paths, Medical Mishap and Medical Error and relationship to the
Disciplinary Forums, together with approximate annual transaction volumes.

Exhibit 2
The indemnification process in New Zealand
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SWEDEN: COMPREHENSIVE NO-BLAME

Health care system

A fundamental principle of the Swedish health care system is that the provision
and financing of health services for the entire population is a public sector
responsibility. This responsibility rests primarily with the county councils. These
councils operate almost all public services and levy taxes to finance them. As a
consequence, health services in Sweden rest largely in the hands of local politicians
in 21 geographical areas.

Health services account for almost 90% of the operations of the county councils.
Approximately 70% of these operations are financed from tax revenues and the
remaining 20% are financed by grants and payments received from central
government finance for certain services. Patient fees amount to approximately 4%
of county council revenue. To limit personal health care expense, there is a ceiling
(approx. $150 CDN) on the amount of patient fees a patient can be charged in a
twelve-month period. All medical treatment for children and young people under
the age of 20 is free of charge.

Sweden has an extensive system of benefits for the sick that also includes
compensation for participation in labour market rehabilitation schemes and
benefits payable to expectant mothers who are unable to work during pregnancy.

The system's reliance on a comprehensive social net and a non-litigious culture
limits the system's portability to only those jurisdictions in which these
fundamental pillars exist.

Medical malpractice environment

In general, the medical malpractice system in Sweden is viewed very positively and
it has now been replicated in Finland, Denmark and Norway. The key criterion that
triggers compensation for a medical related injury in Sweden is that the accident
must have been avoidable. This is determined through an evaluation of whether an
experienced doctor would have had a different result. Health care providers
actively participate in the claims process, with approximately 65% of all claims
being made with the help of a social worker, physician or nurse.

Risk management is an important component of the system that is supported by
a database of claims developed by the County Council and Region's Mutual
Insurance Company available for each hospital. Sweden also works closely with
other Nordic countries to develop risk prevention approaches. The various
parties involved in risk management agree that most errors are caused by the
system in place.

Performance of the system

One insurance company covers approximately 95% of the medical malpractice
liability protection market. Compensation for injuries ranges widely from less than
1,000 euros up to 800,000 euros, with the total, in most cases, being less than
2,000 euros. Compensation is paid on a “top-up” basis, as the strong health care
and social system pay most of the costs of indemnification.

The insurer is responsible for reviewing claims, of which approximately 45%
are approved. Even with the potential for moral hazard, the system seems to
be functioning well, as only 10% of claims are appealed, and of those, only
10% are overturned.



In the Swedish system, the process through which physicians are held accountable
is separate from the process through which compensation decisions are made. The
information physicians provide to the insurer responsible for compensation
decisions is provided anonymously. Physicians also submit reports on all errors to
the National Board of Health and Welfare. As a result of this structure, physicians
now play an important part in the claims process. However, it took approximately
10 years before physicians were comfortable participating at this level.

The most significant issue with this system is its portability. Payments in Sweden
have always been low relative to other countries. The system's reliance on a
comprehensive social net and a non-litigious culture limits the system's portability
to only those jurisdictions where these fundamental pillars exist.

Exhibit 3 presents an overview of the claim processing system and relationship
to the Physician Sanction Process in Sweden with approximate annual transaction
volumes.

Exhibit 3
Claim processing system in Sweden
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UNITED STATES — A SYSTEM IN CRISIS

Medical system

In the U.S., the majority of health care funding comes from the private sector, most
notably through insurance provided at the workplace. Two government-run programs,
Medicare and Medicaid, provide health insurance to people with low income and

the elderly.

Medical malpractice environment

Multiple factors are stressing the U.S. medical malpractice system. Compensation awards
have increased dramatically and the U.S. Health and Human Services has estimated that
medical liability costs add $60-$108 billion to the total cost of health care each year.
Multiple groups are pushing for reform. As of July 2005, the American Medical Association
(AMA) considers 20 states as being in a full-blown medical liability crisis.

Florida case study

Over the last few years, the cost of medical malpractice insurance increased dramatically in
the state of Florida and large loss ratios contributed to the exit of insurers from the state.
In response to these conditions, in 2004 more than 5% of Florida's almost 50,000
physicians had adopted the drastic measure of “going bare,” that is, not taking any
insurance at all.

The Florida Birth-Related Neurological Injury Compensation Association (NICA) is a no fault
compensation plan that was adopted in 1988 because tort claim costs in this area were
particularly high, and because a no fault system limited to this area was feasible and would
involve manageable costs. The program is limited to injuries that render the infant
permanently and substantially mentally and physically impaired. Compensation for
expenses is structured, including payment for “necessary and reasonable” expenses.

NICA is performing well financially. The program began with a one-time appropriation of
$20 million and is financed on an ongoing basis by a combination of state funds,
assessments on physicians and hospitals and participation fees.

Performance of the Florida NICA system

Some studies have shown that NICA has under-performed by compensating fewer
claimants than expected and a substantial proportion of cases (7 %) still go to the tort
system. Compensation for expenses is paid over the lifetime of the child and includes
necessary and reasonable care, services, drugs, equipment, facilities, and travel.
Compensation may also include a one-time cash award, not to exceed $100,000, to the
infant's parents or guardians, for funeral expenses and reasonable expenses for filing the
claim, including attorney's fees.

In general, NICA is an efficient system, with approximately two-thirds of claims being
completed within six months. The physician experts and the judge involved in NICA have
participated in the program almost since its inception. These experienced experts are key to
NICA's efficiency. While NICA is efficient and has slowed increases in premiums, it is not
the complete solution. This is evidenced by the malpractice insurance premiums for
OB/GYNs in Florida that are still among the highest in the nation.



APPENDIX 3 — ALTERNATIVE SCENARIO MODELS

This appendix provides an overview of four possible alternative medical malpractice
protection models, drawing on the understanding of international models and
prospectively applied in the Canadian context. The analysis was completed by
Secor Consulting through rigorous modelling of each scenario based on the
elements of cost, accessibility and compensation' A discussion of the potential
benefits, trade-offs and the predicted consequences of these trades-offs is
presented for each scenario.

The following four scenarios were modelled and are described in the following
pages:
A pure, all in no fault compensation system

A combination of tort and no fault (based on the Prichard recommendations)

Government indemnification with tort-based filter (similar in principle to the
NHSLA)

A segregated compensation program for severely compromised infants (similar
to the NICA program in Florida)

For comparative purposes, based on data from the past six years, average annual
costs for the Canadian medical malpractice system are approximately $225 million,
including indemnities of approximately $110 million (49%), and for administrative
costs, legal and expert fees of approximately $115 million (51%). Hospitals carry
separate property and casualty insurance and are excluded from these estimates.
While the Canadian system is inexpensive in comparison to other models,
accessibility to compensation is limited to cases in which either fault is proven or a
settlement is made.

OBSERVATIONS: ALTERNATIVE MEDICAL MALPRACTICE PROGRAMS IN CANADA

In order to control costs, significant compromises would be required to any system
that incorporates an element of no fault. An all in, no fault system would be a
multi billion dollar investment. Even limiting the program to “unintended and
avoidable” injuries, as is done today in Sweden, would involve potential costs of
up to $1.7 billion per year. A government run litigation authority in Canada would
commit the government to billions in future liabilities. This is supported not only by
the quantitative analysis completed for this report but also by the NHSLA
experience in the UK The introduction of a segregated compensation program for
severely compromised infants would remove a controversial component from the
current system, but in so doing, could more than double the cost of medical
treatment injury indemnification while only benefiting a small percentage of cases.

While it is true that the three scenarios that incorporate elements of no fault
improve accessibility, this accessibility comes at a cost. This cost would likely be
borne in part by patients through access to lower indemnity payments, in part by
physicians through increased protection fees and in large part by society through
considerable increases in the cost of healthcare.

12 The full Secor Consulting report is available at www.cmpa-acpm.ca
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The implications of this analysis on public policy are significant. None of the
modelled scenarios result in reductions to Canada's medical treatment related
injury indemnification costs. Rather, most appear to increase costs significantly and
to potentially unsustainable levels, thereby presenting a serious threat to the
quality of healthcare in Canada.

It appears that there are two potential paths that reform to Canada's medical
treatment injury indemnification program could take. The first path involves a
funnelling of significant health care dollars into victim compensation. The price tag
of such a move is high with the benefits being limited to a small group. The
second path involves maintaining the current indemnification program and
funnelling efforts and dollars into patient safety initiatives. This path maintains
current victim compensation levels and leads to the reduction of future injuries
entering into the system.

The importance of patient safety initiatives has been recognized in Sweden where
the various stakeholders are engaged in the risk management and patient safety
initiatives and are working to address what all agree are the most significant
source of medical errors, the medical system itself. Yet, the success of patient
safety initiatives is not limited to the Nordic countries. The progress made by
anaesthetists in the U.S.” provides a strong example of risk, injury and cost
reduction related to a focused, committed and coordinated patient safety initiative.

While this review was based on primary research (including interviews with key
stakeholders in each of the systems discussed), secondary research and rigorous
quantitative modelling, it is important to note that medical treatment injury liability
systems do not operate in a vacuum. Their performance is impacted by social,
legal, cultural and historical factors. It is difficult, if not impossible, to evaluate the
performance of a medical liability protection program without considering the
environmental impacts. It would be, therefore, unwise to believe that a whole
system or an even the key elements of a particular international model (such as no
fault) would perform similarly if was it to be “exported” and overlaid on an
existing system operating elsewhere.

13 Patient safety initiatives contributed to the reduction over the last two decades of anaesthesia related deaths from
1 death per 5,000 cases to 1 per 200,000 to 300,000. Premiums paid by anaesthetists have also reduced dramatically
over this period.



A COMPREHENSIVE NO FAULT COMPENSATION SYSTEM

Description

A comprehensive no fault system would provide indemnification to all victims of
medical treatment injuries. In the absence of a fault filter, approximately

410,000 cases would be eligible to enter the system. Under a pure no fault system,
a “suitable” level of compensation would need be determined, likely through the
creation of a standard indemnification table.

Results

The cost associated with admitting all medical treatment injuries is significant.
Compensating injuries at even half of current compensation levels would drive the
total annual program cost up from $225 million to $40 billion per year. This
represents an approximate 150-fold increase over the current program's combined
cost of awards, settlements, administration, legal and expert advice.

Discussion

For patients, this system would provide universal access to per case indemnities of,
on average, approximately $235,000. However, at 150 times the cost of the
current program, it is unclear how the medical community could finance this
program or how the healthcare system could support an almost $40 billion dollar
increase in healthcare costs. As such, the sustainability of this type of system
appears to be questionable. It is also unclear how society would react to a

$40 billion dollar increase to the cost of healthcare that is neither focused on
improving the safety nor on improving the performance of the healthcare system.

If implemented, few options would be available to control the cost of such a
system. Either compensation levels would have to be reduced dramatically or some
form of filter would be needed to limit the number of claims entering the system.
To maintain the current program costs of $225 million per year, average indemnity
payments in a no fault system would need to be reduced from the current
$235,000 to less than $1,000. Alternatively, the number of cases entering the
system could be reduced by compensating only “unintended and avoidable”
injuries, as is done currently in Sweden. It is estimated that 90% of injuries would
not meet this criteria. However, even by applying this filter and reducing per case
indemnities to 25% of today's level for smaller claims and to 50% of today's level
for the few larger claims, the total cost of the program would rise to an estimated
$2.6 billion per year.

Limits would be needed to control the costs of a no fault system. However, the
reintroduction of fault negates the perceived benefits of removing blame from the
system. Further, determining the correct criteria for payment and an appropriate
compensation level would likely prove difficult. Even with these limits in place, it
remains unclear how an additional $2.6 billion dollars in health care costs focused
solely on injury indemnification would be viewed and paid for by the healthcare
system's stakeholders.
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A COMBINATION OF TORT AND NO FAULT

(based on the Prichard recommendations)

Description

The Prichard Report was commissioned by Canada’s deputy health ministers in
1990 to review other medical liability systems, literature and legal precedent,
Canadian malpractice claims trends and Canadian stakeholder opinion. Prichard’s
recommendation involved a no fault option for persons suffering “significant
avoidable health care injuries.” Access to the tort system would remain in place for
those and all other victims. This change from the fault-based nature of the current
system to “avoidable” would reduce the filter and would therefore allow more
claims into the system.

Results

Based on Prichard’s own assumptions, such a change would increase the number
of claims flowing into the system. If the “significant” injuries were compensated
through the no fault system at today’s levels, leaving the smaller claims to access
the tort system, the total cost of medical liability could rise from today’s level of
$225 million to $2.8 billion per year. A significant reduction in per case no fault
payments could be expected to drive the “significant” claims back into the tort
system. As such, per case no fault indemnities would have to be maintained at a
level that is high enough to create an incentive for victims to use the no fault
portion of the system. At that level of compensation, given the predicted increase
in the number of claimants accessing the system, costs could be expected to rise to
$1.7 billion per year.

Discussion

The limits set on per claim compensation for the no fault system would result in a
transfer of liability between the no fault and fault streams. This give and take
relationship could contribute to friction among different parties in the system and
could create an incentive for either party to counsel the potential claimants to use
the other option.

Applying the "avoidable” test is similar to the idea of a fault filter and would still
involve the notion of blame. This neutralizes one of the more frequently heard
arguments in favour of no fault systems, namely the removal of blame from

the system.

As was highlighted in the discussion of the no fault system, it is not clear how an
additional $1.5 to $2.5 billion dollars per year in health care costs focused solely
on injury indemnification would be viewed and paid for by the healthcare
system’s stakeholders.



GOVERNMENT INDEMNIFICATION WITH TORT-BASED FILTER
(similar in principle to the NHSLA)

Description

There are several compelling reasons to study the potential impacts of a
government run indemnification program that applies a tort-based filter to limit
the number of claims entering the system. First, this type of approach is in place in
the UK and, by all accounts, is functioning well. Second, for the reasons cited in
the discussion of the first two scenarios in previous pages, a significant reduction
in indemnity payments is an unlikely solution to controlling the cost of a pure or
restrictive no fault system.

This scenario, which follows the principles of the NHLSA system from the UK,
presents a public indemnification scheme with a tort-based filter that limits the
number of cases entering the system.

Results

The financial implications of such a system would depend largely on the objectives
set by the government litigation authority. If the objective was to broaden access,
within five years the total program liabilities™ could be expected to top $10 billion
per year. If the objective was to expand access but maintain costs, per case
indemnities would need to be reduced in proportion to the increase in access. Even
with this trade-off, yearly premiums required to maintain an actuarial balance
would surpass today’s level by year 7 before reaching $350 million per year by the
10" year of operation.

Discussion

The government taking on the role of self-insurer of its physician “employees”
would represent a significant paradigm shift and create a relationship that neither
group may accept. This shift would also transfer significant liabilities to the

public sector.

This scenario could prove difficult to implement in the Canadian Federal-Provincial
context. It could create issues related to territory and jurisdiction if run at the
federal level and issues of efficiency and debt allocation if managed by

the provinces.

14 The amount required to cover current and future claim liabilities
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SEGREGATED COMPENSATION SYSTEM FOR COMPROMISED INFANTS

Description

This scenario explores two alternatives for managing birth-related neurological
injury compensation. In the first alternative, all “severely compromised” infant
cases would be compensated at the same level as the current tort system. In the
second alternative, which would be more similar in its functioning to the NICA
program in Florida, significantly compromised infant cases would be indemnified at
a level that covers all reasonable expenses for the life of the victim. In both
options, all cases not related to severely compromised infants would continue to
flow through the tort-based system that is in place today.

Results

Indemnifying all severely compromised infants at current day levels, would add
$383 million per year to the total cost of medical treatment injury indemnification,
due to the increase in the number of cases that would be indemnified.

In the second alternative, by allowing all severely compromised infant cases to
enter the system and compensating at a “fair and reasonable” level, the total cost
of medical treatment injury indemnification would be expected to increase by
$221 million to $446 million per year.

Discussion

A NICA-type program has the potential to reduce the “lottery effect” of a
tort-based system for severely compromised infants. That being said, the selection
criteria would be an important factor in the success of the program. While
admitting all cases would be expected to add between $221 million and

$383 million per year to the total cost of medical treatment injury indemnification,
this option would take a controversial component out of the current tort system.



THE CANADIAN MEDICAL
PROTECTIVE ASSOCIATION

WHO WE ARE

As a mutual defence organization that provides education, advice, legal defence
and indemnification to more than 66,000 member physicians across Canada, the
Canadian Medical Protective Association draws on more than 100 years of
expertise in managing risks in clinical practice to assist physicians in providing
medical care to patients.

The CMPA is a not-for-profit medical mutual defence association founded in 1901
and incorporated by a 1913 Act of Parliament. As a mutual defence organization,
the financial costs, savings and risks are shared amongst its physician members.

The original principles set out in its 1913 Act of Incorporation require the CMPA to:

Support, maintain and protect the honour, character and interests of
its members.

Encourage the honourable practice of the medical profession.

Give advice and assistance to and defend and assist in the defence of members
of the Association in cases where proceedings of any kind are unjustly brought
or threatened.

Promote and support all measures likely to improve the practice of good
medicine.

VISION

The Canadian Medical Protective Association will be recognized as a valued
national resource committed to defending the professional integrity of doctors and
will lead by promoting and supporting those medico-legal and practical measures
likely to improve the practice of medicine.

MissioN

The mission of the Canadian Medical Protective

Association is to be a non-profit medical mutual &
defence organization whose raison d‘étre is to ‘b MEDicAL TR
protect a member’s professional integrity by PROTECTVE  DE PROTECTION
providing services of the highest quality including ASSOCIATION~~ WEDIGALE
legal defence, indemnification, risk management,

educational programs and general advice.

THe CaNADIAN  L’ASSOCIATION
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T CARALILAN NEMNTAL

HEALTH ASSOCIATION
ASROCECTIONRN CARMADENNE
PO LA SNTE MENTALE

Submission to the Task Force on Adverse Health Events
By
The Newfoundland and Labrador Division of the Canadian Mental Health
Association

Preamble:

The Newfoundland and Labrador Division of the Canadian Mental Health Association
(CMHA-NL) is a non-profit charitable organization providing advocacy, public education
and information and referral in relation to mental health and mental illness. CMHA-NL
has been existence in this province since 1964.

CMHA-NL commends the provincial government for establishing the Task Force on
managing adverse medical events in order to promote a culture of safety within the health
care system and to minimize the impact of medical errors and adverse medical events.

The Executive Director and a Board Director of CMHA-NL attended the recent forum on
managing adverse health events and were impressed with the quality of presentations and
the approach taken to seeking input from groups and organizations involved in the
broader health sector.

Following attendance at this forum and at the symposium hosted by the Cameron Inquiry
(attended by the Executive Director) these recommendations are respectfully made.

Recommendations:

1. Establish a Patient and Family Safety Council in each health care region.
These councils should be comprised of residents from the region - some of
the membership will have experienced medical errors while in the care of
the related or other health region.

Councils will be tasked with providing advice to the Regional Integrated
Health Authority on enhancing patient safety; hearing concerns from
regional residents regarding medical safety issues and providing advice and
recommendations on how to address these issues; and promote patient and
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family involvement in safer medical care through whatever means is
reasonable and appropriate.

Establish patient advocate positions in each health region. These positions
will focus on patient and family concerns in relation to health care provided,
document the nature of the concern, steps taken to resolve the concern and
provide a related monthly report to senior management of the RIHA and
the Patient and Family Safety Council. The advocates will attend the
meetings of Council to ensure two-way communication in relation to medical
safety issues.

Each Regional Integrated Health Authority issue a semi-annual report to
their regional residents on safety measures that have been adopted as a
result of identifying a medical care issue/error and making the related
improvements. Such a report will be released to local media and posted on
the RIHA website. The patient advocates should be identified in these
reports as RIHA contacts should members of the public or media have
guestions — this may promote more direct communication between the
public and the RIHA.

Respectfully prepared by:
Geoff Chaulk, MSW, RSW
Executive Director

Patrick Fleming, BSc.
Board Director
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ADVERSE EVENT REPORTING AND LEARNING SYSTEMS:

A REVIEW OF THE RELEVANT LITERATURE
JUNE 25, 2007

PAPER PREPARED FOR CPSI BY:
Jennifer L. White, B.Sc. M.E.Des.

~
CpSI“ICSP
CANADIAN PATIENT SAFETY INSTITUTE (CPSI)
INSTITUT CANADIEN POUR LA SECURITE DES PATIENTS (ICSP)
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INTRODUCTION

Background

The Canadian Patient Safety Institute (CPSI) determined that a literature review of key
published articles in the area of medical error, adverse event and critical incident reporting
would be a useful tool to further understanding and insight into reporting systems in health
care.

This review draws information from the published literature on adverse event reporting and
learning systems in health care and classifies the information according to the following
seven themes:
1) Governance and legislative frameworks for national reporting systems
2) Taxonomy, classification, and vocabulary used in data reporting and analysis
3) Technical considerations including reporting system software design and
development and user issues
4) Anonymous reporting systems and confidential (but identifiable) reporting systems
5) Reporting by physicians/nurses/allied health professionals as well as patients and
family members
6) Financial implications of reporting systems
7) Feedback systems in use to produce safety information from the data and to improve
the safety of health systems

Search Methodology

The Librarian/Information Specialist for CPSI completed searches in the electronic health
databases Medline, the Cumulative Index for Nursing & Allied Health Literature (CINAHL)
and Embase, as well as the multidisciplinary electronic database Web of Science, which
searched literature in scientific disciplines other than medicine and health care. The searches
were designed to retrieve records that specifically discussed the technology, implementation,
learning, or classification of reporting adverse events. The initial search (methodology
detailed in the Appendix), identified 220 unique records, which were then limited to 121
resources by CPSI staff. Large scale or very detailed resources considered most relevant to
the subject area were included in the 121 selected articles and all works deemed to be
irrelevant, editorial, or single case studies were eliminated.

The creation of the literature review included a detailed review of these 121 documents,
which were then further reduced to a selection of articles believed to best represent the seven
themes described above. Additional publications to include in the review were identified
from cross-references in the selected articles and were retrieved. Criteria for excluding
articles from the review included the following:
0 Not directly relevant to the field of patient safety/adverse event reporting
and learning systems.
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0 Relevant to the field of patient safety/adverse event reporting but did not
contain adequate information on any one of the seven themes (above).

0 Relevant to the field of patient safety but did not provide an adequate
description of adverse event reporting systems.

0 Relevant to the field adverse event reporting but did not provide an
adequate description of patient safety.

Glossary of Terms

The following terms are used commonly in the description of reporting systems and are
defined as follows for the purposes of this literature review (note that all definitions are those
of the author unless otherwise stated).

Reporting System — a formal or informal process whereby verbal or written accounts
of health care related adverse events are shared with others, either internally within a
department/facility/organization or externally with other interested parties. The
purpose of a reporting system is often to provide a medium for sharing lessons
learned and opportunities for improvement, and to prevent recurrence of similar
incidents in the future.

Voluntary Reporting System — a reporting system whereby accounts of health care
related adverse events are shared freely and/or spontaneously without compulsion
from external authorities.

Mandatory Reporting System — a reporting system whereby accounts of health care
related adverse events are compelled by law, policy/regulation, or by any other
formal means.

Anonymous Reporting System — a reporting system whereby verbal or written
accounts of health care related adverse events are shared without the inclusion of any
identifiable details of the patient and/or care providers involved. The information
contained in anonymous reporting systems is often less complete than information
contained in confidential reporting systems.

Confidential Reporting System — a reporting system whereby accounts of health
care related adverse events are shared with the inclusion of identifiable details of the
care provider/providers involved to allow for follow-up and/or clarification of the
reported incident with the individual who supplied the report. Once it is determined
that the details supplied in the report are sufficient and further contact with the
reporter is not required, identifying details are stripped from the report. The
information contained in confidential reporting systems is often more complete than
information contained in anonymous reporting systems.

Adverse Event — the Canadian Patient Safety Dictionary defines adverse event in one
of the following three ways: “1. An unexpected and undesired incident directly
associated with the care or services provided to the patient; 2. An incident that occurs
during the process of providing health care and results in patient injury or death; 3.



An adverse outcome for a patient, including an injury or complication” (Davies et al.
2003). This term is preferred to other commonly used phrases such as “medical
error” which can be interpreted to imply blame or fault on the part of the care
provider.

Critical Incident — the Canadian Patient Safety Dictionary defines critical incident as
the following: “an incident resulting in serious harm (loss of life, limb, or vital organ)
to the patient, or the significant risk thereof. Incidents are considered critical when
there is an evident need for immediate investigation and response. The investigation
is designed to identify contributing factors and the response includes actions to
reduce the likelihood of recurrence” (Davies et al. 2003). It is important to note that
not all adverse events are critical incidents. Critical incidents are the most serious
subset of adverse events.

Revision History

November 14, 2006: version 1.0 submitted to CPSI
November 14 to December 1, 2006: document reviewed by CPSI staff
Paula Beard — Project Manager
Orvie Dingwall — Librarian/Information Specialist
Carolyn Hoffman — Director of Operations, Ontario to British Columbia
Dominique Yu — Website Coordinator
December 1, 2006: verbal comments provided to author for version 2.0
December 6, 2006: written comments provided to author for version 2.0
December 22, 2006: seventeen additional articles provided to author for consideration
January 31, 2007: version 2.0 submitted to CPSI
March 28, 2007: written comments provided to author for version 2.1
June 25, 2007: version 2.1 (final version) submitted to CPSI
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1) GOVERNANCE & LEGISLATIVE FRAMEWORKS

Establishing a Need for Adverse Event Reporting and Learning Systems

““...the value of history lies in the fact that we learn by it from the mistakes of others —
learning from our own is a slow process” (Sykes 1960)

Adverse event reporting and learning systems in health care have the potential to improve
safety for all patients through the analysis of reported events, dissemination of
recommendations for system improvements, and the local implementation of leading
practices. This is achieved while maintaining a system-based emphasis on seeking and
understanding the lessons that can be learned. The use of incident reporting in health care
can be traced to a landmark 1978 study examining adverse events in the field of anaesthesia
(Cooper et al. 1978). Although the impetus for the study was the rising cost of malpractice
insurance, the result of the investigation was an improvement in safety practices (Wagner et
al. 2005). Since that time, other specialties and sectors of health care have adopted diverse
process improvement models, including adverse event reporting and learning systems.

In 1999, the Institute of Medicine challenged the health care system to begin the process of
making major reforms in patient safety through the publication of the document To Err is
Human: Building a Safer Health System (Corrigan et al. 2000). This report recommends the
establishment of a U.S. national mandatory reporting system in hospitals, followed by
expansion beyond the hospital setting to every site where patients receive care as the next
steps toward improving the safety of the health system for all patients.

Although To Err is Human was prepared by an American organization, the same guiding
principles for the promotion and delivery of safe health care can be applied universally.
Studies providing estimates of actual rates of adverse events in health care have been
completed in many countries worldwide, including in Canada with The Canadian Adverse
Events Study (Baker et al. 2004). This study established an estimate of the national rate of
adverse events occurring annually in Canada as 7.5% of medical/surgical admissions in acute
care hospitals, based on 3,745 chart reviews conducted in five provinces from admissions in
the year 2000 (Baker et al. 2004). Approximately thirty-seven percent of these adverse
events were deemed to be preventable in nature, which emphasizes that a significant
opportunity exists for Canadian health care providers to improve the safety of the care
provided to patients on a daily basis (Baker et al. 2004).

Another national initiative to improve patient safety in Canada is the creation of the
Canadian Patient Safety Institute (CPSI), an independent not-for-profit organization
established in 2004. The mandate of CPSI is to provide national leadership on the
improvement of the safety of the health care system for all Canadians through collaboration
with health professionals and organizations, patients and members of the public, regulatory



bodies, as well as provincial and national governments (CPSI 2006). Three key areas of
focus for CPSI are the following:
1. To promote innovative methods of improving patient safety
2. To empower patients and their families with information and support
3. To establish a funding environment for research/analysis encouraging
exploration, exposure, and resolution of patient safety issues (CPSI 2006).

Incentives and Barriers to Reporting: Lessons from Other Industries

Following the release of To Err is Human, some organizations have been quick to implement
reporting and learning systems for adverse events and critical incidents, while others find the
barriers to implementation of a reporting system insurmountable (Beverly 2001). One author
(Beverly 2001), who is a nurse, hospital administrator and patient safety advocate in the
U.S., identified nine key areas on which to focus efforts when developing and introducing a
reporting system:

0 Reforming education
Creating a blame free culture within the organization
Enhancing communication
Participating in reporting device design
Redesigning staffing levels to meet the demands of reporting
Fostering a continuous learning environment
Designing reporting systems
Involving the patient and family in care
Examining regulatory and legal implications

OO0OO0O0O0OO0O0O0

The Federal Aviation Association in the U.S. has been collecting reports of safety concerns
and actual and potential incidents for over 30 years, and manages the reports in a non-
punitive culture with an emphasis on system-based learning (FAA 2006). As a result, the
aviation industry is often used as an example of implementing a successful reporting scheme
to track events and disseminate recommendations for improving the safety of the system as a
whole (Billings 1998). A successful system is one in which reports of actual and potential
events are submitted, evaluated for safety improvements, and recommendations to improve
safety are disseminated to all stakeholders and implemented (Billings 1998). Following the
development of the U.S. Aviation Safety Reporting System in 1976, it became clear that in
order to achieve success in a reporting system there are two key principles that must be met:
1. There must be a demonstrated, widely agreed-upon and tangible need for more
and better information.
2. There must be a highly respected body, independent of the influences of other
stakeholders of the system, to conduct the collection and analysis of the data
(Billings 1998).

Barach and Small (2000) conducted an in-depth review of 25 non-health care related adverse
event reporting systems, including those in the nuclear power, aviation, petrochemical, and
aeronautical industries. From the review, they developed a list of the individual,
organizational, and societal barriers and incentives to incident reporting; they note that these
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are characteristics that can be similarly attributed to the health care industry (Barach and

Small 2000).

For an adverse event reporting system to succeed, they established that there must be
perceived incentives for professionals to report events voluntarily, completely,
confidentially, and objectively, and those incentives must outweigh any perceived barriers
(Barach and Small 2000). A useful reporting and learning system is one in which
accountability is balanced with transparency and protection for reporters, and the reporting
community is actively involved with the oversight of the system as well as support and
advocacy (Barach and Small 2000). A successful system must also show a demonstrated
ability to prevent, detect, and minimize the effects of undesirable combinations of design,
performance, and circumstance that lead to adverse events (Barach and Small 2000).

Table 1. Incentives and Barriers to Implementing Reporting Systems

(Barach and Small 2000)
| Individual | Organizational | Societal
Legal
. Fear of litigation, costs, Legal |m_ped|ments to
. Fear of reprisals, lack of - . peer review,
Barrier sanctions undermine trust, . o .
trust bad publicit confidentiality, and multi-
P Y institutional database
. Provide confidentiality and | Provide confidentiality and Ensure accountability,
Incentive

immunity

immunity

enforce reporting statutes

Cultural (values, attitudes, beliefs)

Dependent on profession,
code of silence, fear of

Dependent on
organization, pathological,

Wide public trend towards
disclosure, lack of trust
owing to highly publicized
medical errors, concerns

Barrier colleagues in trouble, bureaucratlc,ygeneratlve that professions are too
e cultures, don’t want to s
skepticism, extra work privileged, lack of
know f
education about systems
effects
Professional values, Become a leader in safety Enhaﬁced communlty
. - L . - relations, build trust,
Incentive philanthropic, integrity, and quality, good for .
. . - improve health care,
educational, cathartic business
transparency
Regulatory
Expos_ure to _malpractlce, It doesn’t apply to us, we
premiums will go up, - .
: I . do our own internal Need more effective
. investigation and potential . .
Barrier - analysis process, they regulations, resource
censure, license , .
. can’t understand our intense
suspension and roblems anvwa
subsequent loss of income P yway
. Prophylactic, follow the Enhances regulatory trust,
Incentive Fear of censure . -
rules more public accountability
Financial
Wasted resources,
. : Cost more tax dollars to
Barrier Loss of reputation, loss of potential loss of revenue, enforce. more
job, extra work patient care contracts, not ’
. bureaucracy
cost effective
Publicity relations, improve . .
. ? ’ Improves confidence in
Incentive Safety saves money reputation of quality and

safety

health care system




National Adverse Event Reporting and Learning Systems

A review of the relevant literature revealed that several countries, including the United
States, the United Kingdom, and Japan have published information on national adverse event
reporting systems, both mandatory and voluntary in nature, that are in place to improve
patient safety. Mandatory and voluntary incident reporting systems have traditionally both
played a role in improving system safety, with mandatory systems often designed to track
more egregious errors and voluntary systems intended to collect information on less serious
errors including potential hazards and near misses (Thompson 2001, Dunn 2003). Both
mandatory and voluntary systems have an important role to play in patient safety adverse
event reporting and learning systems.

National Reporting in the United Kingdom

The U.K. initiated a national program to improve patient safety in 2000, when the Chief
Medical Officer’s report An Organisation with a Memory was published and drew public
attention to the statistic that approximately one in ten patients admitted to a National Health
Service (NHS) hospital suffered unintentional harm (Donaldson 2000). The key criticism
outlined in the report was that the presence of a culture of blame and the lack of a national
system for sharing lessons learned were acting as barriers to the identification and reduction
of patient safety incidents (Donaldson 2000). In response to these criticisms, the NHS
established the National Patient Safety Agency, which was in turn given the mandate of
developing a National Reporting and Learning System (NRLS) (Leigh 2006).

The expectation for incident reporting is built into all organizational clinical governance
agreements with NHS facilities (Ashcroft et al. 2005). The NRLS is an Internet-based,
anonymous mandatory reporting system used to identify actual and potential adverse events,
collect safety information from other existing sources, and develop and distribute solutions
and lessons learned based on all information collected (Ashcroft et al. 2005, Leigh 2006).

The vision for the NRLS is to develop a reporting system that becomes an integral aspect of
NHS culture with the capacity to:

Actively identify risk

Accurately and objectively record and report adverse events

Analyze events and trends

Learn from adverse events and disseminate findings

Implement change to limit future recurrence (Bird 2003).

O O0OO0OO0oOo

While the NHS has clearly stated that making the National Health System safer for patients
is the cornerstone of clinical governance, a committee reviewing the progress to date has
found that insufficient progress has been made towards achieving the goal of improving the
safety of the NHS for patients (Leigh 2006). As a result, a number of specific
recommendations have been made to improve the efficacy of the NRLS in years to come
(Leigh 2006).
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National Reporting in the United States of America

In To Err is Human (2000), the Institute of Medicine recommended development of both
nationwide mandatory and voluntary incident reporting systems to begin to allow health care
providers to identify and learn from adverse events (Corrigan et al. 2000). The Quality of
Health Care in America Committee of the Institute of Medicine, the committee responsible
for preparing To Err is Human, stipulated that American state governments implement
mandatory reporting systems that collect standardized information about incidents resulting
in death or serious harm (Corrigan et al. 2000). Voluntary reporting systems should also be
developed to complement the mandatory systems and focus on collection of information
about adverse events causing minimal harm or near misses (Corrigan et al. 2000). Despite
this call to action, very few state-wide reporting systems have been developed with the
ability to record, track and monitor adverse events and allow organizations to accurately
measure their safety environments (Carroll-Solomon and Denny 2005, Joshi et al. 2002).

The U.S. House and Senate passed an Act called the Patient Safety and Quality Improvement
Act (Public Law 109-41) in July 2005 (Fong 2005). The bill included the following
requirements:

0 Create a U.S. national voluntary database of non-identifiable patient safety data to
track trends and identify systems-based causes of medical errors resulting in minor
injuries or near misses

0 Identify patient safety organizations to collect and assess the confidential safety data
(including the Agency for Healthcare Quality and Research)

0 Make patient safety data privileged to prohibit it from being used against care
providers in litigation or administrative proceedings

0 Develop standards for communication of health information using information
technology (Bleich 2005, Fong 2005, U.S. Department of Health and Human
Services 2006).

By September 2005, 25 American states had passed legislation and/or regulations related to
the reporting of critical incidents and adverse events occurring in a hospital setting (NASHP
2006). There are 22 U.S. states with mandatory reporting systems actually in place (Bleich
2005). All of these systems are designed to protect collected data, although they are
generally established in statute and not in regulation (Bleich 2005). Of these 22 states, seven
release incident specific data from their reporting systems, and fourteen release (or plan to
release) aggregate reports only, and one is undecided about what information will be shared.
Five of the states releasing aggregate data will also include data with individual facilities
identified (Bleich 2005).

The requirements for these mandatory reporting systems vary from state to state. Some
states only require reporting of incidents causing serious harm to patients, while others
mandate the reporting of near misses or incidents that reached the patient but did not cause
harm. Some states will release the name or names of practitioners involved, but none of the
states release the names of affected patients (Weissman et al. 2005).

Seventeen American statewide public-private partnership patient safety coalitions have been
formed, which focus on dissemination of best practices, mandatory and voluntary event
reporting, educating policymakers and consumers, developing information technology,



professional accountability, and systems improvement (Bleich 2005). The National
Academy for State Health Policy (NASHP) has developed a resource called the Electronic
Patient Safety Toolbox for states to provide regulators or policy-makers with common
instruments that can be used throughout the development and implementation of new
incident reporting systems, or the modification of existing systems (NASHP 2006). Some of
the information provided includes tools for collection and analysis of data, as well as the
interpretation of data, and appropriate distribution of feedback to maximize system safety
improvements.

National Reporting in Japan

Following a highly publicized case in Japan in 1999 where a case of mistaken identity
resulted in two patients receiving incorrect heart surgeries, the government mandated a series
of requirements for all facilities in the country (Nakajima et al. 2005). All facilities in Japan
are now required to have a patient safety policy, collect information related to actual and
potential harm, form a committee for the prevention of adverse events, and conduct staff
education on patient safety (Nakajima et al. 2005). Tertiary care hospitals are also required
to establish a division of patient safety, to employ a full time clinical risk manager, and to
open a patient complaint office (Nakajima et al. 2005).

While these requirements are uniformly applied nationwide, it is up to each hospital or
facility to develop their own incident reporting process and system. In Japan, the
Organization for Pharmaceutical Safety and Research have also created a national voluntary
reporting program for medication-related incidents, and the authors of a study on the effects
of the voluntary program (Furukawa et al. 2003) indicate that a national mandatory
medication incident reporting program will be introduced by April 2004.

Common Themes in Reporting and Learning Systems

Each incident reporting system is unique in its design, maintenance, and operation, however
many share common traits in their purpose. These commonalities include maintaining
patient and care provider confidentiality as a priority, and focusing on the use of information
technologies and deidentified data to recognize problems with the delivery of care and health
system rather than to launch reprisals against staff involved with the events (Gillespie 2001).

The success of incident reporting in the aviation industry, including NASA’s Aviation Safety
Reporting System and the U.K. Confidential Human Factors Incident Reporting Program,
has encouraged the development of many similar incident reporting initiatives in the field of
health care (Johnson 2003). An aviation-styled incident reporting system moves the focus
away from the analysis of low frequency and high consequence events to the analysis of the
more frequently occurring near miss events (Johnson 2003). Information about potential
events and how to mitigate their occurrence in the future is published frequently in safety
alerts, news bulletins, and on Internet websites (Johnson 2003). Many health care reporting
systems, however, are still focused on reporting only the critical incidents where harm comes
to patients and the great benefit of learning from potential events is lost (Johnson 2003).
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There are several characteristics of a successful health care adverse event reporting system,
including the following:
0 Data are analyzed by independent organizations composed of subject matter
and safety experts
Timely feedback is provided to system users
Suggests systems-oriented solutions to reported problems
Participant organizations are responsive to suggested changes
Non-punitive
Confidential (Karsh et al. 2006).

O O0O0O0O0

Some reporting systems include penalty clauses for failure to comply in the legislative or
regulatory requirements for mandatory reporting. The state of Florida, for example, can fine
hospitals up to $250,000 for violations of the mandatory reporting system when they fail to
report required incidents (Williams et al. 2003). In Japan, hospitals that do not comply with
the patient safety infrastructure requirements are penalized by a reduction in government
funding of 100 yen (or approximately $1) per patient per day (Nakajima et al. 2005). It is
believed that these punitive measures have been somewhat effective at improving
compliance with reporting requirements (Williams et al. 2003, Nakajima et al. 2005).

In both mandatory and voluntary systems, timeliness of reporting is very important. Webb
and colleagues (1993) examined data reported to the Australian Patient Safety Foundation
AIMS system (Australian Incident Monitoring Study), which collects anonymous and
voluntarily submitted anaesthesia patient safety data. They determined that the longer the
time lapse between when the incident occurred and when the report was filed, the more likely
there was a selective loss in report of more minor incidents with less harm or no harm to
patients (Webb et al. 1993). This means that there is a correlation between slow reporting
timeframes and fewer reports of minor incidents (Webb et al. 1993). It is therefore
important that report forms or online systems are immediately available to care providers
following adverse events and that the importance of timeliness of report is stressed to
frontline staff so that the maximum number of incidents, including those more minor in
nature, can be reported (Webb et al. 1993).

The Joint Commission on Accreditation of Healthcare Organizations (JCAHO) is the U.S.
body responsible for accreditation of health care facilities. Every JCAHO-accredited facility
is required to perform an in depth (root cause analysis) review following a serious care-
related event; however, the details of the incident and the outcome of the review are reported
to JCAHO on a voluntary basis (Williams et al. 2003). A study of U.S. states with
mandatory reporting systems showed that very few incidents reported to the statewide system
were also reported to JCAHO (Williams et al. 2003). For example, in 1999 there were 204
events with an outcome of patient death reported to the state mandatory reporting system in
Florida, while only 1 comparable event was reported to JCAHO (Williams et al. 2003).

One disincentive to the JCAHO voluntary reporting system may be that information reported
to JCAHO is not clearly protected from legal discovery during trial (Williams et al. 2003).
Discovery is a pre-trial stage in a lawsuit where each party is able to request documents and
other evidence through the use of subpoena, depositions, and requests for production
(Williams et al. 2003). Another important point for consideration is that all incident



reporting is essentially voluntary, because regardless of the legislative or regulatory
requirements, it is up to the individual care provider or facility to determine whether or not to
comply with those requirements and report (Williams et al. 2003).

Charles Billings, former Chief Scientist at NASA Ames Research Center, reminds us to
question the purpose for creating a new adverse event reporting system:

“...there are enough reports of mishaps with potassium chloride,
lidocaine, vincristine, and other drugs and devices to have made it
very clear that a problem with these exists. The information that
these events occur is already present. We may well ask what it is
that keeps us from making progress on safety, given that we
already know about the existence of these problems. What is
added by more formal, elaborate (and expensive) incident
reporting?” (Johnson 2003)

Adverse event reporting and learning systems are capable of yielding good insights into local
problems and in ideal circumstances can identify regional or national patterns of failure,
however, the users of the system need to be receptive of the information as feedback is
provided and implement the necessary changes to make the health care system safer for all
(Johnson 2003). Without this, reporting systems become merely tools for the collection of
statistics (Leigh 2006).
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2) TAXONOMY AND CLASSIFICATION SYSTEMS

Reporting adverse events to a national learning system will require a standardized taxonomy
for coding and classification of events to ensure the reported data is appropriately
categorized and prepared for analysis. Health care adverse event reporting systems differ
among organizations and facilities in how they define, count, and track events as well as how
information is coded and analyzed, which makes comparisons between systems complicated
and sometimes impossible (Loeb and Chang 2003). Inconsistency in the definition,
classification, and measurement of adverse events has been shown in the past to hamper the
establishment of effective voluntary and mandatory reporting systems (Thompson 2001).

Individuals given the task of developing a new reporting system often find the lack of a
standardized taxonomy and clear definition of reportable events to be difficult to overcome
(Kivlahan et al. 2002). The more generic and widely accepted definitions of adverse events
and/or critical incidents are not specific enough to guide the daily practice of health care
workers in deciding when to provide a report (Kivlahan et al. 2002). For a patient safety
classification system to be truly effective, the data collected and analyzed must be used to
inform the development of strategies for reducing the occurrence of adverse events, or to
minimize the harm to patients if they do occur (Loeb and Chang 2003)

When developing the National Reporting and Learning System (NRLS) in the U.K. in 2002,
system administrators at the National Patient Safety Agency (NPSA) learned that there was
not a single agreed-upon national taxonomy for collecting and organizing patient safety data
that covered all care settings in existence in any country (Williams and Osborn 2006). The
NPSA reviewed what was available and brought together a team of 300 clinicians and

managers to create a new taxonomy suitable for the U.K. context (Williams and Osborn
2006).

Any organization developing an adverse event reporting and learning system might choose to
take advantage of a previously existing classification system, such as the World Health
Organization International Classification of Diseases codes (ICD), however this has proven
complicated because this coding scheme was designed for economic purposes rather than
patient safety and it has been difficult to retrofit the ICD coding to suit the purposes of a
newly developed incident reporting system (Young 2001).

The World Health Organization (WHO) has recently recognized that the ability to classify,
aggregate, and compare patient safety information across differing data collection systems
would be of significant benefit to improving patient safety internationally (Lewalle 2006). In
order to facilitate these comparisons, an internationally agreed upon classification system for
adverse events and near misses needs to be developed. The WHO has initiated the process
of development of an international patient safety taxonomy, called the IPSEC (International
Patient Safety Event Classification), which will define, harmonize, and group patient safety
concepts into an agreed upon classification in such a way as to promote learning and
improving patient safety across systems (Lewalle 2006). The IPSEC, currently in the



preliminary stages of development, is intended to be adaptable across cultures and languages
and yet consistent throughout the entire spectrum of health care (Lewalle 2006).

Subjectivity in Reporting Systems

System administrators in Missouri deliberately decided to not constrain what patient safety
events could be reported with the inclusion of stringent definitions, and instead chose to
allow the event reporter to define both the event and harm level, after which the department
managers would determine an appropriate level response for the event (Kivlahan et al. 2002).
However, the potential workload involved with categorizing these subjective reports would
make this style of reporting highly unsuitable for any large scale reporting system (Kivlahan
et al. 2002).

Even reporting systems with more complete classification schemes are open to subjectivity in
reporting. A medication error reporting system at Johns Hopkins Children’s Center in
Baltimore found that despite a full complement of descriptive categories of events, almost
60% of the time reporters chose the non-descript “other” category on the reporting tool
(Miller et al. 2006). In order to maximize the opportunities for system improvements, it is
important to have incidents commonly classified for investigation, analysis and feedback
(Lewalle 2006). While an “other” category may be necessary, and indeed desirable, to
ensure that all appropriate incidents are reported, it is in the best interests of system
administrators that as many incidents as possible are classified into specific categories to
allow for improved analysis and detection of potential system improvements.

In the U.K., the requirements for clinical risk management are nationally guided, although
the incident reporting systems are locally established (Tighe et al. 2006). Staff members in
one emergency department are asked to report on any incident that concerns them or that
might endanger a patient (Tighe et al. 2006). A more sophisticated system may include a
designated list of incidents that trigger a report, although employees are still able to report on
other issues that do not fall into these defined categories (Tighe et al. 2006).

Examples of Classification Models

Eindhoven Classification Model

The Eindhoven Classification Model (Van der Schaaf 1992), was originally developed for
the chemical processing industry and has been adapted for use in health care incident
reporting frameworks (Battles et al. 1998). The classification model describes adverse
events in two distinct categories: those involving latent errors, and those involving active
error (Battles et al. 1998). A latent error is one that results from an underlying failure in the
system, whereas an active error or human error is one that is precipitated by a human
behaviour (Battles et al. 1998).
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Table 2. Classification of L

atent and Active Errors

(Battles et al. 1998)

Category

| Description

Latent errors

Errors that result from underlying system failures

Technical
Refers to physical items, such as equipment, physical installations, software, materials, labels, and forms
External Technical failures beyond the control and responsibility of the
investigating organization
Design Failure due to poor design of equipment, software, labels, or forms
Construction Correct design was not followed accurately during construction
Materials Material defects not classified under design or construction
Organizational
External Failures at an organizational level beyond the control and responsibility

of the investigating organization

Transfer of knowledge

Failures resulting from inadequate measures taken to ensure that
situational or domain-specific knowledge or information is transferred
to all new or inexperienced staff

Protocols/procedures

Failures related to the quality and availability of the protocols within the
department (too complicated, inaccurate, unrealistic, absent, or poorly
presented)

Management priorities

Internal management decision in which safety is relegated to an inferior
position in the face of conflicting demands or objectives. This is a
conflict between production needs and safety (e.g. decision about
staffing levels)

Culture

Failures resulting from collective approach to risk and attendant modes
of behaviour in the investigating organization

Active errors (human)
Errors or failures resulti

ng from human behaviour

External

Human failures originating beyond the control and responsibility of the
investigating organization

Knowledge-based behaviours

Knowledge-based errors

The inability of an individual to apply existing knowledge to a novel
situation

Rule-based behaviours

Qualifications

Incorrect fit between an individual’s qualifications, training, or
education and a particular task

Coordination

Lack of task coordination within a health care team in an organization

Verification

Failures in the correct and complete assessment of a situation,
including relevant conditions of the patient and materials to be used,
before starting the intervention

Intervention

Failures that result from faulty task planning (selecting the wrong
protocol) and/or execution (selecting the right protocol but carrying it
out incorrectly)

Monitoring

Failures during monitoring of process or patient status during or after
intervention

Skill-based behaviours

Slips Failures in performance of fine motor skills
Tripping Failures in whole-body movements
Other

Patient-related factor

Failures related to patient characteristics or conditions that influence
treatment and are beyond the control of staff

Unclassifiable

Failures that cannot be classified in any other category




Victoroff Multiaxial Taxonomy

The Victoroff (2006) multiaxial taxonomy of medical errors was used by Fernald and
associates (2004) when developing the Applied Strategies for Improving Patient Safety
(ASIPS) primary care reporting system. The ASIPS multiaxial classification system consists
of five domains and ten axes (Table 3) (Fernald et al. 2004). Each event report must include
an applied code for each axis, although multiple codes may be used within any single domain
(Fernald et al. 2004). The taxonomy includes a detailed description of the following
domains: outcome, course of the event, participants, and event discoverer; a fifth domain,
patient information, was collected, however the data is not used for the purposes of analysis
(Fernald et al. 2004).

Table 3. ASIPS Multiaxial Taxonomy
(Fernald et al. 2004)

Domain | AXis

Patient information

Harm

Outcome - -
Resultant interventions as result of error

Type of event (can never be ‘unknown’)

Location

Intent

Course of event - -
Event process (can never be ‘unknown’)

Cause

System

Participants

Participan i i
articipants Contribution

Discovered by

Other Classification Models

The Joint Commission for the Accreditation of Healthcare Organizations in the U.S.
developed a patient safety taxonomy that integrates several existing patient safety event
classification systems and is intended to be broadly applicable to any incident resulting from
patient care regardless of setting or type of event (Chang et al. 2005). The taxonomy has
four root nodes (impact, type of event, causes, and domain) which are broken down into a
further 14 secondary classifications that again branch into 140 coded categories with the
flexibility to include free-text in addition to the coded responses (Chang et al. 2005).

One example of how many varied classification systems are currently in use can be seen by
examining the coding for harm or the level of impact an event has on the patient involved.
Carroll-Solomon and Denny (2005) use 11 categories to classify incidents according to the
level of impact on patients, while Jones and associates (2004) describe nine categories of
harm (Jones et al. 2004), and Fernald and colleagues (2004) use five. The review of relevant
literature highlights that a trade-off exists between quality of data and ease of use of the
system: to have eleven ways to classifying severity of an incident allows for a more complete
understanding of the harm that did or did not occur. The more categories a system contains,
however, the more complicated it becomes for users and the more elaborate the requirements
are for data analysis.
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Table 4. Examples of Severity Categories in Incident Report Systems

(Carroll-Solomon and Denny 2005, Jones et al. 2004, Fernald et al. 2004)

Carroll-Solomon and
Denny

Jones et al.

Fernald et al.

Unknown

Circumstances have the capacity to cause
error

No known harm (a
combination of no reported
harm and unknown)

Safety environment

An error occurred, but the error did not
reach the patient

Unstable (too early to
ascertain harm)

Near miss

An error occurred that reached the patient
but did not cause harm

Nonclinical harm

No harm — no increased
monitoring

An error occurred that reached the patient
and required monitoring to confirm that it
resulted in no harm to the patient and/or

required intervention to preclude harm

Future risk of clinical harm

No harm — increased monitoring

An error occurred that may have
contributed to or resulted in temporary
harm to the patient and required
intervention

Clinical harm

Temporary harm — no treatment

An error occurred that may have
contributed to or resulted in temporary
harm to the patient and required initial or
prolonged hospitalization

Temporary harm — minor
treatment

An error occurred that may have
contributed to or resulted in permanent
patient harm

Temporary harm — major
treatment

An error occurred that required
intervention necessary to sustain life

Permanent harm

An error occurred that may have
contributed to or resulted in patient death

Near death

Death

Relational Databases

Most large-scale reporting systems use a relational database for the storage of reported
information (Johnson 2003). A relational database is one that consists of a collection of
relations, or tables, where data is organized into rows and columns of information with the
same attributes (Johnson 2003). This type of database is unique in that all data stored within
a given column should be in the same domain and consist of the same data type, while
neither the rows nor the columns should have an order to them (Johnson 2003).

Relational databases store incident data according to the classification of the incident as
entered by the individual who filed the report, however problems will occur when the
taxonomy changes (Johnson 2003). Change in taxonomy is seen as inevitable over time as
our health systems transform and as the involvement of human factors is altered to represent
changing provider roles in health care (Johnson 2003). “The net effect is that, in 10 years
time, we may have to go back into our electronic databases and manually reclassify many

hundreds of thousands of reports to reflect a revised taxonomy.” (Johnson 2003) The effort
and necessary expense associated with transforming a dataset in the future as demonstrated
by Johnson (2003) highlights the importance of creating as complete a taxonomy as possible
from the outset so as to minimize the need for future changes in the short- or medium-term.



3) TECHNICAL / DESIGN CONSIDERATIONS & USER ISSUES

Application and User Interface Design

Developing a new incident reporting system, whether it involves paper or electronic forms,
should include extensive consultation with future users to ensure that the design of the
system meets the needs and expectations of the users entering reports, as well as the users
extracting data from the reporting system for the purposes of improving patient safety. For
example, when creating a community pharmacy patient safety reporting initiative in the
United Kingdom as part of the National Reporting and Learning System, extensive focus
group testing was conducted prior to implementation to determine user preferences as well as
comprehensiveness, validity, feasibility and sensitivity of the report form (Ashcroft et al.
2005). In this system, users exhibited a strong preference for report forms and systems that
are easy to use, allow for anonymity, and complement existing working practices in the
community pharmacy (Ashcroft et al. 2005).

Prior to the creation of a Wisconsin statewide patient safety incident reporting system, Karsh
and colleagues (2006) conducted an extensive study exploring barriers and facilitators to the
development of the reporting system and created theories of technology acceptance,
adoption, and implementation associated with the process. In order to make users of this
new incident reporting system comfortable with the process, they determined instructions
should be provided that clearly stated the goals, mechanics, limitations and protections of the
system (Karsh et al. 2006). Consultation with participants identified a preferred optimal time
frame of approximately two minutes to complete a report, and that in no circumstances
should it require more than five minutes to file (Karsh et al. 2006).

There were varying opinions on whether reports should be filed immediately following the
occurrence of the incident, or whether users should be able to report at any time following
the event (Karsh et al. 2006). Participants indicated a preference for a pluralistic system, that
is, a system in which there are varying mediums available for reporting, such as electronic,
telephone, or paper forms (Karsh et al. 2006). These requirements are suitable to diverse
work environments for multiple professions as well as personal comfort level with varying
reporting methods. The key component to reporting is that regardless of the mode of report,
it be consistently available and provide all individuals within the organization an equal
opportunity to report (Karsh et al. 2006).

Paper forms are often not considered ideal choices for reporting incidents based on the
following reasons:
0 Legibility/interpretation of hand-written comments
0 Lost time while forms are passed through appropriate hands/sitting on desks
prior to resolution of incident
0 Loss of confidentiality if form is seen by others on a desk or in an inbox
0 Lack of space to adequately describe event information on one form (Maass
and Cortezzo 2000).
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For reasons such as these, many patient safety experts consider paper-based reporting
systems to be ineffective (Atherton 2002). Staff can be confused about which form to use,
how to fill them out, where to send them once completed, and who is responsible for follow
up (Atherton 2002). Error is also introduced with the flow of paper from desk to desk, where
there exist multiple opportunities for misplacement or misdirection (Atherton 2002). The
time required to track incidents and implement system improvements can be reduced by 25-
50% when moving from paper reporting to electronic reporting that allows incident reports to
be immediately viewed online by managers or other individuals responsible for investigating
reports and instituting system-based improvements (Atherton 2002). An electronic reporting
system can also ensure the comprehensiveness of data reported by eliminating the need to
choose the correct form. As well, all appropriate information fields necessary can be
selected automatically and completed with the use of automated prompting for further
information given the unique circumstances of each event, as well as directing completed
reports to suitable personnel for evaluation of risk and design and implementation of
improvement initiatives (Atherton 2002).

Using an electronic incident reporting system has been found to support an organization’s
ability to have immediate access to descriptive data about adverse events and near misses,
and subsequently facilitates the implementation of system improvements and interventions to
improve safety overall (Avery et al. 2005). An electronic incident reporting system allows
for trending and analysis of data to be performed at the level of the unit, facility, system, or
organization, which meets the needs for both process improvement and risk management
(Dixon 2002). Electronic forms are considered to be a more secure, confidential, and
accurate method of reporting patient safety incidents than the paper forms previously used
(Dixon 2002). Developing a new electronic system for the purpose of reporting adverse
events can also be seen as an opportunity to do the following:
0  Update current data sets and standardize them across the health care system
0  Create a risk stratification model with an associated alert mechanism
0  Serve as a tool for researching trends and setting benchmarks
0 Increase the efficiency, effectiveness, and accuracy of current processes for
capturing patient safety data
0  Make real-time individual and aggregate data available to facility
administration and management
0  Comply with external regulatory guidelines and standards (Dixon 2002).
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A further six benefits of utilizing an electronic adverse event reporting system have been
described as follows:

Simplifying the reporting process for frontline employees

Eliminating multiple forms required to report critical incidents

Increasing the quantity and quality of occurrence reporting data

Improving response time by linking reports to department leadership and key
personnel

Improving evaluation and follow-up through a structured framework
Enhancing the quality and safety of patient care and the employee work
environment (Avery et al. 2005).
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Battles et al. (1998) used a three round Delphi consensus process with a panel of 23 experts
in three countries to establish ideal design parameters and functions for a prototype system to
capture actual and potential critical incidents in the area of transfusion medicine. The
Delphi methodology uses a skilled third-party facilitator who analyzes an expert panel’s
responses to anonymous questionnaires and uses structured feedback to lead the group
through the process of consensus-building (Battles et al. 1998). The expert panel arrived at
the following 25 parameters or system characteristics to be included when designing adverse
event reporting system software:

Table 5. Ideal Parameters for Reporting System Design
(Battles et al. 1998)

System Characteristics

Overall

Collect and analyze reports of errors and interpret results

Nonreprisal system, no adverse consequences are attributed to the reporter

Report all errors, including no harm and near miss

Solicit input from anyone with firsthand information about an error or event

Solicit input from all those involved in the error or event

System Input

Have the ability to track back from the reported error to the root cause

Identify the specific procedures involved

Indicate whether there was misidentification of patient, or product

Indicate the location of the error in the process

Identify any equipment malfunctions involved in the event or error

Data Collection

Allow further contact with reporters for data clarification while maintaining confidentiality

Make blank report forms available to all who might wish to report errors or events

Emphasize narrative descriptions of events (usefulness of reports resides in the narrative)

Use adaptable, online interactive computer system for easy reporting

Have a trained system operator with knowledge of domain to receive reports

Analytical Process

Look beyond a single error to the entire system

Categorize errors as to where they occurred in the process

Identify links between active human errors and latent system failures

Categorize errors as slips, mistakes, or system design errors

Identify common problems across institutions

Intervention

Find underlying system failures by analysis of all errors

Make recommendations based upon error analysis to appropriate levels of decision makers

Target problem areas prone to error for additional study

Track implemented corrective actions to determine their effectiveness

Develop intervention strategies by multidisciplinary groups

Use of Information Technology

Changes in the availability and the widespread use of new information technologies have the
ability to impact an adverse event reporting and learning system. The use of personal digital
assistants (PDAs) by physicians at patient bedside has grown in recent years. Pilot studies in
the field of anaesthesia medicine explored the use of PDAs for recording cases and
complications, and found adoption of this new method of data gathering to be acceptable by
the professional community (Bent et al. 2002, Bolsin et al. 2004, Bolsin et al. 2005). A
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cancer treatment center in Nashville, Tennessee, has implemented the use of wireless
computer technology to allow point-of-care incident reporting as well as to allow the on-
demand retrieval of patient support information to permit the team to better care for
immediate patient needs at the time of the event (France and Cartwright 2003). While there
may be support for using PDAs as one mode of submitting incident reports, the expense
associated with providing PDAs to all frontline staff for the purpose of reporting events may
be seen as a deterrent to implementation of a broad event reporting and learning system. One
option is to design an electronic reporting system with the ability to be accessed from either a
PDA or a computer terminal. In this way, multiple front line staff members who do not have
PDA technology would be able to use shared access to a computer workstation to utilize the
event reporting system.

The Risk Prevention and Management computer system developed by Baylor Health Care in
Dallas, Texas includes an interactive education program as a component of the incident
reporting software (Joshi et al. 2002). The system also features three reporting modules
(anonymous, confidential, and near miss) and a virtual classroom that provides interactive
education, as well as links to patient safety educational resources, together with a real-time
risk analyzer (Joshi et al. 2002).

Over 300 organizations in the U.S. are using an electronic, Internet-based medication safety
event reporting program developed by U.S. Pharmacopeia called Medmarx® (Gillespie
2001). The Medmarx system uses standardized medication error report forms to collect data
on actual and potential events, which are then submitted to a national reporting center (U.S.
Pharmacopeia 2006). The company then shares information on the quality of health care
provided and compliance with technology standards with their member organizations
(Gillespie 2001). Access to the Medmarx system is by paid subscription, and permits the
sharing of knowledge and experiences among all participating health care facilities and
organizations, regardless of connectedness or affiliation (U.S. Pharmacopeia 2006).

Using information technology resources as a method for the collection and transmission of
patient safety data highlights the importance of ensuring that data is collected and stored
securely. For example, the Medmarx system requires user names and passwords, as well as a
unique facility identification code, in order to report an incident. The facility identification
code is a random number generated by the Medmarx database and the company responsible
for the program, U.S. Pharmacopeia, does not know which facility is assigned each
identification number (Gillespie 2001). As well, the Medmarx system uses secure socket
layer encryption technology (a security feature using endpoint authentication and
cryptography to ensure the privacy of communications over the Internet) to protect the data
during transmission to the central database (Gillespie 2001).

Administrators at Dartmouth-Hitchcock Medical Center in New Hampshire created an online
Event Reporting Management System (ERMS) that utilizes several nationally-accepted
taxonomies for the classification and grouping of each type of event (Avery et al. 2005). The
electronic form uses branching logic, where the response to a particular question drives the
appearance of the subsequent follow-up questions to be answered while completing the
online data entry of information. Once a report is submitted, designated department
personnel (such as risk managers or directors of quality and safety) receive immediate email



notification of the occurrence, and the system simultaneously sends email notification to the
incident manager responsible for the type of occurrence reported. The incident manager
follows up by reviewing the reported event and implementing changes.

The ERMS facilitates analysis of incidents, including graphic displays and comparison of
information within the organization (Avery et al. 2005). The system has been credited with
the following improvements to patient safety for their organization:

(o] Simplifying the reporting process for frontline staff

o] Eliminating multiple forms used to report adverse events

(o] Increasing the quality and quantity of occurrence data

o Improving response time by linking reports to department leadership and key
personnel

o Improving evaluation and follow-up through a structured framework

(o] Enhancing the quality and safety of patient care and the employee work

environment (Avery et al. 2005).

Common Themes in the Design of Reporting and Learning Systems

Regardless of the specific nature and unique attributes of an adverse event reporting and
learning system, there are several categories of pertinent details that should be included in all
patient safety databases. When planning for the U.K. National Patient Safety Agency
incident reporting system, the minimum data set was determined at the outset to contain the
following information:

(o] What happened (description, severity of actual or potential harm, people and
equipment involved)
Where it happened (location/specialty)
When it happened (date/time)
How it happened (immediate causes)
Why it happened (underlying causes)
What action taken or proposed (immediate and longer term)
Impact of event (harm to the organization, patient, other)
Factors that did, or could have, minimized impact (Lipley 2001)

O O0O0O0O00O0

Other Considerations

When developing an electronic incident reporting tool, one important consideration is
whether to allow users to enter free text data (i.e. fields that allow users to describe incidents
in their own words) or to allow only structured data (i.e. check boxes or pre-determined
selections from a drop down menu). While structured data can be entered more quickly and
is easier to analyze, users of one incident reporting database have expressed a preference for
a system with free text data fields because it allows them to provide context for the incident
and to give a more rich account of what occurred (Holzmueller et al. 2005).

An advantage of the ‘point and click’ nature of a menu-driven electronic incident reporting
system is that it provides structure and consistency for the content of reports. The
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advantages of these reports versus unstructured or free text reports include a reduction in
documentation time, improved quality of the data elements collected, and more efficient
methods are available to analyze the data reported so system improvements can be enacted
more rapidly (Wagner et al. 2005).

There exists a widespread but mistaken belief that computer-driven incident reporting
systems are low cost and simple to operate (Johnson 2003). In fact, there are many
complicating factors that need to be considered when developing an electronic incident
reporting database and user interface. Johnson (2003) points out that many existing
electronic reporting systems are deeply flawed in their design, which severely limits their
usability. One example is when a user logs on to the system to report an incident, and the
entry screen of the computer program features a logo that is easily visible and widely
recognizable (Johnson 2003). The confidentiality of the report is then jeopardized because
many health care workers are using shared computer workstations within visibility of
coworkers, patients, and family members and it can also serve to discourage reporting
altogether (Johnson 2003). User acceptance testing following the initial design phase can
identify this type of problem prior to the system being widely implemented (Johnson 2003).

Another complicating flaw in design is the ability of the computer program to recognize the
distinct nature of the incidents that will be reported. One system forced the user to identify
the day, month, and year of the incident as well as the time the incident occurred. However
many adverse events happen over a period of minutes, hours, or days, and may include
multiple components, thus making accurate entry of the incident impossible (Johnson 2003).
Again, this flawed design could be avoided through user acceptability testing of the system
prior to implementation, or by utilizing design staff with a familiarity in the area and the
ability to predict this type of problem prior to implementation (Johnson 2003).

When developing an adverse event reporting database it is essential to recruit user interface
designers who are able to assist frontline staff through acceptance testing to accurately enter
information about complex critical incidents into the database (Johnson 2003). It is also of
critical importance to recruit specialists with expertise in the storage and retrieval of large
datasets, and to explore alternatives to relational databases such as the use of free text
retrieval, which will allow greater flexibility as taxonomies change over time (Johnson
2003).

Users of adverse event reporting systems need to be able to search through existing records
in a timely and efficient manner. When software engineers are developing a reporting
system, the balance of precision and recall of the system’s querying capabilities needs to be
appropriate for the specific use of each system (Johnson 2003). For example, a high recall
query will return greater volumes of records including a large number that upon examination
will be deemed irrelevant. A high precision query will return a small volume of records that
are highly appropriate for the user’s purposes but other relevant documents may be missed.
There are important safety implications to consider for each type of system: a low recall
system can defeat the purpose of compiling reports by failing to identify potentially similar
incidents, while a low precision system can increase the burden for the user who is required
to manually sort the relevant reports from those that are not appropriate (Johnson 2003).



One incident reporting system in a radiology department in France included a management
verification step in the report submission process (LeDuff et al. 2005). After a user enters a
report, the appropriate manager receives an automatic system-generated email notifying of
the incident, and the manager must review the incident and accept it as ‘valid’ before it is
sent to the facility risk manager (LeDuff et al. 2005). This may lead to employees who are
intimidated at the prospect of their manager’s review of the incident details and choose to not
report (LeDuff et al. 2005).

When deidentified information is reported to a national incident reporting system, it is
important to make certain that the information is given legal protection (Pace et al. 2003). If
legal protection cannot be ensured, then it is important to make certain that the information is
not “re-identifiable,” that is, that it is not possible to identify an individual incident in a
specific facility based on the information provided (Pace et al. 2003). For example, the date
and time the incident occurred may allow the linking of an incident report to a known event.
In this way, a database created for the purposes of incident reporting will need to meet
specific requirements pertaining to date/time relationships, including the ability to link all
information pertaining to a single event in a manner that does not identify the time (absolute
or relative) the event was reported or the place it occurred without losing any internal event
chronology and to manage the data collection without time/date markers (Pace et al. 2003).

While the discussion in this section clearly indicates a trend to move toward the online
reporting of patient safety incidents, a recent study of voluntary reporting in a surgical
intensive care unit in Missouri found that moving from an online reporting system to a paper
form (a brief card with checkboxes and text fields to be completed by hand) increased
physician reporting nineteen-fold (Schuerer et al. 2006). In order to encourage participation
from all user groups, the forms provided and the technology used must be appropriate and
acceptable to the targeted populations. User acceptance testing during pilot phases will help
make this determination.

It is important to remember that technology alone can neither guarantee nor drive incident
reporting volumes; the computerization of incident reporting systems should instead be seen
as a tool to assist in data collection where reporting remains the responsibility of individuals
and is dependent on both the culture and values of the organization in which individuals
work (Dixon 2002).

Canadian Patient Safety Institute

105



Task Force on Adverse Health Events Background Documents Volume I11 Submissions

106

4) ANONYMOUS AND CONFIDENTIAL REPORTING SYSTEMS

Ensuring the confidentiality of both the adverse event data and the person who provides the
report is of utmost importance when designing reporting and learning systems. The most
obvious method of ensuring confidentiality of the reporter is to have incident reports filed
anonymously. However, anonymity is not always possible and is also not always the
desirable choice in reporting critical incidents because analysts are unable to contact the
individual who filed the report if further information or clarification is required (Barach and
Small 2000). It has also been suggested that anonymous reports may be less reliable than
their confidential counterparts (Barach and Small 2000). Barach and Small suggest that
although an anonymous system may be criticized for its lack of accountability and
transparency, it may be important to provide anonymity early in the evolution of an adverse
event reporting system until trust is developed and frontline staff are able to see practical
results and believe they will not be professionally disadvantaged for reporting incidents, at
which time confidential reporting can be introduced (Barach and Small 2003).

A demonstration project involving the development of a primary care safety reporting system
in Colorado allowed care providers the freedom to choose whether to submit event reports
using an anonymous form (which contained no identifying details of the care provider or
providers involved, or of the individual who provided the report) or a confidential form
(which contained identifying information for the sole purpose of allowing further contact
with the reporter if the information provided was incomplete or further clarification of the
issue was required) (Fernald et al. 2004). After two years of operation of this dual reporting
system, they found that the confidential reporting process was used for reports two-thirds of
the time (Fernald et al. 2004). These confidential reports were also significantly more likely
to contain codeable data than their anonymous counterparts (Fernald et al. 2004). The level
of harm reported did not vary significantly between either the confidential or anonymous
system, however clinicians were more likely to use the anonymous system when filing
reports and administrative staff were more apt to use the confidential system (Fernald et al.
2004).

The U.S. Agency for Healthcare Research and Quality has funded the development of a
voluntary patient safety reporting system and database that captures both anonymous and
confidential reports of both actual and potential adverse events and critical incidents in a
primary care practices in Colorado (Pace et al. 2003). Incidents can be reported
electronically on the Internet, through completion of a paper form, or by an automated
telephone hotline; users are given the choice of reporting confidentially (which includes
identifiable information such as name and phone number that is held in confidence) or
anonymously (Pace et al. 2003).

Some reporting systems utilize confidential reports that are quickly stripped of all
identifiable information once the completeness of the data is verified (Pace et al. 2003).
These confidential reports have been shown to provide better detail than anonymous reports,
however concerns exist about whether the confidentiality of these reports can be maintained
should the database be subjected to legal discovery or another security breach (Pace et al.



2003). As well, standard dataset elements such as date, time, or location could allow outside
sources to link a reported incident to a specific event (Pace et al. 2003).

Anonymous reports do not allow the opportunity for follow-up questions and as such
typically provide less detail than confidential reports. As a result, they do not usually contain
sufficient information to understand the root causes of the adverse event (Pace et al. 2003).
In the Colorado patient safety reporting system, the confidential report is briefer, and is
followed by a telephone interview where the reporter is prompted to answer a series of more
specific questions on the incident and further detail is elicited. Users of this system exhibit a
preference for the confidential reporting system because of the shorter time required to
complete the form, and system administrators prefer the confidential reporting system
because of the higher quality data they are able to elicit through the telephone interview
(Pace et al. 2003).

If the primary reason for collecting and analyzing reports of adverse events is to develop
systems for error reduction or mitigation, then confidential reports have been shown to be the
preferable choice when compared to anonymous reports (Pace et al. 2003). This choice is
supported by the experience of the U.S. Federal Aviation Administration safety reporting
system whose developers felt so strongly that confidential reports provide superior
information that their systems will no longer accept anonymous reports (Pace et al. 2003).

If an organizations is shifting from an anonymous system to a confidential adverse event
reporting program, studies have shown that any apprehension on the part of care providers
can be reduced or alleviated if they can be reassured that organizational processes related to
the critical events reported will actually change (Mekhjian et al. 2004). As with all reporting
and learning systems, it is extremely important for continued reporting that the safety culture
is well established and that individuals who report incidents under a confidential system are
not disciplined or in any way professionally disadvantaged for providing their report.
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5) REPORTING BY PROFESSIONALS AND/OR PATIENTS

Overcoming Barriers to Reporting by Professionals

Barriers to implementation of effective reporting systems include the need to remove the
culture of blame and fear of reprisals, as well as a lack of awareness as to the extent of
adverse events and critical incidents and a poor understanding of their causes (Thompson
2001). Finally, we need to design adverse event reporting systems that are also effective
learning systems for those who report incidents (Thompson 2001).

Despite legislation, regulations or policies requiring the report of adverse events in a
mandatory system, it has been noted that all incident reporting systems are essentially
voluntary in that they require the cooperation of care providers to bring the information
forward (Billings 1998). Underreporting remains a significant concern for any event
reporting system (Billings 1998). In the opinion of the author, underreporting can occur in
one of three ways:
1. The care provider is not aware the event occurred.
2. The care provider is aware the incident occurred, but is not aware of requirement
to report.
3. The care provider is aware the incident occurred and reporting requirements, but
chooses to not report.

A successful adverse event reporting and learning system must be designed in conjunction
with appropriate educational programs to encourage care provider awareness of requirements
to report. Additionally, the environment surrounding incident reporting should be that of a
culture of safety, where reporters are not at risk of professional reprisal for reporting
incidents.

In order to overcome existing barriers to incident reporting, it will be necessary to introduce
a learning and non-punitive culture of safety; this will be ideally facilitated from the
beginning of study in professional schools and graduate training programs and supported on
an ongoing basis during professional practice by regulators, consumers, patient advocacy
groups, and accreditors (Barach and Small 2000). As well, legal protection for those
reporting incidents needs to be continually reinforced, as has been done successfully in
Australia and New Zealand where adverse event reporting systems in health care have gained
widespread acceptance and credibility (Barach and Small 2000).

A study of a medication event reporting system in Northern Ireland identified that the major
factor contributing to low reports of critical incidents was lack of staff awareness of what
constituted a reportable incident (Medicines Governance 2003). This was addressed through
the introduction of a uniform reporting process, making personal contacts between frontline
staff and those responsible for the incident reporting system, publication/distribution of
safety memos and a quarterly newsletter, and development of an informational safety website



(Medicines Governance 2003). Following the implementation of these changes, a ninefold
increase in reported incidents occurred (Medicines Governance 2003).

Some facilities, for example the Baylor Medical Center at Grapevine, have found success at
initiating culture change and encouraging reporting through development and
implementation of an incentive program. Individuals and teams that report more adverse
events receive free lunches and movie coupons, as well as buttons and other forms of visible
recognition for participation in the reporting and improvement process (Atherton 2002).
Similar to the Baylor “I Plant Flags” campaign, a community hospital in Geneva, Illinois
launched a “LifeSavers” safety program with a highly identifiable visual identity which
helped increase the volume of medication event incident reporting in their facility (Force et
al. 2000).

While studies show all groups of health care professionals have similar attitudes and beliefs
regarding the purpose and importance of adverse event reporting, their response to and
compliance with mandatory incident reporting systems in the U.S. is varied (Escoto et al.
2006). One study of physicians and their supporting staff (including nurses and medical
assistants) found the following differences in preferences for reporting systems according to
professional group:

Table 6. Physician versus Nurse Preferences for Reporting Systems
(adapted from Escoto et al. 2006)

Issue Physician Preferences | Nurse Preferences
. Mandatory system to ensure

Rules and Regulations Voluntary system participation

Both adverse event and near- Adverse event reporting only to
Reportable Events miss reporting reduce workload

Flexible (paper, phone, Flexible (paper, phone,
Reporting Medium electronic) but strong preference electronic) but less preference for

for electronic electronic

Duplicate Reporting (e.g.
organizational and Did not view negatively
regional)

Viewed negatively because of
workload

The implementation and daily operation of incident reporting systems can be complicated by
participation bias in the collection of reports from staff (Johnson 2003). Past studies have
shown nurses submit the vast majority of reports, and consequently the types of incidents
reported, as well as the safety solutions proposed as a result of the reports, are not fully
representative of the entire system of health care delivery (Johnson 2003).

An Australian study found that physician and nursing groups are equal in their beliefs that
incidents should be reported under the national critical incident reporting system, however
nurses are more likely to report incidents than are physicians (Evans et al. 2006). The major
barrier to reporting for both groups was a lack of feedback following submission of the
report. The time it takes to complete the report, as well as a belief that the incident was too
trivial to report were other reasons frequently cited for not reporting events, harm to patients,
or near misses (Evans et al. 2006). Senior physicians were less likely to submit reports of
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incidents than their more junior counterparts, including interns and residents. The alternative
is true for nurses: more senior nurses, including nurse managers and unit supervisors are
more likely to submit reports of incidents than their subordinates (Evans et al. 2006). This
important discrepancy will need to be addressed by any organization looking to develop and
successfully implement an adverse event reporting and learning system.

An opinion poll of Canadian physicians in 2003 found that almost one-half oppose
mandatory reporting of drug- and device-related incidents and view it as a burden (Lexchin
2006). This statistic casts doubt as to whether making reporting mandatory as opposed to
voluntary will contribute to improved volume and/or quality of reports from physician
groups (Lexchin 2006). However, there are several proven methods of encouraging
physicians to report incidents: payment, education on the need to report, familiarizing them
with the reporting system and its associated forms and guidelines, and providing them with
follow-up about reports they have filed (Lexchin 2006).

Some incident reporting programs have tried to encourage participation through monetary
incentives to report. A program designed to increase reporting of medication-related adverse
events in a Vermont hospital in the early 1990s chose to pay a stipend of $5 to physicians for
each incident they reported. All respondents to an informal survey of the program stated that
they were initially attracted to the program because there was a stipend offered (Gilroy et al.
1990). The authors note that this is likely not a long-term solution, in part because of limited
financial resources and in part because other groups of care providers, including nurses and
pharmacists would also expect compensation for their participation in the incident reporting
system (Gilroy et al. 1990).

When trying to address incident reporting by the physician and nursing professions, it is
important to understand that there are vast differences not only in awareness and use of
reporting systems but also in the underlying motivators for reporting (Wild and Bradley
2005). In a survey of conditions influencing decisions to report incident by physicians and
nurses in Connecticut, the following differences in response were noted:

Table 7. Conditions Influencing Incident Reporting by Physicians and Nurses

(Wild and Bradley 2005)

I would be more I’|1kely to Residents NUrses S_lgnlflcant
report an error if... Difference?
..if it were my own error 54% 91% yes
..if a resident committed the error 4% 43% yes
..if a nurse committed the error 38% 42% no
..if 1 don’t like the person who committed 2506 1% yes
the error
...if the patient was young and healthy 33% 19% no
...if the patient had an intact mental status 29% 14% no
..if the error had serious consequences 67% 72% no

When consulted during the development of a statewide incident reporting system in
Wisconsin, participants (including physicians and nurses) indicated that a mandatory
reporting system would provide motivation to participate whereas voluntary reports would be
a lower priority when considered against other scheduled activities (Karsh et al. 20006).



Participants also identified that voluntary reporting may lead to biased reporting in that only
those with a keen interest in change would report (Karsh et al. 2006). There was concern
expressed about when it was appropriate to report an incident, and participants felt that clear
directives on what constitutes a reportable incident should be an integral part of training and
instruction provided (Karsh et al. 2006). A ‘laundry list’ of specific reportable events may
make the reporting process simpler but was thought to be difficult to develop (Karsh et al.
2006).

While many studies emphasize the importance of a culture of safety in eliciting reports of
harm or near harm to patients, even employees who work with fear of reprisal or being
professionally disadvantaged for the act of reporting have been shown to still actively report
incidents in certain areas where there can be no direct action taken personally (Kaplan and
Fastman 2003). These reports are most commonly found to involve equipment failures or
device malfunctions (Kaplan and Fastman 2003). The next most frequent area for report is
incidents that were caused by individuals in another department or area (Kaplan and Fastman
2003).

Including Patients in Reporting and Learning Systems

A survey of a Missouri health care center in 2000 found at least six current and separate data
systems existed for reporting adverse events, each with their own paper reports to be
completed and each with multiple staff members with roles to play in the review, analysis
and intervention following report (Kivlahan et al. 2002). The disparate nature of these
systems combined with their inability to be linked lead to confusion, duplication of efforts,
and an incomplete understanding of safety issues in place in the facility, and prompted very
few system-wide safety improvements to be implemented (Kivlahan et al. 2002). In
response, a single new online reporting system was created to replace all previous processes
(Kivlahan et al. 2002). Standalone computer terminals were provided throughout the
hospital facility for staff, patients, and family or visitors to use to report comments , near
misses, adverse events, or critical incidents from any computer in the hospital or from home
via the Internet (Kivlahan et al. 2002). Staff members are given the option to report
anonymously for near-miss events, although not for actual occurrences (Kivlahan et al.
2002).

Other incident reporting systems have acknowledged the important role patients and their
family members can play in the safety improvement process and as such encourage them to
identify perceived errors and/or elicit their feedback into incident reporting systems. For
example, patients and their family members were found to have identified over 90% of
pharmacy related adverse events in a Japanese national voluntary medication error reporting
program (Furukawa et al. 2003). A national medical device incident reporting database in
the U.K. also allows reports from patients and family members (Jefferys 2005). The
responses from patients has been low to date, with only a few patient reports included in the
approximately 8,500 total reports received annually (Jefferys 2005).

The Institute of Medicine recommended in To Err is Human that patients be involved in their
own safety by understanding what medications they are taking and notifying their doctors
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about side effects they are experiencing (Bleich 2005). However, the report stopped short of
recommending that patients be allowed to submit reports of actual or potential adverse events
they become aware of or that they experience directly.
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6) FINANCIAL IMPLICATIONS

There are financial resource requirements associated with the development and operation of
any adverse event reporting and learning system. Adverse events in health care bring with
them associated expenses, not the least of which include increased hospital stays, the need
for further interventions or treatments, and litigation costs. To date, very little information
has been published about the specific costs associated with the development,
implementation, and maintenance of incident reporting databases. The Institute of Medicine
estimates that preventable adverse events in the U.S. alone have an associated cost of $17 to
29 billion dollars each year (Bleich 2005).

The National Health Service believes that incident reporting and subsequent system-wide
safety improvements can reduce hospital admissions and extended stays and have the
potential to save the organization £2 billion each year (Payne 2000), as well as to recover an
additional approximately £400 million annually in settled negligence claims (Leigh 2006).
The NHS has disclosed the costs associated with development and operation of the NRLS
database as an estimated £5 million for the first three years since inception (Williams and
Osborn 2006).

Costs associated with ongoing data collection, analysis and management of one online
incident reporting system were assessed at $25,000 to $35,000 annually per facility (2002
U.S. dollars), or the equivalent of a 0.5-0.75FTE professional in a mid-sized community
hospital (Atherton 2002). These costs do not include the expenses associated with system
development and implementation (Atherton 2002). Another similar-sized facility noted that
when moving from a paper-based reporting system to an online reporting system, cost
savings of data entry personnel time were approximately $30,000 per year per facility (Joshi
et al. 2002).

The U.S. Aviation Safety Reporting System has a dedicated team of coders who analyze each
incident submitted to the system (Johnson 2003). These coders are trained and monitored to
ensure consistency in application of coding to the reported incidents, at a cost of $3 million
per year or approximately $100 per reported incident (Johnson 2003). However, a national
health care adverse event reporting and learning system would likely not have the financial
resources available to have a dedicated team of professionals to code incidents. In the U.K.
alone, it would cost an estimated £50 billion to have a similar level of analysis to the adverse
events that are believed to occur within the National Health Service each year (Johnson
2003).

Adverse event reporting and learning systems will require a sufficient financial commitment
to recruit and retain the necessary expertise to evaluate submitted reports (Billings 1998). In
the words of Dr. Billings (1998): “these systems cannot be run with a couple of clerks and a
keypunch operator.” Just as the reported events are provided by experts providing direct
patient care, there must be equivalent experts responsible for the evaluation of the reports
and the determination of lessons learned to be disseminated (Billings 1998).
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Studies have suggested that in the long term, a well-targeted safety intervention is likely to
be cost effective, meaning that the cost of the system improvements are less than or equal to
the potential savings from elimination of future incidents (Webster and Anderson 2002).
Even if the improvement is not cost effective, organization administration may consider a net
loss as acceptable if a significant reduction in patient harm can be demonstrated (Webster
and Anderson 2002).

In the opinion of this author, in order to properly prepare for the financial implications of an
adverse event reporting and learning system, the following areas and their associated costs
that should be taken into consideration:

Feasibility testing

Legal advice

Computer form design

Hardware — database storage, data warehouse, backups
Software — purchase and licensing or develop in-house
Development of taxonomy/classification system

User education

User awareness

User acceptance testing

Data coding

Data analysis

Feedback reporting

Promotion of system externally

Incentive program

OO0OO0O0OO0O0OO0O0O0O0OOO0OO0OO0ODO

In order to develop an appropriate budget, the author recommends that in the early stages of
planning an adverse event reporting and learning system that a more complete prediction of
associated expenses be developed. As a result of the lack of details available in the
published literature, these will most likely need to be obtained through structured interviews
or personal communications with developers of similar programs.



7) FEEDBACK SYSTEMS TO IMPROVE SAFETY

“Learning is more than the analysis of an adverse incident — it is
about ensuring there is change based on well-designed action
plans. These must be realistic, achievable and sustainable, with all
stakeholders involved in their development.” (Bird and Milligan
2003)

The key to effectively managing clinical risks and the ultimate purpose of event reporting
systems is to learn from investigations into reported events and to share those lessons learned
to other facilities and organizations that would be similarly vulnerable to that type of event
occurring (Bird and Milligan 2003). One major barrier to incident reporting is perceived
futility: users experience frustration when they take the time to complete a incident report
and then never know what, if anything, changed as a result of those efforts (Khare et al.
2005). In order in encourage reporting, feedback needs to be frequent and staff involved in
an incident should be made aware of any changes made to improve system safety.

Improving feedback led to an increase in incident reporting in a community hospital in
[llinois (Force et al. 2006).

A review of several studies of incident reporting in intensive care units found that
information shared in published journal articles is primarily about the collection and analysis
of events, and very little information is included about the implementation of any changes
following reporting of the adverse event, and whether patient safety has been improved as
the end result (Frey et al. 2002). Similarly, there are very few references in the published
literature that address the specific methods for information sharing and safety improvements
in multiple organizations once a reported event is determined to have system safety
implications.

One of the major challenges when developing an incident reporting system is to find a means
of providing users as well as stakeholders with access to meaningful data following
reporting. It is important to determine what data sets are appropriate to share, as well as to
create user-friendly formats for disseminating the information, targeting the appropriate
audience, and establishing the most useful means for disseminating information in order to
reach the intended audience (NASHP 2006).

Database users identify a lack of data feedback from the reporting system to be a disincentive
to ongoing reporting (NASHP 2006). In this way, the timely dissemination of specific
information about progress made and system improvements implemented following the
report can act as a motivator and encourage increased participation in an incident reporting
system (Karsh et al. 2006). Organizations participating in reporting systems have also
suggested they would like to receive feedback in the form of quarterly or yearly summaries
that highlight the most frequently reported types of safety events as well as process solutions
for addressing certain types of incidents (Karsh et al. 2006).
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The National Reporting and Learning System in the U.K. uses information distilled from
reports of incidents and near misses to publish regular alerts and bulletins on safety issues
through a series of reports called the Patient Safety Observatory (Williams and Osborn
2006). The data can also be used to inform the development of educational curriculum, as
well as for performance assessment and standards development, for risk assessments both
nationally and locally, and to improve the quality of care provided throughout the National
Health Service (Williams and Osborn 2006). Health trusts are required to take action on all
patient safety alerts issued by the NRLS, and must certify their compliance with the
recommended actions within a predetermined timeframe (Leigh 2006).

A criticism of the NRLS is that although the system receives approximately 60,000 reported
incidents each month, a relatively small number of safety alerts have been published to date
(Leigh 2006). The committee evaluating the success of the system commented that the
Agency responsible for the NRLS: “has yet to demonstrate that it is using this information
and knowledge effectively to change health care practices rather than simply collecting
statistics” (Leigh 2006). The committee recommended that patient safety feedback reports
be produced and distributed to health trusts at least four times per year (Leigh 2006).

“For an organization to adopt event reporting rather than to simply comply with its
requirement, there must be timely and effective feedback and demonstrable local usefulness”
(Kaplan and Fastman 2003).

The challenge to all organizations implementing an adverse event reporting and learning
system is to determine what type of information to disseminate, as well as how frequently
and in what format. Keeping frontline care providers engaged in the process and aware of
the outcome of investigations and system safety improvements will ultimately encourage
continued participation in the event reporting system, driving the chain reaction of awareness
of adverse events and their underlying causes to further patient safety initiatives in the future.
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APPENDIX: ELECTRONIC DATABASE SEARCH CRITERIA

Search Results

Database Initial Search | After De-Dup
Medline 156 140
CINAHL 36 17
Embase 101 49
Web of Science 56 14

Total 220
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Medline Search

# Search History Results
1 |adverse drug reaction reporting systems/|2963
2 |mandatory reporting/ 1141
3 |(mandator$ adj3 report$).tw. 449

4 |(incident$2 adj4 report$).tw. 1805
5 |national$ report$.tw. 250

6 |event$ report$.tw. 1500
7 |data collection/ 51342
8 [hospital information systems/ 7857
9 |information systems/ 15832
10|information services/ 13558
11|or/1-10 92862
12| exp medical errors/ 52202
13 |(medica$ adj3 error$).mp. 12314
14 |(adverse$ adj3 event$).mp. 30671
15|(adverse$ adj3 effect$).mp. 64439
16| (health care adj3 error$).mp. 124
17| (healthcare adj3 error$).mp. 37

18| (sentinel adj3 event$).mp. 350
19|(diagnos$ adj3 error$).mp. 24899
20| (nurs$ adj3 error$).mp. 210
21|(physician$ adj3 error$).mp. 247
22 | (patient care adj3 error$).mp. 43

23 |(surg$ adj3 error$).mp. 557
24 |near$ miss$2.mp. 596
25| (critical$ adj3 incident$).mp. 891
26| (critical$ adj3 outcome$).mp. 1174
27| (adverse$ adj3 outcome$).mp. 10260
28| (unanticipated adj4 outcome$).mp. 48

29 |iatrogenic disease/ 9274
30|or/12-29 166832
31|11 and 30 4117
32|1limit 31 to english language 3822




33 |report$.ti. 255456
34|32 and 33 651

35| classification/ 4407
36 |classificat$.tw.

37|taxonom$.tw. 14329
38| computers/ 45474
39 [comput$.tw. 281541
40 technology/ 4774
41 |technolog$.tw. 107885
42 |implement$.tw. 92559
43 |exp systems analysis/ 18981
44|data interpretation, statistical/ 23610
45 |information dissemination/ 3378
46| govern$.tw. 56392
47 | or/35-46

48|34 and 47 134

Also considered:
Legal$.tw.

Infrastructure$.tw.

-nothing relevant was added. Mostly articles about reporting mental
health cases/situations, reporting abuse cases, etc.

—nothing relevant was added. (e.g. “Staffing and infrastructure of the
recovery room...” and “Clinical research infrastructures and networks
in France: report on the French ECRIN workshop”
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%
A
£
2 Cumulative Index for Nursing & Allied Health Literature (CINAHL) Search
:EJ # Search History Results
é 1 [mandatory reporting/ 1652
% 2 |incident reporting/ 1037
€ 3 |(mandator$ adj3 report$).tw. 136
é 4 |(incident$2 adj4 report$).tw. 545
g 5 [national$ report$.tw. 60
_E% 6 |event$ report$.tw. 253
e 7 |data collection/ 3167
g 8 |exp health information systems/ |9108
L% 9 |exp information systems/ 25470
cf; 10 [information services/ 1892
T 11|or/1-10 32802
% 12 |medication errors/ 3755
'E:S 13| (medica$ adj3 error$).mp. 4837
5 14 | (adverse$ adj3 event$).mp. 4669
g 15| (adverse$ adj3 effect$).mp. 4900
; 16| (health care adj3 error$).mp. 1499
< 17| (healthcare adj3 error$).mp. 488
18| (sentinel adj3 event$).mp. 342
19|(diagnos$ adj3 error$).mp. 2184
20| (nurs$ adj3 error$).mp. 1862
21| (physician$ adj3 error$).mp. 621
22 |(patient care adj3 error$).mp. 999
23 |(surg$ adj3 error$).mp. 604
24 |near$ miss$2.mp. 137
25| (critical$ adj3 incident$).mp. 874
26| (critical$ adj3 outcome$).mp. 1565
27| (adverse$ adj3 outcome$).mp. 1551
28 | (unanticipated adj4 outcome$).mp. |24
29 |iatrogenic disease/ 526
30|or/12-29 21397
31(11 and 30 1665
126




32 [limit 31 to english language 1644
33 |report$.ti. 24428
34132 and 33 296
35|classification/ 671
36| classificat$.tw. 8099
37|taxonom$.tw. 719
38|"computers and computerization"/ |3476
39| comput$.tw. 18279
40 [exp technology/ 8794
41 |implement$.tw. 24937
42 [exp systems analysis/ 725
43 [clinical governance/ 459
44| govern$.tw. 11454
45)0r/35-42 70533
46|34 and 45 45
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Embase Search

# Search History Results
1 |mandatory reporting/ 165

2 |voluntary reporting/ 30

3 |(mandator$ adj3 report$).tw. 279

4 | (incident$2 adj4 report$).tw. 1291
5 |national$ report$.tw. 572

6 |event$ report$.tw. 1413
7 |information processing/ 39409
8 |exp information system/ 23618
9 |information service/ 1566
10|or/1-9 64405
11|exp medical error/ 18459
12 | (medica$ adj3 error$).mp. 5050
13 |(therap$ adj3 error$).mp. 462
14|(adverse$ adj3 event$).mp. 30363
15 |(adverse$ adj3 effect$).mp. 52371
16| (health care adj3 error$).mp. 123
17| (healthcare adj3 error$).mp. 19

18| (sentinel adj3 event$).mp. 178
19|(diagnos$ adj3 error$).mp. 15806
20| (false$ adj3 result$).mp. 8858
21| (nurs$ adj3 error$).mp. 187
22 |(physician$ adj3 error$).mp. 337
23| (patient care adj3 error$).mp. 218
24| (surg$ adj3 error$).mp. 706
25 |near$ miss$2.mp. 352
26| (critical$ adj3 incident$).mp. 542
27| (critical$ adj3 outcome$).mp. 1421
28| (adverse$ adj3 outcome$).mp. 9119
29| (unanticipated adj4 outcome$).mp. |23

30| exp iatrogenic disease/ 140023
31|or/11-30 241427
32(10 and 31 3814




33 |limit 32 to english language 3552
34 |report$.ti. 140879
35(33 and 34 449

36 |exp classification/ 240606
37| classification$.tw. 70183
38 |taxonom$.tw. 8419
39 |computer/ 10637
40| comput$.tw. 193342
41|technolog$.tw. 82116
42 |implement$.tw. 67502
43 |system analysis/ 5346
44 information dissemination/ 1636
45| govern$.tw. 38911
46|01r/36-45 633133
47|35 and 46 101
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Web of Science
#42 56 #34 AND #41

#41 >100,000 #40 OR #39 OR #38 OR #37 OR #36 OR #35

#40 >100,000 TS=govern*
#39 >100,000 TS=implement*

#38 >100,000 TS=technolo*

#37 >100,000 TS=comput*

36 21,110 TS=taxonom*

#35 >100,000 TS=classificat*
434 363 #32 AND #33
#33 >100,000 TI="report™*"

#32  2.591 #31Language=English

(1 I N I N IR N N NN SN N

#31 2,668 #13 AND #30

63 603 129 OR #28 OR #27 OR #26 OR #25 OR #24 OR #23 OR #22 OR
#30 S22 491 OR #20 OR #19 OR #18 OR #17 OR #16 OR #15 OR #14

-

-
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#9 416  TS="iatrogenic disease*" OR TS="iatrogenic AND disease*"

3 TS="unanticipated outcome*" OR TS="unanticipated AND
#28 2% outcome*"

-

' w7 1,977 TS="adverse* outcome*" OR TS="adverse* AND outcome*"

& #e 117 TS="critical* outcome*" OR TS="critical* AND outcome™*"

& #25 1,121  TS="critical* incident*" OR TS="critical* AND incident*"

T g 6 TS="near* miss*" OR TS="near* AND miss*"

' y4p3 125  TS="surg* error*" OR TS="surg* AND error*"

L o 2 TS="patient care error*" OR TS="patient AND care AND error*"
& #21 62  TS="physician* error*" OR TS="physician* AND error*"

& #o 23 TS="nurs* error*" OR TS="nurs* AND error*"

& #19 969  TS="diagnos* error*" OR TS="diagnos* AND error*"

& #18 164  TS="sentinel* event*" OR TS="sentinel* AND event*"
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-

-

A A A aa a aa ) el

17 TS="health care error*" OR TS="health care AND error*" OR
#17 = TS="healthcare error*" OR TS="healthcare AND error*"

#16 350.334 TS="adverse* effect*" OR TS="adverse* AND effect*"
#15 28,567 TS="adverse* event*" OR TS="adverse* AND event*"

#14 2.083 TS="medica* error*" OR TS="medica* AND error*"

41830 1 OR#2 OR#3 OR #4 OR #5 OR #6 OR #7 OR #8 OR #9 OR #10
#13 2822 OR #11 OR #12
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#12 686  TS="informat* AND service*"
#11 4.619 TS="informat* service*"

#10 4.245 TS="informat* AND system™"
#9 28,536 TS="informat* system*"

#g 1,539 TS="event* AND report*"

#7 1.549 TS="event* report*"

46 246  TS="national* AND report*"
45 267  TS="national* report*"

#4 143 TS="incident* AND report*"
43 642 TS="incident* report*"

#2 56 TS="mandator* AND report*"
#1 234  TS="mandator* report*"
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Review of Provincial, Territorial and Federal Legislation and Policy Related to the
Reporting and Review of Adverse Events in Healthcare in Canada

G. Ross Baker, Francesca Grosso, Cynthia Heinz, Gilbert Sharpe,
John Beardwood, Daniel Fabiano, Lianne Jeffs, Paul Mclvor and Daria Parsons

November 15, 2007
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.

The authors also wish to thank Dawn Robertson of Fasken Martineau DuMoulin LLP for her work on the
legislative research. They also wish to thank Madelyn Law for her assistance in preparing the surveys and the
interviews.

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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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.

We also recommend 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 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.

In order 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.” >

“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.

*  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.

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

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.

DM_TOR/272263-00001/2201612.16

135



Task Force on Adverse Health Events Background Documents Volume I11 Submissions

136

-4 -

“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.

“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.’

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.

> The Canadian Patient Safety Dictionary (2003).
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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.

PART ONE: 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
regulationse. 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 (¢) 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.

® 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.
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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.’

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

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.I. 1988, c. E-11.

Northwest Territories, Nunavut, British Columbia and Saskatchewan.

In Saskatchewan, Manitoba and Ontario the facts with respect to a quality assurance incident are not privileged.

1 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.
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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 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.

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

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.

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.

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.

14
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(1) 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”), a province-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 the request 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

16

17

18

20

21

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

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, S.N.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).

R.S.A. 2000, c. R-10.
Health Quality Council of Alberta Regulation, Alta. Reg. 130/2006.
Ontario Agency for Health Protection and Promotion Act, 2007, S.0. 2007, c. 10, Sch. K.

Section 47 of the Personal Health Information Protection Act, 2004, S.O. 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.

2004, S.0. 2004, c. 3, Sch. B.
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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.

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.”*

(i1) 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 data in 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:

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

23

24

25

S.S. 2002, c. H-0.04.
Section 5 of the Health Information Protection Regulations, R.R.S. c. H-0.021 Reg. 1.
Alberta seems to be the exception. See footnote 36.
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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.

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.

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).”’

Also, Saskatchewan has a council similar to the Alberta Council,
but it is only permitted to disclose de-identified information.”®

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”. >

Ontario only 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.*’

[}

¥

N

[o8)
(=]
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6 Section 35(1)(a) with reference to section 27(1)(g) of the Health Information Act, R.S.A. 2000, c. H-5.
7 Section 27(4)(k) of the Health Information Protection Act, S.S. 1999, ¢. H-0.021.

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

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

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

(©) 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 1:erritory.33 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.*

(d) Findings of Other Reports

In its 2002 report, Building a Safer System: A National Integrated Strategy 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.

' 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.

3 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-18,5.9.

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

% 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.*® (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 themselves. 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 standards 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 a medication error.

Although we agree that a national 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

% 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.
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.

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.

37

38
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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.* 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 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 Reporting in
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

3 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).

0" saskatchewan Critical Incident Report Guideline, 2004.
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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.*

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.

1 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.

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

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).

42

43
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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:

(a) as a result of suspected misadventure, negligence or accident on the part of others;
(b) where the cause of death is undetermined;

(c) where a stillbirth or neonatal death has occurred where maternal injury has
occurred or is suspected either before admission or during delivery;

(d) 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

(e) 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, there is wide discretion in
determining when a public inquiry will be held. Finally, a jury’s recommendations 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.*’

“ 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.

4 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).
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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 g)rogram such as the Institute for Safe Medication Practices Canada’s
“Analyze-err”.*

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

“ 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).

4 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).

" bid. at 2.79.

* Ibid. at 2.89.

0 Jocelyn Downie et al., Patient Safety Law: From Silos to Systems, Appendix 2: Country Reports CANADA

(March 31, 2006) at 34.
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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, 2007, are
to increase the transparency of health regulatory colleges and facilitate public access to
information about the colleges and their members. Proposed 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.”
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,

51 1bid. at 36-37.

52 Bill 171, Health Systems Improvement Act, 2007, 2nd Sess., 38t Leg., Ontario, 2007. Received Royal Assent on
June 4, 2007.

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.

53
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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.

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.

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.>*

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

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

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

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.”> Good faith in this context
generally means that an individual making a Report does 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:

9.

10.

Incident reports that 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 hearing®® or review of hospital privileges’, healthcare professionals may
be inclined to record only limited information in these reports.

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

54

55

56

57

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.

Good faith requirement found in British Columbia, Manitoba, Ontario, Nova Scotia, Yukon, Northwest
Territories and Nunavut.

Saskatchewan, British Columbia, Northwest Territories and Nunavut.
British Columbia, Northwest Territories and Nunavut.
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(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) in most jurisdictions 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

(©) 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.

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.

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.” Accordingly, the following elements should be included in any such legislation:

1.

What is Reported? The definition of a reportable 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.60

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

58

59

60

The exceptions appear to be Alberta and Saskatchewan.

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.

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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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.

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.

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.

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.

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

Non-retaliation. The legislation must provide that persons who are required 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.

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.

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.

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
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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.

PART TWO: 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. Most policies for Reporting require 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.
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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.

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.

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.

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:

6.

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).

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

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.

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
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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.

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.

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.

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 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.

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.
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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;

(©) 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.

PART THREE: FINDINGS OF SURVEYS AND INTERVIEWS
A. Introduction

In addition to reviewing legislation and policy, we designed surveys to identify health region or
healthcare organization 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
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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) 37 hospitals;

(b) 25 health regions;

(c) 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.

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

52" 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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Type of Reporting Systems. Of the 77 organizations reporting 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).

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.

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).

Organizational Policies and Practices on Reporting Incidents. All but two
organizations (N=I 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).

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).

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
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was supported by responses to the open-ended question (4c). 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.

0. 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:

(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-hoc
in 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.

83 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.
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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) the majority of organizations reported that they never include patient safety
information when reporting Incidents to the community (N=62).

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.

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.

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.

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:
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(a)

(b)

(©)

(d)

-29.

in relation to 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;

in relation 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;

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

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.

20. 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)

(b)

Key internal enablers, organized under structures, processes and culture, included:

(1) 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;

(i1) 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

(ii1))  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.

Key external enablers included:

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

(i1) Canadian Council on Health Services Accreditation Required
Organizational Practices;

(iii)  organizations/networks and associated educational/knowledge
management resources (e.g. CPSI, Ontario Hospital Association with
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(iv)

)
(vi)
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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).

Internal 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)

(b)

Key internal barriers include:

(i)
(i1)
(iif)
(iv)
v)

(vi)
(vii)
(viii)
(ix)
(x)
(x1)

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.

Key external barriers include:

(@)

culture of fear, litigation and disciplinary action;
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(i1) 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;

(iii)  legislation (Quality Care Information Protection Act as a double edge
sword);

(iv)  regulatory bodies (e.g. College of Nurses of Ontario);

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

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

(vil)  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)

(b)

(c)
(d)

(e)
®

(2
(h)
(i)

province wide mandatory, standardized (with common Taxonomies) Reporting64
and follow-through aligned with infrastructure (funding and technology);

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

clearer legislation around protection for quality assurance discussions;

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

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

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

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

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

% Some respondents also identified anonymous reporting.
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() 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).

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 lessons to be shared so that others can avoid the same mishaps.
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,

6 Given the short time frames to arrange and carry out interviews it was not possible to interview some individuals
identified as key informants.

% Lucien Leape, New England Journal of Medicine, 2002
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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 key informant interviews were based on the issues identified in the initial parts
of this report, 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.

Is there 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.

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 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.®®

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

67

68

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.

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

PART FOUR: 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:

% 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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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.
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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 knowledge and clinical expertise in the
formulation of recommendations, we assume that any de-identification would be done at
the institutional or regional level.

Limit CPST’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 CPSI’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 9 below.

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 9
below.

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.

" personal Information Protection Act, S.A. 2003, c. P-6.5.

DM_TOR/272263-00001/2201612.16



-37 -

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.

PART FIVE: 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

" 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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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.
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APPEXLDIN 1

Adverse Event, Sentine] Events wnd Mear Miss Reporting Sunvey
Acuite Care Hospitals ¥ersion

On baha T ¢l the Canadan Patient Salety irsllate. we arg reviewing the barriers and enatyers ta the repaning an:d
reyiew ol adverse everts seatingl events and nedr misses in Canadian hospitals The elicwing survey has been
desigred 1o dentify piganizaticng’ polcies ard pracices concesning the reparting and review of 2dveise ouenls,
nenlnol everls and near misses reporing in 2cate care hospitals. The survey agss for infornation gn path inlernal
repcrma and review and exemal reac1ng so reg-ons of other bedies. This suriey 13 mamly Co mrprsed of clase-
erded cueslions with some cpen ended questions. #lease nate thal all incrmahon pravided in this survey is
confidential and the analyss wil repert only agqrecate Ghat & grup o frend) results.

Wann you nave comgseted Ine survey. please refurn i g cove'ops provided addressed to Or Ross Baker a1
the Unwersity o Tomanig.

I fospreaf
Hoyama' Name . - . -

Heepnal Size - Humber of acute care beds o L

mey Gonasl Name _____ Prare Murrbsr: . Emal:  _ o
1Ta b used if darkcation iz needed)

Reporting Systems and Aralytical Tools
Definitions
Salely Qccurrence Taxonemy:

Adverse Events: ame unintended in unes or comphcations that are caused by hea' |t care management, rather
shan she palenl s undery.ng dsease a-d thal lead 10 death ar disabily or requirg addiicsa vee ol hospita.
rescurcas, such as prolonced haspital stay additicna 1eslirg 6o nienenhons

Senting! Events: An unexpeclted inoident re'ated 10 system or process def cences. which #ads 1o death or
major and endur ng loss of funciie s for 3 redigant ¢f health care senices

Mear Misses: An cvenl o crcumstasce, wheen has the polential I cause serous physical o psychologica njuny,
prespecied death. ar sigmilican: propery damage but dd nel aclual ze dus Lo thance. correcsive aclon,
andsior Lmely baryg nsicn

Reporting System: Orgasizational roatings used 1o collect informatian about one or mare types o palent sa'ely
eyents. Repad ng systems can be papes-based, electenic ar 2 combnalon of BDth.

[3%8 D IE " M teee e 1 TTomnind



Survey {Baker, Jeffs & Law, 2007}

The followsrg queslions cansern Ihe bypes of reporteg Syslems lar pahert Lalely svons [adverse evenls, seatingl evenls and
near miss geoyrrendes) Ihat existin yodr hosgaal

1. Ta whal extent has yeur erganizalion impternented a reporting system for adverse events, sentingl events
and near misses and indicala whether system is paper andior elegirenic based ?

Reporting Systam Please check  your response ' Please chack +
; e : . -fOul TeSPHITSE
Mot at all Rartially Majority of Faully * Paper i Electronic
: Implemenied Linils Implemented = Based | Based

{lewunits)  Umplemenied

Adversa Event
 Regorting System

sentingl Evenls
_Reporting System

Mear Miss Reporling
_ Bystem

2 T whal extent does your afanizalion uee speciic analytical approaches (.., roof cause analysis or

guality improvement togls ¢ g., Flow Diagrams) 1o investigate reported adverse events, senfinel events, and
near miss ocourrences? Please check « your response.

Notalall =~ Patislly  Malerityef ~ Fuily
implemented units implemented
o0 selecled |mplemenied
. units
Adverse Events
. Senlingl Evenls
MNear Misses
1 In the [ast year, how often has your arqanizatlon used retrospective analytlcal approaches for safety
ocourrences (adverse events, senfinel events, and near misses |7 Please check « your respense,
. b 1-2 a-4 § or more
. Rogl Cause Anziysis
At
Chart Heview

Qrher, please specify

"{or those hospials thal acled ether, please doscnbe e erospectve aralytca! approaches you used 1 he
Fasl year

AL T N LY T
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Survey [Baker, Jels & Law, 2007)

Organizztional Pelicies end Praciives

4, a) Does your hospilal kave 3 palicy on reparting patient safety events?

Flease chick « your responis 1T YES o M@

If yes, ploase answer the folowing questions,
bh Does your pelicy cover all events [adverse events, sentinel ovonts and near misses) or selgcted gvents?

Fleaze dogsenbt the spocific events Ihat your pokicy covers,

G} Dops wour policy require disclogure to patients and family mermbers on reperted patient safety events?
Flease check " your response o YEF NG

Please describe,

d) Does your policy requlre that 2 summary of patignt safely avanis b raporied 1o the Board of Diractors?
Please check «* your response o YE3 o HO

Flease describe,

&) Ara therd any cunrent [4sues arcund your reporling pelicy under review in your organization, please
descrile,

Please append a copy of your polley to your comploted s urvey.

Lo I SR DTN Qi RN |



Suryey {Bakar, JeHs & Law, 2007}

3 In the last year, how often did your hospita| participate in Ihe following actlvities associated with
reporting and [nvestigating safety occuirences (adverse avenls, sentinel events, and near
misses)? Pleasa check < your responsé,

Mever | Dally | Weekly _ Momhly | Quartery | Annually
Included as measures for corporate
mporting te the Boarg.
Included 35 measures for repading
i the community.
Education sessions lor staflf on safety
cyltyres that intlrde reporting and
learning fromt cvents and incidents.
" Executive WalkRounds with a Fermal
_teedback an actians iaken
Meetings at the unit, divisien, and .
portfolio leyel Lor the review of safely :
indigators, and avafuaton of planned :
Cimtigtives
Fallure Mede Effect Analysis
' Reports on the follow up and resalution '
of alt aleds and recallz ol equipmentto a
_third party (e.g. ORNT} -
Mher, pleaze describe

Ga.  Towhal extent does your currenl reporting systam capture the number and types of patient safely
events that you helieve 1o be gccurring in your organization. Please cirgle your responge.

1 2 3 4 g
Mone Linted Extanl Somewhat Frequently Always

&b, To what exten] do your current reporting systarm and stru¢lures create a capacity o analyze and
act an Iheze palient safaty avant raparts to improve the design and delivery of care? Please circle
¥OUr response.

1 2 3 4 5
Hong Lirmited Extent Somewhat Fraquently Always

[Ive p0Ig "7 et TTie
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Survey {Baker, Jefs & Law, 2007}

7. To what axternal agencies dogs your hospital report adverse events, senhing| events and near
misses thal have laken place in your hospital? {Check ali that apply)

Maniairy af Health

Regulatory bodies for hedlth caie pradessianals (.g. College of Physiang and Surgaons, Coltoge of Nurses,

Cellegt 1 Pharmatista, oo,

Repanl 1@ & regignal authority

Ragradt 1o oiiher third parlies, please $pacily [€.9. Ombudsmang

4 O0a 4o

Reparl g insurers {e.4. HIROC, Canadian Medical Practice Astesiation, Canadian Nurce Probactive Soclety, and
others)

Other, pleasa descripe —_ e
Enazhfars and Barriers for Raperting

For theze zeries of gueslions, patient salety events refer to adverse evenls, sanlinel events and near
misses,

g. In your view, what are Lhe key enablers within your hos pilal that (acilitate snactment of policies
associated wilh reporting and review of patient safety evenls? Please deacribe below,

Task Force on Adverse Health Events Background Documents Volume I11 Submissions

9. In your view, what ara Ihe barriers from wilhin your hespital that arg challanges to enactment of
policies associated with reporting and review of patienl safety events? Please describe below,

[ERS I L AL R IR LR |
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Survey (Baker, Jefls & Law, 2007)

External

18, In your view, what are the factors oulside your hospital (hat facilitale eraclment of policies
associaled with raporting and review of patient safely avenls" Please describe befow,

11.  Inyour view, whal are the faclors outside your haspital that are challengas to the enactment of
polficies assaciated with reparing ang raview of patiant safely avents?" Pleasa describe helow.

12, In your view, what specific changes in practice, policy or legistation would encourage or [acilitate
the reparting and review of palient safety evenls? Please describe below,

"Some examE =5 inc ade prvilege over quaiity assarance 1~formatics, requirements of professionl cgleges
actensial lewsuits and arovingial prvacy leaislahon .

AL Tk 2RI e ) TN R ]
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APPENDIN 12

Interview Cueslions For CSP1 Projeet on Adverse Eyent Beporting

Inirednciion

W e working on Behall ef the Conadian Fotiemt Safety Instivate Lo adenlaby and anilvze
lecial ural pofics bazicrs ad voallers for e nepsartmg and review ol adveerse events
mil-or critiead ingedonts ok mational seale. s paet ot This aoals sis we are conduw B
ey induemant antervives with experts mCanuls and abremt We sould ke Loalk with
sl Bar A4 mitesanes bl sy jases.

L limitians

Ptimt setedn cveady teber Lo adyerse ov et sehie boese s ntetded injueses or
complivinions Ul are viaused I Boealeh cace management, rather than the patient’s
unilechving discase and tha lead 1o deatlor disabalive or sequire additienat wse of hospual
reserees, sueh s produnged haspital e sddiwoesl wsting ar inberventisns,

Ceitfenl ancecfendx are meidents resuling i seriews hann (o o ke, limbs, or s il
et ) oo 1he patienn. e e siemiticant ekt et

Questinngs

o Tsheew aonecd Bon indasrmation ob paticn sabey ey cnils o celival sncidents e e
slaureE orare DrosedDs s erud e insticotosses s hich thaese events ane sdenbicied!
i M sas wiwd vpes ulinfarmagien !
B Boowlusm shonfd 1his lermativoe be meponed
c. Shishd this repertmg be maenduters sroweuear !

2 Aseaaminy sl idvematwan van b ealleeted centrally'! Eloss shauhl mloamarian
thirl ke copuorted beoused”! 5o psed”? W slusld Bave eoess e the tarmantivn?
300G of By erttical Lasogs i reporting 15t privileging of mbormatisn en pakienl

Sidety e onts, Are fhe Carmem presley oas i rouT nmavine ¢ostike suloguate wa
suprl repuorting e sharing of ITomsdian e peiient salety evenis?
W drnel i b view i 8 clear whot pepes ol legilaive e st protections
e neeod noseur pros e sttt
Bo Wi s thy Bk Bidvood that such protestan mught be estallshed in the oear
e L., sl B B Three years)!

A0 Wallahe develepnwenn e e Mo prisclegiog g0 perm wlogoten an palient
sidely wnents B T wsead Enpnove care amd menderbe appesion e manditee
Fepuarting?



La

f

130 vony think 2hat it sauld be possible 1o share mbammition o paticot salcly
[N | BN TS AR r!'l'l.l"l-'irlL'l_'.‘i sy
an W are ke Boeiers o sl sheinpe’?
b, Cuould asel ul pomeiples Ty established o Fommeniee the reperting aul
shigrane ob sl infesrmation®
e Wauld vou tkank this s kel

What ume sstber eritival barciers 1o repeetine sutd shiemge ol Earmaticn o ket
salely oveiny?

i Toesw it extent vanhl these beubdressed soithon new legisben?

b oWt resoumees e aesded %1 nemone These barniees?

o Do tank e lMorts o remuowe these baeelers wondd Twe socecssiul™

S Ty ¢ skt Wt a oo 4imst sbep sould B the cremiom ol o paliey
Eramewotk anad st prietiees an shating or indeemaieon, Doovow think this would
Bt sl B 11 feaxiblet? W he shawld ke the fead?!

Acgammeemly staied baerter i ke cultuee of bl et Bnmts mepseetimg. What G
vorn enk s needed wenldoess b barriee?

1T [éy 2007 405 PAL
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Introduction

In July 2007, the Government of Newfoundland and Labrador appointed the
Honourable Margaret A. Cameron to head a Commission of Inquiry on Hormone
Receptor Testing.

The Commission’s terms of reference include:

oo an inquiry into problems with estrogen and progesterone hormone
receptor tests conducted between 1997 and 2005 in the Newfoundland
and Labrador health care system;

~ Wwhat happened to cause or contribute to the problems, when the
problems came to light and whether they could have been detected
earlier.

o whether protocols were in place during the relevant time frame and what
steps, if any, were taken by responsible authorities upon becoming aware
of the problems.

o a review of both policy and legal issues and the duties, if any, of the
responsible authorities to patients, other parties within the health care
system, and the public respecting differences in test results on re-testing.

oo examination of whether the estrogen and progesterone hormone receptor
testing systems and processes and quality assurance systems currently
in place are reflective of "best practices".

oo examination into the response of authorities when the problems were
discovered, including the communications with affected patients and
others. Further, the Commission is to study present practices related to
estrogen and progesterone receptor testing.

Over the past several months, several witnesses have spoken at the
Commission of Inquiry on the issue of public disclosure of adverse health events.
As well, the Commission has heard from experts who presented papers on the
topic of public disclosure. However, the Commission has not yet heard from
public relations staff employed at the Eastern Health Corporation or within the
Provincial Government, not has it heard from experts in public relations (PR).
CPRS-NL believes that PR experts with expertise in issues management, risk
communications and PR best practices could add to the Commission’s
understanding of this profession. For this reason, the Canadian Public Relations
Society of Newfoundland and Labrador (CPRS-NL) has decided to submit this
brief to the Commission of Inquiry on Hormone Receptor Testing.

CPRS-NL hopes that this paper will inform the Commission about the profession
of public relations and promote a better understanding of how best practices in
PR can help authorities to respond more effectively in the future when faced with
issues around disclosure of adverse health events.

In fairness to our colleagues at the Eastern Health Corporation and within the
Provincial Government, CPRS-NL wishes to state that it does not intend to pass
judgment on the actions or inactions of public relations practitioners involved in
the hormone receptor testing controversy. Our purpose is to inform, not judge.
CPRS-NL encourages people to wait until all the evidence has been presented to
the Inquiry and the Commissioner's Report is made public before drawing
conclusions.




In this submission, we will provide for the Commission a definition of public
relations and description of what PR practitioners do at various levels within the
organizational structure. We will discuss best PR practices and the importance of
including PR in decision-making at the most senior levels of the organization.
This submission will highlight key elements of effective risk and crisis
communications. Further, we will briefly discuss how strategic public relations
can assist management in its efforts to communicate effectively with different
audiences.

Also included in this submission is information about the Canadian Public
Relations Society (CPRS), which is the national professional organization for
public relations practitioners, its ethical guidelines and accreditation process.
Finally, we will discuss gaps and challenges in the development of public
relations best practices in Newfoundland and Labrador and some of what CPRS-
NL plans as next steps to address the gaps and challenges.

Professional Public Relations and Best PR Practices

Definition of Public Relations

The evolution of public relations has seen humerous attempts to define the
concept and practice of public relations. The Canadian Public Relations
Society defines public relations as

"the management function which evaluates public attitudes,
identifies the policies and procedures of an individual or
organization with the public interest, and plans and executes a
program of action to earn public understanding and acceptance.”

Some common elements in many definitions suggest that public relations:

@) conducts a planned and sustained program as part of an organization’s
management

(b) deals with the relationships between an organization and its publics

(c) monitors awareness, opinions, attitudes and behaviour inside and outside
an organization

(d) analyzes the impact of policies, procedures, and actions on publics

(e) adjusts those policies, procedures and actions found to be in conflict with
the public interest and organizational survival

() counsels management on the establishment of new policies, procedures
and actions that are mutually beneficial to the organization and its publics

(9) establishes and maintains two-way communication between the
organization and its publics

(h) produces specific changes in awareness, opinions, attitudes and
behaviours inside and outside the organization

() results in new and/or maintained relationships between an organization
and its publics.

It is important to understand that the practice of PR in an organization can range
from a tactical role where practitioners are engaged primarily in activities like
media monitoring, media relations and events planning to a more strategic
counseling role. Some of the points listed above clearly illustrate a role for senior
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public relations people in the policy making process. Progressing from a
tactician to strategist takes years of experience, training and sound judgment.
Not every practitioner makes it to this level and such a progression is even more
difficult in the absence of certain necessary conditions, like training and
mentoring.

Public relations is no stranger to criticism and practitioners strongly object to the
use of pejorative descriptions, such as ‘spin doctoring’ to describe the valuable
work that we do for our organizations and clients. This description, and similar
characterizations, has appeared in several articles written recently by local
journalists and in comments made about the ER/PR matter. CPRS-NL wishes to
state that public relations activity that attempts to deceive the public or
manipulate the truth for the benefit of the client is not condoned in any way by
CPRS or CPRS-NL.

Strategic Communications Planning

Some of the criticism has come from what may be an unclear understanding of
strategic public relations. Strategic public relations planning, also referred to as
strategic communications planning, refers to a process of using research to
identify problems and opportunities, establishing goals and objectives, defining
key messages for specific audiences, determining actions for achieving the goals
and objectives and establishing methods of evaluating effect and impact. In
principle, they are not unlike other strategic planning processes used to identify
and achieve desired goals and objectives. For example, financial advisors help
people develop strategic financial plans to meet economic goals. Strategic
communications plans are common industry practice for achieving measurable
communications objectives, such as increasing awareness or informing target
audiences.

There are many templates available for strategic communications plans, but the
value of these plans for management is in the content, not the organization of the
document. Therefore, it is important that the development of strategic
communications plans be overseen by qualified, experienced public relations
practitioners with the skills and training necessary to prepare strategic plans. A
key purpose of strategic communications should be to make communications
more effective, not to make the organization look good in the media. CPRS-NL
wishes to inform the Commission that strategic communications is an important
management tool that helps remove some of the guess work in communications.
The intent in developing a strategic communications plan should be to achieve
desired public relations and communications goals. Plans should be evaluated
on the basis of how well they worked in achieving the goals.

At the most senior level, public relations is uniquely positioned to act as a
‘corporate conscience’ -- advising management when policy decisions are at
odds with both the public’'s and the organization’s interest and how to adjust the
policy to address the situation. To coin a phrase, “Good PR cannot make a bad
policy good, but bad PR can make a good policy bad.” PR has a responsibility at
the management table to identify when policy decisions can affect the reputation,
integrity and credibility of the organization. Bad decisions can have negative
financial, legal and operational impacts, but if the organization’s integrity and
credibility are at risk, the result can be catastrophic.




Risk Communications for Health Care

The Nature of Risk Communications

First, it is important to say that there is no template for risk communications.
There are principles and best practices that practitioners turn to in risk
communications that increase the probability of handling an emergency
successfully and effectively, but generally speaking, emergencies are unique and
require unique responses. Decisions are made immediately under duress and
often without complete information, so there is always a chance that the wrong
decisions will get made. The important thing is to correct any problem as quickly
as possible.

Below are nine key elements of successful risk communications for consideration
in the development of a policy on public disclosure of adverse health events.

Key Elements of Successful Risk and Crisis Communications

() The primary goal of the risk communicator should be protection and
promotion of public health.

The public should be given sufficient information and knowledge to place the risk
in proper perspective. The risk communicator should try to foster autonomous
decision-making by the public as a means to the primary goal of health
protection. In the age of the Internet, it is reasonably safe to say that people can
access information about adverse health events and effects with the touch of a
button. However, information obtained through the Internet is not always from a
reliable source. Public relations can guide patients towards sanctioned websites
that contain information relevant to the patient’s need.

(i) A single authoritative source of information is essential.

One thing that is absolutely critical in an emergency is the need for a single
authoritative source for information during the crisis. Having more than one
source of information increases the risk of the wrong information going to the
public and this could make matters worse. Emergencies are by their very nature
dynamic situations and things change constantly, so it is vital to control
communications in a crisis. Accurate, honest and timely information is essential
in risk communications.

Often in an emergency, communicators cannot afford to spend time correcting
misinformation reported in the media because it takes them away from the
important job of acquiring facts and getting them out to the public. For this
reason, it is important to take the time to explain things once in as much detail as
possible using the right spokespersons. However, misinformation should be
corrected when it is revealed.

(i)  The longer it takes to establish control and demonstrate effective
management in an emergency, the more likely it is that the situation
will become a crisis.
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In risk communications, trust and credibility are your most precious assets. An
emergency becomes a crisis when it is not managed effectively and the public
loses confidence in the organization’s ability to manage the situation. A crisis
does not necessarily involve a risk to life, but it can be anything that poses a
serious threat to an individual or organization's reputation, credibility and
integrity.

(iv) Disclose information as early as possible.

Some experts in the field of risk communications have suggested that
responsible authorities have only 24 to 48 hours to respond publicly when a
serious problem first becomes known. In some cases it is even more immediate.
When spokespersons tell reporters ‘no comment’, the immediate reaction is that
they must be trying to hide something. If this happens, it can create very serious
problems because they have created bad will with the reporters and lost the trust
of the public. Standby statements are common practice in the field because it
identifies for the media the authoritative source of information, even when the
answers to any questions could be months away.

When the authoritative source of information chooses to avoid the media, or is
perceived to be avoiding the media, the media seek information from other
sources that have legitimate perspectives on the issue. This is a reality of the
news business. The perspectives of stakeholders should, in fact, be part of the
reporting, but so must the information and perspectives of those in the
authoritative agency or agencies.

(v) Communicate even when there is nothing to communicate.

Problems become known much more quickly than answers. If you wait until you
have all or some answers before you say anything publicly, the situation could
turn much worse. Reporters may decide the progress report is not newsworthy,
but they appreciate being kept informed because they know they will be
contacted when there is something significant to report.

(vi) A significant challenge in risk communications is selecting a
spokesperson, deciding what information to release and how?

There are three criteria that must be met to be a spokesperson. First, the person
must have the information necessary to answer reporters’ questions. Second, he
or she must have the authority to speak to the media. Third, he or she must be
accessible to the media.

Selecting and presenting to the media an appropriate spokesperson is difficult at
times in a hospital setting. In some matters, doctors are the appropriate
spokespersons, but they are not always easily accessible to the media. Doctors
may also feel reluctant to discuss sensitive matters in the media when they
believe it is best addressed directly with patients. Additionally, without significant
media training, many individuals are reluctant to answer a barrage of media
guestions which will certainly be about sensitive matters.




(vii)  Accept and involve the public as a partner

People have a right to participate in decisions that affect their lives, their health,
their property and the things they value. Involving the community early will
produce an informed public that can be part of creating a solution to whatever
crisis exists. Listening to their specific concerns and responding accordingly is
important. Communications is a two-way street.

(viii) Make the media your partner. You have to meet the needs of the
media.

What is also important to know in a crisis situation is that the media can be your
best friend or your worst enemy. To ensure it is not the latter, it is best to make
the media your partner in risk communications. Despite some of what has been
written in local papers about PR practitioners and their relations with the media,
the reality is that both public relations practitioners and the media have common
objectives in an emergency situation. The public are always better served when
the media and public relations work together to inform.

(ix)  Coordinate and collaborate with other credible sources

Building trust can be easier when other credible and authoritative sources of
information lend their support to your efforts. Building bridges with other
authoritative organizations will assist you in your communications.

The Canadian Public Relations Society (CPRS)
Who We Are

The Canadian Public Relations Society (CPRS) is an organization of men and
women who practice public relations in Canada and abroad. Members work to
maintain the highest standards and to share a uniquely Canadian experience in
public relations, while working with our North American and international partners
to promote recognition of the practice as a profession world-wide.

Membership in CPRS is restricted to public relations practitioners, whereas the
International Association of Business Communicators extends its memberships
to a broader group of communications professionals.

CPRS was founded 60 years ago in 1948 from two original groups - the first in
Montreal and the second in Toronto. In 1953, these became associated as the
Canadian Public Relations Society, and, in 1957, the organization was
incorporated as a national society.

Today, CPRS is a federation of 16 Member Societies based in major cities or
organized province-wide., CPRS works to advance the professional stature of
public relations and regulates its practice for the benefit and protection of the
public interest. Ethical standards are established through the CPRS Declaration
of Principles, the Code of Professional Standards, the organization’s by-laws and
regulations, as well as through its statements regarding Confidentiality, Privacy
and Conflict-of-Interest.  Members are required annually to affirm their
commitment to the standards of practice established in the Code of Professional
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Standards. Both the Code and the Declaration of Principles are attached as
appendices to this submission.

Global Alliance

The Global Alliance is a framework for collaboration with a mission to enhance
the public relations profession and its practitioners throughout the world. The
Alliance was formally established in Chicago, lllinois, USA, on 25 October,
2000, after a Public Relations World Congress sponsored by the Public
Relations Society of America and the International Public Relations Association.
More than 20 national and international associations were actively involved in
the founding of this historic framework. CPRS is a proud partner in the Global
Alliance.

The mandate of the alliance is to:

Unify the profession

Assist in building and growing public relations associations

Develop and propose universal standards for the profession

Be an advocate on behalf of the profession

Serve the needs of the individual members of GA member organizations
Offer reciprocal benefits to our collective membership

8 8 8 8 8 8

Global Alliance projects include the establishment of a global code of ethics and
benchmarking of accreditation and curriculum standards.

What We Do

The Canadian Public Relations Society, as a distinct Canadian association,
seeks:

o to group all public relations practitioners in Canada and to foster their
professional interests

oo in cooperation with its regional Member Societies and with like-minded

organizations in other countries, to advance the professional stature of public

relations

to regulate its practice for the benefit and protection of the public interest

o to serve the public interest by upholding a standard of proficiency and code of
ethics, and by providing ongoing professional development to its members
and public relations practitioners across Canada.

8

Like other professional associations, CPRS places emphasis on providing
professional development opportunities for its members at the local and national
levels.




Accreditation in Public Relations

CPRS offers a globally recognized accreditation program in public relations
(APR). This professional designation is a cornerstone of the society’s
recognition of professionalism and competence and all members are
encouraged to seek the designation when they are eligible.

CPRS Accreditation (APR) is a respected measure of professional experience
in the field of public relations. This program recognizes the dedication, energy,
perseverance and competence of successful public relations professionals. To
pursue the accreditation process, a member must satisfy the following eligibility
requirements:

o Member in good standing of the Canadian Public Relations Society.

o Employed full-time in a public relations position for at least five years; and

o« Spends at least half of your professional time involved in specific public
relations activities.

The examinations, offered in French and English, consist of three parts: a
review of a work sample, a written examination and an oral examination. The
exams are designed to test the breadth and depth of a candidate's public
relations experience and ability.

The goals of CPRS National Council on Accreditation are to assure
professional competence; establish standards for professional practice;
increase recognition for the profession within business organizations and the
community, and influence the future direction of the profession.

Below are suggested reasons for practitioners to pursue accreditation in public
relations:

o Accreditation establishes professional credentials and enhances the
professional image

o Accreditation improves skills and knowledge and prepares you for greater
on-the-job-responsibilities

o Accreditation reflects achievement and builds self-esteem

oo Accreditation improves earnings potential and improves career
opportunities and advancement

o Accreditation offers greater professional recognition from peers

This is not to say, of course, that only public relations practitioners with an APR
after their name are competent professionals. On the contrary, there are many

fully qualified and competent PR practitioners across Canada and here in this
province who do not yet have an APR designation.

Next Steps in Development of PR Best Practices

Membership in a Professional Association and Accreditation

As noted above, membership in a professional public relations society can
greatly benefit practitioners and the organizations they represent. CPRS has a
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national committee formed to examine ways of encouraging more practitioners
across the country to apply for accreditation.

CPRS-NL hopes that the work of the Cameron Commission will be useful in
highlighting the value of belonging to a professional organization and that it will
encourage many senior public relations practitioners in the province to join and
become involved in CPRS and the local member society.

Professional Development through Public Relations Societies

Each year, CPRS holds its national conference and annual general meeting in a
location sponsored by a local member society. This is an opportunity for
practitioners from across the country to learn about current best practices and
explore recent trends and issues affecting the PR practice today. The CPRS
national conference is open to members and non-members and employers are
encouraged to support the attendance at this event of their public relations staff.

The national CPRS Board of Directors supports numerous professional
development sessions throughout the year. Some of these opportunities are
web-based, while other initiatives include workshops and courses at locations
across Canada. CPRS-NL has been actively seeking more web-based seminars
given the cost associated with travel outside the province to attend professional
development events.

CPRS has also been supportive of local societies’ efforts to organize professional
development. A few years ago, CPRS and CPRS-NL held a one day mini
conference where experts from across the country came to speak on a broad
range of current topics in public relations.

CPRS-NL has formed a committee to assess PR training needs in the province
and to formulate an action plan for improving access to professional development
for local PR practitioners.

Post-Secondary Education in PR

There is no degree granting PR program available in this province at present.
The nearest available Bachelor of Public Relations (BPR) program is at Mount
St. Vincent in Halifax. The absence of such a program is a major obstacle to
developing and improving best PR practices among local practitioners. Many PR
practitioners entering the field come from journalism or marketing backgrounds
and many possess degrees in various social sciences. However, there are a
growing number of BPR graduates in the province, which is encouraging.

CompucCaollege, a private school, is the only institution in this province offering a
Diploma in Public Relations.

In Newfoundland and Labrador, a small number of private companies offer
training in some aspects of PR, such as the three courses available through the
College of the North Atlantic (CNA) — the Fundamentals of Public Relations,
Message Driven Media Relations and Strategic Communications Planning.
Efforts are underway to expand the number of courses available through CNA in
areas where there are gaps.




VL.

What this means is that local practitioners interested in developing their skills and
broadening their knowledge must frequently look outside the province for training
opportunities. Because this is often cost prohibitive for many practitioners,
CPRS-NL has been moving more towards web-based and distance education
programs.

Conclusion

Although public relations practitioners have received some criticism in relation to
the handling of the ER/PR issue, the answer is not to exclude PR from decision-
making, but rather to include PR at the most senior levels. Contrary to what
some might expect, the answer is not less PR, but more.

All organizations are facing much more complex public relations and
communications issues these days and they require expert assistance in dealing
with these challenges in an effective manner. This means that organizations with
intensive public responsibilities are well served when they have senior accredited
public relations practitioners heading departments, which are also staffed with
personnel who are capable in media relations, risk communications, community
relations, internal communications, and other specialty areas.
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APPENDIX A

CPRS DECLARATION OF PRINCIPLES

The National Society, in setting forth its Declaration of Principles and Ethics of
Professional Conduct, strives to:

o affirm that the obligations of a public trust are inherent in the practice of public
relations;

o promote and maintain high standards of professional practice and conduct
among the membership, so as to ensure that public relations shall be esteemed
as an honourable profession;

o safeguard good taste and truthfulness in all material prepared for public
dissemination and in all aspects of the public relations practitioner's operations;

oo ensure that membership represents surety of ethical conduct, skill, knowledge
and competence in the practice of public relations;

o foster increased attention to public relations as a course of study in universities,
colleges, institutes and other similar educational organizations in order to
further the proficiency, knowledge and training of anyone engaged in or
interested in entering public relations;

o~ adhere to the Global Protocol on Ethics in Public Relations of the Global
Alliance for Public Relations and Communications; and

o subscribe to the principles of Canada's Charter of Rights and Freedoms

Canadian Public Relations Society — Newfoundland and Labrador

i

237




Task Force on Adverse Health Events Background Documents Volume I11 Submissions

238

APPENDIX B

Code of Professional Standards

Members of the Canadian Public Relations Society are pledged to maintain the spirit
and ideals of the following stated principles of conduct, and to consider these essential
to the practice of public relations.

1.

A member shall practice public relations according to the highest
professional standards.

Members shall conduct their professional lives in a manner that does not conflict
with the public interest and the dignity of the individual, with respect for the rights
of the public as contained in the Constitution of Canada and the Charter of Rights
and Freedoms.

A member shall deal fairly and honestly with the communications media
and the public.

Members shall neither propose nor act to improperly influence the
communications media, government bodies or the legislative process. Improper
influence may include conferring gifts, privileges or benefits to influence
decisions

A member shall practice