10138.v1

Commission of Inquiry on Hormone Receptor Testing

Part II Submissions

List of Authorities

Submitted by: Stewart McKelvey

Solicitors for: HIROC



List of Authorities

Reference

Roy J. Romanow, Q.C. Building on Values: The Future of Healthcare
in Canada — Final Report (2002).

5

Canada Health Infoway, 2015: Advancing Canada’s next generation of
healthcare, (n.d).

Canada Health Infoway, Electronic Health Records (EHR): Standards
Needs Analysis, (2004).

Health Canada, Pan-Canadian Health Human Resource Strategy:
2006/07 Report — Accomplishments and New Projects, (2007).

Kisalaya Basu and Cliff Halliwell, Projecting the HHR Impacts of
Demographic Change (Health Canada, 2004) 8 Health Policy Research
Bulletin.

Frank Cesa and Suzanne Larente, Work Force Shortages: A Question of
Supply and Demand (Health Canada, 2004) 8 Health Policy Research
Bulletin.

Nancy Hamilton, Health Human Resources: A Key Policy Challenge
(Health Canada, 2004) 8 Health Policy Research Bulletin.

Dominika Wranik, “Health Human Resource Planning in Canada: A
Typology and its Application” (2007) 86 Health Policy 27.

Michael B. Decter, “Healthcare Systems and Organizations:
Implications for Health Human Resources” (2008) 11(2) Healthcare
Quarterly 80.

10138.v1

Tab



‘Reference

Federal/Provincial/Territorial Advisory Committee on Health Delivery
and Human Resources, A Framework for Collaborative Pan-Canadian
Health Human Resources Planning, (2005; Revised 2007).

Christine Kane-Urrabazo, ‘“Management’s Role in Shaping
Organizational Culture” (2006) 14 Journal of Nursing Management
188.

Herminia Shermont, “The Impact of Culture Change on Nurse
Retention” 2006 36(9) Journal of Nursing Administration 407.

Janice Jones, “Dual or Dueling Culture and Commitment: The Impact
of a Tri-hospital Merger” (2003) 22(4) Journal of Nursing
Administration 235.

Marjorie Armstrong-Stassen et al., “The Impact of Hospital
Amalgamation on the Job Attitudes of Nurses” (2001) 18(3) Canadian
Journal of Administrative Sciences 149.

National Steering Committee on Patient Safety, Building a Safer
System: A National Strategy for Improving Patient Safety in Canadian
Health Care (Ottawa, 2002).

D. Craig Allred, “Commentary: Hormone Receptor Testing in Breast
Cancer: A Distress Signal from Canada” (2008) 13 The Oncologist
1134.

Doyle v. Green (1996), 182 N.B.R. (2d) 341 (N.B. C.A.).

10138.v1

Tab
10

11

12

13

14

15

16

17



Reference

Joint Commission on Accreditation of Healthcare Organizations,
Health Care at the Crossroads: Strategies for Improving the Medical
Liability System and Preventing Patient Injury (Illinois, 2005).

Health Law Institute, Dalhousie University, Patient Safety Law. From
Silos to Systems (Appendix 2) (2006).

10138.v1

Tab
18

19



Tab 11



P —

i) N——

S

7

Journal of Nursing Management, 2006. 14, 188194

Management's role in shaping organizational culture

CHRISTINE KANE-URRABAZO MsN, RN

Nursing Docroral Student, Texas Woman’s University, Denton, TX, USA

Correspondence

Christine Kane-Urrabazo
1404 Plaza Verde Dr

El Paso

TX 79912

USA

E-mail: christine@elp.rr.com

KANE-URRABAZO €. (2006) Journal of Nursing Management 14, 188194
Management's role in shaping organizational culture

Aim The present study addresses the importance of the manager’s role in the
development and maintenance of organizational culture. It describes the types of
cultures that exist and manager characteristics that are essential to facilitating a
healthy workplace.

Background While many managers do not deny the importance of organizational
culture in employee satisfaction, few fail to realize the direct impact they have in
shaping it. It is oftentimes believed that cultures are predetermined; however,

this is a false assumption. It is crucial that managers at all levels are aware of their
roles and responsibilities in upholding positive workplace environments that can
increase employee satisfaction. Dissatisfaction is the major cause of turnover and
can have detrimental cost and environmental effects on the agency.

Evaluation Four critical components of culture (i.e. trust and trustworthiness,
empowerment and delegation, consistency and mentorship) are discussed, as is the
role of managers in turning these into positive cultural traits. The viewpoints of
several authors, such as Stephen Covey, Mark McCormack and Charles Handy, are
explored in relation to the development of organizational culture. Additional
theories — Kanter’s “Theory of Organizational Empowerment’, Locke’s *Goal-setting
Theory’ and the "Social Exchange Theory' - supplement these viewpoints.
Conclusions Managers are always under the magnifying glass, with each action
carefully scrutinized by subordinates. They must exercise caution when making
decisions, ensuring that fairness and equitability exists among staff, and that erhical
standards are upheld on a continual basis. The four cultural components, viewed as
managerial traits of trust and trustworthiness, empowerment, consistency and
mentorship coexist at all times regardless of the type of culture. Managers must put
support systems and other mechanisms into place that allow employees the
opportunity to empower themselves and to flourish, thus increasing their own
effectiveness as well as that of the organization.
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success.

. assumptions, values and beliefs and is the social glue
Introduction o - -

that holds an organization together’ (Trevino & Nelson

Culture represents the personality of an organization, 1999, p. 207). While every organization has a culture, it

having a major influence on both employee satisfaction is sometimes elusive and open to different interpreta-

[t ‘expresses shared tions. According to Deal and Kennedy (2000), ‘a strong
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culture is a system of informal rules that spells out how
people are to behave most of the time. In a weak cul-
ture, employees waste a good deal of time just trying to
figure out what they should do and how they should do
it (p. 15). While most managers do not deny the
importance of organizational culture in employee sat-
isfaction, few fail to realize the direct impact they have
in shaping it.

When the culture is strong, managers take the lead in
shaping and supporting it. Those who take this ap-
proach are called ‘symbolic managers because they
spend much time thinking about the values, heroes,and
rituals of the culture, and because they see their primary
job as managing value conflicts that arise in the ebb and
flow of daily events’ (Deal & Kennedy 2000, p. 141).
Several authors have addressed the manager’s role in
developing a healthy culture for his or her organization,
and commonalities include the manager’s exemplifica-
tion of trustworthiness and trust, empowerment and
delegation, consistency and mentorship. These themes
will be discussed in relation to the ‘power/role/task/
person’ cultures within organizations described by
Handy (1985).

A framework for organizational structure

Handy (1985) - philosopher, educator, economist and
business guru — has addressed the organizational phe-
nomena that contribute to both the successes and
downfalls of business organizations. His work, which
identifies four cultures (i.e. power, role, task and person),
provides a framework for examining and understanding
organizational culture. Each type has its own unique
characteristics, each can be effective, and each can exist
along with the others. As a framework for management
within health care organizations, each of the four cultures
contributes to creating a healthy workplace.

Power culture

A power culrure is ruled by a central power source, such
as an owner or President, and is most frequently found
in entrepreneurial organizations. Trust and personal
communication are important characteristics, thus it is
important for employees to have interpretations of the
job that are similar to those of the leader. Minimal
bureaucracy exists, so thart staff function with few rules,
policies and procedures. While applications within
health care organizations have been limited, modified
applications could make important contributions to the
empowerment of nurses and other staff members in
health care settings.

@ 2006 Blackwell Publishing Ltd, Journal of Nursing Management, 14, 188-194

Organizational culture

Role culture

The role culture, more familiarly known as a bureau-
cracy, is the category in which most hospital organi-
zations fall. The strength of role organizations resides
in “its pillars, its functions or specialties’ (Handy 1985,
p. 190). Each unit (e.g. Emergency Department, Labor
and Delivery, Medical-Surgical Services) is a pillar
supporting the organization. Policies and procedures
control the organization, and employees operate based
on job descriptions. There is ‘a narrow band of senior
management..." and if the ‘separate pillars do their job,
as laid down by the rules and procedures, the ultimate
result will be as planned’ (p. 190). Advancement
within this type of organization is predictable, and the
use of a clinical ladder as a staff evaluation tool is
justified.

Task culture

In a task culture, the focus is on a particular job or
function. Although health care organizations currently
operate largely within the context of a role culture, task
cultures are often developed simultaneously. This cul-
ture aims to assemble the right people with the right
resources, so that a job can be accomplished. This may
be in the form of action committees, which meet for a
specific purpose (e.g. scheduling and staffing issues).
and then disband when the task is complete. Not only it
is possible, but also it is quite common for a health care
organization to have its core culture (role), in addition
to an underlying subculture (task).

Person culture

The person culture, which is uncommon, ‘exists only
to serve and assist the individuals within it" (Handy
1985, p. 195). While a health care organization cannot
exist solely on this idea, there may be some appro-
priate applications. One prime example is within a
hospital’s mentoring system. Initially, the ‘student’ is
chiefly concerned with acquiring the personal skills
necessary to survive in a particular workplace, while
the mentor may only be serving in that capacity in
order to earn points on a clinical ladder towards
promotion. Each is gaining something from the situ-
ation. While some actions may be promoting staff
interests and growth, these are supported with hope
that the ultimate outcome will aid in the enhancement
of organizational goals, such as shifting away from a
personal culture and towards one of more unity, such
as the role or task cultures.
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Management's responsibilities

There is no one omnipotent culture. What works this
year may not work in the next. Every hospital system
must operate according to its policies and procedures,
regardless of whether they are profit vs. non-profit or
public vs. private. As there is a systematic process to
health care delivery, it is safe to assume that hospital
organizations have a role culture at their core. The
cultures of task and person frequently exist as well. To
enhance what is accomplished, integrating the power
culture might be given increased consideration by health
care organizations. While these types of cultures may
seem to be predetermined, in no way does that mean
that the manager is off the hook. On the contrary, it is
the responsibility of all levels of management to facili-
tate a positive workplace environment. Managers must
value the traits of trustworthiness and trust, empower-
ment and delegation, consistency and mentorship.
These are the building blocks of any flourishing
organization.

Trustworthiness and trust

Covey (1991) is a modern-day theorist that seeks to
change conventional practices in organizational man-
agement. In his book, ‘Principle-centered Leadership’,
Covey (1991) discusses the components of trustwor-
thiness and trust within an organization. Trustworthi-
ness is ‘more than integrity; it also connotes
competence’ (p. 171). Managers can be honest with
their staff, consumers, suppliers and stakeholders; but if
managers are viewed as incompetent, they will not be
deemed trustworthy.

While trustworthiness is a result of character and
competence, trust is the actual act of believing in
someone and having confidence in them. The level of
trust in an organization can foretell its success because
it is a crucial element linked to employee performance
and organizational commitment (Laschinger et al.
2000). Trust includes the willingness to take risks
because the act of trusting makes one vulnerable ro
others” actions. The trustor must rely on the assumption
that others will act in a favourable manner. Gilbert and
Tang (1998) state that ‘trust refers to employees’ faith in
organizational leaders and the belief that ultimately
organizational actions will benefit employees’ (p. 322).

In establishing trust, entrepreneur, McCormack
(1984, p. 36), believes that as a manager, you must
‘'mean what you say’. "If you say you're going to do
something, do it. If you can’t do it, think it’s more
trouble than it’s worth, or don’t wanrt to do it, don’t say
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you will. Make up any excuse, but don’t even say, “T'll
try””. Employees need to be able to have faith in what
they are being told.

Trust does not only flow upward from the employees
to management, but also vice versa as well. Symbolic
managers place a greater level of trust in their staff and
depend on them to guarantee successful outcomes (Deal
& Kennedy 2000). Handy (1985) adds thar “Trust is
risky..."” but ‘like a leap into the dark, trust must be
given if it is to be received” (pp. 328-329). A manager
must have confidence in its employees before he or she
can trust them. This trust can be earned in several ways,
such as performing well, being reliable and by not
making threats to leave to bigger and better companies.

Finally, employees take into account the ethical
behaviour of managers when establishing their trust in
the organization. Employees tend to directly relate the
ethics of the company into how they’re personally
treated. When organizational leaders represent high
ethical standards, job commitment increases (Trevino
& Nelson 1999). Managers are confronted daily with
ethical decisions, such as proper resource allocation,
upholding safe patient/staffing ratios and maintaining
confidentiality not only of patients, but also of
employee matters as well. Employees look to their
managers to make sound moral decisions. When these
decisions teeter on the edge of morality, respect is lost.
Furthermore, an unscrupulous manager may find it
difficult to successfully and adequately discipline
unethical behaviour by his or her subordinates. It is
important to uphold the standards of the nursing
profession at all times, and it is the manager who must
reinforce this credence by acting as a role model.

Empowerment

The first components of trust and trustworthiness must
be prevalent before empowerment can be successfully
achieved. Empowerment is the process of enabling
others to do something. ‘Principle-centered Leadership’
implies that personal contribution is a great motivator
(Covey 1991). People want to feel valued and the
principle of empowerment contributes to an employee’s
sense of worth. A manager can empower others by
including them in problem solving. Many managers
today seek quick-fix solutions to chronic problems, and
they fail to see the long-term consequences of their
short-ranged decisions. Throughout his book, Covey
(1991) constantly refers to the ‘preparing of the har-
vest'. In this reference, he explains, that ‘in order to reap
the harvest...we must first plant, water, weed, cultivate
and fertilize it’ (p. 164). Just as harvesting is a process,

© 2006 Blackwell Publishing Ltd, Journal of Nursing Management, 14, 188-194
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so is the concept of problem solving. He asserts that by
involving others in the problem, they become a dedi-
cated participant in the decision-making and problem-
solving process.

Many hospital organizations establish committees to
review policies and procedures, assist with discharge
planning, or to address other specific matters, thus
forming the previously discussed Task culture (Handy
1985). Many people cringe when they are asked to serve
on a committee, but the truth is that employees want to
be valued and to feel they can make a difference. Nev-
ertheless, for employees who shy away from committee
involvement, employee empowerment can be gained
when they are allowed input into the creation of their
schedules and assignments.

Rosabeth Moss Kanter developed the *Theory of
Organizational Empowerment’ in the 1970s. The pre-
mise of her theory is that when opportunities for
empowerment are provided, employee attitude im-
proves, and in turn, the organization will become more
effective in achieving its goals (Laschinger et al. 2000).
Kanter believes that there are several organizational
structures that are important to the growth of employ-
ees’ empowerment. It is essential that management
provide its employees not only with adequate infor-
mation and resources necessary to do a job, but also an
effective support system and the opportunity to learn
and grow. When these elements are intact, an increased
sense of autonomy and self-worth exists, thereby
improving productivity and organizational commitment
(Laschinger & Wong 1999).

Nort only are these components essential, but also
they are fairly easy to provide. Information can be
dispersed via committee, deparrmental, or hospital-
wide meetings. Additionally, messages can be relayed
via e-mail or by simply posting bulletins in the staff
lounge. Regardless of the method, communication must

remain constant between managers and their sub-
ordinates. Support can be provided by establishing
mentor systems, while the opportunity to flourish can

be provided by offering possibilities for advancement

and by providing continuing education, for example.

Delegation

Delegation is yet another form of empowerment that
managers can provide to their employees. McCormack
(1984) states:

‘People often delegate — or fail to delegate - for all
the wrong reasons. They hold on to a task because
they like doing it, or want to do it, or are afraid

& 2006 Blackwell Publishing Ltd, Journal of Nursing Management, 14, 188194
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not to do it, and they will pass down some other
task because they find it distasteful or "beneath
them' or have rarionalized that it is not the best
use of their time (p. 187)".

He also adds that the more distasteful a task, the
further down it is usually delegated. One bit of advice
McCormack (1984) offers managers is to not ask any-
one to perform a task or function that you are not
willing to do yourself. For instance, a manager should
not request that employees stay late to cover shifts, if
they are not willing to put in extra hours themselves.
The manner in which a manager delegates tasks can be
critical when establishing leadership and trust among
his or her subordinates. According to Cohen (2004),
when a manager delegates tasks, employees are looking
at ‘who’ they delegate things to, ‘what’ type of things
they delegate, ‘how often’ things are delegated, and
‘why ‘in their mind’ they are delegated. If done cor-
rectly, it can earn the manager respect. On the contrary,
however, it can be destroyed just as quickly.

Consistency

Covey (1991) discusses the importance of consistency
within an organization, and introduces the term
‘alignment’. Within an organization, this means that its
structure, mission statement, shared values, manage-
ment philosophies and all other aspects must be con-
gruent (or aligned) with one another. These components
align when an organization is centred on unwavering
principles (such as trustworthiness, trust and empow-
erment). There will be no contradiction between what is
said and what is actually done.

McCormack (1984, p. 190) criticizes nearly all
management philosophies to date. He claims that what
sounds good in a book, rarely works in real life. "Once
you factor in human beings - egos and personalities —
even the most sensible theories begin to fall apart’. He
adds that ‘the only management philosophy that does
work is the one that acknowledges that none of them
do: be flexible and strive for consistency’ (p. 190). While
flexibility and consistency seem to be contradictory
terms, they do, in fact, coexist in management. Flexi-
bility is needed when policies, goals and mission stare-
ments, for example, call for revision. ‘A flexible,
responsive management virtually guarantees consis-
tency. It is inflexibility that causes erratic behaviour. ...
To manage consistently you have to behave consis-
tently.... Inconsistency in management breeds all sorts
of unnecessary anxieties in the people being managed’
(pp. 191-192).
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As previously mentioned, workers prefer a system in
which rewards and discipline are handed out accord-
ingly. When either one is doled out by managers, con-
sistency must be prevalent. Regarding discipline, each
employee must understand the rules and behaviour that
is expected within the organization. Those requirements
must remain consistent if employees are expected to
learn them (Rowland & Rowland 1997). Discipline
must be handled fairly and consistently at all times.
There should be established guidelines indicating the
steps of the disciplinary process. For instance, the first
violation may warrant a warning, while the second may
warrant some form of remediation, and so on. What-
ever the disciplinary process may be, employees must be
aware of its existence and the manager must adhere to
it, to ensure that employees are treated fairly and
equally. Lastly, it is important for managers to
remember that they are role models. They cannot
effectively discipline their staff if they are guilty of the
same punishable actions.

Like discipline, consistency must also be prevalent
when rewarding staff, whether it is in the form of verbal
praise or small tokens of recognition. Employees must
feel that these things are given out for substantial rea-
sons, such as hard work, rather than feeling that ‘only the
boss’s friends get the rewards’. ‘If expected reactions do
not occur or rewards are not forthcoming, a behaviour
will cease. If, however, the behaviour is rewarded, it will
be reinforced and social bonds will be created” (Riggs &
Rantz 2001, p. 48). Employees will not have complete
trust for their managers nor will they be motivared to
work as hard, if they feel that the reward system is
lacking in fairness and consistency. For instance, if em-
ployees receive recognition for perfect attendance
1 month, then they should receive it for subsequent
months as well. Or, if a manager has tickets to an event
to pass out, they should be sure to include employees on
all shifts. Oftentimes, it is the employees who are ‘lucky’
enough to be working a cerrain shift that gets the free
handouts. Rewards should not be given our simply to
those who are at the right place, at the right time. Re-
wards should be fair and equitable. When they are nor,
trust diminishes along with employee satisfaction.

Mentorship

‘Social Exchange Theory’ is widely used in organizational
studies to explain how social relationships materialize,
endure and cease over time (Riggs & Rantz2001). Within
this theory, it is believed that social values are what
influence particular behaviour. Because organizational
culture is composed greatly of behaviours, ‘Social
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Exchange Theory’ can be applied to its development. This
is possible because the attitudes, values, norms, behav-
iours and all other facets of culture are learned.
Furthermore, according to Edwin Locke’s Goal-setting
Theory, ‘Goals are a way to translate values into action.
The theory is based on the concept that goals are deter-
mining factors for behaviour’ (Beemanet al. 1999, p. 92).
Both of these theories can be applied when establishing a
mentor programme within an organization.
Socialization is often begun through orientation
programmes, and ideally is reinforced throughout
employment. It is during this time of orientation that the
organization’s values and principles can be communi-
cated and instilled into the behaviours of new emplovees
(Trevino & Nelson 1999). For example, nurses have
their own ‘language, rules and way of thinking unique to
their organization. It is important the new nurse learn
this language through socialization" (Beeman et al.
1999, p. 92). Mentors help their ‘students’ by establish-
ing goals to be met during the training process. Locke's
theory may be utilized to yield very specific outcomes
congruent to the behaviours and norms expected within
the organization. Oftentimes, it is during this process
that employees realize that their personal values and
standards may not coincide with those of the organiza-
tion. In these instances, the employee or employer
frequently terminates the working relationship.
Providing mentors to new employees also helps to
alleviate some of the anxiety thar goes along with being
in a new environment. They feel that they are not alone
because they have someone to “teach them the ropes’. In
addition to serving as a resource guide, mentors carry
out many other funcrions as well. They reach others
how to function within a leadership role, how to per-
form technical aspects of the job, they help others to
gain acceptance within the organization, they model
discipline and hard work, offer psychosocial support,
communicate frequently and evaluate honestly (Savage
2001). A new employee usually trusts the person who
mentors them, and may even feel a greater sense of
commitment to the organization as they are answerable
to another person. Having a mentor increases job sat-
isfaction, decreases feelings of work alienation, is rela-
ted to an increase in productivity, and results in an
increased retention rate (Roemer 2002). "Mentoring
programmes help establish a sense of loyalty and
attachment to a company; employees think twice about
leaving when they feel those emotional ties’ (Warren
2005, p. 28). This is significant because according to
Thomas Group, Inc. (2004), the average cost incurred
to recruit one registered nurse can exceed $25 000 per
annum. It should be noted that this figure does not

© 2006 Blackwell Publishing Ltd, Journal of Nursing Management, 14, 188-194
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include orientation costs associated with training a new
staff nurse.

Managers must be responsible when selecting
employees to serve as mentors. A poor mentor who
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lacks strong values and exhibits unwarranted behav-
iours, is likely to drive the new employee away. Good
mentors are crucial because they are usually the first
people to work with a new employee. Frequently, the
mentor provides the first impression of what the
organization is about. Also, when a new employee has
difficulties or is unsure about his or her place within the
organization, it is often the mentor who provides
cohesion between the employee and the organization.
Keeping these factors in mind, managers should be
aware that menrors, also called preceptors, must possess
certain qualities in order to be successful. According to
Hayes (1994), preceptors must have both *personal’ and
‘professional” qualities. ‘Personal’ qualities include being
helpful, caring, flexible, dependable, motivated and
respectful, ‘Professional’ qualities of a preceptor include
being interested in professional growth, confident,
knowledgeable, involved in the agency and secure in the
role. Moreover, a preceptor must take initiative, have
good communication skills, be able to deal with con-
flict, and serve as a good role model. Preceptors need to
be team players who are willing to provide assistance
whenever and wherever needed (Anderson & Pulich
2002). It is important for the manager to place caretul
consideration into who should be selected as a pre-
ceptor, as one that is mediocre will make the new
employee’s transition more difficult. This can ultimately
prolong the need for training and orientation, thus
contriburing to both employee frustration and increased
administrative costs (Mundie et al. 2002).

Conclusion

Culture in an organization is very important, playing a
large role in whether or not the organization is a happy,
healthy place in which to work. While many managers
acknowledge the significance of culture, few realize the
roles and responsibilities that they have in its develop-
ment. Regardless of the type of culture (i.e. power, role,
task and person), the four components discussed -
trustworthiness and trust, empowerment and delega-
tion, consistency and mentorship — all contribute to the
overall good of the organization. These factors cannot
stand-alone. Not only do they coexist, but also
empowerment and mentorship are based upon the
foundation of trustworthiness and trust, and likewise, a
strong mentor programme contributes to that level of
rrust as well (see Figure 1).
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Cultural components are interdependent.

Managers must realize their function in establishing
and maintaining an organization’s culture. The atti-
tudes, values and behaviours of an institution begin
with its leadership. This is done through role modelling
and communication at all levels. Managers must not
forget the importance of being consistent when
expressing these attitudes, values and desired behav-
jours. When one or more of these components are
missing or are weak, the organization will eventually
suffer. This is a consequence that our health care system
cannot endure.
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disturbing finding. Although many of the program’s nursing staff had
been with the hospital for 10 to 25 years or more, turnover among newly
hired nurses, which included new graduates and experienced nurses, had
reached a surprising level. Of the 25 nurses hired into the program during
the previous year, 54% voluntarily terminated employment in the first 12
months. Although this rate of turnover was consistent with rates of 35% to

L 61% reported for new graduates in their first year of employment, 1,2 it was

markedly higher than the national turnover rate of 21.3%3 and contrasted
sharply with the 10% rate of turnover observed at Children's Hospital Boston
as a whole.

To understand the reasons behind the high turnover rate, nurse leaders
in surgical programs spoke with newly hired nurses about their experiences
during the first year. The nurse leaders discovered common themes
suggesting that the high turnover rate signaled problems with the culture of
the surgical units. Over the next 6 months, the leadership team, which
included the nursing director, nurse managers, clinical nurse specialists,
and nurse educators, developed and implemented a program that not only

= changed the way newly hired nurses were oriented but also changed the

culture of the nursing units. The program was based on 4 core beliefs-
partnership, coaching and collaboration, communication, and a sense of
belonging-and emphasized the responsibility of all staff for the successful
transition of orientees. In the first year after the program’s implementation,
turnover among newly hired nurses dropped to 4%, a reduction that has
been sustained in each subsequent year.

Nursing Turnover and the Work Environment |

Minimizing nurse turnover is important from both a quality and a cost
perspective because maintaining an adequate nurse workforce is essential
to good patient outcomes 4 and replacing nurses who leave carries
significant cost.1 Because of its importance, numerous studies have

examined nursing turnover and the factors that contribute to a high turnover rate. A meta-analysis conducted by Irvine and
Evans 5 indicated that job characteristics (such as the level of autonomy and routinization), problems with role definition
(including role conflict and ambiguity), and aspects of the work environment all contribute to low nurse satisfaction which,
in turn, increases a nurse's intention to leave a job setting. A comprehensive review of the satisfaction literature shed more
light on the multiple variables that impact nurse satisfaction and underscored the importance of administrative and
management practices, the level of support for nursing and nursing practice within an institution, working conditions, the
quality of interpersonal relationships, job/task requirements, pay, and fairness.6

A number of studies have examined the relationship between selected variables and nurse satisfaction and/or turnover.
Findings related to several important variables are summarized below.

Management Style

Volk and Lucas 7 examined the relationship between management practices and anticipated turnover and found that a
more participative (vs authoritarian) management style is associated with less anticipated turnover. Leveck and Jones 8
reported that unit management style affects group cohesion and job stress, both of which indirectly affect job satisfaction
and staff retention. A comprehensive review of the literature on the relationship between management style and nursing
retention found that transformational styles of leadership that focus on affiliation and strong communication; managers
that are open and extroverted; and managers that encourage an atmosphere of autonomy, shared governance, group
cohesion, and empowerment of staff promote nurse retention.9

http://ovidsp.tx.ovid.com/spa/ovidweb.cgi?&S=ADMEFPGOFPDDHNPNNCGLPDPLH... 11/22/2008
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Organizational Culture and Group Cohesion #

Gifford et al 10 found that cultures that focus on building trust, which emphasizes cohesion and encourages
participatory decision making and open communication between managers and staff, are associated with higher levels of
job satisfaction; an intervention to promote group cohesion was associated with higher levels of staff satisfaction and a
lower rate of turnover.11

Support for Nurses 2!

The impact on job satisfaction of weak organizational support for nurses and nursing care was demonstrated by Aiken
et al,12 who found that nurses working in hospitals with weak support were twice as likely to be dissatisfied with their jobs
and had burnout scores higher than normal for medical personnel.

Sense of Belonging 1
Developing a sense of belonging, a factor that depends on the strength of interpersonal relationships within the work
environment, is associated with higher levels of new graduate satisfaction.13

Why Nurses Stay, Why Nurses Leave #

A survey of staff nurses in North Carolina asked nurses why they stayed with their employer. Good mentors and
colleagues, satisfactory pay, desirable benefits, flexible scheduling, and positive relationships with physicians were the top
5 reasons cited by registered nurses (RNs).14 In a study of new graduates, Bowles and Candela 15 found that concerns
related to patient care and the work environment were among the top reasons new graduates left a first job.

In light of these findings, the nurse leaders in surgical programs concluded that to decrease the turnover rate among
newly hired staff, they needed to create a work environment that assured support for all nurses from the most experienced
to the newest orientee and that held all staff accountable for a successful orientation.

The Surgical Units

The 3 inpatient surgical units care for a range of patients, including children having general surgery, orthopedic
procedures, and organ transplants. In 2002, each unit had between 8 and 36 beds and together comprised 100 nurses. The
units’ nurse managers were experienced nurse leaders who had been in their roles for a number of years. Each unit had a
stable core group of staff that had worked together for many years and was highly knowledgeable about surgical nursing
practice. Because of their experience and expeértise, the nurses in these core groups had been instrumental in helping the
units maintain exemplary standards of care and achieve high levels of patient satisfaction. Historically, the units had
enjoyed relatively low vacancy rates. However, in the years leading up to 2002, the number of vacancies and the number of
new hires steadily increased and staff members on the units found themselves facing a new challenge-that of welcoming
and integrating a new generation of nurses.

Before 2002, the orientation program for nurses entering a surgical unit at Children’'s Hospital Boston was similar to that
found in many other institutions. Nurses attended several days of classes and then spent 6 to 8 weeks working under the
guidance of a nurse preceptor, a role that was typically filled by one of the more experienced nurses on the unit. Until the
leadership team took a closer look at turnover among new hires, the orientation program and the ways newly hired nurses
were supported during their first year of practice had not been questioned.

Uncovering the Problem 1

When the turnover statistics came to light, the nurse leaders convened a series of retreats that were designed to
identify what lay behind the high turnover rate and to discuss strategies for effecting change. The retreat participants
included all members of the leadership team as well as experienced members of the nursing staff. During the retreats, the
nurse managers, clinical nurse specialists, and nurse director each facilitated a preselected group of retreat participants
that was charged with considering a "defined problem related to retention.” The teams were asked to brainstorm factors
that contributed to the problem and to propose a plan for change along with desired outcomes. Each team presented their
change plan to the larger group, which then worked together to define next steps for implementing and evaluating the
proposed changes. Experienced staff nurses a\ttending the retreats also completed an evaluation tool in which they assessed

http://ovidsp.tx.ovid.com/spa/ovidweb.cgi?&S=ADMEFPGOFPDDHNPNNCGLPDPLH... 11/22/2008



[

Ovid: Lhe Impact of Culture Change on Nurse Retention. Page 4 of 10

the success of the retreats, shared additional insights and concerns, and discussed their own learning needs.

Through the retreats, and subsequent conversations with newly hired nurses, the leadership team grew to understand
some of the factors that contributed to high turnover among newly hired staff. They learned that the orientation program
and other educational opportunities offered on the nursing units did a good job helping newly hired nurses develop the
technical skills required for pediatric practice. What the nurses did not develop during their first year, however, were
relationships or a sense of connectedness that helped them feel they belonged to their unit and to surgical programs. Even
after being on a unit for 12 months, many nurses felt they were not accepted, particularly by the unit's more experienced
veterans. These feelings of separateness were compounded by the independent way each unit operated, as orientation was
handled separately by each of the units and other opportunities for cross-unit collaboration were limited. Newly hired
nurses also felt that opportunities for ongoing professional development were limited, as nurse managers tended to appoint
only the more experienced nurses to task forces, committees, and other initiatives that fostered professional growth.

The nurse leaders also learned of the emotional toll experienced by senior nurses who served as preceptors. In general
the preceptor role was filled only by very seasoned nurses, and as a result, some senior staff had repeatedly been tapped
for the role. These nurses noted that although their role as preceptors was clearly defined, the roles that other staff
needed to play in supporting new nurses were not. As a result, preceptors often felt the full weight of responsibility for a
new nurse’s experience. On rare occasions, the preceptor role was made more burdensome by the expectation that
preceptors would also take a patient assignment or assume charge responsibilities as needed.

y

As the leadership team examined minutes and other data from the retreats, they recognized yet another factor that
contributed to divisions among staff members. Over the years, a noteworthy age difference had developed between nurses
serving as preceptors and those entering the units, and by the late 1990s preceptors and newly hired nurses were often a
generation or more apart. The difference in age was manifested through varying expectations regarding shift rotations,
opportunities for professional development, involvement in unit activities, and other aspects of work life. Upon reflection,
the nurse leaders realized that, given the range of ages represented among their staff-a range that encompassed Baby
Boomers in their 40s and 50s, members of Generation X in their 30s, and Nexters in their 20s 16-the different expectations
were inevitable and likely contributed to the feelings of isolation and burden experienced by the new and experienced
staff. Compounding the generational differences was an impression held by many newly hired nurses that their experiences
and insights were undervalued by older nurses who were comfortable with the way things were done and were hesitant to
change the "status quo.”

Based on their findings, the nurse leaders concluded that the mechanisms in place to support newly hired nurses were
insufficient and needed to be redesigned and enhanced. They recognized that the sense of isolation expressed by nurses
new to surgical programs reflected a unit culture that emphasized expertise and independence more than collegiality and
partnership. What newly hired nurses desired most was support from all levels of the nursing staff, a sense that they
belonged to surgical programs and to their units, a chance to be involved in program and unit activities and projects, open
communication and constructive feedback from nursing colleagues, and validation of their nursing competence-factors that
the literature indicates are linked to nurse satisfaction and turnover. The nurse leaders recognized that new approaches to
supporting newly hired nurses were called for and that these approaches would be successful only if every member of the
staff were actively involved in supporting new nurses and assumed accountability for their success.

The New Orientation Program: A Vehicle for Culture Change #

After the results of the retreats were analyzed, work to develop a new orientation program began. Backed by an
advisory group composed of members of the leadership team, the nursing director and the education nurse specialist took
the lead in defining the new program. As a first step, they reviewed the literature on effective orientation programs, which
highlighted the importance of a structured preceptor experience 17,18 and of involving managers in the orientation
process. 19 They then convened a focus group of preceptors to obtain their perspective and input on what should be
included in a new orientation program.

Building on the suggestions obtained through the preceptor focus group and earlier retreats, the nursing director and
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the education specialist developed goals and objectives to guide the new program’s development. They agreed the new
program should accomplish the following:

* Define clear role responsibilities for all staff in the areas of partnership, coaching and collaboration, communication, and
promoting a sense of belonging, and hold staff accountable for fulfilling their role obligations
“ Allow customization of the orientation experience based on a new nurse's learning needs and experiences in nursing
* Offer orientees multiple opportunities for support and feedback
* Expand the pool of nurses serving as preceptors and develop mechanisms for preceptor support
* Foster improved collaboration and relations among the surgical units
Once the objectives were established, work to define and develop specific program elements began, and in March
2002, the Partnership Unit-Preceptorship (PUP) program was launched.

Differences Between the Old and New Programs 1J

The PUP program was substantially different from the orientation model used before 2002. Like the old program, PUP
complements and expands upon a general, 3-day hospital orientation and focuses on helping newly hired nurses acquire
knowledge and skills specific to surgical programs. Unlike the old program, however, the PUP program makes all nurses
responsible for a successful orientation experience and emphasizes the importance of partnership and coaching
relationships between new nurses and other members of the staff.

Before PUP was introduced, new hires could begin orientation on one of the surgical units at any time. As a result, they
often missed out on the benefits of having an established peer group. With the PUP program, orientation across the units is
synchronized so that new hires from each unit enter employment at the same time. Because they attend orientation classes
together and meet weekly as a group throughout the orientation period, they quickly get to know each other and are able
to draw on one another for support.

Unlike the old program, which was of fixed length, the PUP program allows an orientee’s preceptorship to be of
variable length depending on the nurse's learning needs. Preceptors no longer take a patient assignment or assume charge
responsibilities and are expected to meet with the new nurse each week to reflect on the orientation experience, offer
constructive feedback, and establish goals for the remaining weeks. The same preceptor remains with the new nurse
throughout orientation-a change from the old program that occasionally assigned an orientee 2 to 3 different preceptors
depending on unit needs.

The PUP program has changed the preceptor role in a number of other ways. Before the program was launched, 16 new
preceptors were recruited from the 3 surgical units. All of the preceptors attended an in-depth training session in which
they explored teaching and coaching techniques, examined the impact of unit culture on newly hired nurses, and discussed
how they could help orientees feel welcome and successfully transition to independent practice. A support group for
preceptors was also developed to encourage preceptors from the 3 units to share experiences, insights, and strategies
related to their role. To address the generational differences between preceptors and orientees, the 16 new preceptors
included nurses who had been in nursing for 5 years or less and who were closer to the average age of most orientees. In
addition, the preceptors, along with the rest of the staff, attended seminars that examined generational differences and
that reinforced the importance of appreciating the perspective of all nurses and adapting the work environment to meet
the needs of different generations.

Shared Accountability 2

Perhaps the most significant change introduced by the PUP program was the expectation that all members of the
nursing staff-from orientees to the nursing director-shared responsibility for ensuring a successful orientation experience
and helping newly hired nurses transition to independent practice. The responsibilities for each member of the staff were
aligned to core beliefs-partnership, coaching and collaboration, communication, and a sense of belonging-that underpin the
orientation program. The role responsibilities were outlined in a document shared with the nursing staff (see Table 1) and
discussed during retreats and staff meetings on each unit.

http://ovidsp.tx.ovid.Com/spa/ovidweb.cgi?&S=ADMEFPGOFPDDHNPNNCGLPDPLH... 11/22/2008
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Table 1. Partnership Unit-Preceptorship (PUP) Orientation Program: Behaviors and
Role Responsibilities Aligned to Core Beliefs

[Help with image viewing]
[Email Jumpstart To Image]

Partnership 2

, As noted earlier, partnership, or working with peers and colleagues to achieve shared goals, is a dominant theme of the
PUP program. The program's developers realized that promoting partnerships was essential because collegial relationships
among nurses would not develop and other necessary changes could not occur if staff worked in isolation. In the early
stages of PUP, the nurse director, nurse managers, and education coordinator focused their efforts on modeling partnering
behaviors by meeting regularly with orientees and preceptors to assess the progress of orientation and to discuss how it
could be tailored to meet a particular nurse's needs. They also created opportunities for partnering between new and
experienced staff. For example, as part of the PUP program, a newly hired nurse was assigned a nurse resource after
orientation. The nurse resource was someone other than the nurse's preceptor and was charged with being available to
answer questions, coaching the new nurse through unfamiliar experiences, and helping the new nurse address still unmet
learning needs. Charge nurses were also expected to stay in close touch with new nurses and to adjust assignments as
necessary to promote the new nurse's continued learning and development. Through these role changes, experienced nurses
developed a greater sense of responsibility for the new nurse's successful transition to independent practice. Other changes
to the orientation program, such as broadening the preceptor pool and more carefully matching orientees and preceptors,
also helped promote partnering behaviors.

Coaching and Collaborating to Promote Critical Thinking |

With the PUP program's introduction came the expectation that nurses at all levels must seek out coaching support and
serve as coaches and mentors to those in need of guidance. Efforts to strengthen coaching skills began before the PUP
program was initiated. Nurse leaders and leadership staff reviewed coaching skills in seminars, and preceptors studied
coaching techniques in a newly designed preceptor training program.

Shortly after PUP was launched, other initiatives were introduced to promote coaching and collaboration, and to foster
the development of critical thinking skills. These included nursing clinical bedside rounds and staff "huddles.” In clinical
bedside rounds, nurse leaders and staff meet to review a patient's plan of care and draw on one another's experience and
knowledge to identify what is working well and what can be improved. Staff huddles involve impromptu meetings of all
staff on a shift. A huddle can be called by any nurse who needs help managing an assignment or who observes that a
colleague is falling behind. During the huddle, the nurses review their patient assignments and make changes as necessary
— to ensure that everyone has the support they need. These and other initiatives not only reinforce expectations regarding
collaboration but also create a safety net for staff and help newly hired nurses develop the critical thinking skills needed
for safe and effective patient care.

l http://ovidsp.1x.ovid.com/spa/ovidweb.cgi?& S=ADMEFPGOFPDDHNPNNCGLPDPLH... 11/22/2008
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Sense of Belonging !

Several programs were created to help foster a sense of belonging among new staff and to help staff develop
relationships with peers and colleagues on the other surgical units. One of these programs is the preceptor support group
that was described earlier. Another is the Lunch Bunch support group, a program for nurses who have finished orientation
but have not yet completed 2 years of practice. The Lunch Bunch support group meets weekly to discuss issues of concern
to the developing practitioner, such as physician/nurse collaboration, conflict resolution, and time management. The
education coordinator and the nurse director facilitate the sessions and encourage participants to discuss their experiences
and share recommendations for improving how things are done on the units. Because many of these recommendations have
been successfully adopted, Lunch Bunch sessions are now viewed as an important vehicle for problem solving. They have
also helped send the message that the input of new nurses is valued and is essential to ongoing efforts to improve the
practice environment.

Perhaps most important to developing a sense of belonging are the actions of experienced staff. The PUP program
prompted many discussions among staff about unit culture, and over time veteran staff members began to appreciate the
impact they have on newly hired nurses and the role they can play in creating a welcoming environment. With
encouragement from the leadership team, staff nurses have learned that simple acts like inviting a new person to join them
at lunch, sharing breaks, or coaching a new nurse through an unfamiliar procedure can go a long way toward developing a
sense of belonging and enhancing group cohesion, factors that are important to both nurse satisfaction and retention.

Continuous Communication

One of the most significant changes resulting from the PUP program has been in the area of communication. A number
of processes were instituted to help change the environment from one in which communication was limited to one that
promotes dialogue and the exchange of ideas. These include the preceptor support group, the Lunch Bunch sessions, and
the weekly meetings involving orientees, preceptors, and education coordinators. In addition, once PUP was launched,
nurse managers and the nurse director began to more actively monitor each orientee's progress and became involved in
identifying resources to meet learning needs. Even more important than these formal structures, however, has been the
increased visibility of nurse leaders and the open door policy they now maintain. The presence and involvement of the
nurse leaders has prompted more dialogue between managers and staff, has served as a model for open communication,
and has reinforced expectations regarding communication, coaching, and partnering.

Results

As members of the staff adjusted to their expanded roles and responsibilities, the isolation that had been a hallmark of
the newly hired nurse's experience was gradually replaced by a spirit of collegiality, partnership, and shared accountability,
Within a year of the PUP program’s introduction, the culture and work environment on the surgical nursing units changed
significantly. This change is best demonstrated by the dramatic improvement in turnover rates for new hires (Figure 1).
Between 2002 and 2004, 70 nurses, hired to fill vacant nursing positions and accommodate an expansion in surgical beds,
completed the PUP program. Of these, only 2 nurses left their hiring unit within the first 12 months. This equates to an
average turnover rate for newly hired nurses of 4% between 2002 and 2004-a marked contrast to the year before the PUP
program, when 54% of new hires left during the first year. Throughout this time, the turnover rate among nurses who had
been with surgical programs for longer than 12 months remained relatively stable, at a median rate of 8% between 2001 and
2004.

Figure 1. Turnover rates in surgical programs from 2001 to 2004.
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Feedback from nurses who have completed the PUP program is overwhelmingly positive. In written comments, nurses
praise the orientation program and express appreciation for the support they receive from staff on the unit. The initiatives
introduced to support nurses new to surgical programs-including the Lunch Bunch sessions, clinical bedside rounds, and
huddles-have also been enthusiastically received and have become a part of each unit's routine.

Staff satisfaction surveys also offer evidence of positive change. Every other year, nurses at Children’s Hospital Boston
are asked to complete an online satisfaction survey developed and administered by Leading Indicator Systems
Organizational Scan™ for the Healthcare Industry. In the survey, nurses rate their level of agreement with statements
related to the work environment, opportunities for personal development, organizational values, and how staff work
together and share knowledge.

A comparison of survey results from 2002 and 2004 for 2 of the surgical units demonstrated an increase in mean scores
for almost all survey items (the 2002 sample size for the third unit was too small and did not allow comparison). Most
notable were increases in scores for items related to the PUP core beliefs, including effective continuous communication
loop (mean score for survey item, "I receive regular feedback on my performance” increased 27%), coaching and
collaboration to promote critical thinking skills (mean score for survey item, "When one group learns a better way of getting
a job done, the knowledge is shared” increased 32%), and partnership/sense of belonging (mean score for survey item,
“Speaking up for strongly held beliefs brings results” increased 36%).

Discussion %
The success of nurse leaders in decreasing turnover among newly hired nurses, which included new graduates and

experienced nurses, offers a powerful illustration of the link between unit culture and nurse retention. Through careful
planning, and at no additional cost, the PUP program successfully influenced many of the variables that affect nurse
satisfaction and turnover, including leadership and management practices, group cohesion, and support for nurses and
nursing practice.

Although multiple factors contributed to our success, we believe the following were critical:

* Everyone believed change needed to occur. Once the high turnover rate was identified, everyone on the leadership team
realized significant change was necessary. Similarly, once staff nurses learned about the turnover statistics and the reasons
behind them, they shared this sense of urgency and quickly became willing participants in the change process.
* All members of the staff shared accountability for change. As we examined the reasons for the high turnover, we began
to appreciate that each person contributes to unit culture and must play a role in changing it for the better. The behavioral
expectations that were developed as part of the PUP program (Table 1) served as guidelines for action and helped each
staff member transition from believing in the need for change to becoming actively involved in the change process.
* We realized that change cannot occur in isolation. It did not take long for all of the staff to realize that although
individual behavior change was important, lasting change would occur only if we worked as a team. Partnering with one
another was critical. Partnering helped us gain respect for one another’s opinions, allowed us to break down the walls that
inhibit culture change, and also served as a catalyst for all of the other changes that occurred.
* positive behaviors were continually reinforced. Nurse leaders quickly realized they needed to model and continually
reinforce the core values and behavioral expectations laid out for each staff member. Nurse leaders and staff alike learned
how to share positive and negative feedback, partner with one another to resolve problems, and serve as mentors and
coaches for others. Over time, we have come to realize that the learning is continuous and is essential to the continued
development of the units and surgical programs.

Along the way, we encountered several barriers, including some resistance to change, among several of the more
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experienced nurses. This resistance was due in part to generational differences and to a reluctance to listen to the
ideas of newly hired nurses. The nurse managers were also somewhat concerned that the scheduling changes necessary to
accommodate the new orientation program would be difficult to implement. As the PUP program was introduced, we
worked closely with the nurse managers to address their scheduling concerns and held frequent group discussions about the
new program with managers and staff. Over time, our efforts to promote partnering among staff paid off, and even those
who were most resistant to change became receptive to a new way of working and began to appreciate the perspective of
others, including those newest to the unit.

The PUP program and the changes in the culture of surgical programs serve as a platform for all our ongoing efforts.
Now that PUP is well established, we are focused on supporting and retaining nurses who are proficient practitioners and
want new challenges. Programs currently under development are directed toward helping these nurses develop skills that
will allow them to take on leadership roles within surgical programs and other parts of the hospital. We believe that
investing our efforts in the continued development of staff is essential for nurse retention and will benefit surgical
programs, the larger institution, and the nursing profession as a whole.
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Fiscal restraints, decreasing reimbursement, and increasing competition among US hospitals have resulted in hospital
downsizing and mergers. The resultant restructuring and job redesign for registered professional nurses (RNs) has left them
anxious regarding job security and frustrated over delivering quality patient care in the new and emerging corporate
culture in which they find themselves employed.

Merger and acquisition activities involving healthcare in the United States increased by 87% from 1995 to 1997. 1
Consolidation of healthcare facilities then followed a steady decline until 2000, when a resurgence of merger and
' acquisition activity occurred. 2 Cartwright and Cooper 3 state that the success of any organizational merger or acquisition
A has been gauged by the reactions of the individuals who have been affected by these changes. They cite the use of
} behavioral indices to assess the impact of the merger or acquisition on employee outcomes such as intent to turnover, job
: ] satisfaction, commitment, and stress.

J This study evaluates the variables of organizational culture and the commitment of registered professional nurses who
i were involved in a merger process. To date, there is no empirical evidence demonstrating the impact of hospital mergers on
RNs in terms of their commitment to the hospital in which they are employed; their commitment to the newly created
umbrella healthcare organization and/or dual commitment (both hospital and overarching corporate system); and the
changes in organizational culture that occur during a merger process.

i

| Merger History #
[ In 1998, a legal and formal corporate partnership of one home healthcare service organization and 5 not-for-profit
hospitals in New York State was formed (Table 1). The vision for this newly formed corporate system was announced as an
o integrated, comprehensive healthcare delivery system aimed at providing a full continuum of care with a commitment to
‘ excellence in service, education, and research. Of the 5 not-for-profit organizations, one hospital is solely devoted to
- pediatric care while another hospital is a small suburban hospital that will remain at its present site and in its present form.
‘ The remaining three hospitals primarily serve as acute care adult facilities. The president for the corporate system was the
t former chief executive office (CEO) from Hospital A. Hospital B is smaller than Hospital A but provides the same range of
acute care patient services to much of the same population. Hospital C serves a rapidly growing suburban community where
| the hospital has great potential for additional growth. Hospital A is designated as the “acquiring hospital” while hospitals B
and C are those that were “acquired” or merged into the newly formed corporate system.

Table 1. Merged Corporate System

ol
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Organizational Culture #

For this study, organizational culture was defined as the norms, values, and beliefs that a given group has developed to
cope with its problems of external adaptation and internal integration. These norms, values, and beliefs work well enough
that staff consider them to be valid and teach them to new members of the group as the correct way to perceive, think,
feel, and act 4 and have been used in various studies as the core of cultural analysis. 5-9

Norms refer to unwritten rules that guide employee behavior. Norms of behavior convey a sense of identity to workers:
this is who we are and this is how we do things. Norms encourage commitment to the organization’s goals and provide
guidance in decision-making. Of significance, Deal 10 notes that generally, when an innovation or change conflicts with the
culture of the unit or organization, it is the culture that holds fast and the innovation or change that fails. Thus, the first
step in facilitating innovation or change is to assess the prevailing culture of each unit that will be affected by that change.

Values comprise the things that are most important to us thus affecting individual and group behavior in terms of
desired or preferred outcomes. Values focus on what employees believe is the rationale for their behavior and decisions.
Culture that is based upon select values will manifest itself in the behavior of both employers and employees.

Masland 11 refers to the manifestations of organizational culture as windows to the influence of culture within the
institution. These elements of culture are interdependent and include: values and beliefs; heroes who epitomize those
values and beliefs; rites and rituals that prescribe how all critical activities are to be carried out; ceremonies that celebrate
the successes of the culture; stories and storytellers to keep the mythology of the culture alive; and symbols, metaphors,
and artifacts of the culture. This cultural change lies at the heart of any successful transformation of a healthcare
organization. 12 It is important to identify which cultural factors have historically made an organization great and to retain
those factors whenever feasible.

Restructuring and Mergers in Healthcare Delivery Systems i ,
Restructuring an organization takes a great deal of energy and commitment that must be assumed not only by the
management team, but by employees as well if they are to be motivated and become committed to the changes that have
taken or will take place. Merging organizations need to incorporate the cultural strengths of each organization involved and

sensitively address the merger of each corporate culture. This restructuring and merging of several organizations should
ideally be viewed as a “blended family,” rather than as a “takeover” by the dominant culture where the cultural norms and
beliefs are dictated. Landau-Stanton 13 uses the analogy of organizational change being similar to the cultural transition of
immigrant families coming to the New World in the 1900s. Some members prefer to “stay in the old country” and continue
the stability and expectedness of well-known norms, while others are drawn to the belief that “life will be better in the
new place.” Still others vacillate between the new and the old.

Some organizations may follow a cultural imposition plan rather than a cultural integration plan. 14 The success or
failure of mergers in relation to culture compatibility or incompatibility has been well documented in the literature. 15 25
This is not to say that a different organizational culture is bad; in fact, a different culture can add value to the partnership.
Success of “culture marriages,” though, are highly dependent on the ability of administrators to integrate their cultures
both at the organizational and subunit level.

Dual Commitment

An important aspect to be considered in the wake of mergers, acquisitions, and restructuring is the concept of dual
commitment. Organizational commitment has been defined as a state in which an individual identifies with an organization,
its goals, and values, has a strong desire to maintain involvement with the organization, and is willing to work extra hard on
its behalf. 26 Commitment has also been the focus of nursing research studies and publications in relation to organizational
change. 27-31 The question raised is: “What is the level of commitment a person has to the organization in which he or she
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is currently working as compared to the umbrella organization and how is that commitment differentiated and
measured?” For example, a nurse at Hospital A may commit to both the hospital and to the umbrella organization, while a
nurse from Hospital B may only commit to the hospital in which he/she is currently employed and not to the umbrella
organization. Although this concept of dual allegiance has been explored as it relates to the business environment, 32
particularly unions, 33 its application to the healthcare industry has not been addressed.

Methods 1!

A correlational, descriptive study was designed to assess the effects of a multi-hospital merger and restructuring on
registered professional nurses in acute care settings who are employed on general medical-surgical nursing units involved in
the merger process. Data regarding commitment was obtained using 2 versions of Mowday’s, Steers’, and Porter’s 34
Organizational Commitment Questionnaire (OCQ). One version assessed organizational commitment to the current hospital
in which the nurse was employed; the second version assessed commitment to the umbrella corporate system. The
questionnaires were identical except for the reference to Hospital A, B, or C or the corporate system. Focused
organizational ethnography, including the use of semi-structured interviews, participant observation, and analysis of
company documents was also used to study each hospital as a cultural setting and to collect data about the cultural
changes that have taken place at each hospital over the past few years since the merger began.

Three of the five hospitals were chosen for this study: Hospitals A, B, and C. These hospitals were selected because the
merger process will have the greatest impact in terms of staffing and patient services for acute care of adults. A study
supported by the Agency for Health Care Policy and Research found that acquired hospitals were closed in 17% of the
mergers, while in 41% of the mergers, the acquiring hospital converted the acute general medical-surgical beds of the
acquired hospital to nonacute inpatient uses such as psychiatric services or long-term care. 35 Hospital B, one of the
acquired hospitals and most similar to Hospital A, the acquiring hospital, had the greatest chance of either closure or
conversion of acute care adult services to other functions.

All full-time and part-time RNs who provide bedside care on all shifts and were routinely assigned to one of the
medical-surgical nursing units from the three different hospitals (Hospitals A, B, and C) within the corporate system were
invited to participate in this study. These units were selected as being the ones most likely to be affected, or had already
been affected by the merger with a reduction in hospital beds and medical and surgical services. Ninety-eight nurses
representing the 3 hospitals responded to the questionnaires; 9 of these nurses further consented to be interviewed.

Data collection took place from November 1999 through January 2000, approximately 3.5 years after the merger was
initiated. The total response rate was 31% for questionnaire completion despite extensive efforts to increase responses.
Some data was lost due to lack of questionnaire completion. Several nurses failed to differentiate their employing hospital
from the corporate system. Nine out of 12 nurses who consented by postcard to be interviewed were able to be contacted
and were interviewed using a semi-structured approach.

Measures of central tendency were used to describe the sample. As expected, the majority of respondents were
female, with ages ranging from 23 to 62 with a mean age of 39.95. The length of employment within the merged corporate
system ranged from less than 6 months to 26 years, thus reflecting a broad range of employment both during and after the
initial merger was announced.

Results 1
The mean score values for each version of the OCQ are presented in Table 2. Data reflect a slightly stronger

commitment by the nurses at Hospital A to the newly formed corporate system, as might be expected given the status of
Hospital A as the acquiring hospital with the former CEO of Hospital A at the helm of the newly formed corporate system. In
addition, the mean score for Hospital B shows a higher commitment by their RNs to the individual Hospital than to the
corporate system.
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p -1 Table 2. Mean Values for Commitment to Hospital and Corporate System*Scale
e e fscore 1-3 indicates low commitment, 5-7 indicates high commitment
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Overall, none of the hospitals displayed a strong commitment by the nurses to either their individual hospital or to the
corporate system. Inspection of the data shows that both Hospitals A and C are closer in commitment to the corporate
system than Hospital B, while all hospitals show a greater commitment to the Hospital than to the corporate system. At this
point in the merger, the RNs in this study at all 3 hospitals still retain their strong sense of organizational identity to their

employing hospital.

It is of interest to note that nurses at all 3 hospitals ranked the following items on the OCQ consistently high or
consistently low related to organizational commitment to their Hospital. Item 13, / really care about the fate of Hospital
, had the highest overall mean, indicating strong agreement, and also had one of the highest scores for each of the 3
hospitals. This same item as it related to the corporate system also ranked high or had high agreement for each of the 3

hospitals.

Values are an inherent part of any corporate culture and should articulate with the mission and philosophy of the
organization as a whole. Question 5 of the 0CQ, / find that my values and Hospital _____'s and the corporate system'’s
values are very similar, is reflective of the conflict between values of the individual versus those of the hospital and
corporate system. The demographic data failed to show statistical correlation between variables such as age, tenure, and
education with commitment to either the hospital or corporate system.

The qualitative data serve to confirm the quantitative analysis. One nurse from Hospital B describes the feeling of
isolation from one hospital to another and in relation to the corporate system:

We still feel very separate. We don’t seem to be walking down the same path . . . | think we’re all running separate. |

really do.

Given the organizational history of the 3 hospitals, this investigator felt that the nurses at all 3 hospitals may be
committed only to their primary Hospital or to their primary Hospital and also to the corporate system as well. A paired t-
test was therefore used to test for the difference in organizational commitment scores between each Hospital and the

corporate system (Table 3).

3 +| Table 3. Paired t Tests for Equality of Means for Organizational Commitment to the
Hospital and Organizational Commitment to the Corporate System*Significant at P
< .01 for all
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Although the paired t test results for Hospitals A and B are statistically significant, Hospital B demonstrates the widest
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difference in the means between organizational commitment to the hospital and commitment to the corporate system
(Figure 1). The nurses at Hospital B tended to identify more strongly with their hospital than with the newly formed
corporate system. One nurse from Hospital B states, “Hospital B’s downfall was the merger. It seems the corporate system
is trying to transform us into Hospital A and we’re losing our identity.”

Veen OCQ

Figure 1. Comparison of the difference in means by hospital of organizational
commitment to the hospital and corporate system. Note: Scale Score: range of
means 0-100; low to high commitment.

[Help with image viewing]
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Positive Pearson correlations were also found to be statistically significant (r = .769, P = .01) for commitment to
individual hospital and corporate system. Hospital A, the acquiring hospital, demonstrated the highest correlation between
organizational commitment by RNs to the hospital and corporate system (r = .93). This correlation was strong but lower for
the RNs in Hospital C (r = .87), but significantly weaker for the RNs in Hospital B (r = .36). The demographic data did not
provided statistically significant correlations for nurses at any of the hospitals, either within each hospital or across
hospitals.

Organizational Culture Changes and Manifestations 1l

Organizational culture changes were manifested in several ways. One important facet of culture change that exhibited
itself most readily was that of organizational identity, especially in relation to Hospitals B and C, or in other words, the
“acquired” hospitals.

Fieldnotes: Upon entering each hospital through its primary entrance, one is visually greeted in a variety of ways. Both
Hospitals B and C have small signs in their entrances designating them as a corporate system hospital. Their own identity
(ie, Hospital B or Hospital C) is not identified anywhere on the walls. While the same is true in Hospital A, one is greeted
with a huge sign in their entrance designating the hospital as a corporate system hospital. Another large banner displaying
Hospital A’s strong affiliation with a local university medical school is also readily apparent. Hospitals B and C do not have
as strong an affiliation with the same medical school.

The process of developing one corporate culture and one corporate identity is also described by several nurses:
They’ve got to make people feel like they belong; that can only take time.
| don’t see this camaraderie. | don’t see this joining.

| think you have groups that are Hospital B loyal and groups that are Hospital A loyal. People [the general public] still
realize it’s Hospital B or Hospital C.

The nurses at Hospitals B and C also identified a former CEO as being a major contributor to their history of corporate
culture. As storytellers, these nurses recounted stories describing the breakfast meetings and “walk-around meetings” this
CEO had with his employees. This is in keeping with Wilkins’36 theory that stories help to create a strong corporate culture,
and in this case, exemplify a former corporate culture that nurses could identify with and commit to. This CEO, who by
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Beyer and Trice’s 37 definition was viewed as a hero in the hospital culture, personified the values and beliefs of the
hospital. The nurses at Hospitals B and C appear to be looking for a new “hero” to take his place. Although the CEO of the
corporate system might be a logical choice, the nurses at the acquired hospitals do not appear ready to embrace him. A
lack of trust seems to be a primary issue as expressed by these nurses:

| don’t trust administration [of the corporate system]. They say they won’t have any more layoffs but you turn around
and someone else is gone. They [the administration] only care about the bottom line, the money. It’s always the money.
They don’t care about us or what we do. I’d like to trust him [the CEO], but | can’t.

Implications *

The nurses involved in this merger process have seen dramatic changes in the local healthcare delivery system. The
organizational commitment construct becomes especially important as employees are asked to commit or exert efforts on
behalf of the organization. Bolon 38 states that one cannot commit to an organization if one is not familiar with the
organization’s mission, goals, and objectives.

First and foremost, the employee, in this case the nurse, must be able to identify with the goals and values of the
corporate system as identified via the mission statement. Values and beliefs inherent in the new culture must be clearly
articulated and woven into all meetings, policies, and procedures. A clear definition of culture related to the merger must
be repeatedly articulated and modeled by managers who act as role models and disseminators of the new corporate
culture. Fink 39 suggests additional ways to change the corporate culture and ease the merger transition:

1. Recognize that peer group consensus or the effect of other nurses or employees will be the major influence on
acceptance and/or willingness to change.

2. Think of change as skill building and focus efforts on training as part of the change process.

3. Allow enough time for the corporate culture change to occur, as much as 10 years.

4. Encourage people to adopt the basic need for change.

5. Begin team building efforts as soon as possible.

Other strategies can also be used to enhance the vision and goals of the newly merged system. Every effort should be
made not only to form committees that represent all merged facilities but to communicate this to employees as well. When
the committee recommends a new policy or procedure, it is then introduced or “brought to you by . . .” those members
who have served on these committees. Although Urden and Rogers 40 make the case that things are not always fair in a
merger, efforts made to truly blend whatever aspects of the corporate culture are possible will reap benefits in terms of
developing a culture of excellence for the organization as a whole. Development of a management council composed of
managers across the various settings can address systems issues that will occur in blending multiple policies. Continuing
monitoring and management of the acculturation process, as suggested by Malekzadeh and Nahavandi 41 should also be
conducted through the use of focus groups, interactive interviews, or in survey format.

Problems with morale during the merger process may be the most difficult to overcome. Cianco 42 cites demoralization
as the most common effect of survivors of layoffs with 81% of all hospitals reporting morale problems among staff. 43 Signs
of survivor’s syndrome may be seen in terms of increased absenteeism, aggressive behavior, lower productivity, impaired
judgment, tension, anxiety, and fatigue. The employee “gives up” by demonstrating lack of commitment to their job and to
their employer. Employees who demonstrate these behaviors may be showing signs of a grieving process: grieving for the
way their jobs used to be performed, grieving for staff who no longer are there for support, anger at the way things are
being handled, and anger for all the changes that have taken place with uncertainty looming largely in the future. Managers
need to show compassion and understanding and should never dismiss the employee with an attitude of, “You should be
grateful you still have a job.” The survivors of any layoff that may occur during the merger process are the ones that will
further the mission, vision, and goals of the new organization. Remaining employees are those who should therefore be -
nurtured into new levels of commitment and productivity by job recognition. Simple employee recognition tactics have
been shown to increase productivity by 15%, 44 thus reaping big rewards for providing attention and recognition for work
well done and as well as contributing to the new organizational culture.
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Personal interactive sessions or small focus groups can have a great impact both in terms of stress reduction related to
the merger and commitment. These may take the form of “breakfast meetings” where every level of the organization, from
administration to housekeeping, could express their personal opinion about their present work environment and the future
of the newly formed organization. Groups should be limited to 10 or 12 people with the meeting lasting approximately 1
hour. The vision of the organization as whole could then be connected to the day-to-day work lives and activities of the
staff.

Conclusions %

Organizational identity, the role of the CEO for the corporate system, and past CEOs for the hospital were important
influences on organizational culture at each of the 3 hospitals. As the success of any merger depends on the blending of
corporate cultures, these hospitals undergo a process of acculturation; the nurses themselves are seeking ways to enhance
this acculturation process. They want input into the process and do not want to be bystanders or be told, “This is what the
corporate culture is.” They want to be active participants in developing a strong hospital or corporate system culture that
unifies all of the hospitals involved in this merger.

On the other hand, these nurses also fail to see that building a corporate culture during a merger process takes much
time and effort for all concerned. Although it is both difficult and time-consuming to create a positive corporate culture
and develop a high level of organizational commitment in the wake of this merger process, it is relatively easy to reverse
the effects of any positive culture or commitment aspects in a very short time. Kanter’s 45 position that employees will
invest in an organization when they consider themselves to be a part of a larger organization still remains to be seen at all 3
hospitals. The nurses who were interviewed wanted additional information to feel more in touch with the larger corporate
system and with the other hospitals now associated with them in this merger process. Implications from this study go
beyond healthcare delivery systems and are applicable to any business merger or acquisition activity.

As more hospital and healthcare facilities merge and undergo restructuring processes, it is important to examine the
effects of these changes on the personnel involved. The merger process at the corporate system is still progressing as
department heads are named and committees form to merge policies and practices in all departments at all the hospitals
involved. This process has resulted not only in financial or economic changes but has impacted the local political scene as
well.

A longitudinal study with a larger sample size is in the planning process to determine changes in both organizational
culture and commitment over time. Over the past year, general nursing units have been moved within hospital, but the
process of merging nursing units across hospitals has just recently begun. The former CEO of Hospital A has also resigned,
and a new CEO from outside the western New York area has been hired. The pediatrics hospital was threatened with a
merger into Hospital A. Hospitals B and C are now unionized. Nurse administrators and nurse managers have resigned, and a
different restructuring design is now in place. These are just some of the changes that currently impact the ongoing merger
process and the work life of nurses. The effect of the merger on nurse managers also merits investigation.

Although the general consensus of the effects of the merger on the RNs is best summed up by a nurse from Hospital B,
“We can live with it . . . so far,” additional research is warranted to further assess these organizational changes. Education
of the nursing staff in regard to organizational culture and their commitment to both their employing hospital and the
corporate system in order to enhance the vision and goals of the organization must also be undertaken. With a healthcare
system in crisis and a nursing shortage at a critical level, retaining nurses with a significant level of commitment becomes
of utmost importance to nursing and corporate management.
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Abstract

In this longitudinal panel study we examined nurses’
reactions 1o hospital amalgamation in both the hospitals
being acquired and the acquiring hospitals. Data were
collected in 1992, nwo years prior to the amalgamation
announcement; in 1995, in the initial phase of the hospi-
ral amalgamation; and in 1997, during the amalgama-
tion implementation. Compared with the pre-amalgama-
tion period, nurses in both the acquiring and the
acquired hospitals reperted a significant decrease in job
sansfaction, organizational commitment, and organiza-
tional trust. and a significant increase in narmover inten-
tions. Excepr for organicarional commitment, nurses in
the acquiring hospitals reported a greater deterioration
in job attitudes indicating that they were more adversely
affected by the umalgamation than nurses in the haspi-
rals being acquired. Perceived organizational suppaort
and, 1o a lesser extent, immediate supervisor support
played an instrumental role in promoting successful
adjustment to the amalgamarion. There was only limited
evidence that perceived job insecwrity and control-ori-
ented coping mediated the relationship between the sup-
port variebles and job anitudes.

Résumé

Dans cette étude de panel, nous examinons les réactions
des infirmiéres aux fusions des hépitaux, & la fois dans
les établissements acquéreurs et acquis. Les données ont
été recueillies en 1992, deux ans avant l'annonce des
fusions; ensuite en 1995, lors de leur annonce; et enfin
en 1997, pendant leur mise en oeuvre. Les infirmiéres,
tant dans les hipitaux acquéreurs que dans les hopitaux
acquis, ont éprouvé une baisse considérable de leur sa-
tisfaction professionnelle, de leur engagement envers
leur emploveurs, et de leur confiance en leurs gestion-
naires, de méme qu'un désir accru d'abandon du métier
ou de Uinsituriton en question. En particulier, la Jétéri-
oration des attitudes @ été plus marquée dans les hopi-
faux acquéreurs, ce qui indique que ces infirmiéres se
sont senties davantage mises & 'épreuve que celles dans
les hopitaux acquis. Cependant, 'udaptation ¢ la fusion
a été minimisée lorsque le soutien de I'établissement
érait hien pergu et, & un moindre degré, lors d'une con-
statation de soutien réel provenant de leurs supérieurs
immédiars. Nous n'avons pas trouvé de preuve conclu-
ante que la perception de Uinsécurité dans le rravail, ¢t
les stratégies pour gurder celle-ci sous contréle, aient
influencé le rapport entre les paramétres du soutien et
les attitudes envers le travail.

The Canadian health care system underwent dra-
matic change in the 1990s, largely in response to signif-
icant reductions in transfer payments from the federal
government. This was especially the case in Ontario as
the provincial government attempted to deal with cuts in
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health care transfer payments and at the same time
address its own budget deficit and reduce its debt. The
Health Services Restructuring Commission was estab-
lished by the Conservative government in Ontario to
travel across the province and assess each community's
health care system and determine how to deliver health
care more cfficiently. This committee recommended the
closing of several hospitals (10 in Toronto alone) and the
amalgamation of many others. The community of Wind-
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sor wats unique in that it anteipated the need to restrue-
ture the provision of health care to the community in the
carly 1990s. Accordingly, in 1992, the city hired Price
Waterhouse to work with the local health council to
review health services and provide recommendations on
how (o streamline the system. In 1994, the commitiee

recommended that the community would best be served

by two hospitals instead of the existing four. This meant
the transfer of services and staff from the two hospitals
designated to be closed to the two remaining hospitals.
The amalgamation was begun in carly 1995 and wok
several years to complete.

In this paper we present the findings of a longiudi-
nal panel study designed to assess the impact of the hos-
pital amalgamation on health-care workers. Nurses
employed in the four Windsor hospitals completed a
questionnaire in 1992, two years prior to the amalgama-
tion announcement; in 1995, in the initial phase of the
amalgamation; and again in 1997, when the four hospi-
tals were still in operation but many services had been
ransferred from the acquired hospitals to the acquiring
hosptals,

The overall purpose of this study was o assess the
reactions of nurses to the hospital amalgamation. The
impact of mergers and acquisitions on employees has
received little attention in the research literature
(Cartwright, 1997; Cartwright & Cooper, 1992; Newmun
& Krzystofiak, 1993), and this is especially the cuse for
hospital mergers in Canada (Brousselle, Denis, & Lang-
ley, 1999). The few studies that have been conducted on
mergers and acquisitions have primarily focused on the
reactions of the employees in the organization being
acquired. Very Few studies have compared the impact of
mergers and acquisitions on employees in both the
acquired and the acquiring organizations. Morcover,
Cartwright (1997) noted the need o incorporate pre-
merger measures, although she pointed out that this may
be impossible because 1t would require forecasting a
merger in advance. The study reported here addresses
these issues because we were able ! (a) compare the
reactions of nurses in the hospitals being acquired with
the reactions of nurses in the acquiring hospitals; (b)
identify changes in job attitudes over time by comparing
the job attitudes of nurses two years prior to the amalga-
mation announcement with their atitudes at the begin-
ning of the amalgamation and again two years after the
amalgamation had begun: and (¢) determine those
factors that influence job attitudes in un amalgamation
cantext,

The first objective of this study was to compare the
job attitudes of nurses in the scquired hospitals with the
job attitudes of nurses in the acquiring hospitals over the
five-year period. The specitic job attitudes we examined
were overall and facet job satisfaction, organizationul
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commitment, trust in the organization, and turnover
intention. There is empirical evidence that mergers result
i decrcased job satsfaction, reduced commitunent and
trust, and increased turnover (Newman & Krzystofiak,
1993: Schweiger & DeNisic 1991). We expected that
nurses in both the acquiring and acquired hospitals
would be neuatively affected by the changes associated
with amalgamation. Therefore, compared with the 1992
bascline measures, we predicted that nurses in both the
acquiring and the acquired hospitals would report greater
dissatisfaction with their jobs in general as well as with
various aspects of their jobs, decreased commitment o
their hospital, reduced trust in their hospital, and greater
intention to leave during the amalgamation. However,
hecause nurses in the acquired hospitals were experienc-
ing greater changes than nurses in the acquiring hospi-
tals, we expected that there would be a greater change in
attitudes compared with the baseline measures for those
nurses in the hospitals being acquired compared with
those nurses in the acquiring hospitals.

Hypothesis 1a: There will be a significant decrease in
job satisfaction, organizational commitment, and
organizational trust and a significant increase in
wnever intendon during the amalgamation com-
pared ta two years prior to the amalgamation
announcement,

Hypothesis [b: Nurses in the acquired hospitals will
report a significantly greater change in attitudes than
nurses in the acquiring hospitals.

The second objective of this study was to identify
factors that influence nurses’ job attitudes during an
amalgamation. Lazarus and Folkman's (1984) stress and
coping model provided the theoretical framework for
this part of the study. According to this model, how peo-
ple adjust 1o a potentially stressful situation is deter-
mined by the resources avaitable to them, their appraisal
of the situation as harmful or threatening, and their cop-
ing behaviours. According to the model, resources influ-
ence stress appraisal and coping which, in tra, deter-
mine people’s immediate and long-term reactions to the
event or situation. Lazarus and Folkman (1984) contend
that “it is not change per se that constitutes stress, but
rather the way it is appraised and dealt with by the indi-
vidual” (p. 258). The Lazarus and Folkman stress and
coping model has been widely used by researchers to
examine how people react to potentially stressful situd-
tions, including the reactions of fayoff survivors o orga-
nicational downsizing {Armstrong-Stassen. 1994, 1998,
in press: Havlovic, Bouthillette, & van der Wal, 1998},
the reactions of layolf victims 1o job loss (DeFrank &
Ivancevich. 1986; Gowan, Riordan, & Gatewood, 1999:
Kinicki, Prussia, & McKee, 1997; Leana & Feldman,
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Figure 1.
Determinants of reactions to amalgamation.

Job Attitudes
Stress
Support Appraisal * Overall
Resources Job ) satisfaction
. * Job insecurity s Job facet
* Hospital >
= sfpgévisor . » satisfaction
* Coworker Coping * Commitment
= Control-oriented * Trust .
s Turnover intent

1990}, and the reactions of employees to mergers and
acquisitions (Scheck & Kinicki, 2000; Terry & Callan,
1997, 2000; Terry. Callan, & Sartori, 1996). The con-
ceptual model for this study is shown in Figure 1.

Perceived Support as an Antecedent of Stress Appraisal
and Coping

For the support resources, we assessed nurses” per-
ceived support from three sources: their hospital, their
supervisor, and their coworkers. House (1981) suggested
that social support could mitigate the effect of potential-
ly stressful situations by causing people w perceive the
situation as less threatening and less stressful. House
also suggested that even if a person initially appraises a
sisation as stressful, social support may lessen the ten-
dency of perceived siress o lead to negative conse-
yuences by tacilitating coping.

The model presented in Figure | posits a direct
effect of social support on stress appraisal and coping.
Several competing theoretical models of how social sup-
purt operates have been posited in the literature (for an
overview of these see Barrera, 1986, 1988; Lin, 1986).
One of these, the bulfering model, postulates that social
support has a moderating, and not a main, effect. An
example of such a model is the job demands-control-
support model propased by Karasek and Theorell
(1990). In their review of 22 studics that examined the
maderating effect of social support, Kahn and Byosiere
(1992} concluded that the pattern of results was consis-
tent for main effects rather than moderating effects. Dor-
mann and Zapf (1999) found only 10 studies that inves-
tigated work-related social support using a longitudinal

research design. These rescarchers concluded that, “All
in all, although some of the studies were exceptionally
well-done examples of stress research. there was not a
single study that convincingly demonstrated the moder-
ating effect of social support in a longitudinal study™ (p.
875). Although the job demands-control-support model
1s intuitively appealing, empirical support for the model
has been minimal and the model has come under criti-
cism {rom some researchers (de Jonge & Kompier, 1997,
Fletcher & Jones, 1993; Terry & Jimmieson, 1999). Of
the six studies found that specifically examined the
Demands X Control X Support interaction posited by
Karasek and Theorell, four (Bourbonnais. Comean. &
Vézina, 1999: de Jonge, Janssen, & van Breukelen,
1996: Melamed, Kushnir, & Meir, 1991; Vahtera, Uutela,
& Pentti, 1996) found main effects but no significant
Demands X Control X Support interactions. Two (Dol-
lard & Winefield, (998: Parkes, Mendham, & von
Rabenau, 1994) found only very limited support for the
three-way interaction (for example. of the total of cight
Demands X Control X Support interactions that Dollard
und Winefield examined, only one was significant). In
the present study. support is viewed as an antecedent
variable. Carlson and Perrewé (1999) tested four differ-
ent models: support as an antecedent, an intervening, a
moderating. and an independent variable. Their findings
indicated that support was best viewed as an antecedent
variable to perceived stressors,

We predicted that the support resources assessed
the beginning of the amalgamation would be significant-
ly negutively related 1w stress appraisal and positively
associated with the use of proactive coping strategies.
There is empirical evidence that pereeived suppart from
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one’s organization, immediate supervisor. and coworkers
reduces the perceived threat or the appraised stressful-
ness of a situation (Armstrong-Stassen, 1994; Chisholm,
Kasl. & Mucller, 1986: Hayes, Smith, & Schmieder,
1992; Jayaratne & Chess, 1984: Terry & Callan. 200(:
Terry et al.. 1996). There is also empirical evidence that
perceived support facilitates the use of more proactive or
control-oriented coping responses (Dunkel-Schetter,
Folkman, & Lazarus, 1987; Terry & Callan, 2000; Terry,
Rawle, & Callan, 1995).

Hypothesis 2: Support resources will be significant-
ly negatively related to stress appraisal and signifi-
cantly positively reluted to control-oriented coping.

Stress Appraisal as a Mediator of the Resources—
Attitudes Relationships

Stress appraisal was operationalized as perceived
job insecurity. Jacobson (1991) noted that perceived
threat 1o one’s job continuity reflects Lazarus and Folk-
mun's cognitive appraisal of threat. Armstrong-Stassen
(1994; in press) and Brockner and Wiesenfeld (1993)
noted that perceived job insecurity, that is, the perceived
threat of job loss, represents the potential threat compo-
nent of stress appraisal. Perceived job insecurity has
been found to be negatively related to job satisfaction
(Ashford, Lee, & Bobko, 1989 Hartley, 1991; Heaney,
Isracl, & House, 1994), organizational commitment
(Ashford et al., 1989; Dekker & Schaufeli. 1995 Hart-
ley. 1991), and trust (Ashford et al., 1989; Hartley, 1991;
Roskies & Louis-Guerin, 1990} and positively related o
turnover intention (Ashford et al.. 1989; Borg & Ehzur,
1992 Greenhalgh, 1982: Rosenblau & Ruvio, 1996). In
accordance with Lazarus and Folkman's conceptual
model and Figure 1, we predicted that perceived job
insecurity would mediate the relationship between
resaurces and the job attitude variables.

Hypathesis 3: Perceived job insecurity will mediate
the relationship of support resources with job satis-
faction, organizational commitment, trust in the
organization, and turnover intention.

Coping as a Mediator of the Resource—Autitudes
Relationships

Lazarus and Folkman (1984) define coping as “the
cognitive and behavioral efforts to manage specific
external and/or internal demands that are appraised as
taxing or exceeding the resources of the person”™ (p.
141). The present study focused on control-oriented cop-
ing. Control-oriented coping consists of actions and cog-
nitive reappraisals that are proactive, take-charge in
nature (Latack, 1986). This is highly similar to Lazarus

ARMSTRONG-STASSEN ET AL

and Folkman’s problem-focused coping. Control-oricnt-
ed coping has been found 1o be positively related w job
satisfuction (Latack, 1986; Schaefer & Moos, 1991
Terry & Callan. 2000: Terry et al.. 1996), and organiza-
tional commitment (Armstrong-Stassen, 1994) and neg-
atively related 1o turnover intention (Armstrong-Stassen,
1994: Latack, 1986). We predicted that control-oriented
coping assessed during the initial phase of the amalga-
mation would mediate the relationship between the sup-
port resources and nurses’ job attitudes assessed during
the amalgamation.

Hypothesis 4 Control-oriented coping will mediate
the relationship of resources wath job satisfaction.
organizational commitment, trust in the organization.
and turnover intention,

Method
Participants and Procedure

The participants consisted of (a) those nurses who
had participated in the 1992 (T1). 1995 (T2), and 1997
(T3) studies and whose questionnaire codes could be
matched, and (b) those who were employed in the same
hospital in 1997 as they were in 1992, There was a total
of 146 nurses who met these two criteria—353 employed
in the hospitals being acquired and 93 employed in the
acquiring hospitals. Over 97% of the participants were
women. In 1997, the average age of the nurses in the
hospitals being acquired was 43.71 years (SD = 5.25)
and they had worked at their respective hospitals an aver-
age of 16.08 years (SD = 7.49) and as a nurse an average
of 20.21 years (S = 5.85). The average age of the nurs-
es employed in the acquiring hospitals was 43.86 years
(SD = 6.45) and they had worked at their respective hos-
pitals an average of 15.62 years (SD = 7.08) and as a
nurse an average of 19.08 years (5D = 7.31).

The data collection procedures were the same for all
three time periods. The four hospitals provided the
researchers with the names of nurses employed by each
hospital. Questionnaire packets for cach nurse were dis-
tributed on the individual units of each hospital. The
questionnaires were mailed back to the rescarch unit
where the respondent’s name was replaced with a code
number. These code numbers were used to match up the
respondent’s 1992, 1995, and 1997 questionnaires. The
overall response rates for T1 T2, and T3 were 37%.,
43%. and 43%. respectively.

Measures

Unless otherwise noted, the measures consisted of
4 S-point Likert response format. All of the attitude
Canadian Journal uf Administrative Sciences
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measures were assessed in 1992, 1995, und 1997 except
for organizational commitment, which was assessed in
1995 and 1997 only. All of the mulu-item scales showed
strong reliability (internal consistency) for all three time
periods.

Support resources. Perceived organizational support
was assessed with the 17-ttem version of the Survey of
Perceived Organizational Support (SPOS) developed by
Eisenberger, Huntington, Hutchison, and Sowa (1986).
This scale measures employees' beliefs concerning the
extent to which the organization is committed to them,
values their contribution. and cares about their well-
being. We modified the wording slightly by changing the
word “organization” 1o “hospital.” Alpha coefficients for
T1, T2, and T3 were 0.95, 0.94, and 0.94, respectively.
Perceived supervisor and coworker support was mea-
sured with the Supervisor and Co-worker Support scales
developed by Caplan, Cobb, French, Harrison, and Pin-
neau (1975). Alpha coefficients for the Supervisor Sup-
port scale at T1, T2, und T3 were 0.85, 0.87, and 0.86.
respectively. Alpha coefficients for the Coworker Sup-
port scale at T, T2, and T3 were 0.83, (.85, and 0.83,
respectively.

Stress appraisal. Perceived job insecurity was
assessed with six items. including three modified from
Jick's (1979) job insecurity index and two from Jacob-
son’s (1991) job insecurity measure, The items referred
to the perceived likelihood of being Taid off. degree of
worry about one’s job security, and how much confi-
dence the person has that the organization will remain a
place of steady employment. These items were scored s0
that a high score reflects high job insccurity. Cronbach
alpha coefficients for T1, T2, and T3 were .86, 0.88,
and 0.88, respectively.

Coping. Control-oriented coping was assessed with
12 items from the Latack (1986) Control-oriented Cop-
ing Scale. This is one of the few coping scales that was
specifically developed to assess coping with work-relat-
ed stressors. Respondents were asked to describe how
they were reacting to the workforce changes in the Wind-
sor hospitals, The response categories ranged from “Do
not do this™ to Do this a great deal.” Sample items are:
“Think of ways to use this situation 1o show what I can
do™ and “Try 10 work faster and more efficiently.” Cron-
bach alpha coefficients for T1, T2. and T3 were (.83,
(.82, and .82, respectively.

Job satisfaction. We assessed overall job satisfac-
tion with the 20-item version of the Minnesota Satis-
faction Questionnaire (MSQ) developed by Weiss,
Dawis, England, and Lofquist (1967). Alpha coeffi-
cients for TI. T2, T3 were 0.87, 0.88, and 0.89.
respectively. Respondents were asked to rate the
extent to which they were satisfied with various
aspects of their present job. Job facet satisfaction was
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measured with the Satisfaction with Kind of Work,
Amount of Work, and Career Fulure subscales of the
Index of Organizatonal Reactions (Dusham, Smith.
& Blackburn, 1977). Alpha coefficients for Satisfac-
tion with Kind of Work were 0.89, 0.89, and 0.91.
Alpha coefficients for Satistaction with Amount of
Work were 0.86, 0.87. and 0.88. Alpha coefficients for
Satisfaction with Career Future were .75, 0.79, and
0.77.

Organizational commirmenr. We measured organi-
zational commitment with the Affective Commitment
scale developed by Meyer, Allen, and Smith (1993).
Affective commitment reflects an employee’s emotional
attachment to, identification with, and involvement in
the organization (Meyer & Allen, 1997). We madificd
the wording slightly so that the statements referred to
“this hospital” rather than “this organization.” Alpha
coefficients at T1, T2, and T3 were 0.80, 0.80, and 0.81,
respectively.

Organizational trusr. We assessed organizational
trust with three items: the two-item Organizational Trust
scale developed by Ashford et al. (1989) and an item
from the Cook and Wall (1980) trust scale. We modificd
the wording so that the statements referred 10 “this hos-
pital” instead of “this organization.” The ulpha coeffi-
cients for T1, T2, and T3 were 091, 0.91, und 0.92,
respectively.

Turnover intention. We assessed turnover intention
with the three-item Propensity w Leave scale developed
by Lyons (1971). This scale was specifically designed to
assess the turnover intention of nurses. Alpha cocfli-
cients for T1, T2, and T3 were 0.87. 0.86. and 0.86.
respectively.

Control variables. We included three control vari-
ables: hospital status, negative amalgamation change
experience, and hospital tenure. Hospital status
(employed in a hospital being acquired or in an acquir-
ing hospital) was determined from the employee list pro-
vided by the hospitals and designated as part of the code
number assigned to a completed questionnaire. To assess
whether or not the person had beea directly affected by
the changes, we asked them “Have you been directly
affected by current hospital changes?”. The responses
were yes and no (coded 1 = yes; 2 = no). This ques-
tion was followed up by an open-ended question that
asked those respondents who had answered yes w
describe the changes they had experienced. All of the
responses reflected negative changes such as being
bumped or displaced, unit downsized or closed. position
made redundant, workload increased, und work hours
cut back. To assess hospital tenure, nurses were asked o
indicate how long they had been employed at their pre-
sent hospital. Because bumping based on seniority was
allowed across hospitals, nurses with lfess tenure could
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Table 1

Means, Standard Deviations, and Repeated Measures MANCOVA F-values

Nurses in Hospitals

Nurses in

Being Acquired Acquiring Hospitals
n=353 n=93
1992 1995 1997 1992 1995 1997 Hosp. Effect Time Effect Hosp. x Time
Mean Mean  Meuan Mean  Mean  Mean
Sy (SDy  (SD) Sy (SDy (S F-value F-value F-value
Hospital Support 239 249 230 258 250 2.31 <1.00 6.52%% 1.92
(.62) (74 (6D]) (.63 64y (64
Supervisor Support 296 291 270 328 307 3.01 4.73% <1.00 <1.00
.95y (97  (88) (.87 (91y (9N
Coworker Support 382 366 342 375 3.68 3.59 <1.00 342% 1.54
87 7Ty (74 (70 (&%)  (70)
Job Insecunity 254 264 263 274 253 2.60 <1.OD <1.00 2.01
(84 (95 (97 (.80) (.82 (8N
Coatrol Coping 312 3200 323 36 320 321 <100 4.28* <1.00
(54 (.57 (34 {60y (4T (.43)
Overall
Job Satistaction 336 3350 321 3490 341 19 <100 5.21% < 1.00
(48)  (36)  (.60) 47y 4Ty (5T
Kind of
Work Satisfaction 371 3.65 351 376 377 353 <1.00 3.20% <1.00
(75)  (.89) (.83 (7% (74 (84
Amount Work
Satisfaction 278 274 286 2,80 284 2.47
(.80)  .30) (.83 (.81 (84 (81 <1.00 2.85+ 5.15%*
Career Future
Satisfaction 262 245 242 265 271 2.40 <1.00 5.59%* 2.26
(93) (886 (.75) (.75) 70y LThH
Organizational
Commitment — 310 262 — 308 282 <1.00 6.85%* 3.26%
(.73) (73 (.62) (.63)
Organizational Trust 193 231 1.96 238 242 2.03 3.29 1.05% 4.01#
74 (1.0 (T70) 80y (73 (.74)
Turnover Intent 207 234 278 L B A K 2.80 <1.00 T ABFR* 140
(89 (1.03)  (1.248) (893 (Y9 (LOY)

Note. This sample consists of those nurses whose 1992, 1995, and 1997 guestionnaire codes could be matched wp and who remained employed the
sunse hospital over the five-year period.
iped Fp 05 trp<ll T p < 0dl

M
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{MPACT OF HOSPITAL AMALGAMATION ON NURSES

be displaced by a nurse from anether hospital with more
tenure.

Demagraphic variubles. The demographic vanables
included age, length of time employed as a nurse, length
of time employed on the unit, and education.

Data Analvsis

To identfy significant changes in nurses” job alti-
tudes. we conducted repeated measures ANCOVA with
time as the within-subjects factor. hospital (acquiring or
acquired) as the between-subjects factor, and hospital
tenure as the covariate. To examine the hypothesized
mediating role of pereeived job insceurity und coping on
the support-attitude relationships. we followed the pro-
cedures suggested by Baron and Kenny (1986) and con-
ducted a series of regressions. We entered the control
vartables in Step | and then the support variable in Step
2. In Step 3, we entered the mediating variable, Perfect
mediation occurs when the support variable has no effect
ance the mediating variable is entered whereas partial
mediation occurs when the effect of the support variable
on the job attitude is less when the mediating variuble is
added 1o the equation.

Results

The MANCOVA findings indicated there was no
overall hospital effect for the support variables,
perceived job insecurity, and control-oricnted coping wl
TV Plai's Trace Fio g = 127, p = 0.28), T2 (Pillai's
Trace Fisyay, < LOO, p o= 099), or T3 (Pillai’s Trace
Fiapy < LOO. = 0.75) There was also no overall
hospital effect for the attitude variables at T1 (Pillai's
Trace Fg 55 = 178, p = 0111 However, there was a
significant overall hospital effect for the attitude vari-
ables at T2 (Pillar’s Trace Fy, = 2,120 p < 0.05).
There was also a significant overall hospital effect for
the attitude variables at T3 (Pillai's Trace £, = 2.55.
7 < Q.05).

The repeated measures ANCOVA results compar-
ing nurses in the hospitals being acquired with nurses
in the acquiring hospuals over the five-year period are
presented in Table 1. There was relatively strong sup-
port for Hla. There were significant decreases in over-
all job satisfaction, satisfaction with kind of work and
carcer future, organizational commitment and  trust,

marginally significant decrease in satisfaction with
amount of work (p = 0.06), and a significant increase in
wrnover inteation.

There was weaker support for Hib which predicted
that nurses tn the hospitals being acquired would report
significantly greater change in job attitudes than nurses

ARMSTRONG-STASSEN ET AL

in the acquiring hospitals, There was a significant Hos-
prtal X Time effect for satisfaction with amount of work
and organizational trust und a marginally significant
Hospital X Time effect (p = 0.07) for orgunizational
commitment. Contrary 1o what was predicted, nurses in
the acquiring hospitals reported a significant decrease in
satisfaction with wmount of work between T2 and T3
whereas nurses in the hospitals being acquired reported
a slight increase in satisfaction with amount of work at
T3. For organizatonal trust, nurses in the acquiring hos-
pitals reported a higher level of trust in their hospital at
T1 than nurses in the hospitals being scquired. At T3,
there was a significant decrease in organizational trust on
the part of nurses in the acquiring hospitals so that the
levels of organizational trust were highly similar for the
two groups during the amalgamation. Although both
groups of nurses reported a significant decrease in orga-
nizational commitment at T3, nurses in the acquired hos-
pitals reported a much greater decrease in organizational
commitment between T2 and T3 than did nurses in the
acquiring hospitals. Overall, nurses in the acquiring hos-
pitals reported a greater decrease in job satisfaction and
organizational trust and a greater increase in turnover
intentions than nurses in the hospitals being acquired.
Organizational commitment was the only attitude vari-
able in which nurses in the hospitals being acquired
reported a greater decrease than nurses in the acquiring
hospitals.

The correlations between the T2 support variables,
pereeived job insecurity, and control-oriented coping and
the T3 attitude measures are presented in Table 2. H2
predicted that the support resources would be signifi-
cantly negatively related 10 perceived job insecurity and
significantly positively related to control-oriented cop-
ing. This hypothesis wus supported. Nurses wha per-
ceived greater support from their hospital, their supervi-
sor, and their coworkers pereeived sigmificantly less job
insecurity and were more likely to engage in control-ori-
ented coping than nurses who lacked these suppor
resources.

H3 predicted that perceived job insecurity would
mudiate the relationship between the support resources
and job autitudes. To establish mediation, the following
conditions must hold: the support variable must be sig-
nificantly related w both the attitude variable and the
mediating variable. and the mediating variable must be
significantly related 1o the attitude variable (Baron &
Kenny, 1986). We have already noted that the three sup-
port variables were significantly negatively reluted to
perceived job insceurity. Perceived organizational sup-
port was sigmitcanty related o all of the awiwde vari-
ables except satistaction with amount of work and per-
ceived supervisor support was sigaiticantly related to all
ol the attitude variables except satisfuction with amount
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Table 2

Correlations for the T2 Suppont, Job Insecurity, Coping Measures with the T3 Attitudes

| 2 3 4 5 6 7 8 Y 10 1l 12 13 14 15

1. Hospital

2. Change RN

3. Tenure -03 20

1, T2 Hosp Support 02 02 06

S, 12 Supr Support 07 08 13 54

6. T2 Cowk Support O 03 05 02 a2

7. T2 Job Insecur 06 -.14 -41 24 19 -7

8. T2 Cont Coping 04010 .02 340 27 17 -9

9. T2 Job Saus 2020 13 13 43 26 14 - 18 03

10. T3 Satis Kind Wk 040 130 10 .33 300 .09 - 10 260 56

1. T3 Satis Amt Wk 18023 1 3 06 01 -09 <03 53 5]

12. T3 Satis Future 02 26 21 48 16 .09 -33 .15 56 40 40

13, T3 Org Commit A6 1125 43 21 19 -28 13 .35 34 25 48

14, T3 Org Trust 03 17 15 61 33 .08 221 18 47 36 28 .56 .56

15. T3 Turn Intent S04 - 15 -06 -40 -24 -09 08 -20 -59 -47 -45 -48 -57 -45

Note. For hospital status | = hospral being acquired and 2 = acquinng hospital. Affected by change was coded with | = yes texperienced negative changes
and 2 = na. Coreelation coefficients > 16, p < 03, vorrelation cocfficients > 21, p < 01, correlation coefticients » 27, p < 001

50000

of work and career future. Coworker support was signif-
icantly related to only one of the attitude variables: orga-
nizational commitment. Perceived job insecurity was
significantly related o overall job satisfaction, satsfac-
tion with career future, organizational commitment, and
organizational teust. Therefore, the possible organiza-
tional support-job attitude relationships that perceived
job insecurity could mediate were perceived organiza-
tional support and overall job satisfaction, satisfaction
with kind of work and carcer future, organizational com-
mitment, and organizational trust. The possible supervi-
sor support-job attitude relationships that perceived joh
insecurity could mediate were perceived supervisor sup-
port and overall job satisfaction, organizational commit-
ment, and organizational trust. The only possible
coworker support-job attitude relationship that perceived
insecurity could mediate was perceived coworker sup-
port and organizatnonal commitment,

There was evidence that perceived job insecurity
partially mediated the relationship between organiza-
tional support and satisfaction with career future,
between supervisor support and organizational commit-
ment, and between coworker support and organizational
commitment. These results are presented in Table 3,

All three support resources were significantly relat-
ed to control-oriented coping. Control-oriented coping
was significantly related to satisfaction with kind of

156

work, organizational trust, and wrnover intention. As
noted above, perceived organizational support was sig-
nificantly related to all of the attitude variables except
satisfaction with amount of work. supervisor support
was significantly related to all the atitude variables
except satisfaction with amount of work and career
future. and coworker support was only significantly
related o organizational commitment. Therefore, the
possible support—job attitude relationships that control-
oriented coping could mediate were perceived organiza-
tional support and satisfaction with kind of work and
organizational trust, and perceived supervisor support
and satisfaction with kind of work, organizational trust,
and turnover intentions. There was evidence that control-
oriented coping partially mediated the relationship
berween both organizational support and supervisor sup-
port and satisfaction with kind of work. These findings
are shown in Table 4.

We expected that the support variables would aftect
job attitudes only through their influence on perceived
job insecurity and coping. The mediation tests indicated
that percerved job insecurity mediated only three of the
21 support-job insecurity-job attitude relationships and
cantrol-oriented coping mediated only two of the 21 sup-
port—coping—job attitude relationships. However, the
zero-order correlations indicated that perceived hospital
and supervisor support were significantly related to the
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R
Table 3

Hierarchical Regression Examining the Mediating
Effects of Perceived Job Insecurity for Satisfaction
with Career Future and Organizational Commitment

Attitude Satsfacuon with Career Future
Predictors:
Step It
Hospital Status -02 -03 <03
Atfected by Changes 2wk 1g* 18*
Hospital Tenure A3 13 07
Step 2
Crganizatonal Support ApEEE )%
Step 3
Perceived Job Insecurity - 18*
F A58%F 3T RO*** 474%
R’ 09 29 A2
R change 20 03
Attitude Organizational Commitment
Predictors:
Step I
Hospital Status 6 A5 A4
Affected by Changes 06 03 04
Hospital Tenure R 2 14
Step 2:
Supervisor Support 7% A4t
Step X
Perceived Job Insecurity - A7+
F 4.29%% 3T JOrHF |8 3%k
R? 09 A2 4
R* change 03 02
Attitude Organizational Commitment
Predictors:
Step L
Hospital Status A6 16 16
Affected by Changes 03 06 03
Hospital Tenure Dk 22% A5
Step 2:
Coworker Support A7 AS
Step 3
Perceived Job Insecurity - IR¥
K 430%%  435%  375%
R* 09 12 15
R* change .03 03

Fp< 10 fpe 05 p< 0 400 < 001
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L
Table 4

Hierarchical Regression Examining the Mediating
Effects of Control-criented Coping for Satisfaction
with Kind of Work

Attitude Satisfaction with Kind of Work
Predictors:
Step It
Hospital Status 05 .05 05
Affected by Changes A2 10 0
Hospital Tenure 09 09 09
Step 2:
Organizational Support J2¥kF - D5k
Step 3:
Caontrol-oriented Coping A7
F 143 14.69%%% 342%
R? 03 A3 16
R? change 0 03
Atlitude Satisfaction with Kind of Work
Predictors:
Step 1t
Hosputal Status 01 00 00
Affected by Changes 5% 09 09
Hospital Tenure 0 08 07
Step 2: i
Supervisor Support INLLAS DA
Step ¥ _ .
Conuol-oriented Coping ' -02
F 1.23 [2.10%%% 496*
R? A3 41 14
R? chunge 08 03

Tpe 0¥ pa 05 ¥ pa 1Y pe il

R

Job attitude variables. This suggested that the support
variables were directly related o job attitudes in addition
to having an indirect relationship through perceived job
insecurity and control-oriented coping as the Lazarus
and Folkman (1984) model posits. We theretore decided
to conduct additional hierarchical regression analyses to
identify the significant predictors of nurses’ job attitudes
at T3. We entered the control variables in the first step,
the T1 job attitude variable (in the case of organization-
al commitment it was the T2 measure) in the second
step, the support variables in the third step, and per-
ceived job insecurity and control-oriented coping in the
fourth step. This procedure controls for the pre-amalga-
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niation job attitude so that predictors that are sigmificant
are reflecting their effect on the change i the job attitude
during the amalgumation period,

The amount of variance in the job satistaction vari-
ables accounted for by the predictor variables was 26%
for overall job satisfaction, 31% for satisfaction with
kind of work. 30% for satisfaction with amount of work.
and 419 for satisfaction with carcer future. Perceived
organizational support und Tl overall job satisfaction
were significant predictors of T3 overall job satisfaction
and perceived organizational support. supervisor sup-
port, negative change experience. and T1 satsfaction
with career future were significant predictors of T3 sut-
isfaction with career future. Only the T measure of sat-

isfaction with kind of work was a signiticant predictor of

T3 satisfaction with kind ol work and only the TT mea-
sure of satisfaction with amount of work and hospital
were significant predictors of T3 satisfaction with
amount of work. Perceived organizational support and
T2 organizational commitment were significant predic-
trs of T3 organizational commitment and perceived
organizational support and T1 organizational trust were
significant predicors of T3 organizational trust. Per-
ceived organizational support, negative change experi-
ence, and T trnover intention were significant predic-
tors of T3 turnover intentions. Thus, perceived
organizational support had a significant effect on the
change in job attitudes during the amalgamation period.
These analyses are available upon request from the
authors.

Discussion

Consistent with the theoretical literature on mergers
and acquisitions and the limited cmpirical evidence. we

found a significant deterioration m the job attitudes of

nurses and an increase in turnover intentions during the
amalgamation phase compared with the pre-amalgama-
tion period. What is noteworthy about these results is
that nurses in the acquiring hospitals appeared o be
more adversely affected by the amalgamation than nurs-
¢s in the hospitals being acquired. Organizational com-
mitment was the only atiitude variable for which nurses
in the hospitals being acquired expressed o greater

decrease than nueses in the acquiring hospitals. Com-

pared to the beginning of the amalgamation period, nurs-
¢s in acquining hospitals reported a greater decrease in
overall job satisfaction, satisfaction with kind of work
and career future, and organizational trust during the
amalgamation period than nurses in the hospitals being
acquired. Nurses in the acquiring hospitals also reported
4 greater increase in wrnover intentions than nurses
the hospitals being acquired. For satisfaction with

ARMNTRONG-STASSENFT AL

amount of work. nurses in the hospitals being acquired
actully reported an increase whereas nurses n the
acquiring hospitals reported a significant decrease. This
may be because services were being transferred to the
acquiring hospitals during this period whereus services
in the hospitals being acquired were slowly being phased
out. For those nurses who reported increased workload
in response (o the question about being directly affected
by the changes associated with the amalgamation, close
to 75% were from the acquiring hospitals.

These findings indicate that the negative effects of
amalgamation are not confined o the nurses in the hos-
pital being acquired: there is also an adverse impact on
nurses in the acquiring hospitals. 11 anything. the
results suggest that nurses in the acquiring organization
may be even more adversely affected than nurses in the
organization being acquired. This may be because nurs-
es in the acquiring hospitals had also experienced con-
siderable turbulence in their workplace. Prior to the
amalgamation, all four hospitals had expericnced bud-
get cutbacks resulting in the closing of beds and units,
reduced work hours, and nurse layolfs. The provision
of burmping across the four hospitals meant that nurses
with greater seniority in the hospitals being acquired
could displace nurses with less semiority in the acquir-
ing hospitals. Moreover, nurses in the acquiring hospi-
tals were just as likely as nurses in the hospitals being
acquired (x* = 1.72. p = 0.19) 1o report being directly
negatively affected by changes associated with the
amalgamation.

This study provides sirong evidence for the vital
role that perceived organizational support plays in an
amalgamation, Nurses who believed that their hospial
was commilted 1o them, valued their contribution. and:
cared about their well-being perceived significantly less

job insecurity. engaged in more control-oriented coping. -

and reported significantly higher job satistaction, organi-
zational commitment. and organizational trust and were
less Likely to be thinking of leaving their job than nurses
who perceived little support from their hospital, Per-
ceived organizational support at the beginning of the
amalgamation phase was a consistent determinant of
change in job attitudes during the amalgamation period
wo years later. These findings have clear implications
for organizations that may be considering an amalgama-
tion or merger. Lipper-level management may be able
minimize the neganve effects of an amalgamation by
demonstrating W employees that they care about
employees” well-being and value their contribution to the
arganization.

Perceived support from one’s immediate supervisor
was also important in maintaining nurses’ positive job
attitudes during the amalgamation. However, coworker
support was unrelated 1o all of the job attitudes except
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organizational commitiment. Although some researchers
have Tound that both supervisor and coworker support
are imporiant resources, there is some evidence that
support from one's supervisor is more effective in
reducing stress reactions than support from one’s col-
leagues (Buunk. 1990: Chisholm et al,, 1986). Taylor,
Buunk. and Aspinwall (1990) suggested that supervisor
support may be more effective than coworker support'in
decreasing stress reactions because, in addition to pro-
viding emotional support, a supervisor provides infor-
mational support which may be particularly valuable
when the individual is faced with ambiguous of uncer-
tain SHuUations.

We expected that there would be a significant
increase in perceived job insecurity but job insecurity
remained relatively stable over the five-year period.
Moreover, there was no significant difference in per-
ceived Job insecurity for nurses in the hospitals being
acquired and nurses in the acquiring hospitals. It is
possible that job insecurity had become heightened for
both groups of nurses in the early 1990s when there
was a rapid change from a shortage 1o a surplus of
nurses and that subsequent organizational changes
related to the amalgamation initiative had little further
impact. The lack of a significant difference between
hospitals may be due to the seniority-based bumping
privileges. Given that the average length of hospital
tenure was similar between acquiring and acquired
hospitals, nurses with less tenure were just as likely
be found in the acquiring hospitals as in the hospitals
being acquired.

We found only weak suppaort for our prediction that
perceived job insecurity and control-oriented coping
would mediate the influence of the support variables on
job attitudes. There was greater evidence of a direct
refutionship between perceived hospital and supervisor
support and job attitudes. Nurses who perceived higher
levels of support from their hospital and their immedi-
ate supervisor at the beginning of the amalgamation
phase reported significantly greater job satisfaction,
higher organizational commitment, more trust in their
hospital, and Jower turnover intentions during the amai-
gamation period two years later than nurses who per-
ceived lower levels of support. Qur operationalization of
stress appraisal as perceived threat of job loss may have
been problematic, especially given that perceived job
msecurity did not change over the five-year period. In
fuct, the level of perceived job insecurity was below the
midpoint of the scale. suggesting that the perceived
threat of job loss was not overly great. Greenhalgh and
Rosenblan (1984 noted that perceived job insccurity
spans the range from permanent loss of the job itself o
loss of important features of the job. It is possible that
percerved threat o various job features, such as oppor-

ARMSTRONG-STASSEN ET AL.

nities for promotion, work unit changes. relocation,
and freedom to schedule work, would have been more
appropriate o assess rather than perceived threut of job
loss.

The findings of this study are based upon self-
report data that may be susceptible to common method
variance. However, this is less of a problem because the
duta were collected over a five-year period. Although
the decreases in job attitudes between 1995 and 1997
coincided with the amalgamation initiative, it is not
entirely possible to conclude categorically that these
reactions were solely due to the amalgamation initiative.
One possibility is that the reactions reflected the cumu-
lative effect of all the changes that had been occurring
in the health care system since the early 1990s. Another
limitation is the issue of the generalizability of the find-
ings. These four hospitals had been dealing with con-
siderable change and uncertainty since the 1990s. The
reactions to the amalgamation may have been influ-
enced by the several years of turmoil that preceded the
amalgamation. Employees may respond differently 1o
an amalgamation between two organizations where one
or both of the organizations have had a relatively stable
history.

One of the major strengths of this study is the exam-
ination of job attitudes vver a five-year period beginning
with an assessment of job attitudes two years prior to the
amalgamation announcement. Because so little research
has been conducted on employees’ reactions 1o amalga-
mation, especially over time, this study makes an impor-
tant contribution 1o our currently limited knowledge in
this area. The key findings from this study are that
employees in the acquiring vrganization may be equally
or even more negatively afivcted by an amalgamation,
The focus in much of the literature has been on the
impact of the amalgamation on cimployees in the organi-
cation being acquired. Our study shows that we also
need to be concerned about the etfect on employees in
the acquiring organization. We found that support
resources, especially organizational support. play an
instrumental role in how well employees adjust to an
amalgamation. It is possible that other resources, such as
individual predispositions, and other types of coping
strategies may also be important in promoting successiul
adjustment. We examined the impact of amalgamation
on the job attitudes of nurses. Future research should
include other outcome variables, such as tn-role behav-
wur (Job performance) and extra-role behaviours (orga-
nizational citizenship behaviour, client service). We have
witnessed a recent increase in the number of mergers and
amalgamutions taking place in Canada in the airline,
mining, oil, and auto industries as well as financial insti-
tutions. Clearly, the impact of mergers and amalgama-
tions on employees in both the acquiring and the
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acyuired organizations requires greater attention on the
part of researchers given the recent trends.
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Executive Summ ary

“We envision a system of care in which those who give care can boast

P23

about their work, and those who receive care can feel total trust and
confidence in the care they are receiving.”

Donald M. Berwick, MD, MPP

(as quoted by the Institute for Healthcare Improvement, 2002)

Halifax was scheduled to receive the last in a

series of chemotherapy treatments for

leukemia. She was diagnosed two years earlier
but, on that day in April, her physicians consid-
ered her cured. The medications, including
Vineristine, were administered in the operating
room as she was also receiving dental surgery
and one anesthetic procedure could allow both
treatments to proceed at the same time.
Unfortunately, several factors contributed to
the Vincristine being injected intrathecally (into
a spinal catheter) instead of intravenously (into
a vein). Vincristine is lethal when injected
intrathecally — she died a week later (Jones,
1996 as cited in Baker and Norton, 2001).

Regrettably, other Canadian patients! have
subsequently died from a spinal injection of
Vincristine and also many more Canadians are
injured or die as a result of health-care errors.
Dramatic advances in the diagnosis and treatment
of disease have exponentially increased the com-
plexity of care processes while outdated modes of
communication, employee training, and product
design persist. The aging population, resource lim-
itations, a critical shortage of qualified health-care
personnel in a growing list of locations and spe-
cialties, and challenges created by mergers and
restructuring within health organizations are com-
bining to create unequaled strain and an increas-
ing likelihood of errors in the system.

Canadian health-care personnel are increas-
ingly aware of the frequency and significance of
these largely preventable adverse events. They
want to move the discussion out from behind
closed doors and devise workable solutions.
International jurisdictions, such as the United
States, have already recognized that health-care
safety concerns are real, that their systems are

In April of 1992, a four-year-old girl in

prone to error and failure, and that measures
must be taken to reduce the risk. Canada is sig-
nificantly behind the United States, the United
Kingdom and Australasia in accepting that
patients are at significant risk, in wanting to
learn about the relevant issues, and in investing
in the creation of a culture of safety.

Recognizing the need for further dialogue,
The Royal College of Physicians and Surgeons of
Canada hosted a one-day forum on patient safety
as part of their Annual Conference in September
2001. Over 50 leaders representing government,
health-care associations, and other non-govern-
ment organizations attended a roundtable discus-
sion on developing a national strategy to improve
safety. A National Steering Committee and five
working groups were subsequently formed at the
direction of the roundtable participants; their
work is summarized within the report.

Building a Safer System: Principles for
Action

Key assumptions have been described in the
principles for action to provide a foundation for
the specific strategies that will be recommended
for implementation.

*  The Canadian health-care system is guid-
ed by the principles of national health
insurance as set out in the Canada Health
Act, and is implemented primarily at the
provincial/territorial level. The system is
complex, dynamic and characterized by
many competing pressures, particularly the
relationship between funding and quality
of care. An unprecedented level of collab-
oration across all sectors must occur to
ensure a co-ordinated and effective strate-
gy for improving patient safety.

' The term « patient » is intended to encompass everyone who receives health services across the continuum of care.



2 The term « institute » has been selected to reflect t
should be considered as draft and for discussion purposes.

Safety is a fundamental aspect of quality
health care. To improve safety, the health-
care system must develop, maintain and
nurture a culture of safety.
Health-care personnel, patients, and all
others within the system must be informed
participants in understanding that human
error is inevitable and that underlying sys-
temic factors, including ongoing system
change, contribute to most near misses,
adverse events and critical incidents.
Specific educational and professional
development programs that focus on evi-
dence-based practice, periodic audit, and a
team approach to practice and learning
can reduce the likelihood of human error.
The health-care system must facilitate com-
prehensive identification of hazards that
pose threats to our people (e.g. patients,
staff and health-care personnel). Systemic
identification should be carried out reac-
tively, in response to a recognized adverse
event or outcome, and more importantly,
proactively, before problems have occurred.
This identification must be followed by
reporting and recording of these hazards
(and any associated adverse events and
near misses) to a network of databases.
The health-care system must develop an
atmosphere of trust, in which openness and
frankness in identifying and reporting prob-
lems or potential problems is encouraged
and rewarded. No blame will be appor-
tioned to individuals following reporting,
subject to limited qualifications. These lim-
ited qualifications include failure to report
safety hazards or critical incidents and pre-
meditated or intentional acts of violence
against people, equipment or property.
The health-care system must encourage
partnerships among all consumers and
providers of care. Partnerships will require
the health-care system to become more
flexible, with a shift away from traditional
hierarchical operating structures. These
partnerships, including those of individu-
als, professions and organizations, are nec-
essary for effectively improving all opera-
tional/systemic deficiencies.
The health-care system must demonstrate
its ability to build on what is already

A National Integrated Strategy for Improving Patient Safety in Canadian Health Care

known in other sectors, learn from experi-
ence, and be willing and able to imple-
ment major reforms when indicated. Such
a system will endeavor to analyze relevant
information, develop cost-effective evi-
dence-based safety initiatives and standards
of care that are critical to the improve-
ment process, and regularly receive feed-
back on the results of targeted strategies.
The health-care system must promote
appropriate disclosure to all partners (e.g.
patients, the public, health-care personnel
and governments) of safety information
relative to health issues. Such disclosure
must be supported by changes to the legal
and regulatory systems that also facilitate
effective systems for the prevention and/or
management of hazards.

Ray recommendations

Nineteen recommendations have been

developed to represent the breadth of collabora-
tive work that must be undertaken within the
national integrated strategy. The recommenda-
tions, grouped into five major categories, are
not all listed here in order of priority (please see
page 34 for suggested governance and funding
with priority recommendations).

Establish a Canadian Patient Safety Institute
to Facilitate a National Integrated Strategy for
Improving Patient Safety

(1)

(2)

(3)

Establish and support a non-profit
Canadian Patient Safery Institute? (draft
title). Membership will be multidiscipli-
nary and consist of clinical, academic and
administrative experts in the fields of safe-
ty and health care from across Canada.
Base new practices, technologies and pro-
grams that are recommended by the
Canadian Patient Safety Institute, or other
such bodies, on evidence, and subject them
to scientific evaluation. The evaluation
would include potential benefits and costs.
Implement system changes that have a
demonstrated ability to improve patient
safety.

Formalize responsibility and accountability
for patient safety within the management
structures and clinical processes of all
health-care organizations.

he collaborative and non-regulatory mandate of the proposed organization. The title

o
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(5) Develop and implement responsive
patient-focused programs for the receipt,
review and management of concerns with-
in health-care organizations.

Improve Legal and Regulatory Processes

(6) Adopt non-punitive reporting policies
within a quality-improvement framework
across the health-care system.

(7) Standardize the legislation on privacy and
confidentiality of personal health informa-
tion across Canada to facilitate access to
patient-safety data, while respecting the
privacy of patients and providers.

(8) Develop a greater focus on improvement
through education and remediation, vs.
blame and punishment, in legal, regulatory
and human resource processes.

(9) Review, and where applicable, revise The
Evidence Act and related legislation within
all Canadian jurisdictions to ensure that
data and opinions associated with patient-
safety and quality-improvement discus-
sions, related documentation and reports
are protected from disclosure in legal pro-
ceedings. The protection would extend to
this information when used internally or
shared with others for the sole purpose of
improving safety and quality. Wording
within the applicable Acts should ensure
that all facts relating to an adverse event
are recorded on a health record that is
accessible to the patient or designated next
of kin, and are not considered privileged.

(10) Hold further discussions regarding the tort
and health-care insurance systems and
their effects on patient safety, with the
aim of making recommendations that

would contribute to a culture of safety in
Canadian health care.

Improve Measurement and Evaluation
Processes

(11) Undertake an analysis of the capabilities
and cost of systems for monitoring adverse
events, critical incidents and near misses.

(12) Recommend the types of surveillance sys-
tems, including relevant patient-safety indi-
cators, to be developed and supported in
Canadian health care. The recommenda-
tions would be based on the findings of the
review proposed in Recommendation (1 1).

viii

(13) Secure funding from federal/provincial/
territorial jurisdictions to invest in informa-
tion technology infrastructures that support
the standardized identification, reporting
and tracking of patient-safety data.

(14) Adopt “patient safety” as a cross-cutting
theme or designated area for research
competitions supported by the Canadian
Institutes for Health Research, Canadian
Health Services Research Foundation
and/or other granting organizations, to
encourage Canadian researchers to under-
take studies in this area.

Establish Educational and Professional
Development Programs

(15) Develop and implement health-care edu-
cation and professional-development pro-
grams for improving patient safety.

(16) Develop educational and continuing pro-
fessional development programs to improve
patient safety in collaboration with national
accrediting bodies, academic institutions,
provincial licensing authorities (for
peer-assessment reviews) and health-care
facilities/organizations/scholarly societies.

Improve Information and Communication
Processes

(17) Publicly report measures of health-care
quality and safety.

(18) Develop educational materials on personal
measures for improving safety in health
care for distribution to the public.

(19) Create a website to facilitate the sharing
of patient-safety resources and discussions.

The proposed national integrated strategy is
a co-ordinated and comprehensive framework
that builds on current structures and processes
with a strong emphasis on providing multidisci-
plinary teams with the education and resources
to diffuse patient safety expertise across Canada.

Immediate steps are being taken to begin
the building of a safer system; however, these
steps lack integration and co-ordination. For
effective system-wide improvements, short- and
long-term funding must be committed from fed-
eral and provincial jurisdictions. Other health-
care stakeholders must identify and offer their
expertise and participation in support of appli-
cable recommendations.

National Steering Committee on Patient Safety
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“Nous imaginoans un systéme de santé dans le cadre duquel les prestataires de
soins peuvent se targuer de leurs réalisations et les personnes qui recoivent
les soins se sentent en pleine confiance quant aux soins dispensas.”

Donald M. Berwick, MD, MPP

(tel que cité par la Institute for Healthcare Improvement, 2002)

n avril 1992 & Halifax, une fillette de qua-

tre ans souffrant de leucémie en était 4 sa

derniére séance de chimiothérapie.
Diagnostiquée deux ans plus to, la fillette était,
en ce jour d’avril, guérie selon ses médecins. Les
médicaments, notamment la vincristine, lui ont
été administrés dans la salle d’opération oi elle
subissait également une intervention chirurgicale
dentaire, car la procédure anesthésique rendait
possible I'exécution simultanée des deux traite-
ments. Malheureusement, la vincristine a été
administrée en injection intrathécale (par un
cathéter médullaire) plutdt quen injection
intraveineuse (dans une veine). En administra-
tion intrathécale, la vincristine est mortelle, et la
fillette est décédée une semaine plus tard (Jones,
1996, comme il est rapporté dans Baker et
Norton, 2001).

I est également déplorable que d’autres
patients?? canadiens aient perdu la vie par suite
d’une injection rachidienne de vincristine, et que
de nombreux autres subissent les répercussions
d’une erreur médicale ou en décedent. Des
avancées spectaculaires dans le diagnostic et le
traitement des maladies ont accru de facon
exponentielle la complexité des processus de
prestation des soins, pendant que persistent des
modes désuets de communication, de formation
des employés et de conception des produits. Le
vieillissement de la population, 'amenuisement
des ressources, la pénurie aigué de profession-
nels de la santé qualifiés dans un nombre crois-
sant de lieux et de spécialités, et les problémes
causés par les fusions et la restructuration dans
les organisations de la santé sont tous des

! Le texte intégral du rapport est aussi disponible

facteurs qui, combinés, exercent une tension
sans précédent sur le systéme, d’ot le risque
accru d’erreurs.

De plus en plus, les intervenants canadiens
en santé sont conscients de la fréquence et de la
portée de ces incidents indésirables, évitables en
grande partie. IIs souhaitent que le débat a ce pro-
Pos ne se tienne plus & huis clos et que des solu-
tions pratiques soient congues. A échelle inter-
nationale, des pays, comme les Etats-Unis, admet-
tent déja que les préoccupations quant  la sécu-
rité des soins de santé sont fondées, que leurs sys-
témes favorisent en quelque sorte I'erreur et la
défaillance, et qu'il importe d'adopter des mesures
pour réduire le risque d’erreurs. Comparativement
aux Etats-Unis et & d’autres pays, le Canada
stagne loin derriére quant 2 reconnaitre que les
patients courent un risque de taille, 4 connaitre
les divers aspects de la question et 3 s’engager
dans la création d'une culture de la sécurité.

Conscient de la nécessité d’approfondir le
débat a ce sujet, Le College royal des médecins
et chirurgiens du Canada a organisé une tribune
d’une journée sur la sécurité des patients dans le
cadre de sa Conférence annuelle en septembre
2001. Plus de 50 chefs de file, représentant 'ad-
ministration publique, des organisations de la
santé et d’autres organisations non gouverne-
mentales, ont participé a cette table ronde sur
I'élaboration d’une stratégie d’amélioration de
la sécurité d’envergure nationale. Sous I'impul-
sion des participants a la table ronde, le Comité
directeur national et cing groupes de travail ont
vu le jour, et le présent rapport rend compte de
leurs travaux.

en frangais sur demande

2Le terme « patient » englobe ici quiconque recoit des services dans tout le continuum des soins de santé.
3 Noter que le générique masculin est utilisé dans le seul but d'alléger le texte




T e e e e, el el ol el el wndl onll el ol ﬂm

AL

Accroitre la sécurité du systéme

Accroitre fa séouité du systéme : prindipes daction
Les principes d’action s’appuient sur des
hypotheses essentielles, décrites ici, qui forment
le fondement des stratégies particulitres dont la

mise en ceuvre est proposée.

®  Le systeme de santé canadien est régi en
vertu des principes de la Loi canadienne sur
la santé, qui est appliqué principalement 2
I'échelle provinciale et territoriale. Le sys-
teme, complexe et dynamique, subit de
nombreuses tensions concurrentes, partic-
ulierement celles créées par la relation
entre le financement et la qualité des soins.
Un niveau de collaboration inédit entre
tous les secteurs est essentiel 4 'élaboration
d’une stratégie coordonnée et efficace
d’amélioration de la sécurité des patients.

®  La sécurité est un aspect fondamental des

soins de santé de qualité. Pour améliorer la
sécurité, le systéme de santé doit créer,
maintenir et rehausser une culture de la
sécurité.

®  Les professionnels de la santé, les patients

et tous les autres intervenants du systéme
doivent étre au fait que I'erreur humaine
est inévitable et que des facteurs sys-
témiques sous-jacents, notamment les
changements perpétuels, contribuent 3 la
survenue de la plupart des erreurs évitées
de peu, et des incidents critiques.

®  Les programmes d’éducation et de perfec-

tionnement professionnel visant tout par-
ticulierement la pratique et I'apprentissage
fondés sur les résultats cliniques et scien-
tifiques, sur des vérifications périodiques et
sur le travail en équipe peuvent réduire les
risques d’erreur humaine.

®  Le systéme de santé doit faciliter le relevé

exhaustif des risques qui mettent en péril
les personnes qui y ont recours (p. ex. les
patients, la direction et le personnel). Le
relevé méthodique doit s’enclencher en
réaction a un incident ou résultat indésir-
able connu, mais doit avant tout s'inscrire
dans le cadre d’une démarche proactive,
soit avant que les problemes ne se pro-
duisent. Cette étape doit étre suivie du sig-
nalement et de la consignation de ces
risques (et de tous les incidents

indésirables et événements évités de
justesse qui y sont associés) dans un réseau
de bases de données.

Le systéme de santé doit créer un climat
de confiance, ot 'ouverture et la franchise
dans le recensement et le signalement des
problémes ou problemes potentiels sont
encouragées et récompensées. Par suite
d’un signalement, personne ne se verra
reprocher quoi que ce soit, sauf dans des
situations particuliéres, comme 'omission
de rapporter des risques de sécurité ou des
incidents critiques et la commission
préméditée ou intentionnelle d’actes de
violence a I'égard d’une personne, de
I'équipement ou de biens.

Le systtme de santé doit favoriser la for-
mation de partenariats entre les consom-
mateurs et les prestataires de soins. Pour ce
faire, le systéme de santé devra étre plus
souple, en délaissant la structure opéra-
tionnelle hiérarchique au profit d'un mode
de fonctionnement horizontal. Ces parte-
nariats, qu'ils fassent intervenir des per-
sonnes, des professions ou des organisa-
tions, sont nécessaires pour corriger toutes
les défaillances opérationnelles et sys-
témiques.

Le systéme de santé doit démontrer son
aptitude 2 tirer parti de ce qui se fait déja
dans d’autres secteurs, a tirer un enseigne-
ment de I'expérience et a &tre disposé et
capable de mettre en ceuvre d'importantes
réformes le cas échéant. Un tel systeme
s'attache a analyser l'information perti-
nente, a élaborer des initiatives de sécurité
et des normes de soins rentables et fondées
sur des données probantes, qui sont essen-
tielles au processus d’amélioration, et a
examiner, a intervalles réguliers, la
rétroaction sur les résultats de certaines
stratégies.

Le systéme de santé doit promouvoir la
divulgation adéquate  tous les partenaires
(p. ex. aux patients, au public, aux inter-
venants en santé et aux gouvernements), de
Pinformation sur la sécurité en rapport avec
les questions de santé. Cette présentation de
Pinformation doit étre favorisée par des
changements dans les systémes juridique et
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réglementaire qui facilitent également I'in-
stauration de mécanismes efficaces de
prévention et de gestion des risques.

Principales recommuandations

Dix-neuf recommandations ont été
élaborées afin de représenter le plein éventail
du travail de collaboration & entreprendre dans
le cadre d’une stratégie nationale intégrée.
Regroupées en cinqg catégories principales, ces
recommandations ne sont pas toutes présentées
par ordre de priorité.

Veuillez consulter, 4 la page 34, les sugges-
tions sur la gouvernance, les recommandations
prioritaires et le financement.

Etablir un Institut canadien sur la sécurité
des patients afin de faciliter la mise en
ceuvre d'une stratégie nationale intégrée
visant a améliorer la sécurité des patients.

(1) Etablir et appuyer un Institut canadien sur
la sécurité des patients 4 (appellation provi-
soire) sans but lucratif. U'Institut serait
formé d’un regroupement multidisci-
plinaire d’experts cliniques, universitaires
ou administratifs dans les domaines de la
sécurité et des soins de santé, de toutes les
régions du Canada.

(2) Fonder les nouvelles pratiques, technologies

et programmes proposés par 'Institut canadi-

en sur la sécurité des patients, ou d’autres
organismes semblables, sur des données
probantes et les soumettre a une évaluation
scientifique. Cette évaluation comprendrait
les avantages et les coiits éventuels.

(3) Mettre en ceuvre des changements de
nature démontrée 3 améliorer la sécurité
des patients. :

(4) Mettre en application de fagon officielle la
responsabilité et 'obligation de rendre
compte quant a la sécurité des patients au
sein des structures de gestion et des
processus cliniques de toutes les organisa-
tions de la santé.

(5) Concevoir et instaurer des programmes
adaptés aux besoins, centrés sur le patient,
quant a la réception, i 'examen et 2 la

gestion des préoccupations sur la sécurité
dans les organisations de sant€.

Améliorer les processus légaux et de
réglementation

(6) Adopter des lignes directrices de signale-
ment non punitif dans le cadre d’un
mécanisme d’amélioration de la qualité a
tous les niveaux du systéme de santé.

(7)  Uniformiser la législation sur la protec-
tion de la vie privée et la confidentialité
des renseignements personnels en santé
au Canada pour faciliter I’acces aux don-
nées sur la sécurité des patients tout en
respectant la vie privée des patients et
des prestataires de soins.

(8) Mettre davantage I'accent sur 'améliora-
tion par I'éducation et les mesures correc-
tives, plutdt que par I'attribution d’un
blame ou des mesures punitives, dans les
processus juridiques, réglementaires et de
gestion des ressources humaines.

(9) Examiner et, le cas échéant, modifier la
Loi sur la preuve et la réglementation
apparentée dans toutes les provinces du
Canada pour faire en sorte que les données
et les observations personnelles quant a la
sécurité des patients et 4 'amélioration de
la qualité, ainsi que la documentation con-
nexe et les rapports sont a 'abri de la
divulgation en cas de poursuite judiciaire.
Cette information ne pourrait étre divul-
guée si elle est utilisée au sein d’un étab-
lissement ou d’une organisation ou si elle
est partagée avec d’autres personnes aux
seules fins d’améliorer la sécurité et la
qualité. La formulation des lois applicables

devrait permettre que tous les faits en rap-
port avec un incident indésirable soient
consignés dans un dossier de santé mis a la
disposition des patients ou du plus proche
parent désigné, sur demande, et qu'ils ne
soient pas considérés comme étant confi-
dentiels.

(10) Approfondir I'étude de la question de la
responsabilité civile délictuelle et des
régimes d'assurance maladie, et de son

4 Le terme « Institut » a été choisi pour souligner I'aspect de collaboration et de non-réglementation du mandat de I'organisme suggéré.

Son appellation n'est qu’une ébauche congue afin de lancer un débat & ce propos.

Comité directeur national sur la sécurité des patients

i,
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Accroitre la sécurité du systéme

incidence sur la sécurité des patients, en
vue de formuler des recommandations con-
tribuant 2 la création d’une culture de la
sécurité dans le systeme de santé canadien.

Améliorer les processus de mesure et d’é-
valuation

(11) Entreprendre I'analyse des systemes de sur-
veillance des événements indésirables, des
incidents critiques et des incidents évités
de justesse.

(12) Proposer des types de systémes de surveil-

lance, comportant notamment les indica-

teurs pertinents de la sécurité des patients,

a élaborer et a appuyer dans le systéme de

santé canadien. Les propositions seraient

fondées sur les constatations de I'analyse

proposée au point (11).

(13) Obtenir du financement des gouverne-
ments fédéral, provinciaux et territoriaux
pour établir une infrastructure de la tech-
nologie de I'information nécessaire 3 'uni-
formisation de la collecte, du signalement
et du suivi des données sur la sécurité des
patients.

(14) Que la « sécurité des patients » devienne
un théme transversal ou un domaine
désigné de recherche dans le cadre de con-
cours soutenus par les Instituts canadiens
de recherche en sant¢, la Fondation cana-
dienne de la recherche sur les services de
santé et d’autres organismes bailleurs de
fonds, avec la volonté des chercheurs
canadiens d’entreprendre des études dans
ce domaine.

Créer des programmes d’éducation et de
perfectionnement professionnel

(15) Elaborer et mettre sur pied des programmes
éducatifs ou de perfectionnement profes-
sionnel sur I'amélioration de la sécurité
des patients.

(16) Concevoir des programmes éducatifs et de
perfectionnement professionnel continu
sur I'amélioration de la sécurité des
patients en collaboration avec les organ-
ismes d’agrément, les établissements uni-
versitaires, les ordres professionnels
provinciaux (examen par les pairs) et les
institutions, organisations et sociétés
savantes en santé.

Améliorer les processus d’information et de
communication

(17) Rendre compte publiquement des inter-
ventions axées sur la qualité et la sécurité
des soins de santé.

(18) Concevoir de la documentation éducative
sur les mesures personnelles d’amélioration
de la sécurité des soins de santé et la trans-
mettre au public.

(19) Créer un site Web pour faciliter la mise en
commun des ressources sur la sécurité des
patients et diffuser les débats a ce propos.

La stratégie intégrée d’envergure
nationale proposée ici s’inscrit dans un cadre
coordonné et global qui tire parti des struc-
tures et processus existants tout en insistant
fortement sur la nécessité d’offrir aux équipes
multidisciplinaires I'éducation et les
ressources nécessaires pour rehausser I’exper-
tise en matiére de sécurité des patients dans
tout le Canada.

On a déja immédiatement entrepris des
mesures visant & améliorer la sécurité du sys-
téme; malheureusement, ces mesures manquent
d'intégration et de coordination. Pour apporter
des améliorations a tout le systéme, il faudra que
les gouvernements fédéral, provinciaux et terri-
toriaux y consacrent des fonds 4 bréve et 3
longue échéance. La participation dautres par-
ties prenantes dans le domaine de la santé est
également nécessaire a la mise en ceuvre des
recommandations applicables.
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“Never doubt that a small group of thoughtful, committed citizens can change
the world. Indeed, it is the only thing that ever has.”

§

uction

Margaret Mead
(as quoted by Helvarg, 1995)
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ealth-care interventions such as the
Hprescribing and administering of med-
ications, surgical procedures, laboratory
tests or radiological investigations often require
complex interactions of personnel and technol-
ogy to be completed safely and effectively.
Although health-care professionals are dedicat-
ed to achieving positive patient outcomes, they
are human and therefore fallible. An error in
this setting can result in significant disability or
death; yet the health-care industry continues to
rely heavily on personal vigilance rather than
implement known mechanisms that can signifi-
cantly reduce unintended actions.
International jurisdictions such as the
United States of America, United Kingdom
and Australia have already recognized that
health-care safety concerns are real, that their
systems are prone to error and failure, and that
measures must be taken to reduce the risk. The
US Institute of Medicine Report To Err is
Human (1999) was an important stimulus for a
call to action and created unprecedented
media, public, and political attention with the
estimate that between 44,000 and 98,000 of
their citizens die each year as a result of med-
ical errors. Many of the report recommenda-
tions have received widespread support with
federal, state and local health-care organiza-
tions implementing a variety of key strategies.
The British report, An Organization with a
Memory (National Health Service, 2000), esti-
mated that adverse events, in which harm is
caused, occur in approximately 10% of patient
admissions, or about 850,000 times a year. The
National Health Service has developed, and is

implementing, a comprehensive quality pro-
gram that includes a major emphasis on
improving patient safety.

The Quality in Australian Health Care Study
(Wilson et al, 1995) reported that 16.6 % of
admissions were associated with an adverse
event, and, of these, 51% were considered
highly preventable. The release of the study
ultimately led to the formation of the
Australian Council for Safety and Quality in
Health Care (2000). The role of the Council is
to lead national efforts to promote systemic
improvements in the safety and quality of
health care, with a particular focus on minimiz-
ing the likelihood and effects of adverse events.

There is an acknowledged lack of definitive
information on the rate of adverse events in
Canadian health care. One study (Wanzel,
Jamieson, et al, 2000) examined the incidence
and nature of complications on a general sur-
gery service and found that 75 (39%) of 192
inpatients suffered a total of 144 complications.
The complications were considered trivial in
42 cases (29%), of moderate severity in 90
cases (63%), life threatening in 10 cases (7%)
and were fatal in 2 cases (1 %). Of particular
relevance is the finding that 26 (18%) of the
complications were deemed potentially attrib-
utable to error.

The Canadian Institute for Health
Information and the Canadian Institutes of
Health Research recently announced a jointly
funded research study to examine the extent of
adverse events in Canadian acute-care hospitals
and the availability of data that could be used to
support continuous monitoring. The information

1
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“In the course of reviewing our own mistake, we

also sought

information across the country about

other, similar, tragedies...there have been at least
three other child deaths in this country since
1989 as a result of Vincristine being injected in

Scot

error into the spinal fluid. These sccurred in Nova

ia, Quebec and Ontario. Each was fully

investigated in the institution where it occurred,
both internally and by provincial coroners. Yet we
found that the details of these errors have not
been comprehensively shared between

provinces,

between coroners offices or between

hospitals. We were not able to learn from our
mistakes, nor did we have the opportunity to

R

learn from those of our colleagues.”

Msrs. Lynda Cranston (1997)

will be obtained through a systematic review of
hospital charts from various centres in five
provinces. Drs. G. Ross Baker and Peter Norton
will lead the study with the results, anticipated
in 2004, providing an important baseline and ref-
erence for patient-safety activities.

A full appreciation of the impact of adverse
events cannot be attained from statistics alone,
but must also include the human perspective
from the patient’s viewpoint. Each person who
receives health care brings his/her unique phys-
ical, mental and emotional characteristics to
the interaction. Patients are vulnerable and
rely on the educational, regulatory and organi-
zational institutions to do all that is possible to
ensure that each diagnostic and therapeutic
intervention is as safe as possible. The circum-
stances surrounding the death of a four-year-old
girl from Nova Scotia provide an example of
where the health-care system failed to “Firs,
do no harm.”

In April 1992, a pediatric patient was to
receive the last in a series of chemotherapy
treatments for leukemia. She had been

diagnosed two years earlier but, on that day in
April, her physicians considered her cured. The
medications, including Vincristine, were admin-
istered in the operating room as she was also
receiving dental surgery and one anesthetic
procedure could allow both treatments to pro-
ceed at the same time. Unfortunately, several
factors contributed to the Vincristine being
injected intrathecally (into a spinal catheter)
instead of intravenously (into a vein).
Vincristine is lethal when injected intrathecally —
she died a week later (Jones, 1996 as cited in
Baker and Norton, 2001). Although many
health-care providers across the country had
heard of this incident, no move was made to
implement safety changes that could prevent
such a tragedy from occurring again.

A very important lesson in patient safety
was not applied across Canada; similar circum-
stances resulted in the death of a seven-year-
old patient at the BC Children’s Hospital in
1997. Mrs. Lynda Cranston, President and
CEO of the facility at the time, publicly
announced the error and revealed the disturb-
ing news that the health-care system had not
learned from the tragic mistakes of others.

The circumstances may vary from example
to example, but the reality is that patients
across Canada sustain injuries and in some
cases die from preventable adverse events. A
great deal of collaborative work has yet to be
done to build a safer health-care system in
Canada.

Amidst the reports of adverse events and
examples of personal tragedies, there are exam-
ples of excellence in health care and other
high-risk industries that can be used as models
to improve patient safety. In preparing this
report, individuals from a variety of health-care
backgrounds and locations across Canada par-
ticipated in a national collaborative to identify
the key actions that will have the greatest
impact on reducing adverse events. The
National Steering Committee on Patient
Safety is pleased to present this information
within a comprehensive and integrated strategy
for making patient safety a national priority.

National Steering Committee on Patient Safety
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Background to the Formation of the
National Steering Committee on Patient
Safety

Fandate, Structure and Daeliversbles

As part of its Annual Conference in September

2001, The Royal College of Physicians and

Surgeons of Canada hosted a one-day forum on
patient safety that was attended by national and

international health-care leaders and other
experts in the field. The same forum also fea-
tured a closed event entitled Roundtable on
Patient Safety and Error in Medicine: Toward a
Canadian National Strategy. Over 50 leaders

from government, health-care associations and
other non-government organizations attended
the roundtable to discuss the development of a
multidisciplinary approach to tackle the issue of
patient safety in Canada (please see Appendix

C). Several important results emerged from
these discussions.

* National Consensus
Participants reached a unique national
consensus on the need to develop a co-
ordinated strategy for the purpose of
improving patient safety and, therefore,
the quality of health care in Canada.

®  National Steering Committee on Patient

Safety
Participants agreed to create a steering
committee to develop an integrated
national strategy for patient safety.

*  Five Working Groups

Participants recommended the creation of

five working groups to address the key
aspects of patient safety.

System Issues
Legal / Regulatory Issues
Measurement / Evaluation

VRV R

Information / Communication

*  Twelve-Month Timetable

Participants charged the Steering

Committee with developing and proposing
a framework for a Canadian solution in 12

months’ time. The committee was man-

dated to work collaboratively and consult

widely to develop a clear set of goals and

A National Integrated Strategy for Improving Patient Safety in Canadian Health Care

Education / Professional Development

objectives, detailed action plans and a
realistic projection of the time, financial
and human resources required to imple-
ment these plans.

The National Steering Committee on
Patient Safety, a self-standing group reporting
to participating organizations, announced its
membership in October 2001:

* Dr. John Wade, FRCPC, Chair, Dean
Emeritus, Faculty of Medicine, University
of Manitoba

®*  G. Ross Baker, Ph.D., Associate
Professor, Department of Health Policy,
Management and Evaluation, University
of Toronto

*  Honourable Judge Allan Lefever, Judge,
Provincial Court, Alberta; President,
Heart and Stroke Foundation of Canada;
Co-chair, Health Charities Council of
Canada (to May 2002)

®  Dr. Larry Ohlhauser, President and Chief
Executive Officer, Healthcare Solutions
and Innovations (to March 2002)

® D John Millar, FRCPC, Vice-President,
Research and Population Health,
Canadian Institute for Health Information.

*  Ms. Wendy Nicklin, Vice-President,
Nursing and Clinical Programs, The
Ottawa Hospital

*  Dr. Walter Rosser, FCFP, Professor and
Chair, Department of Family Medicine,
Faculty of Medicine, Queens University

®  Dr Denis Roy, FRCPC, Chief Executive
Officer, Centre hospitalier de I' Université de
Montréal

®*  Ms. Bonnie Salsman, Pharmacist and
Hospital Pharmacy Management
Consultant

Dr. Peter Fraser, 1st Vice-President,
Canadian Medical Protective Association,
and a family physician in active clinical
practice, Oromocto, New Brunswick,
joined as a member of the Steering
Committee in January 2002. In May
2002, Mr. John Bulman, C.M., Chairman
of the Board, Wawanesa Mutual

Insurance Company, and a Commissioner
with the Manitoba Securities
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Commission, succeeded Judge Allan
Lefever as the public representative on
the committee.

The mission of the Steering Committee was:

*  To place patient safety at the top of the
leadership and management priority list

®  To promote a culture of patient safety in
health care

®  To create an accountability framework for
patient safety

*  To identify ways to collect data and infor-
mation useful for improving patient safety

®  To create a process for development of a
research agenda for patient safety

* o create an agenda for educating the
public, payers and providers about patient
safety

®  To identify tools and improvements that
enhance safety for patients, clients and
communities

An Administrative Group was also formed
and included the chief executive officers of
the Association of Canadian Academic
Healthcare Organizations, Canadian Council
on Health Services Accreditation, Canadian
Medical Association, Canadian Medical
Protective Association, Canadian Pharmacists
Association, College of Family Physicians of
Canada, and The Royal College of Physicians
and Surgeons of Canada, and Assistant
Deputy Minister lan Shugart from Health
Canada. Please see Appendix B. The role of
this group was to ensure appropriate and effec-
tive administrative support for the activities
of the Steering Committee and working
groups.

Participating organizations at the
September 2001 roundtable were invited to
submit names for possible appointment to cach
of the working groups. Five members of the
Steering Committec each acted as primary co-
chairs with one other person appointed by each
of the working groups. Each of the five working
groups was given a specific question to answer
within a report that clarified the relevant issues,
recommended realistic solutions and projected

the resources required to implement the plan
within the larger framework developed by the
Steering Committee.

Five Working Groups

*  System Issues: To what extent does the
design of the health-care system con-
tribute to adverse events and how can new
designs reduce or eliminate human error?

*  Regulatory / Legal Issues: How can the
manner in which the regulation and mon-
itoring of health-care professionals and
their institutions, and the legal systems,
improve patient safety?

¢  Measurement / Evaluation: How can the
scope and impact of the problem be better
measured?

*  Education / Professional Development:
How can improvements to the education
and continuing professional development
of health-care professionals reduce adverse
outcomes and enhance patient safety?

¢  Information / Communication: How can
better communication between various
players in the health-care system, and
across jurisdictions, improve the quality of
patient safety?

The working groups, laboring under very
tight timelines, reported to the Steering
Committee by early April 2002. Their hands-on
expertise and experience in health care created
invaluable insights and recommendations that
have been incorporated throughout this report.
Please see Appendix A for a complete list of the
members of the working groups.

The work of the National Steering
Committee on Patient Safety was initiated and
has been supported by Health Canada, 8
provincial and territorial ministries of health,
and 26 Canadian health-care organizations.
Their collaborative approach and ongoing assis-
tance were instrumental in the development of
the enclosed report (Please see Appendix C for
a list of the participating organizations at the
2001 closed roundtable on patient safety).

National Steering Committee on Patient Safety



Mﬂﬂw—-ﬂw—*z’ﬂ“ﬂ’m”ﬂ”ﬂ'ﬂ

&

%t

4 £
- ;5 > vstem

- B ¢ g

X‘ e

g
puonad

&

“Adverse events result from the interaction of the patient, the patient’s
disease, and a complicated, highly technical system of medical care provided
not only by a diverse group of doctors, other care givers, and support
personnel, but also by a medical-industrial system that supplies drugs and
equipment. Reducing the risk of adverse events requires an examination of all
these factors as well as of their relation with each other”

A High-Risk Environment

Health care is provided 24 hours a day, seven
days a week. Dramatic advances in the
diagnosis and treatment of disease have made
care processes more complex; however, many
organizations are hampered by outdated modes
of communication, record keeping, employee
training and traditional hierarchical authority
structures. The aging population, resource
limitations, a critical shortage of qualified
health-care personnel in a growing list of
locations and specialties, and challenges
created by mergers and restructuring within
health-care organizations, are creating
unequalled strain on the systems, thus,
increasing the likelihood of adverse events,
sometimes with lethal consequences.
Fortunately, due to the efforts and vigilance of
health-care personnel, many of these events
are prevented or mitigated.

How Hazardous by i ad

Most health-care encounters are error-free;
however, international researchers have docu-
mented preventable injuries and deaths in every
setting where measurement was attempted.!
There is no reason to believe that the Canadian
health-care system would be dramatically
different. The anecdotal reports of patients and

! Examples include Brennan, T. A, L. L. Leape, et al. (1991),

Leape, L.L. etal (1991)

health-care professionals provide ample
evidence of an environment prone to error.

No industry is more complex than the
health-care industry. Yer, there has only been a
recent acknowledgement that patient safety
must be a high priority. Many methods and sys-
tems within health care are not capable of reli-
ably delivering high-quality care to every
patient (Leape as cited in Lessons in Patient
Safety, 2001). While health-care workers have
always tried to protect patients from harm in all
aspects of care, the increasing complexity of
processes and rapid changes within the system
have contributed to the need for a stronger
emphasis on patient safety. It is no longer
appropriate to think that previous and current
processes to ensure safety are still effective in
controlling adverse outcomes. Overall, the
health-care system has been slow to recognize
that perfect human performance is not possible;
however, other industries can provide useful
insights into the design and implementation of
high-reliability processes.

Aviation is an excellent example in which
a high-risk industry implemented co-ordinated
and comprehensive strategies to reduce pre-
ventable accidents. Also, the study of human-
factors engineering has led to an understanding
that, although adverse events will occur in any
human endeavor, they can be minimized

Vincent, C, G. Neale, et al. (20071), Wilson, R. M., W. B. Runciman, et al (1995), A good

review of the evidence is also contained in Chapter 2 of the Institute of Medicine Report, Kohn, L. T, J. M. Corrigan, et al, eds. (1999).
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through the design of equipment or tools,
design of the tasks themselves, the environmen-
tal conditions of work, the training of staff, and
the selection of workers.

Airline regulators, plane manufacturers, and
commercial airline carriers have combined
human-factors engineering with the knowledge
that failures in communication and co-ordina-
tion among team members have led to tragic
aviation accidents. Their collaboration resulted
in a wide variety of mandatory and voluntary
processes that have dramatically improved pas-
senger safety:

Redundancy in key operating systems

®  Simulator training to improve teamwork
and prepare for sudden emergencies

*  Restrictions on the number of consecutive
hours worked

®  Mandatory reporting of designated avia-
tion accidents / incidents

®  Voluntary reporting of near misses
Extensive use of information technology
for the provision of flight information and
weather conditions

®  Comprehensive and objective investiga-
tion of accidents with reporting of the
probable cause

®  Procedural checklists with alarms for key
equipment and/or human failures

Aviation and health care have many simi-
larities; unfortunately, many of the actions that
have effectively improved passenger safety have
not yet been adapted and implemented in the
health-care system.

A Complex System

All systems can be described as a set of interde-
pendent elements interacting to achieve a com-
mon aim. There are three key components to a
system:

Each organization has a supporting frame-
work of essential parts that are present and/or
contribute to all actions or activities:

®  Personnel
*  Equipment/tools

*  Environment
*  Administration

Managing risk within this component
involves applying preventive measures, such as
constantly evaluating, training and planning for
the various elements:

*  Personnel (evaluate to ensure optimal
numbers for workload, proper credentials
and staff physical / mental well-being)

*  Equipment (evaluate to ensure that need-
ed devices are present, functioning proper-
ly, monitored for safety and regularly serv-
iced with a plan for phased and emergency
replacement)

*  Environment (evaluate for physical
designs that may inhibit or increase risks
to those receiving or providing care)

*  Administration (create an organizational
culture of safety, evaluate and plan for
effective policies and procedures —
including a policy for reporting actual and
potential risks to those receiving or pro-
viding care)

52

All care and/or service is provided within
one or more steps of a process. Essentially, a
process can be defined as ‘what is done and how
it is done’. Examples of processes within the
health-care system include communication,
problem solving, decision-making and conflict
resolution. The detection, mitigation or recov-
ery from preventable adverse events is possible
in the process component. For example, a nurse
does not administer a medication if she/he has
detected a miscalculation in the preparation of
the dose. Key strategies include identifying
high-risk activities and intervening with known
strategies for reducing the predicted hazards.

The product, result or effect is also known as
the outcome. In health care, outcomes may be
measured in a variety of ways, but tend to reflect
the physical and psychological well being of the
patient, and also reflect associated costs. Efforts
to manage risk within this component are
focused on monitoring outcomes and decreasing
the consequences of a preventable adverse event.

National Steering Committee on Patient Safety
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A systems approach to patient safety is
based on the understanding that the individual
practitioner is not a potential culprit to be
blamed and punished, but rather that he or she
is one participant interacting with many others
in a highly complex environment. Adverse
events are generally viewed as a consequence of
the system; the goal is to improve the structure
and/or process so the event is less likely to
recur.

Hazards and Defenses

The “Swiss cheese” model of defenses
(Reason, ].) illustrates the hazards of high-risk
situations and the defenses created to reduce or
block those risks. Defenses may be structural,
such as staffing levels and equipment design, or
process related, such as inter-professional com-
munication and problem-solving skills.

Losses

The Gaiss chease mode of how delerane nardars ang gyegiarie
Wy be g un v

Reason, J. (2000)

Many layers of defenses work to reduce the
chance of adverse events occurring, however,
no single layer is totally effective, as there are

“holes” or opportunities for failure at each
point. On any given day, at any time, a circum-
stance may occur where the holes in the layers
of defenses “line up” and error results.

An adverse event in health care is an injury
related to health-care management, rather than
to an underlying disease. The event is an
unplanned and undesired harmful occurrence
directly associated with care or services provid-
ed to a patient, such as an adverse reaction to a
medication or a negative outcome of treatment.
The occurrence may result from acts of commis-
sion (e.g. administration of the wrong medica-
tions) or omission (e.g. failure to institute the
appropriate therapeutic intervention) and may
be related to problems in practice, products,
procedures, and/or other aspects of the system.
The term ‘medical error’ is associated with a
culture of blame, and is therefore not recom-
mended for use.

The following model illustrates the key
concepts of causation and contributing factors
using five categories of adverse events
(Medications, Medical Devices, Nosocomial
Infections, Medical Interventions, and Broader
System Issues) that are known at this time to
have significant implications for patient safety.
The five categories may evolve into a standard-
ized adverse event classification system devel-
oped from national and international research
in this field.

The model also incorporates the “sharp and
blunt end” theory that has been accepted and
broadly applied in health care as in other
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industries (Reason, 1997). The sharp (proxi-
mate) end, where practitioners interact with
patients and each other in the process of deliv-
ering care, is where the practitioner may be dis-
tracted and miss a warning label or forget a step
in a process. Unfortunately, the sharp end is
also where the search for “fault” is often con-
ducted. Blaming, and then punishing individu-
als, is not an effective approach for improving
safety within the system and understandably
causes reluctance among health-care personnel
to openly report and discuss adverse events.

At the blunt (remote) end of the system are
regulators, administrators, policy makers and
technology suppliers. The blunt end is the
source of the demands, resources and con-
straints that form the environment in which
the practitioners work. Human-factor engineers
have consistently shown that the ability of
sharp-end practitioners to avoid adverse events
or near misses (a situation where the patient
had a narrow escape from injury or death)
depends directly or indirectly on a host of
blunt-end factors, rather than on the isolated
“error” of human practitioners.

The cause of an adverse event is described
as an antecedent factor that contributes to an
event, effect, result or outcome. A cause may be
proximate in that it immediately precedes the
outcome, such as an action (injection of the
wrong drug). A cause may also be remote, such
as an underlying structural factor that influ-
ences the action, thus contributing to the out-
come. A root cause(s) analysis is a technique of
systematic investigation of an adverse event or
near miss to determine the immediate and
underlying cause(s) and any other contributing
factors.

Defining terms related to patient safety is a
significant challenge as different individuals,
professions, organizations and cultures have
assigned their own interpretations to the vari-
ous words. However, developing a shared, com-
prehensive understanding of nomenclature is
essential for co-ordinating effective local,
regional and national activities in the area of
patient safety. (Please see Appendix D for a
draft mini-glossary of patient safety terms for
discussion purposes.)

The health-care system is a highly complex,
integrated and interdependent environment.

Broader system issues can significantly impact
the number and type of adverse events associat-
ed with the delivery of health care. Some of the
system issues that are relevant to the study of
adverse events include:

*  Reductions across the system in acute-care
beds

*  Increased complexity of diagnostic and
therapeutic interventions that create a
patient population with higher acuity

*  Concerns regarding the safe and effective
functioning of outdated equipment in a
variety of Canadian health-care facilities

*  Acknowledged shortages of qualified
health-care personnel in specific sectors
that increase workload pressures

*  Less opportunity for the mentoring of
novices in services with workload pres-
sures and/or high turnover rates of staff

*  Continual restructuring and non-stop
change compromising the organizational
ability to identify issues and implement
timely and appropriate strategies to
address deficiencies in a co-ordinated
manner

*  High-volume of interpersonal/interprofes-
sional communications that may directly
impact on the ability to detect, mitigate
or recover from preventable adverse
events

® A culture of blame and many traditional
hierarchical organizational structures sti-
fling the reporting of adverse events and
any follow up quality improvement discus-
sions

*  Potential for inadequate processes for the
credentialing and privileging of independ-
ent health-care professionals, as well as
the credentialing and registration of self-
regulated professionals who are employees,
directly affecting the competency of prac-
ticing health-care personnel

*  Health-care personnel who self-report that
they are affected by excessive workload,
burnout, fatigue, shifting work-hours,
extended periods of on-call and weekend
work

®  Physical environment, such as technologi-
cal developments that may enhance
patient safety or add new risks if staff are
not provided with appropriate orientation

National Steering Committee on Patient Safety
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*  Environmental factors such as dim light-
ing and slippery floors that can increase
hazards to patient safety

®  The local, regional and provincial proto-
cols and policies that include the regula-
tion of practices such as the reuse of
single-use medical devices / products

®  The lack of a comprehensive information
technology infrastructure that can identify,
trend, and respond to adverse events

The deaths of two Ontario patients (1999
and 2002), caused by the accidental injection
of undiluted potassium chloride, provide addi-
tional Canadian examples of how factors in the
system can contribute to adverse events.
Concentrated potassium chloride is often mar-
keted in Canada in plastic ampoules and vials
that resemble containers of sterile water, saline
solution or other generally harmless substances.
If a variety of vials are stored on the patient
care unit, the staff are at risk of retrieving and
injecting undiluted potassium chloride when
another substance was intended. Removing the

potassium chloride from the unit eliminates the
possibility of this kind of unintended action.

The Ontario patients were in the same
hospital approximately three years apart.
Unfortunately, the potassium chloride was
apparently not uniformly removed from unit
stock after the first death. The same factors lay
dormant until the next fatal injection.
Learning from the experience of errors and
sharing successful system remedies and effec-
tive safeguards in our medication-use systems
will prevent recurrences of the same error
(Cohen, 1999).

When different medications have similar
product design and packaging, the system has
created a greater likelihood of error.
Manufacturers can play a key role in improving
patient safety by collaborating with health-care
personnel and developing unique containers,
labels and packaging to easily differentiate the
products.

The health-care system can be proactive
and learn to seek out the contributing factors to
prevent patient injury or death.

Sspnidin
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Building a Safer System: Principles for Action

Key assumptions have been summarized in the

principles to provide a foundation for the specific

strategies recommended for implementation:

! Paul Batalden, Dartmouth Medical School and the Institute fo

The Canadian health-care system is guid-
ed by the principles of national health
insurance as set out in the Canada Health
Act and is implemented primarily at the
provincial/territorial level. The system is
complex, dynamic and characterized by
many competing pressures, particularly the
relationship between funding and quality
of care. An unprecedented level of collab-
oration across all sectors must occur to
ensure a co-ordinated and effective strate-
gy for improving patient safety.

Safety is a fundamental aspect of quality
health care. To improve safety, the health-
care system must develop, maintain and
nurture a culture of safety.

Health-care personnel, patients, and all
others within the system must be informed
participants in understanding that human
error is inevitable and that underlying sys-
temic factors, including ongoing system
change, contribute to most near misses,
adverse events and critical incidents.
Specific educational and professional devel-
opment programs that focus on evidence-
based practice, periodic audits, and a health-
care team approach to practice and learning
can reduce the likelihood of human error.

about the improvement of healthcare,

igned to achieve the results it gets.

Paul B. Batalden, MD!

The health-care system must facilitate com-
prehensive identification of hazards that
pose threats to our people (e.g. patients,
staff and health-care personnel). Systemic
identification should be carried out reac-
tively, in response to a recognized adverse
event or outcome, and more importantly,
proactively, before problems have occurred.
This identification must be followed by
reporting and recording of these hazards
(and any associated adverse events and
near misses) to a network of databases.
The health-care system must develop an
atmosphere of trust, in which openness and
frankness in identifying and reporting prob-
lems or potential problems is encouraged
and rewarded. No blame will be appor-
tioned to individuals following reporting,
subject to limited qualifications. These
qualifications include failure to report safe-
ty hazards or critical incidents and premedi-
tated or intentional acts of violence against
people, equipment or property.

The health-care system must encourage
partnerships among all consumers and
providers of care. Partnerships will require
the health-care system to become more
flexible, with a shift away from traditional
hierarchical-operating structures. These
partnerships, including those of individu-
als, professions and organizations, are nec-
essary for making effective improvements
to all operational/systemic deficiencies.
The health-care system must demonstrate

r Healthcare Improvement, has made this point several times in his teaching
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its ability to build on what is already
known in other sectors, learn from experi-
ence, and be willing and able to imple-
ment major reforms when indicated. Such
a system will endeavor to analyze relevant
information, develop cost effective evi-
dence-based safety initiatives and standards
of care that are critical to the improve-
ment process, and regularly receive feed-
back on the results of targeted strategies.

®  The health-care system must promote
appropriate disclosure to all partners ( e.g.
patients, the public, health-care personnel
and government) of safety information rel-
ative to health issues. Such disclosure
must be supported by changes to the legal
and regulatory systems that also facilitate
effective systems for the prevention and/or
management of hazards.

Building a Safer System: A National Integrated

Strategy for Improving Patient Safety

Providing safe care is fundamental to providing
high quality health care to Canadians.

Understanding the complexity and issues with.-
in the system is the first step in building a con-
sensus for system-wide change. The next step is
to create and implement an integrated national
strategy that gives a voice and role to patients;
health-care personnel, organizations, education-
al institutions and professional regulatory bod-
ies; and to federal/provincial/territorial levels of
government.

Five major components to building a safer system

1. Establish a Canadian Patient Safety
Institute to facilitate a National Integrated
Strategy for Improving Patient Safety
Current responsibilities for patient safety
are widely distributed among various pro-
fessional and regulatory jurisdictions that
do not share a common understanding of
the issues or a common vision for the
future. One of the key system changes will
be the creation of a co-ordinating body to
facilitate an unprecedented level of collab-
oration among local, regional, provincial,
territorial and federal health-care sectors.

Building a Safer System:
A National Integrated Strategy for Improving Patient Safety
in Canadian Health Care

Improve Measurement
and Evaluation Processes

Establish Educational and
Professional Development
Programs

System Changes to
Create a Culture of Safety

~ Improve Legaland
~ Regulatory Processes

~Improve Information
| and Communication Processes
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Additional recommendations for system-
wide strategies are included in this section.

2. Improve Legal and Regulatory Processes
The current legal and regulatory environment
in health care perpetuates a fear of blame and
litigation. As a result, disclosure discussions
and quality improvement processes may not
involve an open dialogue and sharing of ques-
tions or concerns. Key recommendations will
be made to create the environment for suc-
cessfully improving patient safety.

3. Improve Measurement and Evaluation
Processes
The lack of a comprehensive information
technology infrastructure limits our ability
to identify, trend and respond to adverse
events. Key recommendations will be made
to provide the tools and resources for sys-
tem-wide changes.

4. Establish Educational and Professional
Development Programs
The specific knowledge and skills to
improve patient safety are currently not
part of the education, training, and/or pro-
fessional development programs for most
health-care personnel. Recommendations
will be made for a co-ordinated and multi-
disciplinary educational approach that will
help to build a critical mass of expertise.

5. Improve Information and Communication
Processes
Access to accurate and understandable
information will help the public and all
other health-care stakeholders to first
understand the system and then participate
in improving it. Recommendations will be
made to stimulate dialogue, understanding,
and participation.

The five major components will lead to a cul-

ture of safety where words are translated into
actions that reduce the risk to Canadian patients.

System Changes to Create a Culture of Safety

A culture and environment of safety cannot
instantly be created, but will evolve over

time under the guidance of a co-ordinating
body, and with the commitment of all gov-
ernments and health-care organizations to
provide capital and operating resources for
system reform.

Recommendation

1. Establish and support a non-
profit Canadian Patient Safety
Institute (draft title). Membership
will be multidisciplinary and
consist of clinical, academic and
administrative experts in the
fields of safety and health care
from across Canada

The Canadian Patient Safety Institute will
collaborate with the territorial, provincial and
federal ministries of health and other autho-
rities who may establish bodies, or designate
patient-safety responsibilities to new or existing
structures, such as the Health Quality Council
in Saskatchewan. As safe patient care is funda-
mental to the provision of high-quality care, it
is anticipated that the Institute will be part of,
or closely related to, any national structures
that may emerge for the purpose of measuring
and/or improving the quality of Canadian
health-care services. Integrating safety and
quality discussions is an important aspect of
recognizing and addressing the overlapping
issues of misuse, overuse, and under use of
health-care services, as well as other
components such as patient satisfaction, access
to and efficiency of health care.

The proposed Institute will focus on the
role of facilitating rather than assuming opera-
tional responsibility for patient-safety actions.
Recognized expertise in improving safety
could be accessed by the Institute for the
development of standardized templates and
guidelines that could then be modified to
meet the needs of local organizations across
the country. Key templates would include
reporting mechanisms, data collection termi-
nology and strategies, and effective practices
for reducing the risk of injury to patients. The

National Steering Committee on Patient Safety
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Institute will also work to minimize redundan-
¢y and overlap in patient-safety activities.

A number of clinical and organizational
practices, new technologies or new programs,
including educational programs and patient
care activities, are likely to be recommended as
a result of efforts to improve patient safety.
Researchers, with established expertise and
experience, should use appropriate research
designs and analysis to evaluate these new prac-
tices, technologies and programs.

Recommendation

evaluation.The evaluation
would include potential
benefits and costs

The Canadian Patient Safety Institute should
collaborate with applicable researchers to
ensure that these evaluations are readily avail-
able to interested health-care personnel and
organizations. The Institute would not dupli-
cate the work of existing assessment structures
nor be involved in regulating the introduction

of new products and/or procedures.

2. Base new practices, techno-

logies and programs that are

Recommendation

recommended by the Canadian

Patient Safety Institute, or other

3.

such bodies, on evidence, and
subject them to scientific

Implement system changes that
have a demonstrated ability to
improve patient safety

Canadian Patiént Safety Institute

(draft title)

A Canadian Patient Safety Institute is needed to co-ordinate, facilitate, and stimulate designated activities within the
national strategy. Actions would encompass a wide range of policy and evaluative responsibilities:

Promote legal and regulatory changes that would
enhance reporting of adverse events with multidisci-
plinary determination of contributing factors and
recommendations for improvement.

Liaise with governments and applicable health
organizations for patient safety policy development
or modification (including those on reporting and
disclosure).

Promote effective measurement and evaluation
processes by

2> Collaborating with federal/provincial/territorial
governments in establishing a comprehensive
information technology infrastructure and
reporting strategies that will facilitate improving
patient safety

= Reviewing the adequacy of Canadian data on
patient safety as it becomes available, and pro-
viding feedback to local authorities on trends
that are revealed

> Facilitating the collection and dissemination of

methods for effectively measuring adverse
events as well as programs/projects for translat-
ing data into knowledge, and then action by all
levels of health-care personnel

> Recommending new practices or technologies
with established effectiveness for improving
patient safety

2> Contributing to the identification of a research
agenda for measuring adverse events and gain-
ing insights into causation (the detailed analysis
to be done by academic evaluation units or con-
sultants)

Promote the development of national standards and
benchmarks as well as process and outcome indica-
tors of patient safety

Support the development of a health-care education
and professional development programs for improv-
ing patient safety :
Support the development of an information and com- ‘

munication program for improving patient safety.

P
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Enhancing the safety of patients is the
result of three interdependent actions: prevent-
ing adverse events, making them visible, and
mitigating their effects when they occur. There
is a growing body of evidence regarding the spe-
cific strategies that improve the system’s ability
to prevent, detect and moderate the effects of
adverse events. Health-care organizations
should review their processes for opportunities
to improve and implement effective practices
that are appropriate for their environment
given practical and financial constraints

Medication administration is one example
of a process that can benefit from system
changes. Substantial evidence demonstrates
that the rate of medication errors is lower in
unit-dose systems than in traditional systems or
ward-stock systems. A relevant study was con-
ducted in 1991 at the Toronto Hospital for
Sick Children (O’Brodovich and Rappaport,
1991), during their successful conversion to a
unit-dose system. In this study, the observed
medication-error rates (excluding wrong-time
errors) decreased from 10.3% to 2.9% when the
traditional drug distribution system was
replaced with a unit-dose system. The study
also demonstrated a 4% reduction in medica-
tion costs and a reduction in the percentage of
nurses’ time spent on medication-related
activities.

In spite of the proven safety advantages and
cost effectiveness of unit-dose systems, the
majority of Canadian hospitals continue to uti-
lize traditional medication-distribution systems
that rely heavily on human vigilance. The
Hospital Pharmacy in Canada Annual Report,
1999/2000 states that only 26% of the 115
responding hospitals provide unit-dose drug dis-
tribution services or automated decentralized
dispensing to 90% or more of their beds.

Recommendation

4. Formalize responsibility and
accountability for patient safety
within the management
structures and clinical processes
of all health-care organizations

As a key element of organizational and cul-
tural change, clearly defined responsibilities and
accountabilities must exist to ensure patient
safety when adverse events, hazardous situations
or near misses occur. Health-care organizations
should reflect a commitment to patient safety
in their vision, mission, values, budget, manage-
ment structures and clinical processes.

Recommendation

5. Develop and implement
responsive patient-focused
programs for the receipt, review
and management of concerns
within health-care organizations

Complainants should be partners in the res-
olution process and participate in open commu-
nication with factual disclosure. Now, an adver-
sarial system in which punishment is the
desired end isolates the various players. A team
meeting of stakeholders held in a timely man-
ner after an adverse event has occurred will
facilitate discussion, and in some cases media-
tion, with the objective of achieving a satisfac-
tory resolution for all participants. Refusing to
discuss concerns may result in the perception
that legal action and/or a formal complaint to
the licensing body are the only options for com-
plainants.

Patients and their families may present
their concerns to individual professionals
(physicians, nurses, etc.), to management, to
regulatory bodies, to governments, and perhaps
to other stakeholders about the care received.
Such concerns may expose hazards, adverse
events or near misses related to system issues
and/or problems in the performance of health-
care personnel. As such, these concerns may
provide an important opportunity for individual
Or system improvement.

A patient-focused concern management
program with public reporting will help to build
a transparent process for quality-of-care issues.

For additional information on understand-
ing system issues, please see Appendix E —
The Framework Matrix: System Issues Working
Group.

National Steering Committee on Patient Safety
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Legal and Regulatory Processes

The current legal and regulatory environment
in health care perpetuates a fear of blame and
litigation that may result in adverse events
not being recorded on the health record, or, at
minimum, verbally communicated to an
appropriate individual. Individual health-care
personnel feel the burden to be ‘perfect’ in
their knowledge, skills and judgment, and are
generally not encouraged to openly disclose or
discuss hazardous situations, adverse events or
near misses. Even if the information is dis-
closed, there are competing interests. On the
one hand, there is the necessity to be able to
collect, analyze and share information; on the
other, there is the need to protect the privacy
and confidentiality of individuals, and to pro-
tect the information gathered in the organiza-
tional or regulatory review of an adverse
event. Moving to a culture of safety will rely
on improved reporting and discussion of
contributing factors within and across
jurisdictions.

Recommendation

6. Adopt non-punitive reporting
policies within a quality-
improvement framework across
the health-care system

The health-care system must develop an
atmosphere of trust, in which openness and
frankness in identifying and reporting problem:s,
or potential problems, is encouraged and
rewarded. No blame or fault should be appor-
tioned to individuals following reporting, sub-
ject to limited qualifications such as failure to
report safety hazards or critical incidents, and
premeditated or intentional acts of violence
against people, equipment or property.

Recommendation

7. Standardize the legislation on
privacy and confidentiality of
personal information across
Canada to facilitate access to

80 e B 1550 M 6000 S

patient-safety data, while
respecting the privacy of patients
and providers

Provincial and federal departments should
establish the legislative authority to obtain and
share patient-safety information across all rele-
vant jurisdictions. The improved access to data
on patient safety will result in a greater under-
standing of the specific hazards to patients and
of what strategies have been effective in address-
ing these risks. Opening the doors of communi-
cation will reduce the sense of isolation that
each individual and organization faces today.

Legislative changes should facilitate not
only information sharing, but also the oppor-
tunity to co-operate in a review of a specific
patient case. It is possible, for example, for a
single adverse event to be examined by the
medical examiner’s office, medical and nursing
regulatory bodies, and the hospital or regional
health authority where the event occurred. A
collaborative review will facilitate a multi-

disciplinary determination of the contributing
factors and one set of recommendations to
enhance individual and/or system performance.

There is a perception that regulatory bodies
approach preventable adverse events in health
care by searching for and culling “bad apples”,
rather than seeking improvement through edu-
cation and remediation. The perception of a
“bad-apple approach” impedes the ability of reg-
ulatory bodies to effectively search for systemic
issues and other root causes. All health-care
regulatory bodies should move toward and
adopt the practice of regulation that includes
an expectation of continuous improvement,
learning from effective practices, use of evi-
dence-based decision-making, and fostering
innovation with creativity.

Recommendation

8. Develop a greater focus on
improvement through education
and remediation, vs. blame and
punishment, in legal, regulatory
and human resource processes

GRS
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A shift towards understanding and improv-
ing the underlying causes of adverse events in
health care will broaden the focus to structural
and process dimensions, in addition to individ-
ual performance. Corrections should aim to
make it easier for the individual health-care

professional to do the right things correctly (e.g.

product design, process design, standardization)
within the system.

There is a balance to be achieved between
evaluating and improving the performance of
an individual and addressing system issues.
Regulatory bodies will continue to evaluate and
address the competence and performance of
their individual members, in collaboration with
other measures to help improve patient safety.
Incompetence, once discovered, must be cor-
rected. On occasion, correction will involve
restrictions on practice or even withdrawal from
practice. When possible, underlying problems
that affect performance should be identified and
remedied, and remain the primary objective
when addressing performance problems.

In 1993, the Federation of Medical
Licensing Authorities of Canada (FMLACQC)
launched a project to address the issue of ensur-
ing that physicians in practice maintain an
appropriate level of performance for the dura-
tion of their professional lives. Four major areas
of physician performance were identified as
competence, behaviour, health/fitness to prac-
tice and use of resources. A Canadian Model for
Monitoring and Enhancement of Physician
Performance (MEPP) was developed, with

emphasis on the need for the FMLAC to work
together with other medical organizations in
the prevention, assessment and remediation of
performance problems of physicians. The model
identified the important role that the licensing
authorities have in the monitoring and provi-
sion of feedback to all physicians.

Personal and professional ethical frame-
works also guide the decisions and actions of
health-care professionals, both as individuals
and members of institutions. Ethical behavior is
fundamental to building a culture of safety and
should be clearly linked to strategies for
improvement.

Successfully changing the emphasis from
blaming the health-care professional to a quali-
ty-improvement approach with a focus on

learning from preventable adverse events will
rely heavily on the effective education of the
public and their subsequent support. The media
will play a pivotal role in providing a balanced
understanding of the issue and measures for
improvement.

The use of civil litigation to hold an indi-
vidual practitioner and/or health-care organiza-
tion accountable is a valid and recognized
option within the framework of accountability.
For example, although the physician has a sig-
nificant responsibility for the well being of his
or her patients (including applicable medical
decisions made), the hospital or organization
where care was provided also has responsibility
for the actions of its employees. This arrange-
ment often creates an environment where two
separate insurers and various health-care per-
sonnel are anticipating a legal proceeding.
There is an added layer of complexity if a regu-
latory body is also investigating the circum-
stances. The parties should strive for increased
co-operation and communication to resolve
issues through mediation where possible.
Perpetuating the adversarial legal environment
does not serve the interests of the patient.

Health-care personnel within this environ-
ment are understandably concerned with pro-
viding information and/or participating in qual-
ity-improvement discussions that may subse-
quently be used in some other forum against
their interests. Effective change from the pres-
ent culture of blame to one that encourages a

" forum of disclosure and discussion of adverse

events will require the agreement and support
of the affected health-care personnel. Their
careers may suffer devastating consequences
from hearsay or premature conclusions based on
inadequate information; therefore, safeguards
should be established to ensure effective peer
review of the facts.

In varying degrees, health-care professionals
perceive a lack of personal protection for infor-
mation given within quality improvement
and/or peer review processes in different jurisdic-
tions. When it does exist, such legal protection
(privilege) is usually contained in the respective
provincial Evidence Act, which generally pro-
vides that documents and information collected
by committees cannot be compelled to be pro-
duced in court. However, the legislation may be

National Steering Committee on Patient Safety
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outdated, is often inconsistent, and does not
adequately provide for the multidisciplinary
approach to health care, nor the full continuum
of care (e.g. community clinics, home care and
emergency medical services).

Recommendation

9. Review and, where applicable,
revise The Evidence Act,and
related legislation within all
Canadian jurisdictions to ensure
that data and opinions associated
with patient-safety and quality-
improvement discussions, related
documentation and reports are
protected from disclosure in legal
proceedings. The protection
would extend to this information
when used internally or shared
with others for the sole purpose
of improving safety and quality.
Wording within the applicable
Acts should ensure that all facts
relating to an adverse event are
recorded on a health record that
is accessible to the patient or
designated next of kin, and are
not considered privileged

The legislative changes will create an envi-
ronment that is conducive to reporting and dis-
cussion of contributing factors and recommend-
ed practitioner or system changes. The informa-
tion may then be added to a provincial or Pan-
Canadian repository in a de-identified manner
to ensure that the lessons learned are available
across Canada without release of confidential
patient or practitioner information.

Saskatchewan has introduced new require-
ments for critical-incident reporting that pro-
tect individuals and organizations from disclos-
ing information about critical incidents and

reports of those incidents. The facts of the
incident remain available, but discussion about
the events is protected. This legislation will
facilitate centralized reporting of critical
incidents and promote an environment where
the health-care professionals involved can
discuss their opinions and recommendations
within a confidential quality-improvement
environment.

Independent reports (e.g. Prichard and
Dubin) have identified issues related to reform
of the current tort system; insufficient attention
has been paid to their content and recommen-
dations. A wide variety of insurers are in place
for independent practitioner and corporate lia-
bility concerns arising in health care. The com-
peting interests and focus on litigation to
obtain a settlement may deter open dialogue
and discussion of an adverse event. A detailed
review of the issues and possible solutions is
beyond the mandate of this report; however,
further research is clearly needed to examine
the potential for tort and/or insurance reform to
contribute to patient safety.

Recommendation

10. Hold further discussions
regarding the tort and health-
care insurance systems and their
effects on patient safety, with the
aim of making recommendations
that would contribute to a culture
of safety in Canadian health care

Although various legislative amendments
are needed to change the legal and regulatory
environment, building a culture of safety can,
and should, proceed with the various strategies
that can be implemented in the short term.

Measurement and Evaluation

An in-depth understanding of adverse events in
health care will not be possible until compre-
hensive measurement and evaluation processes
can identify where and why patients are at risk.
Knowledge of the types of adverse events occur-
ring in Canadian health care, and strategies for

Bt
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reducing their incidence, should be shared
among organizations across Canada. Strategies
that contribute additional information and

understanding should be given high priority.
Effective surveillance systems to assess the

incidence of near misses, adverse events and
critical incidents are important for assessing the
performance of the system and for identifying
areas for improvement. Critical incidents
involve significant risk of or actual loss of life,
limb, or function, and are considered ‘critical’
as they signal the need for immediate investiga-
tion and response. Existing mechanisms to
identify these events and incidents are incom-
plete.

Canada lags behind several other countries
in developing tools for measurement. A number
of surveillance systems developed elsewhere
may hold promise for local implementation;
however, they must be evaluated to determine
their usefulness in both hospital and ambulatory
settings. Surveillance systems must also be com-
prehensive, accurate and incorporate safeguards
for patient confidentiality.

Recommendation

11. Undertake an analysis of
the capabilities and cost of
systems for monitoring adverse
events, critical incidents and
near misses

The goal of the analysis is to identify
which systems should be recommended for
implementation in the Canadian health-care
environment. There may be a need for several
such systems to ensure that data can be trans-
lated to information, action and evaluation for
all relevant processes. In addition, considera-
tion of effective strategies for linking the
information from surveillance to improvement
activities is essential so that the results of
these analyses contribute to improvements in
care, not just to better reporting of adverse
events.

A combination of Canadian, provincial,
regional, organizational and program-based
adverse-event surveillance and reporting

systems will likely be necessary to obtain all rel-
evant data. Key aspects to be reviewed include:

*  Nature of participation (voluntary versus
mandatory)

*  Attitudes and perceptions of the health-
care professionals

*  Scope and coverage of the system

*  Data ownership and reporting relation-

ships

*  Cost (including staff time and other
resources)

*  Definitions of events to be tracked and
reported

*  Timeliness and accuracy of the reports

The review should be contracted out to
academic evaluation units or consultants who
would be engaged to identify such systems and
assess them based on comprehensive criteria
and methodology. Since hospital-based surveil-
lance systems are more advanced, it may be
advisable to tender two assessments, one for
institutional systems, and a second for commu-
nity-based providers. '

A report detailing the strengths, weaknesses
and costs of each system should be forwarded to
the Canadian Patient Safety Institute for further
consideration. Health-care associations, profes-
sional groups and governments should also
receive a copy.

Recommendation

12. Recommend the types of
surveillance systems, including
relevant patient-safety indicators,
to be developed and supported
in Canadian health care.The
recommendations would be
based on the findings of the
review proposed in
Recommendation (11)

The proposed review of surveillance systems
will identify a number of highly rated options
for implementation. However, the performance

R
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of such systems needs to be tested prior to full-
scale implementation by investing in pilot proj-
ects. Well-designed evaluations will identify the
effectiveness of these systems in Canada and
help to determine the resources necessary for
their implementation. These pilots could
include trials of organizational and regional
reporting systems and the evaluation of com-
puterized information and decision-support sys-
tems, including computerized physician order-
entry systems. The evaluation should include:

Assessments of feasibility

Quality of data

Cost effectiveness

Contributions to identifying improve-
ments to care :

Pilot projects in different settings will help
in assessing the compatibility of these systems
with existing or planned regional health infor-
mation networks and local information systems.

The development of patient-safety indica-
tors should be linked to an appropriate frame-
work in collaboration with the numerous other
provincial and national activities in the area of
indicator development.

Recommendation

13. Secure funding from
federal/provincial/territorial
jurisdictions to invest in
information-technology
infrastructures that support the
standardized identification,
reporting and tracking of
patient-safety data

Fiscal pressures across all health-care sectors
have resulted in a lack of funding for important
information technology opportunities, and valu-
able health-care dollars continue to be wasted
on information-technology systems that cannot
easily share data. Monitoring and improving
patient safety will be fragmented and parochial
until co-ordinated reporting and data manage-
ment occurs.

It is essential that the federal, provincial
and territorial departments of health work
together to create a comprehensive informa-
tion-technology infrastructure to support a net-
work of reporting systems. These efforts should
be aligned with current work to develop elec-
tronic patient information through the Canada
Health Infoway initiative. Efforts should be
made to ensure that standard data definitions
and data collection protocols are developed.

Recommendation

14. Adopt “patient safety” as a cross-
cutting theme, or designated area
for research competitions
supported by the Canadian
Institutes for Health Research,
Canadian Health Services
Research Foundation and/or
other granting organizations, to
encourage Canadian researchers
to undertake studies in this area

Major granting councils, or other funding
agencies in Canada, fund little scientific
research on adverse events, patient safety and
system improvement. Additional focus on and
funding of these topics would increase the
interest of Canadian researchers. Such research
would provide valuable information for improv-
ing safety and evaluating the effectiveness of
current and proposed activities.

The Canadian Patient Safety Institute should
convene a meeting with the leaders of the
granting councils to identify ways to increase
the scale of research, including applied and
policy-relevant research studies. Both Canadian
and international experts should meet to set a
research agenda in patient safety and reduction
of adverse events.

Education and Professional Development

To be useful, information must be analyzed and
translated into action. Teams, not individuals,
often deliver health care. For improvement in
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the safety and quality of health care, education,

- professional development, and practice review

are necessary. Local actions need skilled,
multidisciplinary health-care teams to effect

improvements in patient safety.
A co-ordinated strategy highlights profes-

sional development and education. All person-
nel in health care will be targeted for training
about the reporting, educating and measuring
loop. Information and dialogue on personal dis-
closure of an adverse event and strategies for
dealing with ensuing emotions will be empha-
sized.

Building on previous efforts within a co-
ordinated approach will increase the likelihood
of effective changes. Some of the earliest
patient-safety activities occurred within the
specialty of anesthesia:

®  The first practically-applied studies of
human error in medicine

e The study of malpractice claims to identify
risks

e  The wide dissemination of information on
patient safety

¢  The development of standards of care

¢ The development of simulation for
research and education

Other contributions to patient safety
included the availability of more controllable
drugs with fewer side effects, improved educa-
tion and training, safety enhancements to anes-
thesia machines and connections to various
medical gases, and the evolution of a culture
that places safety as the highest priority.

Lessons learned in the field of anesthesia
can, and should, be implemented across other
specialties.

Recommendation

15. Develop and implement health-
care education and professional
development programs for
improving patient safety

A health-care education and professional
development program at the under-graduate,

graduate and postgraduate levels should be
undertaken with the support of the Canadian
Patient Safety Institute, and in collaboration with
a variety of health-care associations, academic
institutions and regulatory bodies.

e Conduct an assessment of current educa-
tional efforts to identify effective practices
and foster the building of a national sys-
tem designed to provide health profession-
als with the knowledge, skills and attitudes
required to ensure the delivery of safe
health care

e  Stimulate local and regional projects and
ensure that what is learned from the expe-
rience is shared broadly

e Build on current knowledge and skills in
addition to meeting the unique needs of var-
ious health-care professionals and specialties
by using a ‘Request for Proposal’ approach to
develop specific programs, including:

© interdisciplinary simulations of high-
risk health-care interventions and
emergency responses

©  continuing education programs for
specialties such as obstetrical services

e Recruit a community of multidisciplinary
health professionals who will be trained to
become recognized as “safety-educated”
champions, and who shall have the man-
date to:

© Collaborate on the national education
standards

2 Create a core curriculum applicable to
all areas of expertise with applicable
accreditation bodies in the health dis-
ciplines incorporating the standards
for education into their accreditation
programs

> Identify the tools and data needed to
support the curriculum ‘

© Identify the means by which to
achieve this goal within specific edu-
cational settings

e Stimulate a leadership program to mentor
the “safety-educated” champions. The
objective over three to five years would be

R
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to have at least one trained leader in every
hospital and major medical organization
within the country. The program would
include specialty-specific disciplines, and
would encourage participants to lead and
co-ordinate patient-safety programs locally
and nationally

®  Evaluate regularly the impact of educa-
tional programs on reducing the number
of preventable adverse events

Recommendation

16. Develop educational and
continuing professional
development programs to
improve patient safety, in
collaboration with national

~accrediting bodies, academic
institutions, provincial licensing
authorities (for peer-assessment
reviews) and health-care facilities/
organizations/scholarly societies

A network of provincial and local educa-
tion leaders should lead the education and pro-
fessional development initiatives necessary for a
transformation to a health-care culture of safety.
Strategies for developing and enhancing the
network should include:

e  Sponsoring provincial or university health
science “implementation” conferences on
patient safety; participants could vary from
all health-care personnel to a specific dis-
cipline or specialty

®  Incorporating a patient-safety theme into
continuing professional development pro-
grams and related clinical guidelines facili-
tated by provincial medical organizations
and national specialty societies

®  Promoting the development of a provin-
cial steering or local co-ordinating com-
mittee for education development and
implementation on patient safety (struc-
ture may be similar to the Ontario
Guidelines Council)

Building Knowledge Through information
and Communication

Timely access to relevant patient-safety informa-
tion is a fundamental philosophy of the Canadian
Patient Safety Institute. The public, health-care
personnel, organizations, educational institu-
tions, regulatory bodies, professional associations,
governments and other partners in health care
need to receive relevant information and discuss
what their roles and responsibilities may include.
The ensuing dialogue and debate will form an
important foundation for the effective imple-

mentation of the national strategy.
Public input on the areas for potential harm

within the health-care system and suggested
improvements in patient safety are essential com-
ponents of building knowledge through informa-
tion and communication. Listening to patients
and their families talk about their experiences
and observations as they navigate the health-care
system will provide unique and powerful insights.

Recommendation

17. Publicly report measures of
health-care quality and safety

Publicly reported measures of health-care
quality and safety should include background
information on the overall benefits of health
care, but the emphasis will be placed on under-
standing hazards, adverse events and near misses
in the system. Reports will be incorporated into
a variety of federal / provincial / territorial and
nongovernmental publications (such as those
released by the Canadian Institute for Health
Information). Information will also include:

e  Estimates of the frequency and impact
(including financial) of adverse events in
health care both within and outside
Canada

e Description of measures undertaken to
reduce preventable adverse events and
related costs

e Highlights of previous and new patient-
safety initiatives in Canadian health care

e  Strategies for improving patient safety
(including those presented in this report)

G
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Recommendation

18. Develop educational materials
on personal measures for
improving safety in health care
for distribution to the public

The Canadian Patient Safety Institute will
facilitate the development of educational mate-
rials, including patient pamphlets. The content
should include information on patient rights
and responsibilities, communication strategies
for talking about patient-safety questions or
issues, and personal measures that the public
can adopt to reduce their risk of incurring a pre-
ventable adverse event. The documents should
ensure that the public can understand the infor-
mation presented.

Recommendation

19. Create a website to facilitate the
sharing of patient-safety
resources and discussions

Information must be accessible to all part-
ners in health care on a 24-hour, 7-day-a-week
basis. As the Internet serves this purpose well,
technology can be utilized to facilitate on-line
chats and/or sharing of lessons learned. The
website should be developed with the support of
the Canadian Patient Safety Institute. (Please
refer to Appendix F for a more extensive infor-
mation and communication action plan.)

22

Governance

To improve patient safety, structures at the
local, provincial and national levels must be
informed and effective. Key attributes would
include:

®  Leadership committed to creating a cul-
ture of safety

®  Patient safety defined as an organizational
priority, with formalized responsibilities
and accountabilities

*  Resources dedicated to improving aware-
ness of and understanding of hazards

®  Sustained efforts that strive to identify and
implement effective practices for
improving patient safety

*  The mentoring of novices and support of
local patient-safety champions

L Participation in partnerships to enhance
local, provincial and national patient-
safety strategies

uvarnanc by

Further consultation will occur on the gov-
ernance structure; however, guiding principles
include:

*  Membership in the governing body based
on a broad range of leaders and stakeholders
who have an interest and expertise in
patient safety, and not determined by
representation from organizations

®  DPublic representation on the governing
body

®  Succession planning implemented to
ensure knowledgeable and effective
leadership

¢  Conlflict of interest guidelines imple-
mented to ensure open and transparent
processes

®  Health-care professionals, organizations
(including insurers), regulatory bodies,
associations, institutions (including the
academic community), manufacturers, and
pharmaceutical corporations invited to
play a role in supporting the work of the
Institute

®  Accountability to the public and
federal/provincial/territorial governments

National Steering Committee on Patient Safety
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® A structure at arm’s length from govern-
ment and regulatory bodies

¢ A strong role in public education and
advocacy

¢ A review and evaluation of the Institute’s
effectiveness in five years

There would be defined mechanisms for
organizations, including those who supported
the mandate of the National Steering '
Committee on Patient Safety, to be affiliated
with the Institute in a voluntary and non-repre-
sentative way. The affiliation would be for the
purposes of providing advice, implementing
programs and fostering collaboration across the
health-care continuum. Examples of Canadian
initiatives are listed in Appendix G —
Nationdl/International Summary of Key Initiatives
in Patient Safety.

Funding

Significant initial and ongoing funding (mini-
mum of five years) will be required from govern-
ments to transform the strategy from the plan-
ning stage to action on priority recommenda-
tions. Additional sources of funding, such as
research grants from private or public sources,
will be pursued to supplement the federal,
provincial and territorial contributions. Success
in improving patient safety will rely on building
new structures and resources into the existing
framework of clinical, administrative, regulatory
and health department activities. A proposed
interim budget of $500,000 and an annual budg-
et of up to 10 million dollars would be priori-
tized for the following key recommendations
within the five major components of the strate-
gy. Preliminary budget estimates have been
included to stimulate further dialogue and input.
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Phase |

1. Interim Structure

Establish an interim governance struc-
ture of approximately eight to ten
members

Establish an interim chief executive
officer and other required secretariat
staff

Focus the responsibilities of the interim
governance and staff on developing the
business plan for Phase 11, including:

= Detailed strategic and operational
plans for a Canadian Patient Safety
Institute

© Detailed budget preparation
o

Staffing requirements for Phase II
(permanent secretariat)

= Other resource requirements, e.g.,

information technology

2. Resource Requirements

Total $500,000
Interim CEO
Interim governance (based on eight to
ten members)

* Consultations (including legal) and
communications

® Interim secretariat and set-up

Phase i

The Institute’s interim governance structure
and staff will develop a detailed business plan
for Phase II. A preliminary estimate of up to 10
million dollars per year, for a minimum of five
consecutive years, is projected for the operation
of the organization. Expenditures can be more
accurately predicted within the Phase II busi-
ness plan.

National Steering Committee on Patient Safety
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Members:
Wendy Nicklin
(Co-chair)
Kim Vicente
(Co-chair)

Jan Davies
Robin J.Ensom

Philip Hebert

Carolyn Hoffman
Gilles Lanteigne
Patricia Lefebvre
Bonnie Salsman
Valerie Shannon
David U

Ian White

Carol Appathurai

Terms of reference:

Appendix A

MEMBERSHIP OF WORKING GROUPS
TERMS OF REFERENCE
EXTERNAL CONSULTATIONS

Janusry - ABpri 2000

Vice-President, Nursing and Clinical programs,
The Ottawa Hospital
Professor of Biomaterial and Biomedical Engineering,
University of Toronto
Professor of Anesthesia, Foothills Medical Centre
Pharmacy Leader, St. Paul’s Hospital-Providence Health Care
(until March 2002)
Assistant Professor, Department of Family and
Community Medicine, Sunnybrook and Women's Hospital
Co-ordinator, Provincial Quality of Care, Saskatchewan Health X
Director, Canadian Council on Health Services Accreditation
Pharmacist-in-Chief, McGill University Health Centre
Pharmacist and Hospital Pharmacy Management Consultant
Director of Nursing, McGill University Health Centre
President and CEQ, Institute for Safe Medication Practices Canada
Associate Professor, Department of Anesthesia, University of Manitoba

Guest observer / Representative from Advisory Committee on Health Services,
Conference of Federal/Provincial/Territorial Deputy Ministers of Health

To examine to what extent the design of the health-care system contributes to adverse events, and
how new designs can reduce or eliminate human and system errors.

External consultations:

Jeannie Callum
Frangois Champagne
Albert Eros

Mita Giacomini

Michel P. Lalonde

Director of Transfusion Medicine, Sunnybrook and Women’s College
Health Sciences Centre

University of Montreal

Regional Pharmacy Manager

~ Affiliated with CHEPA and the Department of Clinical Epidemiology

and Biostatistics, McMaster University
Health Care Consultant
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Shaun MacCormick Chief of Staff / Medical Director, Colchester East Hants Health Authority

Clare MacNeil Vice-President, Clinical Services, South Shore Regional Hospital

David McLeod Vice-President, Ontario Hospital Association

Stewart McMillan Medical Consultant, Saskatchewan Health

Joe Mikhael Resident/CAIR

Heather Milan Regional Pharmacy Manager, Winnipeg Regional Health Authority

Fiona Miller Affiliated with CHEPA and the Department of Clinical Epidemiology and -
Biostatistics, McMaster University

Mike Opadiran eChart, University Health Network

Linda Poloway Canadian Society of Hospital Pharmacists

J. Dean Sandham Executive Director, Quality Improvement/Health Information

Working Group on Regulatory / Legal Issues

Working Group on Measurement / Evaluation

Working Group on Education / Professional Development
Working Group on Information / Communication

Regulatory/Legal Issues

Members:
Larry Ohlhauser President and CEO, Healthcare Solutions and Innovations (to March 2002)
(Co-chair)
Trevor Theman Assistant Registrar, College of Physicians and Surgeons of Alberta
(Co-chair) (from March 2002)
Louise Sweatman Director of Regulatory Policy, Canadian Nurses Association
(Co-chair)
Allan H. Lefever Judge, Provincial Court of Alberta; President, Health and Stroke
(Assisting chair) Foundation of Canada
William Beilby Director, Department of Research and Education,
Canadian Medical Protective Association
Tim Caulfield Research Director, Law Centre, University of Alberta
Gordon Crelinsten Senior Physician, McGill University
Pierre Deschamps Research Director, Faculty of Law, McGill University
Janet Harding Manager, Department of Pharmaceutical Services,
Royal University Hospital, Saskatoon District Health
Dennis Kendel Registrar, College of Physicians and Surgeons of Saskatchewan

Ginette Lemire-Rodger ~ Chief of Nursing, Ottawa Hospital
Anu Macntosh-Murray ~ Faculty of Information Studies, University of Toronto
William D.B. Pope Registrar, College of Physicians and Surgeons of Manitoba
Catherine Tolton General Counsel and Corporate Secretary,

Winnipeg Regional Health Authority

Terms of reference:
To examine the manner in which the regulation and monitoring of health-care professionals and

their institutions and the legal systems can improve patient safety.

External consultations:

Brian Carter Director, Corporate and Government Relations, IMS Health (Canada)
James Clarke President, Canadian Association of Internes and Residents

Joan Gilmour Osgoode Hall Law School, York University

Bruce MaclLeod Emergency Physician, University of Calgary
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Thomas Paton Director of Pharmacy, Sunnybrook and Women'’s College,
Health Sciences Centre
Robert J.Robson Senior Health Care Liability and Risk Management Consultant

Working Group on System Issues

Working Group on Measurement / Evaluation

Working Group on Education / Professional Development
Working Group on Information / Communication

Measurement/Evaluation

Members:

G. Ross Baker Associate Professor, Department of Health Policy, Management

(Co-chair) and Evaluation, University of Toronto

Alan Forster Associate Scientist, Ottawa Health Research Institute

(Co-chair)

Lauren Donnelly Executive Director, Acute and Emergency Services Branch,
Saskatchewan Health

Ed Etchells Sunnybrook and Women’s Health Care Centre, Toronto, Ontario

Peter Norton Chair, Family Medicine, University of Calgary

Judith Ritchie Associate Director of Nursing Research, McGill University Research Centre

David Rosenbloom Director of Pharmacy, Hamilton Health Sciences Centre

Robyn Tamblyn Associate Professor, Department of Medicine, McGill University

Geoff Taylor Professor, Infectious Diseases, University of Alberta

Terms of reference:
To determine the steps necessary to implement patient-safety monitoring systems in Canada. These
systems will be used for both ongoing surveillance and evaluating interventions to minimize injury.

External consultations:

Geoff Anderson Researcher, University of Toronto

Matt Bowes Secretary, Canadian Association of Internes and Residents

Jafna Cox Queen Elizabeth 11 Health Science Centre

Dale Dauphinee Executive Director, Medical Council of Canada

Diane Doran Associate Professor, Faculty of Nursing, University of Toronto

Ian Hart Professor Emeritus, University of Ottawa

Lynn Johnston Co-chair, Canadian Hospital Epidemiology Committee

Garry King Hospital pharmacist

Harold Lopatka Program Director, Alberta Drug Utilization Program

Linda McGillis-Hall Assistant Professor, Faculty of Nursing, University of Toronto

Robert Reid University of British Columbia

Supriya S. Sharma Director, Marketed Biologicals and Biotechnology Products Division,
Marketed Health Products Directorate, Health Canada.

L. Thompson Health Services Utilization Commission, Saskatchewan

Rebecca Warburton Health Economist, University of Victoria

Working Group on System Issues

Working Group on Regulatory / Legal Issues

Working Group on Education / Professional Development
Working Group on Information / Communication

s
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Education/Professional Development

Members:
Walter Rosser Professor and Chair, Department of Family Medicine, Faculty of Medicine,
(Co-chair) Queen’s University
Nadia Mikhael Director of Education, The Royal College of Physicians and Surgeons of
(Co-chair) Canada
Alecs Chochinov Clinical Director, Emergency Program, St-Boniface General Hospital
Pat Croskerry Clinical Consultant in Patient Safety, Capital Health,

Dartmouth General Hospital Site
Dave Davis Associate Dean, Continuing Medical Education, University of Toronto
Jean Gray Associate Dean, Continuing Medical Education, Dalhousie University
Anil Gupta Senior resident - Cardiology, University of Western Ontario
Wayne Hindmarsh Dean, Faculty of Pharmacy, University of Toronto
Daniel Klass Associate Registrar; Director, Quality Management,

Registration, and Education, College of Physicians and Surgeons of Ontario
Marianne Lamb Associate Dean, Health Sciences, Queen’s University (from February 2002)
John Parboosingh Consultant (Professional Development) to the CEO,

The Royal College of Physicians and Surgeons of Canada
Jeff Turnbull Chair, Department of Medicine, Ottawa Hospital, General Campus

Terms of reference:

To examine how enhancements to the education and continuing professional development of
health-care professionals can reduce adverse outcomes and enhance patient safety.

External consultations:

Association of Canadian Academic Healthcare Organizations

Association of Canadian Medical Colleges

Canadian Association of Internes and Residents (CAIR)
Canadian Association for Medical Education

Canadian Association of University Schools of Nursing
Canadian College of Clinical Pharmacy

Canadian Council for Accreditation of Pharmacy Programs

Canadian Council on Continuing Education in Pharmacy
Canadian Council on Health Services Accreditation
Canadian Healthcare Association

Canadian Medical Association

Canadian Medical Protective Association

Canadian Nurses Association

Canadian Pharmacists Association

Canadian Society of Hospital Pharmacists

College des médecins du Québec

College of Family Physicians of Canada

College of Physicians and Surgeons of Alberta

Council on Medical Education

Federation of Medical Licensing Authorities of Canada
Medical Council of Canada

National Association of Pharmacy Regulatory Authorities
National Specialty Societies

The Royal College of Physicians and Surgeons of Canada
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Dyanne Affonso Faculty of Nursing, University of Toronto
Doug Craig Department of Anesthesia, University of Manitoba
Lisa Crawford Manager, Community Development, The Arthritis Society
Paul Davis Heritage Medical Research Centre, University of Alberta
Dawn Frail Manager, Drug Technology Assessment, Nova Scotia
Jill Kernahan Department of Emergency Medicine, University of Manitoba
W. James King Chief, Division of Pediatric Medicine, Children’s Hospital of Eastern Ontario
James McCormack Associate Professor, Pharmaceutical Sciences, University of British Columbia
David McLeod Vice-President, Ontario Hospital Association
Karen Neufeld St. Boniface General Hospital
Jill Newstead Resident, CAIR
Lindsay Nicolle Chair, Advisory Committee to Centre for
Infectious Disease Prevention and Control
Beverley Orser Sunnybrook and Women’s College, Health Sciences Centre
Yvonne Steinert Associate Dean, Faculty of Medicine, McGill University
Milton Tenenbein Director, Emergency Services, University of Manitoba
John Turnbull Faculty of Medicine, McMaster University
Sandra Winklebauer Pharmacist and pharmacy consultant
James Wright Department of Medicine, UBC Hospital Site, Vancouver Hospital

Working Group on System Issues

Working Group on Regulatory / Legal Issues
Working Group on Measurement / Evaluation
Working Group on Information / Communication

Information/Communication

Members:

John Millar Vice-President, Research and Population Health, Canadian Institute

(Co-chair) for Health Information

Bill Leslie Senior Advisor, Bureau of Licensed Products, Therapeutic Products

(Co-chair) Directorate, Health Products and Foods Branch, Health Canada

Michele Brennan Quality Improvement Manager, Whitehorse General Hospital

Elizabeth Carlton Senior Advisor, Legislation and Policy, Ontario Hospital Association

Hanif Chatur Family Medicine resident, and Vice-President, Provincial Association of
Internes and Residents - British Columbia (PAIR-BC)

Mary Ferguson-Pare Vice-President, Nursing Services, University Health Network

Paula Hextall Risk Manager, Regina Health District

Carol Kelly Director, Insurance, Quebec Hospital Association

Anne McGuire CEO, Annapolis Valley District Health Authority

Denis Morrice President and CEO, The Arthritis Society (from February 2002)

Melanie Rantucci Board member, Canadian Pharmacists Association

Mark Taylor Deputy Head, Department of Surgery, St. Boniface General Hospital and

University of Manitoba
Terms of reference:

To examine how improved communication among various players in the health-care system, includ-
ing patients and the public, and across jurisdictions, can enhance the quality of patient safety.

31



—a—— D

— [UE— [E— e — il ] v S ..

—— e

e L

[——)

g

32

Building a Safer System

External consultations:

Canadian Medical Association

Canadian Nurses Association

Canadian Healthcare Association
College of Family Physicians of Canada
Canadian Pharmacists Association
Canadian Society of Hospital Pharmacists

Ron Browne CEO, Whitehorse General Hospital

John Gray Executive Director, Canadian Medical Protective Association

Linda Hamilton Manager, Professional Practice and Policy, College of Registered Nurses
of Nova Scotia

Carolyn Moore Executive Director, College of Registered Nurses of Nova Scotia

Supriya S. Sharma Director, Marketed Biologicals and Biotechnology Products Division,
Marketed Health Products Directorate, Health Canada.

Galt Wilson Chair, Ethics Committee, College of Physicians and Surgeons
of British Columbia

Lisa Crawford Manager, Community Development, The Arthritis Society

Working Group on System Issues

Working Group on Regulatory/Legal Issues

Working Group on Measurement/Evaluation

Working Group on Education/Professional Development
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ADMINISTRATIVE GROUP — PATIENT SAFETY

Dr. Michel Brazeau
Chief Executive Officer

The Royal College of Physicians and Surgeons of

Canada

Mr. Glenn Brimacombe

Chief Executive Officer

Association of Canadian Academic Healthcare
Organizations

Dr. John Gray
Executive Director and Chief Executive Officer
Canadian Medical Protective Association

Dr. Calvin Gutkin
Executive Director and Chief Executive Officer
College of Family Physicians of Canada

Terms of Reference:

Ms. Elma Heidemann

Executive Director

Canadian Council on Health Services
Accreditation

Mr. Jeff Poston
Executive Director
Canadian Pharmacists Association

M:t. Tan Shugart
Assistant Deputy Minister
Health Policy and Communications Branch

Health Canada

Mr. William Tholl
Secretary General and Chief Executive Officer
Canadian Medical Association

To ensure appropriate and effective administrative support for the activities of the Steering
Committee and five working groups. This will include management of the financial operations,
provision of resources, the preparation of documents and reports, co-ordination and communication.
The Administrative Group will report to the participating organizations. The group will not
intervene in the activities of the Steering Committee or those of the working groups. The mandate of
the Administrative Group will terminate with the activities of the National Steering Committee on

Patient Safety on September 28, 2002.
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Appendix C

PARTICIPATING ORGANIZATIONS AT THE 2001 CLOSED ROUNDTABLE

Federal Government

Health Canada

Provincial Governments
Alberta

Saskatchewan

Ontario

Québec

Nova Scotia

Territorial Governments
Northwest Territories
Nunavut
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Health-care Organizations

Association of Canadian Academic Healthcare Organizations
Association of Canadian Medical Colleges

Canadian Association of Emergency Physicians
Canadian Association of Internes and Residents
Canadian College of Health Service Executives
Canadian Coordinating Office for Health Technology Assessment
Canadian Council on Health Services Accreditation
Canadian Healthcare Association

Canadian Institute for Health Information

Canadian Medical Association

Canadian Medical Protective Association

Canadian Nurses Association

Canadian Pharmacists Association

Canadian Society of Hospital Pharmacists

College of Family Physicians of Canada

College of Physicians and Surgeons of Alberta

College of Physicians and Surgeons of Manitoba

College of Physicians and Surgeons of New Brunswick
College of Physicians and Surgeons of Nova Scotia
College of Physicians and Surgeons of Saskatchewan
CQI Network

Federation of Medical Licensing Authorities of Canada
Institute for Clinical Evaluative Sciences

Institute for Safe Medication Practices Canada

Medical Council of Canada

The Royal College of Physicians and Surgeons of Canada
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DRAFT MINI-GLOSSARY OF PATIENT-SAFETY TERMS
(For discussion purposes)

efining terms related to patient safety is

a significant challenge as different indi-

viduals, professions, organizations and
cultures have assigned their own interpretations
to the various words. However, developing a
shared, comprehensive understanding of
nomenclature is essential for co-ordinating
effective local, regional and national activities
in the area of patient safety. There is obviously
not one right way to define these terms, but the
following definitions attempt to capture the key
aspects for a common understanding.

Terms are arranged alphabetically in the
mini-glossary. In addition, each term is proceed-
ed by an ‘S*P*Q’ icon, which relates each term
to the “Structure, Process and/or Outcome” for-
mat, according to which letter(s) is/are bolded.
(This format captures where, in the schema of
events, attention needs to be directed for an
understanding and correction of the problem.)

Active Palliros

Actions or processes during the provision of
direct patient care that fail to achieve their
expected aims, for example, errors of omission
or commission. While some active failures may
contribute to patient injury, not all do.

iyt g BT

Serious, undesired and/or unexpected reac-
tions to a drug.

Interchangeable with ‘side effects’, adverse

effects result from drug treatment. AEs are the
drug’s secondary effects that are not intended for
the patient. However, sometimes clinicians will
use some or all of these known side effects to
help in the treatment of a patient.

Arbvprse Eveny

Injury related to health-care management,
rather than to an underlying disease process.
An adverse event is an unplanned and unde-
sired harmful occurrence, directly associated
with care or services provided to a
patient/client, such as an adverse reaction to a
medication or a negative outcome of treatment.
The occurrence may result from acts of commis-
sion (e.g., administration of the wrong medica-
tion) or omission (e.g., failure to institute the
appropriate therapeutic intervention) and is
related to problems in practice, products, proce-
dures, and other aspects of the system.

$"P*0

I

An antecedent factor that contributes to an
event, effect, result or outcome. A cause may be
proximate in that it immediately precedes the
outcome, such as an action. A cause may also
be remote, such as an underlying structural fac-
tor that influences the action, thus contributing
to the outcome. Outcomes never have single
causes.

gLl tone alng Monr o

A situation in which the patient had a nar-
row escape from a serious complication.

B
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Complication

A disease or injury consequent to another
disease or injury and/or health-care interven-
tion.

Lontributing Faclor (sterchangeable with
Dontributory Foctor)

An antecedent factor to an event, effect,
result or outcome similar to a cause. A contrib-
utory factor may represent an active failure or a
reason an active failure occurred, such as a situ-
ational factor or a latent condition that played
a role in the genesis of the outcome.

Critical Incident

A type of incident in health care that
involves the significant risk of loss of life,
limb, or function. Critical incidents are con-
sidered ‘critical’ as they signal the need for
immediate investigation and response, not
only because of the potential or actual out-
come for the patient, but also because of per-
ceived problems with the process and underly-
ing structure of care.

i

Ervor (sea slso Unsofe Sets)

Something that is or is not done, which is
not intended, but which does not involve the
breaking of a ‘rule’. Human error can never be
completely prevented, but many errors can be
avoided, or trapped as they are made, or their
effects can be treated and so mitigated.

The major way in which death, injury or
damage can occur. Hazards may be classified
according to the amount of damage they may
inflict (none, mild, moderate, severe) and by
how frequently they may be encountered
(never, rarely, sometimes, often).

50

A branch of engineering that specializes in
designing efficient, human centred processes to
improve reliability and safety.

36

ncident

An occurrence in which there is a problem
with the process of care. If the incident leads to
any harm, then the related injuries or complica-
tions may or may not be serious. If serious, the
incident is ‘critical.’

Lapse
A type of error that generally involves a
failure of memory.

Latent Condition
The structural flaws in the system that con-
tribute to error-producing factors.

dedical Errny
A type of error that occurs in the context of
the provision of health care.

A type of error in which there is a failure
with the mental processes involved in assessing
information, developing plans, and judging the
likely consequences of a planned action.

An open discussion by the health-care team
to identify the root causes of a critical incident
and strategies to prevent a similar occurrence in
the future. The proceedings are facilitated by
trained personnel within a quality-improvement
framework and opinions expressed during the
course of the review are confidential.

A situation in which the patient had a nar-
row escape from a serious complication.

5*P*0
A product, result or effect. In health care,
outcomes may be measured in a variety of ways,
but tend to reflect the physical and psychological
well-being of the patient, and associated costs.

National Steering Committee on Patient Safety
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Patient Safety

The state of continually working toward the
avoidance, management and treatment of
unsafe acts within the health-care system.

Preventable

A process or an outcome that is predictable,
foreseeable, and capable of being forestalled.
Not all incidents or adverse events are prevent-
able, although the threshold of preventability
changes with time and effort and is determined
by the overall structure of the system.

5

Process

A course of action or proceeding, including
what is done and how it is done. Examples of
these interrelated activities within the health-
care system include communication, problem-
solving, decision-making, and conflict resolu-
tion.

Bisk
The probability of danger, loss or injury
within the health-care system.

Risk Manasgement

Organizational activities designed to pre-
vent patient injury or moderate the actual
financial or organizational losses following an
adverse event.

foot-Uause Sonlyais

A technique of systematic investigation of a
critical incident to determine the contributing
factors. The analysis focuses on identifying the
latent conditions that underlie variation in per-
formance and on developing recommendations
for improvements to decrease the likelihood of
a recurrence.

*P*O

A type of error that relates to observable
actions. A slip is commonly associated with a
failure of attention or perception.

Structure

The supporting framework or essential parts
and includes all elements of the health-care
system that exist before any actions or activities
take place.

Unsafe Acts

An error represents something that is or is
not done, which is not intended, but which does
not involve the breaking of a ‘rule’. There are
three types of errors: lapses, mistakes, and slips.
A violation represents the intentional breaking
of a rule or the intentional deviation from safe
operating procedures or standards; violations can
be positive, if used, for example, to prevent harm
to a patient. Sabotage is a malevolent act with
the intent of causing harm or damage.

%
Sysiem
Represents a set of interdependent elements
interacting to achieve a common aim. Within the
system there are components that can be classified
in various ways, such as socio-geographic factors:
national, provincial, organizational / institutional,
health-care provider, and patient / client / family.
Although the term is used to indicate both the
entirety of health care and the smaller compo-
nents, ideally ‘system’ should be reserved for use
when describing the former. Alternatively, a
modifier should be used to ensure clear under-
standing of the term, e.g., surveillance system.

her Terms:

In addition, certain terms carry both a dic-
tionary definition and specific societal values,
which may or may not agree. For this reason, we
recommend that the following terms generally
not be used when discussing patient safety.

By
An occurrence that results in death or
injury to one or more individuals and/or
damage to equipment / facilities. However, the
term carries the connotation that the event
proceeded from some unknown cause, without
foresight or expectation. This assumed link with
the concept of ‘bad luck’ is the reason the term
should not be used.

P T
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Blame

Assigning of culpability to one or more
individuals after an error or adverse event.
However, assigning blame does not recognize
the complexity of the health-care system and
the impact of latent conditions on the events in
question. Furthermore, the result of assigning
blame is personal shame, which, in the context
of making errors, may contribute to a culture of
fear of reprisal.

Faull

Denotes a wanting in moral character or a
blameable imperfection. Fault often carries the
pejorative connotation of blame or responsibili-
ty. For this reason, it is better not to use the
word when referring to the actions of individu-
als in the context of patient-safety activities.

Megligence
Want of attention to what ought to be
looked after; carelessness, disregard, or lack of

ordinary care. However, negligence also carries
a legal definition and an individual’s actions
can only be determined to be negligent by a
court of law if they meet four specific require-
ments. Thus, this word should not be used
when describing the actions of health-care
providers, unless those actions have been deter-
mined to be negligent by the courts.

fecklessness

To act without regard for the consequences
or danger, to act rashly or carelessly. The term
reckless or recklessness is applicable to a health-
care professional only within very narrow cir-
cumstances, such as professional regulatory
reviews or other legal proceedings.
Unfortunately, many individuals are tempted to
use the term to explain or attribute blame fol-
lowing an adverse event. This term also should
be reserved for the courts and / or professional
regulatory proceedings.

National Steering Committee on Patient Safety
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Appendix

THE FRAMEWORK MATRIX: SYSTEM ISSUES WORKING GROUP

Rules & regulations
Policy & procedures {inthucking mothuds, of
prcestive and rescsive eviduation of the
nystern)
Administeation {inckzding management
eultxarity)
Funding
Culture {including stntic and dynarsic
wiperist
Environment (including sites, space,
weriibation, light, heat, regaaomics)
Equipment (irc luiding nurnbies, cesign,
rmaintenance, wasilability, spase pass,
cursusatbiley)
Personned / Staffing
Individuats (inFluding numbers, training,
SAPUACACE, competeneed
- e dincbacding romgxositics, standard
and emergreey nperating peagodurs)
Pogpulation/Patients/Clients/Families
(ir furling rurrdxem, e, tlbisne, chan sedstcn)

Tasks performed

Specific methods biicowod fnchicing
Ersttmeenit s taurs; cormmunicalicons;
preddem-salving: dhcison-misking; ronflict
reschution; mporting wéhiene pessibile of
BIPURS, tesar mrisses, ocasion ahere
werreeune davedd the day’; and dischourne
patirneyclirntyiamdics, 2alf and elovant
authnoritics, ok thewe ovental

Positive/negative final results finchding
death, cisvass, disabdlity, diceominrt,
chssiatinbar tion ancd dullars), with dixclosure
o prativots f chicnts § fiamiBes, stalf and
retlevan suthorities ol Uese cotcsmes
On-going systematic audit & evaluation
af oulLons, edating back Lo st gl and
procedund indicators wnd 1o hoth intrenal
ard voternist benchamisrks (including sl
cvshuation and pror nvivw of individuals
ard trarn debricBing and ceiduation)
Episadic reporting & investigation of
sedverse uls omaey

Development & implementation af
recommendations [or imgsroveanen
Faedback o involved pastions

On-going review

Ty
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Exernple: Application of the Patient Safety Mateix to the prosutive review of drug safety
o 2

The following is an example of how the matrix might apply in practice to the proactive review of drug safety at the federal / provincial / territo-
rial levels; at organizational / institutional levels, as well as at the levels of the patient / doctor / nurse / pharmacist. The safety of a drug relates to
adverse drug events, of which there are two types: non- preventable and potentially preventable. Non- preventable ADEs are serious, undesired
and/ or unexpected reactions to a drug. They are non- preventable and are known as Adverse Drug Reactions (or ADRs).

These include toxic or allergic reactions in patients without apparent risk factors. Potentially preventable ADEs result from medication errors
thatlead to patient harm. Not all medication errors cause harm (because of error trapping and mitigation). When they do, they are related to
unsafe acts and to latent conditions in the system, and are potentially preventable through system improvement.
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WORKING GROUP ON INFORMATION / COMMUNICATION
Action Plan

.

nvite y $rom readers;
10 improve system

tor ways

Goals Messages/Actions . Product(s) Target Audience(s) Partners/ Dissemination
Lead Agencies (Role of L.T.)
t. Communicate with the . of problemiissue and why g#t * Nationa! ﬂepm on Palem « Public - OMi * Published by partners
Canadian public, fow Satety o Heslth-care + Health Canada {pursusnt to + Publicly available onviine
4 health-care parsonnal, o Moto-analysis of existing daafinformation il or Di Pupert * Regutatory catleges f healih o Widely
S health imxitmiom./ review) 00 medical eanrs « Health organizations? and health protaction)
: * Ch ize patient safety as systems issoe and tacilies * Consumer groups
bodies as to realistic identify Barriers 10 and oppontunities for change
expectations of the . Dvmiew of initiatives ta promate ukw In athers
risks and benefi (e who's doing what?)
inherent in the heaith- + Estimate of incidence of adverse events in Canada and
care system discussion of existing efforts to ensure patient safery
* Outline proposed swateyies to eohance patiem safety
in Canata and identify opportunities for stakebolders
10 work tollaboratively
- Ivite ¢ y froms readees and for
Ways o improve system
2. Communicate with the o Statement of pratatem » Pampniet 1 e Pabic * Healts Conada undet 1o Availability to public in
public as to personal » feerify Cutrent anetds o eice adviase syt o Pubilic Service AnnounzeraEIt randate of e alth pramation! | physicion aftices, hospitats,
measures they can and promote patient safety PSR * Frovincialterritonal ministries LrC lag ithies ang cammarity
adopt to reduce the + Cutline rights and responsibulities of patients in the of heaith agencies
potential for problems health-care senting * Consumer groups . Qhwnﬁmm;p o patient
with the provision of * Hightight known methiads of meducing risk and n{}}?lx‘ organizations and
care and any resultant Encouadge patieats to vake an actve (ol in thesr care patien: M YOCHCY grow
adverse oulcomes « Customize for specific catient populations « Distribution 10 disetinse-

specific advocacy
organizations
Avaitability on-line

3. Communicate with the
Canadian public any
heath-cate personng

.

Data must ba gathered on ali near misses and incidents
aad their outcomes and contributory factors iwhete
)

3. National database of all near

aopaw{m i af) hoatth-care yertings fr

gies to imp:
the safety of health
care in various heatth-
care seings

.

to patient’s home.
Data gathesed iin 17 bisdlet; must be anatysed for
ikrating factors includ i il

1,28 Y- Ta be accessed o

technical, persond. etc.
Daia and analyzed icated
10 il fevids of the health-cany syﬂmafvd s alf settings
with eecommendations on changes that shauld be
instituted to prevent advesse events.
g and heafth prof
1egalatory bodm 0 Consider information fin 3‘ ety
rions ate nreded or
w um slm;&:d;d pradsu and cautions.
Al 8 3 individual heaith (
$rave responsibifity for being awsare of above
and acting on ded changes.
Producers of health-care products identified in data in
1* bulleth need 10 be informed that produtts can
LONLADULE 10 2rrors and changes may be
recommended
[« i h must be 50
tht patiens data is transfesred between setings in 3
zirmely and efficiem manner. while secognizing nevd
for assurance of patient confidentiaiity
Inviie cammentary from readers and suggestions for
vrays O improve system

-

. Nateaa! and provincial

missis andd incidents and thiso inprut amd reporting by gevernments snd figaith
and Causes {where national and provincial professional peganizations
apparenty in d! heauh -Core otganizations and fassociations snd’or collegess,
mﬂmr. froro largs of ! QH!
s home. organizations, institutions, 2. Health tesgarch centres e.g.
2 Rescm(h conducwd by national teams of heahh.care ICES, urtiversities
database organizers with input personnal and patients 3. Educations! inatitutions kot
from a resenich advisory undergraduate and graduate
committee to identity research 48 5- Navional and programs .
goc& Ancial oz, and 4. and heaith
3. Regulat reports of data, analysis I fessvnal e | § bodies
and recommendations organizations, lnstitutions, 5. Input from represertatives of
4, fegulations or standards of teams of health-care heatth-care product prodiscers
pracrices personns and patlents 6. Professionat and institutiomal
5. Include requitesnent in K requlntors and organizations.
regulations/ stanvdards of i 5& 6 - Health-care product and patient grougs, e 9.
pmavu: that institutions and ‘ nlodmm . COMUMEL assDCiitions
i health-care p pULGH industry
have respensibitity for bemg
wveare of sbove information ad 58 6 - Bealth-care persoonel i
axting on recommentded and institutions s i
<hanges. VIGINIZAUONS, t 4 hospitals, !
6. Reports devidoped iinno. B that | climics, indivs H
involve heahh-core products to praCtitionery :
be distributed to producers.

7. Seamiess care framework that
owtimes mechanisms and
poticies 1o ensure patient datais
shared across all health-care
seelings: commumcation
meéthanistns inChutiien) paper
and electionk where possible

* Publications journals.
nirwsleztess) and welnies of
parinee and lead agencies
{Mational and provincial
governments and health
professional pegisnizations,
CIHL CMPAY

* Repons developed and sent

by mail directly to producers.

Electranic communication

means preferably, and paper

documents where necessary,

Srsars Cards (carried by

patients

! Definition of health-care personnel: includes, but is not limited to, physicians, nurses, pharmacists, and other medical and support
personnel involved in the delivery of health care.




A National Integrated Strategy for Improving Patient Safety in Canadian Health Care

4. Communicate with local. | » Davelop slanduds.dm banksclearing house of 1. Questionnaire tsurvey re best 1. Professional associations, 1. Health science * Need discussian/debateon
regional, provincial, s safety and practice, noved approaches n regulatory bodies centresfeducational institutions timing of public
territorial, national u-ducnmof xdms« events ovdu 16 begin to build data 2. Schaols: medidine/allied : S:“ pesth N dissemination untl
‘Organizations, « Concept of goodibest practice nowds 10 be imbeddad in health 3. National b 1€50H1C database/consensis
edmllo:::ln:nf!m accredivation st me{:z”% RCPSC, ) 2 #ossﬂ:te craation of Jink/ 1 Aarr(adﬁp‘vg bfffr :ge:\de‘s ie.g. CHR) i initiatives well underway
requlatory bodies' about | » Best practice s interdisciphinaty, team oriseted, and Coorstion with Cochiane oty ST | 8, profes guiatory
best practices with sollabatative 3. Creation of website fe.g. - hosted approachy)
respect 1o the * ENCOUTEIR Sppropriate fesearch 10 devedng standards Dy CHAY, staffed and resourced
management of the best wihote they don't exist ) 4. Joint statement development by
provision of care, - invite cos ¥ trom madars and suggestions for Hrlegal insutes groups.
including the ways o improve system
management of adverse
events {through avoiding,
trapping and treating}

5. Develop strategins to 1. that HC teams be i i oM | 182-C ‘ to 182 anvd CE 1, Educativnat instautions » Mail, journals, artictes,
guide health-care md i such : caunds, and CE beatth e th 3. CMPA confetences
personnel, institutions? personoed associations. personnel associations,
organizations, provinces 2 ()m:eksp :uilum of leaming and maunu through hi ical is ph i
and jurisdictions to ) w on e oy o abow: educrional imstttions
i ve ¢ unica- . ageshmnq rummt ta through serure o _

Mprove conm 1 - Develop guidelines for inter- 3,4 45 ~ Heatth preotessionals,
tion and information . Clofy hatah health-care precsonnel have patiznt fessiondl healo t
sharing 1o reduce the confidentiafity a5 part of their pmksskmal codes and associations
potential for adverse eosute thas it bs mointained 4&5 - ndtude o guidelines in
events 5. Standard formats for electvonic exchange ot numbes 3 4 - Governments devetoping

i must b e P privacy legistation

heatth-care personnel groups and computer softwate

develonns 5 - EHCIHOAIC COmemnication
developers, software
developers

&, Devslop standards,

* Develop poiicy guidefines an disclosure of :ngae

« Palicy guideline boukiet

guidelines and policies everitsincluding policy on « Pian for full disch

in relation to * include national standards on advesse-event accreditation standards
tate disc g In policy guidelines in previaws

of adverse outcomes and bullin

any conril factors * include national andor institutrona) standars on

within the health-care debriefing members of 14C team of an adverse event fin

system, and policy guidetines in first bullet)

communicate this with

the Canadian public,

health-care personnel,

reguiatory authorities

and the legat profession

* Health-zace petsonned
managers.

* Health-cate pessonnad and
regutatory authorities

o CCAPP

o CCHSA

* CMPA

7. Develop stiategies to
facilitate
communications amang
health-care persannel
when adverse events
occur, and with patients
and families when a
patient suffers an adverse
outcome

* inchude in atl heanth-care personnel cumicalum training
or how ta recognize, tevord, repon and duclase adverse
wvents. What is approptiate when an adverse pueat hax
orcuried?

* Develop national guidetines on adverse svents
canmnunicaton that inciudes health tare Teams sid

® Develop cusriculum objectives
and send to.alt beakth-care
persoanet (aculties and training
faitivies

* Guitdetines on adverse-event
comnunication and a brachure

patients detailing them
» Devpap niticed guittetines 1o claify a * Guidelines and brochure detailing
no-fault pracess fot health-care taam porting. Hio-fault process 1or
11 AHALSE pyents fwmh—cam tea3m parsannel
» Provide information pn sateguards to fimat fitigation, e g. involved in adverse events
regarding tecpeding of events * Inclede scenados for heatth-care
* Develap scenatios for health-care personnel o use i pessonnel to be used in raining
1aining Programs programs. md include them in
communication guidetines ang
trochures mentionid In previous
two builets

* Heath-care personrnd,
educstors

* At health-care pessonnel
and reguiatory bockies

* Regulatory badies.

« Heahh-cate personnel,
edutstons, mganizitions, £
Azsociation of Facultios of
Pharmacy i Canacta (AFPCI

* Health-care petsonniel,

i invalvexd in €5

. and

ealth

personnel

* Begutatory bodics
* Health-care personniel,
ions and

& Trrough parmers and directly
10 edutarional instituticns

* Regulatory bodies. directly 1
health-care personnel
confercace programs

o Health <are personnel and
associations, muiatary
bodies, ditectly to health-care

4 Y

badies

43




it

KW% IS, Em% %ﬁ

- gj:,,u l

.

NATIONAL / INTERNATIONAL SUMMARY OF KEY INITIATIVES IN PATIENT SAFETY

National

B e —

Health Canada

Health Canada is responsible for funding the
research of the Canadian Institutes of Health
Research! (CIHR) and the Canadian Institute
for Health Information? (CIHI) and other stud-
ies related to patient safety. For example,
Health Canada recently awarded a contract to
review the feasibility of establishing a national
incident-tracking and reporting system for med-
ications. Health Canada has also recently spon-
sored a national survey to gather information
on the prevention of ‘error’ in health-care
delivery and the extent to which organizations
are reporting and addressing incidents.

Lanadian Ingtinutes
the Lanadisn Instituste for Hoslth information

CIHR and CIHI have awarded a jointly
funded research study to examine the extent of
adverse events in Canadian acute-care hospitals
and the availability of data that could be used
to support continuing monitoring to reduce
these events. The results of this study, the first
of its kind in Canada, are expected to be
released to the public in 2004.

The CCHSA is a national, independent,

non-profit organization whose role is to objec-
tively review the care and quality of services
provided by a specific health-care organization.
The CCHSA surveyors compare the findings
obtained within the accreditation process to
national standards. The assessment deals with
all forms of risk that may occur within a health-
care organization, but most particularly with
clinical risk. Requirements for the measurement
and management of risk may be found within
the national accreditation standards. CCHSA is
participating in national collaboratives on
patient safety/error and is considering modifying
the standards to reflect a greater focus on these
issues.

ion incident
Beporting snd Prevention (COMIED

In the fall of 2000, an invitational work-
shop was co-hosted by the Canadian Society of
Hospital Pharmacists (CSHP) and Health
Canada’s Bureau of Licensed Product
Assessment (BLPA) to address a number of
key questions related to medication incident
reporting and prevention. One of the out-
comes of the workshop was the recommenda-
tion to establish a coalition of stakeholders -
Canadian Coalition on Medication Incident
Reporting and Prevention (CCMIRP). The
Coalition was formed in February 2001 with
the mandate to develop options, in the form of
a business plan, for a comprehensive, viable,

Lansdion Doalition oo Medics

! The Canadian Institutes of Health Research (CIHR) is Canada’s premier federal agency for health research. Its objective is the creation of
knowledge and its translation into improved health for Canadians, more effective health services and products, and a strengthened

Canadian health-care system.

2The Canadian Institute for Health Information (CIHI) is an independent, non-profit organization that provides accurate and timely
information needed to develop health policies, manage the Canadian health system effectively and create public awareness of the

factors affecting good health.
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sustainable and affordable medication-incident
reporting and prevention system for
Canadians. The desired outcome is a program
that manages the risks inherent in medication
use and moves toward a goal of risk preven-
tion. Members of the Coalition include repre-
sentatives from consumers, medicine, nursing,
pharmacy, healthcare associations, information
management, governments, and the pharma-
ceutical industry.

Sierra Systems Inc. was selected through a
Request for Proposal process to assist with
development of the report. Consultations with
over 50 national and international stakeholders
were undertaken during the development of the
report. The report was released to Coalition

members and external stakeholders on July 24,
2002. A copy is available.

Canadian Healthcars Bssodatinn (CHA

The CHA is a federation of provincial and
territorial hospital and health organizations
across Canada. Through its members, it repre-
sents a broad continuum of care, including
acute care, home and community care, long-
term care, public health, mental health, pallia-
tive care, addiction services, children, youth
and family services, housing services, and pro-
fessional and licensing bodies. The organization
is a recognized national leader in advocating for
a coordinated and effective response to “med-
ical errors”.

The CHA has initially identified the fol-
lowing categories of system issues (a more com-
prehensive policy brief to be issued in the near
future):

*  Cultural Barriers (promoting a “culture of
safety” that encourages openness and
objective analysis of error)

*  Adoption of a “Systems” Approach (rec-
ognizing that most errors occur as a result
of a sequence of failures in the complex
processes of care)

*  Reports of error (need to develop and
implement comprehensive reporting stan-
dards and enforcement mechanisms relat-
ed to ‘medical errors’)

*  Governance and Leadership (a co-ordinat-
ed and effective response to medical errors
in Canada is required)

The Institute for Safe Madication Practices
{SMP Canada)

The Institute for Safe Medication Practices
(ISMP Canada) is an independent Canadian non-
profit agency established for the collection and
analysis of ‘medication error’ reports and the devel-
opment of recommendations for the enhancement
of patient safety. Like its sister organization, the
ISMP in the US, ISMP Canada strives to promote
safe-medication practices throughout health care
communities in the country.

Specific goals include:

*  To review medication errors submitted by
practitioners to ISMP Canada and to make
recommendations to reduce the probability
that such errors will happen again

®  To publish and disseminate information to
the health-care community and its practi-
tioners through efficient electronic means
in order to promote safe medication use
and strategies for reduction of error-
induced injury

. To participate in co-operative programs
with professional organizations in Canada
in providing education about adverse drug
events and their prevention

*  To act as consultants to institutions and

other health-care settings on medication
use

*  Todevelop educational and quality-

improvement assessment tools for health-
care professionals and institutions

*  Toestablish and maintain a strong part-

nership with ISMP in the US, and the
other national and provincial patient-safe-
ty organizations

*  To provide educational programs for uni-

versity and health-professional con-
stituents

ISMP Canada has a variety of instruments

for improving patient safety, including:

*  Distribution of the ISMP Newsletter (pro-

vides alerts on identified drug errors such
as those related to labelling and packaging
problems)

* A Medication Safety Self-Assessment (a

tool designed to help organizations self-

L
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Building a Safer System

assess the safety of medication practices,
identify opportunities for improvement,
and compare the results with the aggregate
experience of demographically-similar hos-
pitals)

® A medication-error reporting and analysis
software program (Analyse-err). The two
components to the program are an objec-
tive factual reporting section and a root-
causes analysis exercise (in use at several
Canadian hospitals)

Further information may be obtained from
the ISMP Web Site: http://www.ismp-canada.org

International

UNITED STATES

The institute of Medidne Report (108

The impetus for the United States to focus
its attention on preventable medical errors began
with the release of To Err is Human: Building a
Safer Health System in 1999 - a report by the
Institute of Medicine.

The IOM is a private, non-governmental
organization created to advise the US federal
government on scientific and technical matters.
It reviewed major US studies of adverse events
and medication errors, and from this analysis,
estimated that between 44,000 and 98,000 peo-
ple die in hospitals each year as a result of med-
ical errors in that country. Even using the lower
estimate would make medical errors the eighth
leading cause of death in the US — above
motor-vehicle accidents, breast cancer and
AIDS. The study estimated that about
7,000 people per year die from medication
errors alone. The report suggested a variety of
strategies to improve patient safety, including
implementation of safer medication-use systems
and a national reporting system for medical
errors.

Three months after the publication of the
IOM report, an interagency federal government
group, the Quality Interagency Coordination
Task Force (QulC) released its response, Doing
What Counts for Patient Safety: Federal Actions to
Reduce Medical Errors and Their Impact. This
report, requested by the American President,
provides an inventory of on-going federal actions

R

to reduce adverse medical events and recommen-
dations for more than 100 actions to be under-
taken by federal agencies.

In January 2001, the Agency for Healthcare
Research and Quality (AHRQ) commissioned the
Stanford University Evidence-Based Practice
Centre to review scientific literature regarding safe-
ty improvement. The report, Making Health Care
Safer: A Critical Analysis of Patient Safety Practices,
provides an extensive appraisal of the evidence on
best safety practices for the delivery of health care.

In March 2001, the IOM released a second
and final report, Crossing the Quality Chasm: A
New Health System for the 215t Century. This
report, building on the IOM’s first report, pro-
vides bold recommendations to redesign the
American health-care system, including specific
direction for policy makers, health-care leaders,
clinicians, regulators, purchasers and others. This
comprehensive report includes:

® A set of performance expectations for the
21st century health-care system

*  Asetof 10 new rules to guide patient-cli-
nician relationships

*  An organizational framework to better
align payment and accountability with
quality improvements

*  Key steps to promote evidence-based prac-
tice and strengthen clinical-information
systems

The latest IOM report recognizes that health
care is a complex system; IOM identifies practices
that impeded quality care and explores how sys-
tem approaches can be used to implement change.

Juint Lo
Healthoore Orga ,
The Joint Commission evaluates and
accredits nearly 18,000 health-care organiza-
tions and programs in the United States. An
independent, not-for-profit organization,
JCAHO is the predominant standard-setting
and accrediting body for health care in the
United States. Since 1951, JCAHO has devel-
oped state-of-the-art, professionally-based stan-
dards and evaluated the compliance of health-
care organizations against these benchmarks.
Their mission is to continuously improve the
safety and quality of care provided to the public

National Steering Committee on Patient Safety
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through the provision of health-care accredita-
tion and related services that support perform-
ance improvement in health-care organizations.

This organization undertook root-cause
analysis in 64 cases of surgical and post-operative
adverse events and identified the following 8
TOOt causes:

®  Poor communications among caregivers
Failure to follow established procedure
Necessary personnel not available when
needed

Pre-op assessment incomplete

Deficiencies in credentialing and privileging
Inadequate supervision of house staff
Inconsistent post-op monitoring procedures
Failure to question inappropriate orders.

o o

® o o o o

The National Patient Sefety Foundation (NPSE)

The NPSF seeks to be a catalyst and a force
for improving patient safety. They have four pri-
mary objectives within this process:

Raise awareness

Build a knowledge base

Create a forum for sharing knowledge
Facilitate the implementation of practices
that improve patient safety

Over the past several years, NPSF has
become known for its work in facilitating dia-
logue and co-operation on patient-safety issues;
work on building a knowledge base has proceed-
ed in full force. An example is the NPSF
Clearinghouse, which aims to grow into the most
comprehensive collection of patient-safety litera-
ture in the world. The Foundation also strives to
develop the patient’s role in improving safety in
health care.

Further details may be found at the web site:
hetp:/fwww.npsf.org
Fresnitone fop Meablioao e pis o o

The Institute for Healthcare Improvement
is a non-profit organization that supports inte-
grative and collaborative efforts to improve
health-care systems in the United States and
Canada. IHI has produced a series of documents
titled the Breakthrough Series, with each publi-
cation focusing on improvement in a single area
of health care. For each document, 20 to 40

health organizations are brought together to
study the latest information on improving a
special clinical or operational area and to learn
effective means to apply that information for
rapid improvement. This guide includes [HIs
well-recognized Plan-Do-Study-Act ( PDSA)
model for accelerating improvement and a step-
by-step guide for reducing ADEs while
addressing the barriers to change.

Further details may be found at the web site:
hetp:/fwww.ihi.org

UNITED KINGDOM

In 2000, the National Health Service (NHS)
published An Organization with a Memory:
Report of an Expert Group on Learning from
Adverse Events in the NHS. The authors
reported that at least 400 patients died or were
seriously injured and that nearly 10,000 people
were reported to have experienced serious
adverse reactions to drugs (not all of which are
preventable) in 1999. The report estimates that
adverse events occur in approximately 10% of
patient admissions in the U.K. This report rec-
ommends the creation of a new national system
for reporting and analyzing adverse health-care
events to ensure that lessons are identified and
learned. Additionally, the recommendations put
forth in this report support the analysis of
adverse events at the local level for the purpose
of improving care outcomes. Development of a
strategy to build local capability for analysis is
integral within the nation-wide implementation

lan.
P The NHS has produced a number of other
relevant reports. They include Building a Safer
NHS for Patients, Doing Less Harm - Key
Requirements for Health Care Providers, and
Measurement and Monitoring of Surgical Adverse
Events.

Information on the reports and activities

of the NHS can be found online at:
hetp:/fwww.doh. gov.uk

AUSTRALIA

In 1994, the Quality in Australian Health Care
Study was commissioned by the
Commonwealth Department of Health to
determine the extent of adverse events (AEs) in
Australian hospitals. A review of hospital med-
ical records was undertaken to estimate patient
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injury that occurred in health-care settings.
This study was modelled on the Harvard

Medical Practice Study in the United States.
The results of this study were based on the

review of 14,179 admissions to 28 hospitals in
two states. The review process involved initial
screening by Registered Nurses using standard
and strict criteria followed by an independent
review and documentation by two, or, in cases
of disagreement, three medical officers. The
data revealed that, of 16.6% of admissions
attributable to AEs, 51% were deemed prevent-
able. In 77.1% of the cases, the disability had
resolved within 12 months, but in 13.7% the
disability was permanent and in 4.9% the
patient died (Wilson et al.,1995). Available
online in the Medical Joumnal of Australia:
hutp:/fwww.mja.com. aw/

The Australian Council for Safety and
Quality in Health Care was established in
January 2000 to facilitate and co-ordinate
national action in safety in health care. The
Council prepared its first report in July 2000
that sought funding for a five-year national
work plan to improve safety and quality in the
Australian health-care system. In February
2001, the Council produced a National Action
Plan identifying the next steps in addressing
national patient safety. The four priorities iden-
tified in its first year action plan included:

*  Using data and information better
throughout the system to support safer
patient care

Strengthening mechanisms to ensure
safer clinical and organizational
environments

Actively promoting opportunities for con-
sumer feedback and participation
Redesigning of systems and processes of
care to promote a strong culture of relia-
bility and safety

Since then, the Council has established a
website for promotion of its activities and feed-
back, surveyed health-care professionals on barri-
ers to, and opportunities for, the provision of
safer care, hosted a consumer conference and
workshop, and produced two national reports on
patient safety. In September 2001, the Council
collaborated with the British Medical Journal
and the Institute of Healthcare Improvement
(USA) to organize the 1%t Asia-Pacific Forum on
Quality Improvement in Health Care.

Publications of the Australian Council for
Safety and Quality in Health Care are available
online at: http://www.safetyandquality‘org

NEW ZEALAND

In March 2001, Hellen Cull, QC, released a
report titled Review of Processes Concerning
Adverse Medical Events that reviews current
processes for reporting and investigation of
adverse incidents undertaken by the following
New Zealand agencies:

®  The Health and Disability Commissioner

*  The Medical Council of New Zealand

*  The Medical Practitioners Disciplinary
Tribunal

*  The ACC Medical Misadventure Unit

Helen Cull, QC, identifies lessons that can
be learned from this review. She recommends
legislative and procedural changes that could
ensure that adverse medical outcomes are identi-
fied and that appropriate, timely remedial action
is taken. This information is intended to support
the development of legislation, to improve the
framework for the occupational regulation of
health professionals, including processes for the
reporting and investigation of adverse incidents.

Information on this report can be found at
the New Zealand Ministry of Health website:
hetp:/fwww.moh_gove.nz

National Steering Committee on Patient Safety
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Recent events in Canada underscore substantial problems
with estrogen receptor (ER) testing by immunohistochem-
istry (IHC) in breast cancer [1, 2]. In 2005, a woman there
was diagnosed with invasive lobular carcinoma. Her tumor
was tested for ER expression by IHC in a laboratory man-
aged by Eastern Health, the provincial health care provider
in Newfoundland and Labrador. The results were negative,
which is unusual for this type of tumor, so her physicians
had it retested in another laboratory. The new IHC results
came back positive, and the discrepancy led Eastern Health
to investigate the accuracy of testing in Newfoundland and
Labrador. Eventually, over 2,000 originally ER-negative
cases were retested in another laboratory in Ontario, and
nearly 40% were found to be ER-positive. An official in-
quiry was convened in July 2007, to determine the scope
and causes of the problem, and to develop policies to pre-
vent it from happening in the future (Commission of In-

quiry on Hormone Receptor Testing at http://www.

cihrt.nl.ca/transcripts.html). The conclusions of this inquiry

are still forthcoming.

In current clinical practice, ER testing is mandatory in

all newly diagnosed breast cancers, and accurate results are
critical in determining the use of adjuvant hormonal ther-
apy. This type of therapy significantly improves the out-
come of many patients with ER-positive tumors, but it is
ineffective with ER-negative disease. For this reason, most
of the erroneous ER-negative patients in Newfoundland
and Labrador were not treated with hormonal therapy, and
some were almost certainly harmed because of it. This
tragic outcome was avoidable and raises several urgent
questions that should concern all of us: How did it happen?
Is ithappening elsewhere? What is being done to prevent it?

There are many well-known problems associated with
measuring proteins by IHC, particularly proteins requiring
quantified results such as ER [3, 4]. Some problems involve
preanalytical issues unrelated to IHC itself, such as delayed or
inadequate fixation of tissue, allowing proteins to degrade.
Others are analytical in nature, such as the use of diverse re-
agents with unequal sensitivities [5-8], or antigen-retrieval
procedures that inadequately re-expose proteins masked dur-
ing fixation [4]. Most IHC assays rely on enzymatic detection
systems with very rapid kinetics that are difficult to control,

Correspondence: D. Craig Allred, M.D., Department of Pathology and Immunology, Washington University School of Medicine, 660
South Euclid Avenue, Box 8118, St. Louis, Missouri 63110, USA. Telephone: 314-362-6313; Fax: 314-747-2663; e-mail:
dcallred@path.wustl.edu Received August 21, 2008; accepted for publication September 4, 2008; first published online in THE
ONCOLOGIST Express on November 5, 2008. ©AlphaMed Press 1083-7159/2008/$30.00/0 doi: 10.1634/theoncologist.2008-0184
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and it is very challenging to quantify results in an accurate and
reproducible manner [9]. Postanalytical events may also con-
tribute in the sense that tumors with very low levels of recep-
tors (e.g., 1%—10% positive cells) may respond to hormonal
therapy [6, 7, 10], and some laboratories use arbitrary defini-
tions of positive that are too high (e.g., >10% positive cells),
Fastidious oversight by highly experienced and knowledge-
able personnel is required to recognize, resolve, and avoid
these problems, and some or all of them may have contributed
to the debacle in Canada.

Unfortunately, the problem with ER testing by IHC is not
restricted to Newfoundland and Labrador. Perhaps the best ev-
idence for this comes from the United Kingdom National
External Quality Assessment Service (NEQAS). This organi-
zation has conducted and published the results of several stud-
ies on the accuracy and reproducibility of evaluating ER by
IHC based on proficiency testing of 150 laboratories in 26
countries worldwide [4, 11-14]. The results identified error

rates in some laboratories rivaling those in Newfoundland and -

Labrador, as well as the major technical problems causing
them. The U.S. does not participate in NEQAS, and informa-
tion regarding the accuracy of ER testing in this country is hard
to find. Although many laboratories in the U.S. participate in
proficiency testing offered by the College of American Pathol-
ogists (CAP), many do not, and the evaluation of ER by the
CAP is less comprehensive than that of the NEQAS, so de-
tailed results are not available. However, there is compelling
anecdotal evidence suggesting that problems in the U.S. are
also substantial. For example, in a recent large international
clinical trial comparing hormonal therapies in receptor-posi-
tive breast cancer, a subset of > 100 patients was enrolled with
ER-negative/progesterone receptor (PgR)-positive tumors
based on local laboratory results from several countries, in-
cluding the U.S., who was a major contributor to the trial [15].
Repeat testing in an expert central laboratory revealed a 69%
false-negative rate for ER in this subset of patients. Further-
more, there was a 44% false-negative rate for PgR in the group
of >1,200 ER-positive/PgR-negative patients enrolled based
on local laboratory results, so the problem is larger than ER
alone. While far from being scientific, the false-negative rate
of IHC testing for both receptors in my consulting practice
over the past 10 years is about 30%, which is similar to that of
other experienced consulting pathologists I have spoken with
on this issue.

1135

Given the critical need for accurate ER and PgR results in
all patients with breast cancer, and the widespread difficulty
obtaining them, it is clear that something must be done to rem-
edy the problem. On one hand, it should be relatively easy to
resolve because several comprehensively validated IHC meth-
ods have been published for other laboratories to emulate [5-7,
10, 16, 17]. On the other hand, it is remarkably difficult to per-
suade laboratories on a global scale to adopt the same methods,
or to rigorously standardize and validate their own, A few
years ago, a similar widely publicized predicament regarding
human epidermal growth factor receptor (HER)-2 testing in
breast cancer led to the development of rigorous guidelines by
the CAP and the American Society of Clinical Oncology
(ASCO) [18], and laboratories in the U.S. must soon comply
with these guidelines to maintain CAP accreditation. The CAP
and ASCO are also aware of the need to improve ER and PgR
testing, and they are in the process of developing enforceable
guidelines for these biomarkers as well. However, CAP ac-
creditation is currently not required in the U.S. for laboratories
to conduct these tests, and most laboratories are not CAP ac-
credited. The situation is similar in other countries and it will
take considerable resources, education, and persistence to
achieve universal compliance in the use of assays that are
comprehensively standardized and validated in an equiva-
lent manner.

Ultimately, however, it is unrealistic to expect that even
perfect tests for ER and PgR alone, by IHC or any other
methods, will be sufficiently powerful to predict the re-
sponse of all breast cancer patients to hormonal therapy be-
cause the biology involved is so complex. New more
powerful predictors are needed, and they will most likely be
based on multiple biomarkers. In this regard, there are many
promising new approaches on the horizon at varying stages
of development and validation, including oncotype DX®
(Genomic Health, Inc., Redwood City, CA, http://www.
genomichealth.com) [19, 20], the HOXBI3/IL17BR gene
ratio [21-23], and estrogen-regulated gene signatures de-
termined by microarrays [24], to name a few. Hopefully,
these and other approaches will lead to si gnificant improve-
ments in predicting response to hormonal therapies, and it
will be important for them to avoid making the same mis-
takes concerning proficiency and standardization that have
plagued ER, PgR, and HER-2 testing by THC.
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Following surgery for the repair of an inguinal hemia, the plaintiff suffered an infection which resulted in para-
lysis of his lower extremities. The plaintiff brought a medical negligence action against the hospital and its an-
aesthetist. The plaintiff alleged that the anaesthetist was negligent in the administration and handling of the an-
aesthetic, and was not competent or qualified to act as an anaesthetist. The plaintiff alleged that the anaesthetist
had a severe personal substance abuse addiction which impaired his ability to use reasonable standards while
acting as an anaesthetist. The plaintiff referred to the anesthesiologist's earlier arrest by the State of Connecticut
Drug Control for writing false prescriptions for personal use, and to investigations by drug enforcement agencies
in Canada and the United States. The plaintiff noted that following the plaintiff's surgery, the physician had been
suspended by Health and Welfare Canada from writing prescriptions. The plaintiff alleged that the hospital was
negligent in holding out that the physician was a specialist in anaethesiology, in continuing to grant
hospital privileges to the anaesthetist, and in employing staff that it knew or ought to have known did not follow
established procedures in reducing the risk of infection in an operating room.

In its affidavit of documents, the hospital claimed privilege for numerous documents, including documents res-
ulting from its own investigations, other doctors' opinions in relation to the episode, and documents relating to
complaints, recommendations, or incidents prior to the date of the plaintiff's admission into hospital. In addi-
tion, the anaesthesiologist claimed privilege with respect to a document purporting to be a consent order from
the State of Conneticut, and recommendation letters containing opinions. The plaintiff applied for an order that
all the documents be produced.

The application was allowed. The hospital appealed.
Held:
The appeal was allowed in part.

The conditions necessary to establish privilege at common law are that the communications originated in confid-
ence that they would not be disclosed; that the confidentiality was essential to the maintenance of the relation
between the parties; that the relation was one which ought to be sedulously fostered; and that the injury that
would inure to the relation by disclosure was greater than the benefit gained for the correct disposal of litigation.
Section 43.3(2)(b) of the Evidence Act (N.B.) specifies privilege for any document made by a hospital or hos-
pital committee, prepared exclusively for the purpose of a study, research, or program, the dominant purpose of
which is medical education or the improvement of hospital care or practice. However, the use of the words "ex-
clusively" and "dominant purpose" are intended to limit the exclusionary privilege.

The documents relating to post-surgical infections, recommendations, and complaints against the anaesthesiolo-
gist, and incident reports involving him, failed the exclusive and dominant purpose limits in s. 43.3(2)(b). The
recommendation letters were addressed "to whom it may concern," and thus lost common law privilege, because
they did not orginate in confidence that they would not be disclosed. The remaining documents arose from prob-
lems sustained by the plaintiff and other patients at the hospital. They related specifically or incidentally to in-
vestigations launched by hospital authorities. Some of the documents were produced by hospital committees,
and might be called a study directed at medical education or improvement in hospital care or practice. However,
that was not their dominant purpose. The dominant purpose for the creation of the committees was a response to
apparent common disasters involving certain patients. The documents did not attract protection under s.
43.3(2)(b). In addition, the investigation results did not meet the four common law privilege requirements. Even
if the committee reports orginated in confidence that they would not be disclosed, confidentiality was essential,
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and the hospital community would sedulously foster such a relation, the communications failed the balance test.
The hospital authorities had a substantial interest in launching the investigations, and they had a public and even
fiduciary duty to do so. The balance of interests between the hospital and the plaintiff favoured the plaintiff,
even in cases where the announced creation of the committee was identified as relating to care and practice.
The document from the State of Conneticut purporting to be a consent order concerning a stay of the suspension
of the anaesthesiologist's licence to practice in that state, and his probation for five years, stated that the order
was not subject to reconsideration in any forum. The document was not privileged under the common law, nor
under the Act.
The documents disclosing opinion evaluations of the anaesthesiologist from various doctors were privileged un-
der the common law as peer evaluations. The appeal should be allowed in respect of those documents, and they
should be excluded from production.
Cases considered:

Bainbridge v. Crawshaw, [1993] N.B.J. 618 (Q.B.) [unreported] -- considered

Basse v. Toronto Star Newspapers Ltd. (1985), 1 C.P.C. (2d) 105 (Ont. Master) -- considered

Bergwitz v. Fast (1980), 18 B.C.L.R. 368, 108 D.L.R. (3d) 732 (C.A.) -- referred to

F. v. Psychiatrist (1984), 54 B.C.L.R. 319 (S.C.) -- considered

Finley v. University Hospital Board, 14 C.P.C. (2d) 87, [1987] 2 W.W.R. 40, 33 D.L.R. (4th) 200, 53

Sask. R. 124 (Q.B.) [corrected at [1987] 2 W.W.R. 40 at 54, 33 D.L.R. (4th) 200 at 213 (Sask. Q.B.),

leave to appeal to C.A. granted (1986), 14 C.P.C. (2d) 87n (Sask. C.A.)] -- considered

Merrill Lynch, Royal Securities Ltd/Ltée v. Granove, [1985] 5 W.W.R. 589, 35 Man. R. (2d) 194
(C.A)) -- considered

R v. Fosty, [1991] 6 W.W.R. 673, 8 C.R. (4th) 368, 130 N.R. 161, 75 Man. R. (2d) 112, 6 W.A.C. 112,
7 C.R.R. (2d) 108, (sub nom. R. v. Gruenke) 67 C.C.C. (3d) 289, [1991] 3 S.C.R. 263 -- applied

Skender v. Barker (1985), 67 B.C.L.R. 263 (Master) -- considered

Slavutych v. Baker, [1976] 1 S.C.R. 254, [1975] 4 W.W.R. 620, 38 CR.N.S. 306, 75 C.L.L.C. 14,263,
55 D.L.R. (3d) 224 -- applied

Smithv. Royal Columbian Hospital (1981), 29 B.C.L.R. 99, 123 D.L.R. (3d) 723 (S.C.) -- considered
Statutes considered:
Evidence Act, R.S.N.B. 1973, c. E-11

s. 43.3considered

s. 43.3(2)(a)considered

12/2/2008



[N [S— [CE—

Page 4 of 10

Page 4
182 N.B.R. (2d) 341, 463 A.P.R. 341

s. 43.3(2)(b)considered

APPEAL by defendant in negligence action from judgment reported at (1996), 46 C.P.C. (3d) 52, 175 N.B.R.
(2d) 125, 446 A.P.R. 125 (Q.B.), granting plaintiff's application for disclosure of documents claimed as priv- ileged.

The judgment of the court was delivered by Ryan J.A.:

1 On February 16, 1994, the respondent, Maurice A. Doyle, entered the Charlotte County Hospital at St.
Stephen, New Brunswick for a hernia operation. Normally, this is an uncomplicated elective surgical procedure
which he underwent. He promptly grew very ill and is now a paraplegic. He commenced action against the Re-
gion 2 Hospital Corporation and the anaesthetist, Dr. David Green, alleging negligence. Mr. Doyle claims negli-
gence against Dr. Green in the provision of medical treatment and negligence against the Hospital Corporation
in allowing Dr. Green to practise in its facilities.

2 Mr. Doyle seeks disclosure of certain records retained by the Hospital Corporation. To this end he success-
fully applied to a judge of the Court of Queen's Bench for an Order that the Corporation produce the documents
for his examination. The Hospital Corporation and Dr. Green object to the production of these documents al-
though the corporation has provided Mr. Doyle with many documents to which no objection has been taken by
the corporation. The production of some of these latter documents were objected to by Dr. Green. Nevertheless,
they were produced by the corporation.

3 On March 22, 1996, a Justice of this Court gave leave to the Hospital Corporation to appeal the inter-
locutory decision of Turnbull J. and on May 21, 1996 a panel of this Court, Hoyt C.J.N.B., Rice and Turnbull
JI.A. granted standing to the New Brunswick Healthcare Association and the New Brunswick Medical Associ-
ation to file written submissions on the appeal. Various affidavits in support of their applications were received
as evidence on the appeal. At the same hearing, Dr. Green was granted status in the appeal of the Hospital Cor-
poration with the right to file a written submission and to make oral representation on the hearing of the appeal.

4 The position taken by the Healthcare and Medical Associations was one of principle in protecting patient re-
cords and confidentiality of proceedings within the hospital administration in order to facilitate candour and
fullness of reporting among professionals and personnel. Their goal is, in the long term, the protection of the public.

5 The matter before the Court of Queen's Bench is reflected in the motion judge's description of the facts as follows:

An affidavit of documents has been filed by the Hospital Corporation. One hundred and twenty-seven
items are objected to being produced. One is a document prepared for the Hospital's insurers in relation
to this litigation. One category relates to Dr. Green's qualifications and his annual extension of priv-
ileges. The other documents are all investigations and opinions in relation to this particular episode, or
alleged breeches of hospital rules and regulations prior to February 1994.

As one can imagine the senior staff of Region 2 Hospital Corporation immediately conducted a thor-
ough investigation. It obtained reports on air quality control in the operating room, climate control re-
ports for the drugs, and took swabs from various persons who may have been in contact with the four
infected patients. Two doctors attended at the Charlotte County Hospital and found a bottle of Diprivan
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and a syringe still in the O.R. This led to further investigations and reports, both at the laboratory of the
Federal Department of Health and with the nursing staff as to any practice they had observed by Dr.
Green in handling the anaesthetic agent. A learned report was received from the manufacturers of
Diprivan on its properties and proper use and storage. There never was a formal hearing as such. No
formal reports of committees were prepared or circulated.

There are two affidavits from doctors on staff at Region 2 Hospital Corporation in opposition to the ap-
plication, in addition to Dr. Simon's affidavit attached to the affidavit of documents. Dr. Simon objected
to production on the general grounds of physician/patient privilege, solicitor/client, some on the
grounds of section 43.3(2)(a) of the Evidence Act, some of the 43.3(2)(b) of the Evidence Act and some
of the common law principles of Slavutych v. Baker (1975) 55 D.L.R. (3d) 224 (S.C.C.). He did not
specify which ground applied to which document.

Dr. David Beaudin is the Chairman of the Medical Quality and Resource Management Committee for
Region 2 Hospital Corporation and that Committee has a number of different investigative committees
to investigate, monitor and improve hospital care. One of the committees is a Peer Review Program
and he has had a discussion with at least one physician who initially refused to participate in the pro-
gram because of his concerns that comments and criticisms might become public.

A further affidavit in opposition to the application is filed by Dr. Mohan Iype, the Chief of Staff of the
defendant Region 2 Hospital Corporation. He is also the Chairman of the Medical Advisory Committee
and sets forth the names of various committees which are collectively known as Quality Assurance and
Risk Management.

The Medical Advisory Committee acts in an advisory capacity to the Board of Trustees and to adminis-
tration. It has set up various committees in the Charlotte County Hospital and other hospitals under its
aegis to assist in carrying out its duties. I do not think anything hinges on naming the various commit-
tees and their functions. All do investigative work and monitor, maintain and seek improvements in
hospital care.

The Order to Produce

6 The judge hearing the motion, Turnbull J., examined each of the 127 documents to which the parties objec-
ted either as being privileged under the protective umbrella of statutory provisions in the Evidence Act, R.S.N.B.
1973, ¢.E-11 or under the common law as set out in Slavutych v. Baker, [1976] 1 S.C.R. 254.

The Common Law Rule

7 In Slavutych the Supreme Court of Canada, in obiter, referred to the common law protection afforded to
confidential communications as set out in Vol. 8 of Wigmore on Evidence, 3rd ed. (McNaughton Revision,
1961), para 2285. Spence J., at page 260, approved the reference from Wigmore as outlining four fundamental
conditions necessary to the establishment of a privilege against the disclosure of communications:

(1) The communications must originate in a confidence that they will not be disclosed.

(2) The element of confidentiality must be essential to the full and satisfactory maintenance of the rela-
tion between the parties.

http://ecarswell. westlaw.com/print/printstream.aspx ?sv=Split&prid=ia744c85c¢0000011df7... 12/2/2008
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(3) The relation must be one which in the opinion of the community ought to be sedulously fostered.

(4) The injury that would inure to the relation by the disclosure of the communications must be greater
than the benefit thereby gained for the correct disposal of litigation. [Italics in original]

8 The four conditions identified by Wigmore have been applied, or at least considered, in almost every Cana-
dian jurisdiction and were again referred to by the Supreme Court of Canada in R. v. Fosty, [1991] 3 S.C.R. 263.
Chief Justice Lamer, in adding potential to the extent of their range said at 289-90:

... This approach is consistent with the approach taken by this Court in Slavutych v. Baker, supra, and
is, in my view, consistent with a principled approach to the question which properly takes into account
the particular circumstances of each case. This is not to say that the Wigmore criteria are now "carved
in stone", but rather that these considerations provide a general framework within which policy consid-
erations and the requirements of fact-finding can be weighed and balanced on the basis of their relative
importance in the particular case before the court. Nor does this preclude the identification of a new
class on a principled basis.

See also Bergwitz v. Fast (1980), 108 D.L.R. (3d) 732 (B.C. C.A.) at 737-38 dealing with the fourth condition
under Wigmore; Smith v. Royal Columbian Hospital (1981), 123 D.L.R. (3d) 723 (B.C. S.C.) according priv-
ilege and distinguishing Bergwitz; Finley v. University Hospital Board (1987), 33 D.L.R. (4th) 200 (Sask. Q.B.),
balancing the respective interests in favour of the public; F. v. Psychiatrist (1984), 54 B.C.L.R. 319 (S.C.), dis-

- closure not limited to reports; Merrill Lynch, Royal Securities Ltd. / Ltée v. Granove (1985), 35 Man. R. (2d)

194 (C.A.) employees' statements to investigators had to be produced; Basse v. Toronto Star Newspapers Ltd.
(1985) 1 C.P.C. (2d) 105 (Ont. Master), production ordered of internal police reports; and Skender v. Barker
(1985), 67 B.C.L.R. 263 (Master), letters to and from Law Society ordered produced.

9 As did the judge of first instance, I have reviewed each of the contested documents. I will deal with them on
the basis of the two divisions under which they have been presented to us, the first ones as being privileged un-
der the common law. Counsel for the Hospital Corporation claim common law privilege on items numbered 10
to 22. Item number 10 contains five letters or memos to Dr. Green concerning missing 1986 charts belonging to
the hospital. There is no common law privilege in relation to these documents.

10 Items 11 to 20 and 22 to 26 are opinion evaluations of Dr. Green from various doctors. They are privileged
under the common law as peer evaluations.

11 Item 21 is a letter to Dr. Green about the missing charts referred to in item 10. It is misdescribed in the af-
fidavit of documents and is not privileged at common law. Dr. Green's counsel claims it should be excluded un-
der s. 43.3(2)(b) of the Evidence Act. 1 will deal with that argument in the next section.

The Evidence Act
12 The Evidence Act, R.S.N.B. 1973, c. E-11 was amended in 1987 by adding s.43.3 to extend a privilege to
certain hospital information and documents. Prior to that time, any protection came from the common law as

mentioned in Slavutych, see Mr. Justice Freedman's comments in (1954) 32 C.B.R. 1.

13 The amendment to the Evidence A ct of New Brunswick defines "legal proceeding" and "witness" in the
context of a hospital setting relating to evidence. It excuses a witness from providing certain information and re-
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cords. It reads as follows:
43.3(1) In this section
"legal proceeding" means a proceeding in any court, including a proceeding for the imposition of pun-
ishment by fine, penalty or imprisonment to enforce an Act of the Legislature or a regulation made un-
der that Act;
"witness" includes a person who, in connection with, or in the course of, a legal proceeding, is called
upon to provide information, to answer, orally or in writing, a question or to produce a document,
whether under oath or not.
43.3(2) A witness, whether a party to a legal proceeding or not, is excused from
(a) providing any information as to any proceeding before a committee established by a hospital to
conduct any study, research or program for the purpose of medical education or improvement in
medical or hospital care or practice, and
(b) producing any document made by a hospital or by a committee established by the hespital, pre-
pared exclusively for the purpose of being used in the course of, or arising out of, any study, re-
search or program, the dominant purpose of which is medical education or improvement in medical
or hospital care or practice.
43.3(3) Subsection (2) does not apply to
(a) records maintained by hospitals as required by the Public Hospitals Act or the regulations, or

(b) medical records maintained by attending physicians pertaining to a patient.

43.3(4) A committee referred to in subsection (2) does not include a medical advisory committee exer-
cising its functions respecting surgical and other privileges of the medical staff.

43.3(5) Notwithstanding that a witness
(a) is or has been a member of,
(b) has participated in the activities of, or
(c) has prepared a document for or has provided information to,
a committee referred to in subsection (2), that witness is not, subject to subsection (2), excused from an-
swering any question or producing any document that that witness is otherwise bound to answer or pro-
duce.
14 Turnbull J. interpreted s.43.3 as follows and I agree, essentialiy, with his conclusion:
... In section 43.3(2)(a) privilege is extended to any information as to any proceeding before a commit-

tee. It is what went on or who expressed what opinions in the proceeding before the appropriate body
that is privileged.
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I am of the opinion that subsection 43.3(2)(b) amends the law stated in the Bergwitz and Finley cases
(supra) to the extent that committee reports (documents) the dominant purpose for which is medical im-
provement or education are also privileged. If they were not it would be fairly easy to glean approbation
if any changes were instituted. It is not difficult to guess that the committee found fault in the Bergwitz
case. Such reports prepared by the hospital or the appropriate committee are privileged if the dominant
purpose is educational or to improve hospital care. The subsections are to be interpreted in their ordin-
ary grammatical sense and not in a broad sense urged by counsel for the Hospital Corporation. I believe
that subsection 43.3(5) must be read in conjunction with subsection 43.3(2) and only makes sense if
43.3(2)(@) and (b) receive their grammatical interpretation. A person who has been a member of the in-
vestigating committee or has prepared documents is not prohibited from giving his own opinion at a tri-
al nor is a person who was on the fact finding team excused from producing any document unless it
would be otherwise privileged by 43.3(2)(a) or (b) or at common law. I believe that subsection 43.3(3)
has been added for an abundance of clarification and subsection 43.3(4) makes it clear that when the
Medical Advisory Committee is exercising its function respecting privileges of medical staff this com-
mittee will not be shielded by privilege pursuant to subsection 43.3(2) but that committee in exercising
that function will still be guided by the common law as set out in Slavutych, as regards documents be-
fore it.

15 Counsel for the hospital corporation advance the proposition that certain information in documents 46, 48,
51, 53, 54, 57, 64, 69, 74, 78, 79, 81, 82, 83 and 84 fall under the privilege accorded under s.43.3(2)(a). As well,
they argue that document 65 comes under (a) as well as (b) and ought to be excluded from production.

16 Under 5.43.3(2)(a) a witness is excused from providing information as to any proceeding before a commit-
tee established by a hospital for certain purposes. I do not see how the documents objected to would fall under
(a). If they are to be excluded, it would have to be on the basis of the wording in (b).

17 In reviewing documents 23 to 43 and 44 to 85 it is important to note two qualifying words in s. 43.3(2)(b):
"exclusively" and "dominant purpose”. These words are intended to limit the exclusionary privilege to docu-
ments generated by a hospital or committee. A hospital or hospital committee cannot be required to produce a
document prepared exclusively for the purpose of being used in the course of, or arising out of, any study, re-
search or program, the dominant purpose of which is medical education or improvement in medical or hospital
care or practice.

18 Tracking closely the footsteps of the motions judge, I conclude that although certain aspects of the matters
dealt with in committees related to improvements in care the documents did not come into existence exclusively
or for any dominant purpose relating to any study, research or program.

19 Item 27 is a letter of complaint about Dr. Green's tardiness in arriving at the operating room; item 28 re-
minds Dr. Green of protocol; item 29 relates to his unavailability by beeper; item 30 refers to the admission of a
patient admitted but not seen by him; item 31 asks for a response to five incidents; item 32 refers to two patients
admitted by the doctor but not seen by him; item 33 alleges neglect; item 34 is a complaint from two residents
from Deer Island; item 35 is a response from Dr. Green to a complaint from an extra-mural nurse; item 36 refers
to the doctor's response to a page call; item 37 relates to an emergency; item 38 relates to his reappointment to
active staff; items 39 and 40 refer to Dr. Green's completion of Workers' Compensation files; items 41 and 42
are letters of recommendation addressed to whom it may concern, and item 43 is a letter to Dr. Green concern-
ing an offer of a contract for anaesthesia services. All these documents fail the exclusivity and dominant purpose
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limits in (b). This applies to items 10 and 21 objected to by Dr. Green's counsel as well.

20 Counsel for Dr. Green claims that items 41, 42 and 132 are privileged at common law. The problem is that
although they are matters of opinion, they are addressed "to whom it may concern". As a result they have lost
the protective covering of confidentiality as originating in a confidence that they will not be disclosed.

21 The documents listed as items 44 to 85 contain three items which do not relate specifically or incidentally
to investigations carried out by the hospital concerning Dr. Green and the use of certain drugs in the Charlotte
County Hospital around the time of Mr. Doyle's admission and operation. Item 46 is an operating room sched-
ule; item 51 is an article concerning post surgical infections and item 84 is a memo that Dr. Green has agreed to
follow Dr. Davies' directives. None of these is privileged either at common law as confidential or under the ex-
clusive and dominant purpose test under s. 43.3(2)(b).

Investigations

22 The other 39 documents arose as a result of the resultant problems sustained by Mr. Doyle and others at
the Charlotte County Hospital. They relate specifically or incidentally to investigations launched by hospital
authorities in response to an obvious crisis situation. The hospital authorities are public servants of a public in-
stitution. It is their legal responsibility to thoroughly investigate and, if possible, determine the cause of any
complaint precipitating the crisis.

23 Undoubtedly some of the results in some of the documents were produced by a committee or committees
established by the hospital and might well be called a study directed at medical education or improvement in
medical hospital care or practice. These ingredients are essentials under s. 43.3(2)(b). What is missing are the
two .integral features of having been prepared "exclusively" and for the "dominant purpose" of medical educa-
tion or improvement in care or practice.

24 The dominant purpose for the creation of the committees was a response to apparent common disasters to
certain patients. The documents cannot be given protection under (2)(b).

25 As well, in my opinion, these important results cannot be screened from scrutiny under the common law.
The investigation results cannot survive scrutiny of the four common law requirements developed by Wigmore
and referred to in Slavutych and Fosty by the Supreme Court of Canada. Even if one were to accept; which I do
not, an argument that the first three requirements had been met, (1) that the communications in the committees'
reports originated in a confidence that they would not be disclosed, (2) that confidentially was essential and (3)
that the hospital community would sedulously foster such a relation, the argument dismally fails the balance test.

26 In this case, the hospital authorities undoubtedly had a substantial interest in promptly launching their in-
vestigation into what went wrong at the Charlotte County Hospital. In fact, it was their public duty, even their
fiduciary duty, to do so. In balancing the respective interests of the hospital community and that of the litigant, I
conclude in favour of the litigant. Even in cases where the announced creation of the committee was identified
as relating to care and practice, I would favour disclosure of any parts of a report relating to particular incidents
relating to litigation or potential litigation unless circumstances existed showing that confidentiality, or some
other crucial aspect, was essential under public policy. Disclosure should be ordered in cases where the matter of
the complaint under review is the subject of the litigation. See Bergwitz v. Fast and Finley v. University Hospit-
al Board and see Smith v. Royal Columbian Hospital for a distinguishable contrary view. As well, I would con-
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fine the decision in Bainbridge v. Crawshaw, [1993] N.B.J. No. 618 (QL) (Q.B.) to the unique circumstances of
that case.

27 One item remains to be considered, number 109, a document from the State of Connecticut purporting to
be a consent order signed by David J.M. Green, M.D. and concerning the suspension of his licence to practice
medicine in that state for five years, a stay of the suspension and his probation for five years. The document, fur-
ther states that the consent order is not subject to reconsideration, collateral attack, or judicial review under any
form or in any forum. The document is not privileged under the common law as contended by Dr. Green's coun-
sel nor under the Evidence Act as contended by counsel for the hospital corporation.

The Intervenors

28 The two intervenors, the Healthcare Association and the Medical Society have brought serious arguments
before the court in relation to the overall principles supporting privilege in hospital matters. They contend that it
is important that the balance between individual recovery rights and the protection of patient care in general
must tip towards the latter. They point out that much information is already available through other hospital re-
cords relating directly to the patient. They evidence great concern over the general issue of producing documents
which arise in the review process conducted internally in hospitals through a series of committees principally
made up of medical practitioners and other health care personnel.

29 Their argument is that if protection of what goes on in these committees is not available, then the process
will not function properly. I appreciate the concerns of the medical profession and hospital administrations in
their difficult and oft times trying efforts to perfect and improve health care. To this end, I think that they are
correct when they implore the courts to be cautious in balancing rights and protections. I have taken their con-
cerns into account in arriving at the conclusions which I have in this appeal.

Conclusion

30 I would allow the appeal in part and exclude various peer evaluations, items 11-20 and 22-26, as privileged
under the common law. The appeal with respect to the vast majority of items objected to is dismissed. In view of
the mixed success on the appeal, I would award costs in favour of the respondent, who was largely successful in

his defence of the appeal, in the sum of $1,200.00 jointly and severally against the Region 2 Hospital Corpora-
tion and Dr. David Green.

Appeal allowed in part.

END OF DOCUMENT
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INTRODUCTION

Increasingly the subject of newspaper headlines
and even physician picket lines, the current “med-
ical liability crisis” is beginning to rally policymak-
ers to become serious about reforms to the current
tort system. Efforts to stem the rise in liability
insurance premiums have most commonly taken
the form of seeking caps on non-economic damages
awarded in medical liability cases. Indeed, in sev-
eral states that have implemented such caps, liabili-
ty insurance premiums have increased less than in
states without caps.’ But capping damages on the
back end of litigation does not address all of the
factors that lead to litigation on the front end. Ata
time of growing awareness and acknowledgement
of medical error — and active efforts to address this
problem -- the effectiveness of the tort system itself
in deterring negligence, compensating patients, and
exacting corrective justice is being called into ques-
tion.

There is in fact a fundamental dissonance between
the medical liability system and the patient safety
movement. The latter depends on the transparency
of information on which to base improvement; the
former drives such information underground. Asa
result, neither patients nor health care providers are
well served by the current medical liability system.
This is seemingly not a real “system,” but rather a

patchwork of disjointed and inconsistent decisions
that has limited ability to inform the development
of improved health care practices.?

Several studies have, with remarkable consistency,
revealed the inconsistency of the medical liability
system in determining negligence and compensat-
ing patients. The Harvard Medical Practice study
found that two percent of negligent injuries resulted
in claims, and only 17 percent of claims appeared
to involve negligent injury.’ Subsequent studies
conducted in Colorado and Utah found similar
results.* Few injured patients receive compensa-
tion through the medical liability system, and those
who do receive highly variable recompense, even
for injuries that appear to be quite similar.

It is estimated that at least $28 billion is spent each
year on the inter-related combination of medical
liability litigation and defensive medicine.® The
latter involves the excessive ordering of non-essen-
tial tests and treatments solely for risk management
purposes. In a country in which escalating health
care costs and diminishing health care access are
top-of-mind public concerns,® these costs are
increasingly indefensible, especially in the absence
of evidence that such expenditures improve patient
safety and health outcomes.

AMONG THE SPECIFIC ISSUES ADDRESSED BY THE ROUNDTABLE WAS THE EXTENT TO WHICH
THE CURRENT MEDICAL LIABILITY SYSTEM UNDERMINES OR SUPPORTS PATIENT SAFETY, AND
IF, INDEED, IT UNDERMINES PATIENT SAFETY, ARE EFFECTIVE REMEDIAL ACTIONS POSSIBLE?
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INTRODUCTION

On average, a medical liability case takes three to
five years to come to closure.” Closed claims
provide valuable data for researchers to mine, but
because of the lengthy elapse of time, opportunities
for swift intervention to address unsafe practices
are often lost. Cases that reach settlement in the
intervening years are typically cloaked by “gag
clauses” that require complainants’ silence, and
squelch efforts to elucidate and ameliorate the fac-
tors that lead to injury.

The core of the Joint Commission’s mission is to
continuously improve the safety and quality of care
provided to the public. In pursuit of its mission,
the Joint Commission has, over the past decade,
redrawn its accreditation standards to more sharply
focus on patient safety. In addition, it has, since
1996, operated a national voluntary adverse event
reporting database, and in recent years, has used
this database to develop and incorporate into its
accreditation process a series of concrete, setting-
specific National Patient Safety Goals and
Requirements. Among Joint Commission stan-
dards is a requirement that health care organiza-
tions, through the responsible physician, disclose
unexpected outcomes and adverse events to their
patients. The ability of health care organizations to
comply with this standard and others, as well as to
report adverse events to the Joint Commission’s

database, is severely undermined by the medical
liability system. The liability system supports a
“wall of silence”® -- discouraging disclosure and
inhibiting efforts to create cultures of safety inside

health care organizations and among practitioners.

Creating cultures of safety within health care and
improving quality and access -- indeed, making
health care truly better - requires that legal and
medical institutions work together.” In order to
frame the complex factors and issues that need to
be addressed in order to accomplish such align-
ment, the Joint Commission convened an expert
Roundtable. Among the principal specific issues
addressed by the Roundtable were the extent to
which the current medical liability system under-
mines or supports patient safety, and if, indeed, it
undermines patient safety, are effective remedial
actions possible? Further, if the aforementioned
dissonance is serious and real, what short-term
steps should be taken to moderate the negative
impacts of the system? And finally, what potential
long-term alternatives to the current tort system
should be considered and how might they best be
pursued? This white paper represents a culmina-
tion of these discussions. The many recommenda-
tions contained herein are all actionable and should
be pursued, in no small measure, to better serve the
common good.

THERE IS IN FACT A FUNDAMENTAL DISSONANCE BETWEEN THE MEDICAL LIABILITY SYSTEM
AND THE PATIENT SAFETY MOVEMENT. THE LATTER DEPENDS ON THE TRANSPARENCY OF
INFORMATION ON WHICH TO BASE IMPROVEMENT; THE FORMER DRIVES
SUCH INFORMATION UNDERGROUND.
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RECOMMENDATION 1.
PURSUE PATIENT SAFETY
INITIATIVES THAT PREVENT
MEDICAL INJURY

When the Institute of Medicine released its
landmark report, To Err Is Human," the fre-
quent occurrence of medical error went public.
Now, five years after the IOM report, error
remains ubiquitous in health care delivery. To
be sure, activities and initiatives aimed at
improving patient safety have been and contin-
ue to be pursued. However, there are obstacles
within health care organizations that stymie
improvement — most notably, lack of will,
resources and knowledge.

The axiom, “you learn from your mistakes” is
too little honored in health care. Near-miss
and error reporting is an essential component
of safety programs across safety-conscious
industries. Within health care, though, many
physicians are often reluctant to engage in
patient safety activities and be open about
errors because they believe they are being
asked to do so without adequate assurances of
legal protection.” The stifling specter of litiga-
tion results in the under-reporting of adverse
events by physicians and avoidance of open
communications with patients about error.™

EXECUTIVE SUMMARY

The IOM report suggests that 90 percent of
medical errors are the result of failed systems
and procedures that are poorly designed to
accommodate the complexity of health care
delivery. If properly designed, these systems
and procedures could better prevent inevitable
human errors from reaching patients. But
understanding the root causes of errors
requires their divulgence in the first place. In
sharp contrast to the systems-based orientation
of the patient safety movement, tort law targets
individual physicians.

I.A STRENGTHEN OVERSIGHT AND
ACCOUNTABILITY MECHANISMS TO BETTER
ENSURE THE COMPETENCIES OF PHYSICIANS
AND NURSES

As the IOM reports make clear, multiple bro-
ken systems can be identified in the majority
of cases in which a serious adverse event has
occurred. However, there remains today too
little effort to unveil the specific contributory
factors to such occurrences. That said, a
systems-based approach to quality
improvement does not preclude individual
accountability. Accountability mechanisms —
licensure, certification, and peer review — also
need to be strengthened to ensure an optimally
qualified health care workforce. The tort
system should not be the net to snare
incompetent physicians, and it cannot be
effective, when it is cast so wide.
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The American Board of Medical Specialties
(ABMS) is now in the process of implementing
encompassing new requirements for the main-
tenance of board certification for the 24 med-
ical specialties it represents. These require-
ments would eventually apply to over 90 per-
cent of practicing physicians. Following suit,
the Federation of State Medical Boards is also
pursuing an agenda for the maintenance of
physician licensure.

While the legal system is often maligned by
physicians, some physicians do not hesitate to
use it to stave off loss of hospital privileges
and licensure. Going forward, to avoid the
quagmire in which hospitals often find them-
selves when they attempt to curtail or remove
privileges, these institutions need to be thor-
ough and deliberate in their initial granting of
privileges, to consider granting new privileges
for shorter periods of time, and to apply objec-
tive measures of performance before renewing
privileges. This approach would be synchro-
nous with the movement of certification
boards to grant time-limited board certification,
and to undertake rigorous competency assess-
ment on a continuing basis.

Administrative and clinical leadership must
also take greater initiative to ensure the compe-
tency of their nurses. Nurse staffing shortages
have made the hiring of new nurses a priority,
but newly graduated nurses typically receive
far too little training before assuming clinical
responsibilities, and the monitoring of clinical
performance is uneven at best. The growing
use of external staffing agencies to fill staffing
gaps only makes this problem worse.

EXECUTIVE SUMMARY :

I.B ALLOW HEALTH CARE RESEARCHER
ACCESS TO OPEN LIABILITY CLAIMS TO
PERMIT EARLY IDENTIFICATION OF
PROBLEMATIC TRENDS IN CLINICAL CARE
One of health care’s principal patient safety
success stories is anesthesiology. The
American Society of Anesthesiologists uses
case analysis to identify liability risk areas,
monitor trends in patient injury, and design
strategies for prevention. Today, the ASA
Closed Claims Project — created in 1985 -- con-
tains 6,448 closed insurance claims. Analyses
of these claims have, for example, revealed
patterns in patient injury in the use of regional
anesthesia, in the placement of central venous
catheters, and in chronic pain management.
Results of these analyses are published in the
professional literature to aid practitioner learn-
ing and promote changes in practices that
improve safety and reduce liability exposure.

Closed claims data analysis is the one way in
which the current medical liability system
helps to inform improvements in care delivery.
However, reliance on closed claims for
information related to error and injury is
cumbersome at best. It may take years for an
insurance or malpractice claim to close. These
are years in which potentially vital information
on substandard practices remains unknown.
Providing patient safety researchers with
access to open claims, now protected from
external examination, could vastly improve
efforts aimed at identifying worrisome patterns
in care and designing appropriate safety
interventions.
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1.C  ENCOURAGE APPROPRIATE
ADHERENCE TO CLINICAL GUIDELINES TO
IMPROVE QUALITY AND REDUCE LIABILITY
RISK

Adherence to clinical guidelines has long been
touted as an effective way in which to improve
quality, reduce variation in care, and improve
financial performance.™ In court, clinical
guidelines are increasingly invoked to prove or
disprove deviations from the standard of care.
But there is a more significant relationship
between medical liability and clinical guide-
lines. A new study has shown that adherence
to clinical guidelines can have a significant
role in reducing legal risk.”® The study, which
focused on obstetrical patients, found a six-
fold increase in risk of litigation for cases in
which there was a deviation from relevant
clinical guidelines.’ Further, one-third of all
obstetric claims analyzed in the study were
linked to non-compliant care.?”

I.D  SUPPORT TEAMWORK DEVELOPMENT
THROUGH TEAM TRAINING, “CREW
RESOURCE MANAGEMENT,"” AND
HIGH-PERFORMING MICROSYSTEM MODELING
Teamwork -- indeed, team training -- has been
identified by patient safety experts as an essen-
tial factor in reducing the risk of medical error.
In aviation, “Crew Resource Management”
(CRM) is the methodology used to guide team
development among pilots, flight attendants
and other crew. In this context, predefined
roles and responsibilities for various scenarios
help to assure the safety of every flight.
Consistently applying such an approach to
health care delivery could increase the

EXECUTIVE SUMMARY

timeliness and accuracy of communications —
breakdowns of which are commonly implicat-
ed sources of serious adverse events. This
could also help to enlist clinicians and support
staff in committing to a common goal — safe
and effective care — in the often high-pressure
and chaotic environments of health care.
Unfortunately, health care professionals are not
educated and trained to work as teams or even
team members. Recreating the culture of
health care delivery to value team-based care
must begin at the earliest point of intervention
-- health care professional education -- and be
continuously reinforced in practice.

Clinical units that successfully foster strong
team-based approaches to health care delivery
do exist. In their research, Nelson, Batalden
et al identified high-performing, front-line
clinical units called microsystems.’® A
microsystem is further defined as a small
group of people who regularly work together to
provide care to discrete sub-populations of
patients, and share business and clinical aims,
linked processes, and a common information
environment.' Microsystems are often
embedded in larger organizations — the
“macrosystem.”

High-performing microsystems produce superi-
or outcomes and cost-effective care, and at the
same time, provide positive and attractive
working environments.?’ These units are also
characterized by the high value placed on
patient safety, as well as compliance with
policies and other requirements.
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LLE CONTINUE TO LEVERAGE PATIENT
SAFETY INITIATIVES THROUGH REGULATORY
AND OTHER QUALITY OVERSIGHT BODIES

A study recently published in Health Affairs
by Devers ét al concludes that the major driver
for hospital patient safety initiatives is Joint
Commission requirements.” The majority of
hospitals surveyed as part of the study explicit-
ly noted that they were working to meet Joint
Commission requirements — developing better
processes for reporting, analyzing, and pre-
venting sentinel events; meeting patient safety
standards, including acknowledgement of lead-
ership’s accountability for patient safety and
the creation of a non-punitive culture; and
meeting the specific National Patient Safety
Goals.”

In the Devers et al study, the description of
hospital patient safety initiatives also high-
lights the influence of other third parties in
driving patient safety improvements. The
Leapfrog Group was frequently mentioned by
study participants, particularly with regard to
its influence in driving the adoption of
Computerized Physician Order Entry (CPOE)
systems.

I.LF ENCOURAGE THE ADOPTION OF
INFORMATION AND SIMULATION
TECHNOLOGY BY BUILDING THE EVIDENCE-
BASE OF THEIR IMPACTS ON PATIENT
SAFETY, AND PURSUE PROPOSALS TO
OFFSET IMPLEMENTATION COSTS

In its Crossing the Quality Chasm report, The
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