











Appendix A

Submission on Behalf of the Board of Trustees of the Eastern Regional
Integrated Health Authority

This memorandum examines corporate governance in the not-for-profit corporate

sector, with a particular emphasis in the field of health care boards and the Board

of Trustees of the Eastern Regional Integrated Health Authority (“Eastern

Health”). As will be demonstrated, the guidance provided to the Board of

Trustees was somewhat limited, with little direction from the legislation (which

prior to the 1 April 2008 coming in force of the Regional Health Authorities Act

was the Hospitals Act) or the Government as to the proper role for the Board of

Trustees as the corporate governing body.

Two Models of Corporate Governance

There exists a dichotomy between the two prevailing models of corporate

governance employed in most not-for-profit corporations (“NFPC’s”). The

traditional model sees the directors manage the affairs of the organization, with

the board making most of the substantive organizational decisions. This model,

also known as the “administrative governance board” model, resembles more

closely the hands-on type of board that is seen in most for-profit corporations.

The second model, also known as the oversight role, sees the directors entrusted
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with ensuring that the organization is effective and accountable. This model
requires that the board of directors set policy (in operational and other areas) and
focus on the vision, mission, values, and strategic priorities of the organization
but leaves the implementation of those policies and day-to-day management in
the hands of the officers and employees of the organization. This model is also
known as the “policy governance board” and such a board acts as a steward for
the stakeholders of the organization. It should be noted at the outset that most
organizations, including most NFPCs, do not necessarily adhere strictly to one

model or the other and most are a mixture of the two models in varying degrees.

Literature and Secondary Sources

3. Regardless of the model used, as noted by John Carver and Miriam Carver in
Carver’'s Policy Governance Model in Nonprofit Organizations®®, a board of
directors, while having total authority over an organization, is almost forced to
rely on others to exercise the authority of the organization and fulfill the
accountability. Those authors recommend that this delegation occur through a
single point: the Chief Executive Officer (CEO). This permits the board of

directors to express its expectations through a single channel rather than

627 John Carver and Miriam Carver, “Carver’s Policy Governance Model in Nonprofit
Organizations”, [online] www.carvergovernance.com/pg-np.htm, originally published in
Gouvernance - revue internationale, Vol. 2, No. 1, Winter 2001, pp. 30-48
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requiring the board to work through the internal divisions of labour. While the use
of a CEO in this fashion facilitates the work of the board of directors, it also
causes the board to rely heavily on the CEO to ensure that direction set by the

board is followed within the organization.

John and Miriam Carver also note that it is those persons who are directly
responsible for producing ends who should decide what means to use. They
state that as the board of directors is charged with defining the ends instead of

producing them,

“it is to the board’s advantage to allow the staff maximum range of
decision-making about means, for skill to do so is exactly why staff were
employed. If the board determines the means of its staff, it can no longer
hold the staff fully accountable for whether ends are achieved, it will not
take advantage of the range of staff skills, and it will make its own job
more difficult.”

This permits the separation of policy making from implementation, and ensures
that both the board and the staff (including the CEO) are aware of their proper

roles.

The degree of delegation in NFPCs often exceeds that in a typical, for-profit
corporation. In many typical for-profit organizations, the board of directors is often
comprised of shareholders who are the actual owners of the corporation and who

have a vested financial interest in the success of the corporation. As stated by
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Donald J. Bourgeois in his article “Board Governance — When Does it Become
Director's Negligence™®®, the correct mixture between management and
oversight for a board of directors is organization and time specific. Bourgeois
states:
“There are practical limits to the abilities of directors to manage the affairs
of large organizations with many employees. It is physically impossible for
these directors to make all of the decisions that are required to be made
on a day-to-day basis. Arguably, these directors could be negligent if they
attempted to do so because decisions would not be made by the person
most competent to do so, the decisions would not be made in a timely

manner and the directors would be wasting the skills and talents of its
employees.”

632. Bourgeois then goes on to examine the factors which tend to suggest toward
which end of the spectrum between the “administrative governance model” or the
“policy governance model” a given board of directors should find itself. Those

factors are:

1) The legal authority of the directors, officers, and the organization
itself;

2) Statutory or common-law obligations or restrictions;

3) Letters patent, by-laws, constitution, or other constating documents;

4) Culture of organization, which is often at variance with the

organizational documents and at times with the legal requirements;

628 Donald Bourgeois, “Board Governance - When Does it Become Director’s
Negligence?” [online] www.charitylaw.ca/articles.html
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5) Views and perspectives of key stakeholders, who sometimes are
not sensitive to the legal niceties or are overly demanding of
compliance with policies that are not relevant to the organization;

6) Skills, competence and training of staff;

7) Size and type of operations and activities carried out by the
organizations and their complexity; and

8) Due diligence requirements of the directors and of the officers.

Bourgeois recognizes that although there are certain paramount decisions
and issues that should only be determined by the board of directors of all
organizations (such as budgets), the correct mix of “administrative
governance” and “policy governance” varies for any given organization,

given the circumstances.

John and Miriam Carver also remark that the members of a board of
directors should not be recruited to their positions based on their skills
mirroring those of the staff and employees. Boards of directors, they
argue, ought to be persons who can think conceptually and in the interests
of long-term planning. It is not necessary, therefore, to require that the
members of the board have expertise in the particular affairs of the

organization.
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Legislation
The legislation applicable to Eastern Health, and its Board of Trustees,
until 1 April 2008 was the Hospitals Act, R.S.N.L. 1990, c. H-9, as
amended. On that date it was replaced with the Regional Health

Authorities Act, S.N.L. 2006 c. R-7.1.

The Hospitals Act had a number of provisions which related to the Board
of Trustees. Section 4 of the Act gave authority to the Lieutenant-
Governor in Council to establish hospital boards to “manage and control
the operation” of designated hospitals and provided that any such hospital
boards are corporations. Section 7 of the Act required the number of
members of a hospital board to be between 8 and 18 persons. All
residents of the province were deemed “qualified” to be members of such
a board except members of the medical staff of a hospital operated by the
Board or an employee of the Board. Sections 16 and 17 of the Act are the
only provisions which shed any light upon the correct role for the Board of
Trustees and to illustrate the vague direction provided by same, they are

reproduced as follows:

Appointment of staff

16.  Subject to the regulations, a hospital board may appoint an
administrator of a hospital under its jurisdiction who may also
perform the duties of secretary, and other medical, nursing,
technical, administrative, clerical, secretarial, accounting and
other staff that it considers necessary for exercising and
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carrying out the powers and duties referred to in sectionl7,
and may provide the salaries or the other remuneration for
them that it thinks appropriate.

1971 No81 S17

Powers and duties of board
17. (1) The powers and duties of a hospital board are

(@) to maintain, manage and operate the hospital under
its jurisdiction and to provide in them accommodation for the
treatment and care of all patients, whether suffering from
disease or accident, and, subject to the regulations, to fix
fees and arrange terms for services rendered to patients and
to enter into contracts for the admission and care of those
patients;

(b) to provide facilities for proper medical and surgical
attendance, nursing, food and medicine, and all things and
appliances of a medical, surgical, dietetic and sanitary
character that may be required for the treatment of patients;

(c) subject to the approval of the minister, to add to or
extend the hospital or its facilities named to build or provide
additional buildings for the purposes of the hospital,
including nurses’ home or staff quarters that it may consider
expedient;

(d) subject to the approval of the minister to educate and
train nurses and other hospital personnel;

(e) to accept subscriptions and donations, whether lands,
buildings, money or other property and devises and
bequests, for 1 or more of the purposes referred to in
paragraph (a) and (d) and, subject to the approval of the
minister, to sell and dispose of or to lease and accept
surrenders of leases of and manage all land, buildings and
other real property, except real property referred to in
paragraph (g), so received and not required to be or capable
of being occupied or used for the purposes of the hospital,

4 to take steps by personal or written appeals, public

meetings or otherwise that it may consider appropriate for
the purpose of obtaining contributions, in the form of
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(2)

donations or annual subscriptions or otherwise, to the funds
of the hospital or the hospital board;

(f.1) subject to the approval of the minister, to receive
loans from government, municipal or other bodies, public or
private, or from other persons and to pay interest and
establish sinking funds on those loans and to repay those
loans;

(9) to administer, in furtherance of the objects of the
hospital board, all funds which it may receive and to sell and
dispose of or to lease and accept surrenders of leases of
and manage all real property donated or devised to the
hospital board; and

(h) generally to do all those things that it considers
appropriate for the purpose of the attainment of the above
objects.

The powers and duties conferred on a hospital board buy

subsection (1) are subject to those qualifications, modifications,
limitations and restrictions that may be imposed by this Act and the
regulations.

®3)

Nothing in this Act prevents a hospital board from inviting a

member of the medical staff or the administrator of a hospital
operated by it, an employee or the board or other person to attend
a meeting of the board.

1971 No81 S18;1991 c44 s1
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10.

11.

It is especially important to note that the delegation of the board’'s power and
duties as found in s. 17 is expressly recognized and permitted in the language of
s. 16. There was, unfortunately, no further direction provided by the Hospitals
Act with respect to the proper role and function of the Board of Trustees, nor was
there any indication as to the standard of care applicable to the members of the
Board in discharging their duties. Although technically governed by the Hospitals
Act, the 18 volunteer-member Board of Trustees recognized in 2005 that the
governance structure of the organization must be more clearly defined. With this
in mind, and in preparation for the coming in force of the new Regional Health
Authorities Act, the Board of Trustees took on the task of identifying the

appropriate model of corporate governance.

The Board of Trustees was able to draw upon the additional guidance provided
by the Regional Health Authorities Act (hereinafter “RHAA”) and the
Transparency and Accountability Act, which has helped remedy the problem of
poor role definition posed by the former Hospitals Act. Although the RHAA was
not in force until 1 April 2008, the legislation received royal assent in 2006 and
the contents were in the public domain, permitting the Board of Trustees to draw
upon the direction found therein. Section 5 of the RHAA gives authority to the
Minister of Health to provide directions to a Board of Trustees regarding
objectives, priorities, guidelines, and coordination with third party entities.
Section 8 of the RHAA established the Board of Directors (Trustees) of the health
authorities and provides that “the management and affairs of an authority shall be

directed by a board of trustees appointed by the minister in accordance with the



regulations.” The RHAA permits the Board of Trustees to make by-laws at
section 10. Section 14 requires the Board of Trustees to appoint a CEO (subject
to approval by the Minister of Health) and makes clear that the CEO is “under the
direction of the board, responsible for the day to day management and conduct
of the affairs of the authority.” Sections 16 and 17 set out, in detail, the
responsibility and powers of the health authorities, respectively. Section 25
explicitly states that no action for damages lies against trustees, officers, or
employees of a health authority for anything done or omitted, in good faith, in the
performance of their duties. The Transparency and Accountability Act requires
Eastern Health to develop a strategic plan every three (3) years, and provides
direction as to the contents of same. The Transparency and Accountability
Office provided to the members of the Board of Trustees (as part of their
orientation upon assuming their positions) a document entitled “Excellence in
Governance: A Handbook for Public Sector Bodies™®. This document was
reviewed and thoroughly discussed by all Board members and provided the
Board with practical guidelines regarding its role. The Board of Trustees sought
additional direction from the Minister of Health at the time, the Hon. John
Ottenheimer, regarding the particular application of the relevant legislation to the
Board. The conduct of the Board of Trustees has been consistent with the
provisions of the RHAA, the Transparency and Accountability Act, and with the

guidelines provided in “Excellence in Governance: A Handbook for Public Sector

629 Government of Newfoundland and Labrador (Transparency and Accountability
Office), “Excellence in Governance: A Handbook for Public Sector Bodies” [Revised June 2005]
[online] www.exec.gov.nl.ca/exec/cabinet/transacc/publications.htm
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12.

Bodies” and the Board of Trustees drew heavily upon all of these resources in

developing the particular governance model it has adopted.

A New Governance Model for Eastern Health

The Board of Trustees engaged in considerable examination of the then-current
practices at Eastern Health, national accreditation standards, relevant legislation
(including the RHAA, the Hospitals Act, and the Transparency and Accountability
Act), and literature regarding corporate governance, including “Excellence in
Governance: A Handbook for Public Sector Bodies”. Following lengthy analysis,
the Board of Trustees concluded that a modified policy governance model was
most appropriate for the organization and this model was consistent with the
guidance provided in the aforementioned documents as well as direction
provided by Government. The Board of Trustees felt that such a model would
more clearly distinguish the role of the Board from that of the executive, permit
the Board to focus more on vision and planning for the organization as a whole,
strengthen relationships with stakeholders, and define ends policies and
executive limitations. The Board recognized the necessary separation of policy
formulation from implementation and has assured that the strategic plan (as
developed by the Board) would be implemented through a monitoring system
which includes internal and external sources, including regular compliance
statements from the CEO. This monitoring system permits the identification of
areas of variance and allows for the development of action plans to remedy any

identified deficiencies. This system provides the Board with information
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13.

14.

regarding policy implementation that is focused and permits the monitoring of

areas such as quality control in an efficient and highly effective manner.

The Board of Trustees developed the first strategic plan (Eastern Health
Strategic Plan: 2006-2008) of the organization, which set out the values, mission,
vision, and strategic issues facing the organization. As part of this process, the
Board of Trustees began community-based health needs assessments
throughout the region, the first involving the Burin Peninsula. Focus groups,
informant interviews, telephone interviews, public submissions, and information
contained in administrative databases (among other sources), all combined to
provide the Board with the necessary data to identify priority areas and develop
recommendations to improve the health and well-being of persons residing on

the Burin Peninsula.

The Board of Trustees has also taken great strides to comply with the standards
developed by Accreditation Canada for sustainable governance. The Board is
already in compliance with the 2009 standards, which focus on a number of key

areas including:

. Developing a clear direction for the organization;

o Building knowledge through information;

. Internal development of the governing body to function effectively;

. Development of the organization to achieve strategic goals,

including CEO recruitment and evaluation;

. Maintaining positive relationships with stakeholders; and
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15.

16.

17.

. Accountability and organizational performance, including
achievement of goals, quality improvement, risk management, and

financial planning and control.

Evidence at Commission of Inquiry on Hormone Receptor Testing

The RHAA has codified what the witnesses before the Commission have stated
to be their understanding of the role of the Board of Trustees within Eastern
Health, even before that Act came into being. The rationale for this role as policy
maker is logical given the size of Eastern Health, the complexity of health-related
operational matters, and the lack of medical expertise of Board members (it

being comprised mainly of laypersons and those with little to no medical training).

In his testimony before the Commission of Inquiry on Hormone Receptor Testing,
former CEO of Eastern Health, George Tilley, stated on 13 May 2008, in
response to questioning from Jennifer Newbury, that Eastern Health was working

toward a policy governance model®®.

Although Mr. Tilley recognized that the
policy governance model did make it appropriate for the Board to engage in
significant operational issues, his comments appeared to limit the role of the

Board in such instances to one of discussion and information rather than the

Board determining how key operational issues would be handled.

This view as to the proper role of the Board of Trustees was echoed by the Hon.

John Ottenheimer, Minister of Health, in his testimony before the Commission on

630 Evidence of George Tilley, 13 May 2008, page 106
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18.

7 April 2008 in response to questioning from Daniel Simmons. Mr. Ottenheimer
agreed that the role of the Board of Trustees is to set policy, given the size of
Board and the size of the operations of Eastern Health, and to respond to the
Department of Health when called upon to do s0.®*" In response to questioning
from Rolf Pritchard on 8 April 2008, Mr. Ottenheimer stated that the Board of
Trustees would be responsible for providing the Department of Health with an
annual report outlining roles and responsibilities, the strategic plan, and

information regarding budgetary issues.®*

The chair of the Board of Trustees of Eastern Health, Joan Dawe, also
expressed her view during testimony before the Commission that the role of the
Board is, and was, a policy-making role and not an operational role.®* Ms Dawe
also indicated that the conscious decision was taken in 2005 for the Board to
adopt a policy governance model, modified slightly to respond to the particular

634

circumstances of the organization. Ms. Dawe also confirmed that the

operationalization of the policies and strategic direction set by the Board is
delegated by the Board to the Chief Executive Officer and his or her staff within

the organization.®*®

631 Evidence of Hon. John Ottenheimer, 7 April 2008, pages 283-286
632 |bid., page 15

633 Evidence of Joan Dawe, 26 March 2008, pages 41-42

634 |pid., pages 44-45

635 |bid., page 51
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19.

In her 26 March 2008 testimony before the Commission of Inquiry on Hormone
Receptor Testing Ms. Dawe went into significant detail regarding the policy
governance model employed by Eastern Health, as well as the historical roots of
same. Ms. Dawe recounted that the time she became Chair of the Board of
Trustees, in April 2005, was a period of considerable transition for the health care
sector in the Province. At that time, although the governing legislation was the
aforementioned Hospitals Act, Eastern Health and the Board of Trustees were in
the process of preparing for the coming in force of the Regional Health
Authorities Act as well as the Transparency and Accountability Act. Ms. Dawe
described the efforts of the Board in attempting to govern itself in accordance
with the spirit and intent of the new RHAA as that would soon be the applicable
legislation. The new Board focused on understanding its proper role as the
strategic management of Eastern Health, in contrast to the operational
management, which is the responsibility of the CEO.**® Ms. Dawe went on to
characterize the policy governance model employed by the Board of Trustees as
a modified policy governance model, as guided by the RHAA and the
Transparency and Accountability Act. In order to assist the Board in
understanding this role, the Board engaged a facilitator from Prince Edward
Island with considerable experience in policy governance in the Summer 2005 to
lead a retreat for Board members which explored the various governance

models.®®” Ms. Dawe further noted that the Board regularly monitored and

636 |pid., pages 40-44

637 |bid., pages 44-45
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20.

21.

evaluated its own functioning on a regular basis. To accomplish this, the Board
of Trustees, assigns one trustee at each meeting to monitor processes and the
Board. Following each meeting, the Board as a whole reviews the evaluation.
This regular group evaluation process is used in conjunction with annual

individual and Board performance evaluations.®*®

Ms. Dawe also noted that the Board sought direction as to the proper role of the
Board of Trustees from the Minister of Health at the time, John Ottenheimer. Mr.
Ottenheimer wrote a letter to Ms. Dawe, date stamped 23 November 2005, in
which the Minister outlined what the Department of Health and Community
Services regarded as the responsibilities of the Board of Trustees.®®® As can be
seen from the contents of that letter, the direction from the Minister and the
Department clearly laid out a role for the Board of Trustees as strategic
managers of the organization. The only reference in that letter to anything which
would be characterized as an operational role is the Board’s requirement to
prepare and monitor the annual budget of Eastern Health; all other references to

roles were above the operational level.

Conclusions
As can be seen from the foregoing, the Board of Trustees of Eastern Health have
developed a modified policy governance model and have taken great strides to

adopt that model for the organization. In order to do this, the Board of Trustees

638 |pid., pages 48-49

639 Exhibit P-0099
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relied upon a variety of sources, and has developed a model suited to the
specific organizational needs of Eastern Health. Given the size of the
organization and the extremely complex nature of health-care services, it is
reasonable and prudent for the Board of Trustees to rely upon the advice and
guidance of the professionals employed by Eastern Health with regards to the
day-to-day management of the organization, all the while focusing its efforts on

strategic planning, policy making, and accountability to the stakeholders.
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Appendix B: Lessons Learned from ER/PR Sentinel Event

The Lessons Learned have been summarized from the collective experience of:
- Executive Management
Leadership Team of Laboratory Management
Quality and Risk Management Personnel
Strategic Communications Personnel
Leadership Team of the Cancer Care Program

Process Lessons Learned
Assessment of the Issue e Designate an Executive Lead.
and Organizing the o Person with Responsibility for the Service or
Response Program

e Clarify and designate roles of other Executive.
0 Quality and Risk Management
o Information Management and Technology

e Designate an overall leadership and decision making
structure/team - Core Team.

¢ |dentify Core Team members and clarify roles and
expectations of each member in writing. Include
Strategic Communications, IM&T and Ethics on the
original Core Team.

e Consider the need for external expertise.
0o NLCHI
0 Researchers
o Consultants

e Designate Project Lead.
o Full Time to Begin
0 Oversees the work and progress of all Working

Groups

e Develop Project Plan — review/revise as necessary and
communicate progress to all on a regular basis.

e Clearly identify the need for and obtain extra resources
(obtain executive support for this).

e Provide dedicated secretarial support for the Core
Team and Project Manager.

e Employ Communications Logging throughout the
Process of Assessment and Management of the event.

e Need for acquiring or developing personnel with skill
sets such as Project Management who would assume
the Project Lead role.
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Client Disclosure

Ensure policies on Client Disclosure include guidelines

for individual and multi-patient disclosure, beyond that

currently in the CPSI Disclosure Guidelines.

Document all decisions made around Disclosure to

Clients in minutes and through careful Document

Control management of all forms of deliberation and

communication.

Designate a Lead Person to manage and coordinate all

aspects of disclosure to clients whether in person, by

phone or by mail.

Include key stakeholders in decision making regarding

process of disclosure and the information to be shared.

Include and document an Ethics Review.

Educate all those involved in disclosure to ensure

adherence to the Disclosure policy.

o Plan for the necessary ongoing support of clients
and their families.

Ensure the disclosure process and content are

documented in client records.

Ensure primary care physicians are aware of the event

and details of disclosure to their respective clients

either by a phone call or letter to primary care

physician.

If using mail-outs, consider use of Registered Malil,

taking into consideration privacy issues especially in

small communities.

When organizing a multiple patient mail-out:

o Plan the timing to allow time for preparation and
checking to ensure accuracy.

o Designate a team with a leader to perform and
record the task, keeping all records.

o Double check all correspondence to ensure
accuracy of information, names, addresses, etc.

0 Use envelopes with windows for the address to
ensure there is no discrepancy between address
on the letter insert and on the envelope.

0 Record the chronology of events.

0 Ensure the disclosure Team Lead is the person
who receives any feedback from the mail-out and
completes a report with a timeline to the Project
Lead.

0 Require daily updates of progress in writing with
disclosure to the person with Lead responsibility
for Disclosure.

Page 304




Identify key stakeholders who should have input into
the content for disclosure to maximize the accuracy of
the message.

Set definite timelines for updates to the Core Team
and “adhere to them”.

If using direct calls to patients, carefully discuss the
disclosure issues that may be encountered and plan
for them.

If using phone calls as the means of disclosure to
clients and using staff other than the primary care
providers, ensure staff have appropriate skill and
knowledge and are as prepared as possible. Consider
such questions as:

0 Who best to do calling?

0 What are the limitations?

0 What support do these staff need?

Where possible, consider following up phone calls with
a letter.

Staff involved must be educated as to the:

0 particulars of the event or occurrence,

the particular messages they are conveying,

the disclosure policy, and

their role in interacting with clients/families further
questions or requests for clarification.

Plan for and provide staff necessary access to
additional information and support to complete the
disclosure process.

Dedicate time for this by taking people away from other
duties and document these decisions in Core Team
Meeting Minutes.

Institute a Hot Line that has all communication
recorded. Later have this transcribed.

Ensure staff involved in disclosure have the ability to
record this in a central, coordinated fashion, preferably
directly into database with “user friendly” mode.
Consider the need for apology and ongoing
communication and support and plan for these...follow
CPSI guidelines.

If using others to disclose to clients, such as primary
care physicians, ensure any direct communication to
them is followed up with a letter. Institute a process to
verify that they have completed the disclosure.

O OO
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Informing the Public and
Other Stakeholders

Need to develop and periodically exercise a Crisis

Communication Plan to guide client disclosure and

Public Notification.

o Plan will ensure timely, automatic transition into
disclosure and informing the public.

When making decisions, include all key internal

stakeholders.

Employ an Ethics Consultation with any issues relating

to Public Notification.

Document all considerations and decision making

components.

Include in the Plan, the needs of other key

stakeholders for information and involvement in

making decisions , e.g. advocacy groups.

Early consultation with DOHCS.

Establish role of the Board and rules of engagement

with Government.

Effective Media Management Plan.

Clarify role and relationship with Insurers in this

process.

Provide regular updates to the Board as part of a pre-

determined plan by the Core Team.

Consideration of Privacy and ATIPP requests.

Designate a primary spokesperson or spokespersons.

Carefully consult with involved physicians, establish

their role and prepare them for this role.

Peer Reviews/Quality
Reviews

Need clearly articulated policies that integrate Board
By-laws with policies and committees regarding
protection of Peer Reviews and Quality reviews.
Clarify the whether there are differences in the
protection of quality reviews compared to peer
reviews.

Carefully follow established policies to the letter.
Educate all key staff in the disclosure process.
Ensure accountability for reviews and follow-up is
clearly designated to the person/s with responsibility
for the service or program, e.g. the Leadership Team
of a clinical program.

Document all processes to ensure adherence to the
policies.

Educate stakeholders regarding the changing
regulatory environment and implications for protection
of reviews.
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Develop Action Plans for all recommendations from
Peer or Quality Reviews and ensure timelines are
monitored.

Ensure Peer Review updates on Action Plans given
and documented in RQC and Board Minutes.

Multi — RHA Events

Designate the responsibility to the Executive Lead to
make contact with other RHA's.

Enlist involvement of DOHCS to plan for the
coordination of activities involving multi-RHA reviews.
Decide on process and responsibilities of all RHA’s
preferably with DOHCS coordination.

Designate a coordination role and responsibilities.
Schedule regular meetings.

Document and share all decisions.

Ensure that each RHA is accountable for their region
through the coordination process.

Anticipating Risk Areas

Through ongoing Quality Improvement processes for

all programs and services ensure basic standards are

being employed in all areas including:

o0 Policy and Procedure Manuals are accessible and
current,

o Standard Quality Controls are in place,

0 Appropriate Quality indicators are in place and
being monitored,

0 Audits and other methods to ensure compliance are
in place, and

o All biomedical equipment is being serviced through
biomedical engineering department.

Quality Assurance and
Improvements in the
Laboratory Medicine
Program

Continue to strengthen the leadership structure of the
Laboratory Medicine Program, ensure clear direction
and clarity of accountabilities.

In case of a major adverse event, designate a

dedicated Laboratory Team with clearly defined roles

and responsibilities.

o Designate a Team Lead for the Laboratory.

o0 Develop and monitor the implementation of a clear
Action Plan.

0 Consult with other national and international
experts on complex issues especially those for
which there are not clear standards.

0 Consider the use of an external consultant in
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Laboratory Medicine as member of the Laboratory
Team or the Core Team.

o Ensure that involved staff/physicians are given
dedicated time to devote to the response to the
adverse event.

Develop a plan for Continuing Education for

Pathologists and Technologists, in particular those who

provide highly specialized services and do not have

strong networks in the province.

0 Explore the options for staff to become involved in
national and international networks.

Continue to strengthen the Quality Management

Program(QMP) within Laboratory Medicine including:

0 Quality Manager dedicated to the QMP.

o Identification of other resources needed to
strengthen quality such as the recent introduction
of the scientist position within the IHC service.

o0 Continued implementation of all recommendations
from external reviews, QMPLS review and the
Parks Hewitt review of the IHC service as part of
the continuous QMP process.

o0 Search for and implementation of best practices in
policy and procedure development.

o Identification of key quality indicators for all
laboratory services with monitoring of performance
regarding each indicator and use of internal and
external benchmarking.

0 Strengthening of Laboratory Medicine Program
orientation programs for technologists and
pathologists employing a competency based
approach.

0 Use of a standard of proficiency testing using
external as well as internal approaches.

o0 Ensuring standards for quality control and
preventive maintenance of equipment are
implemented and compliance monitored.

Participation in recognized Accreditation Processes .

Planning to improve the integration standardization of

laboratory services within Eastern Health.

Improvement plan for further development of integrated

information systems in Laboratory Medicine within

Eastern Health and throughout the province.

Development of a structure for ongoing collaboration

with other provincial laboratories to share knowledge

and enhance quality of services.
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Role of Risk Manager

Ensure there is no perceived conflict with quality and
claims management role of the Risk Manager.

Need to clarify the role of the insurer in giving advice.
Need to document the advice given and response to it.
Preserve role of Risk Manager as consultant and
“over-viewer”, not a project leader and “doer”.

Communications-Progress

Ensure any staff involved are given the information
they need for their role and feel comfortable in this role.
Communicate “the issue” and provide regular updates
to all stakeholders and to staff.

Arrange for ongoing counseling and support of staff.
Through Crisis Communication’s Plan, ensure there is
a process for regular communication with external
stakeholders and with the media.

Information Development
and Management

Designate a Lead IT person as part of the original Core

Team.

Develop a database containing key information

elements to support all components of the review and

response to an adverse event:

o Document all alternatives considered to identify
patients involved, alternative chosen and those
involved in the decision.

0 Seek expert advice.

Employ database management processes to ensure

data quality including:

0 Restrictions to altering database.

0 Retention of all versions of the database.

Ensure all necessary information is entered directly

into the database and not recorded in other files and

documents.

Improve capability for Document Control within Eastern

Health.

Continue to improve the capacity of information

systems and the ability to integrate varying databases

within Eastern Health and across the province.

Establish timelines for reporting of the progress of

database development.

Ensure that any information reported from the

database comes from one source and is consistent

with ongoing updates and reports.

Continue to develop capacity and expertise in

information development within Eastern Health.
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Analysis and
Communications of
Results of Reviews

Include this component with clear timelines.
Inform patients of results first as well as other
stakeholders.
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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?
Isithappening 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,
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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 THC 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.
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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 HOXB13/ILI7BR 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 significant 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 IHC.
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