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May 15, 2008

Mr. Robert Thompson

Chair

Task Force on Adverse Events

Government of Newfoundland and Labrador

Dear Mr.Thompson,

In response to your call for submissions to the Provincial Task Force on Adverse
Events | am enclosing a copy of a Patient/Resident/Client Safety Manual that
was completed by the Newfoundland and Labrador Association of Healthcare
Risk Management in 2004.

The NL Association of Healthcare Risk Management is a Chapter of the
American Society of Healthcare Risk Management and is currently comprised of
clinical health professionals managing or coordinating patient safety/risk
management programs and/or activities within the four provincial regional health
authorities. Our association has been in existence for a number of years and
began as an informal network to share ideas and develop common approaches
to patient safety and risk management within the Province’s health care boards.
As our association predates the Canadian Patient Safety Institute and other
provincial and national forums recently developed around patient safety, we
formalized our network and obtained Chapter status with our American
counterparts through ASHRM. We are pleased to note that our reliance on
ASHRM has lessened in recent years with the establishment of the Canadian
Patient Safety Institute.
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2.

Using a template developed and shared by a chapter in the US, NLAHRM
developed a manual that could assist organizations to move toward a culture of
safety. The manual outlines the foliowing tools and processes:

¢ incident/occurrence and adverse event data collection and reporting;
hazard analysis and risk identification
root cause analysis and failure modes and effects analysis
disclosure
fair and just reporting
education and support

As frontline, clinical managers and coordinators, NLAHRM’s goal was to provide
a practical resource that risk management/patient safety health professionals and
others could use (with their Board's approval) in the development of agency
specific policies, procedures and programs. While we fully recognized that the
document would need to be revised based on health systems research and new
approaches, particularly relating to disclosure, it was a start. Our ultimate aim
was that we would have a standardized approach to core patient safety principles

within Newfoundland and Labrador’s health organizations.

As an association we have long recognized that if we are to prevent adverse
events and improve patient safety within health care, leaders and practitioners
must have the necessary tools, resources, education and training. This continues
to be our greatest challenge despite significant research which supports
investments in patient safety initiatives, resources and technology to improve
patient care.

I hope that this document and these comments will provide some assistance in
achieving your mandate. On behalf of NLAHRM | wish you well and we look
forward to attending the forum and the recommendations of the task force.

Sincerely,

L. , P WS b

Glenys P. Walsh, BN, RN

President

Newfoundland and Labrador Association of Healthcare Risk Management
c/o Carbonear General Hospital

86 Highroad South

Carbonear, NL
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Newfoundland and Labrador Association of Healthcare Risk
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PATIENT/RESIDENT/CLIENT/CLIENT SAFETY MANUAL
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PATIENT/RESIDENT/CLIENT SAFETY PROGRAM

Introduction:

The Board of Trustees of (Title of your Board) is committed to creating an environment that
encourages occurrence identification, remediation, non-punitive reporting, and prevention of
recurrences through education, systems redesign, and/or process improvement.

Additionally, a proactive assessment of high-risk activities, identified through aggregate data
collection and utilizing knowledge-based information for risk reduction will be implemented.

Orientation Programs will emphasize job-related aspects of patient/resident/client safety, an
interdisciplinary approach to patient/resident/client care and the requirement and mechanism
to report adverse occurrences. Staff involved in serious/sentinel occurrences will have access
to resources for debriefing and support.

Emphasis will also be placed upon patient/resident/client safety in areas such as
patient/resident/clients’ rights, patient/resident/client and family education, continuity of care
and management of human resources.

Full disclosure of serious medical occurrences or unanticipated outcomes will be made to
patients/residents/clients/families and to accrediting and licensing bodies as per Regional
Policy.

Responsibility:

Although all members of the organization have responsibilities as specified in the Culture of
Safety Policy, the (Performance Improvement Committees, Safety Committee, Risk
Management Committee or Individual or Committee identified in your organization)
shall continually monitor and evaluate the implementation and effectiveness of the
Patient/Resident/Client Safety Program. This will permit oversight of all components of the
organization and will generate appropriate feedback and follow-up. The (Performance
Improvement Committees, Safety Committee, Risk Management Committee or
Individual or Committee identified in your organization) shall prepare an annual report to
the (Board of Trustees or Title of your Governing Body) indicating adverse occurrences,
remediation activities and proactive efforts to prevent future occurrences.

Risk Identification:

Trending of adverse occurrences, environmental safety issues, aggregate data collection and
review of sentinel occurrences in similar organizations are part of proactive identification and
management of risks to patient/resident/client safety to prevent such occurrences.
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Analysis:

As needed, a “failure mode,” “effect” and “criticality” review shall be conducted on a high-
risk process, selected in part through Critical Occurrence (Sentinel Event) summaries. The
“failure mode” identifies step(s) where there is, or may be, an undesirable variation. The
“effect” of each “failure mode” on a patient/resident/client is assessed as to the seriousness or
“criticality” of such an occurrence. The most serious effects will require a root cause analysis
to determine the cause of the variation and a redesign of the process or system to minimize or
prevent the risk to the patient/resident/client. The redesigned process will be tested,
implemented and monitored for on-going effectiveness or modification, if necessary.

In addition, error-prone or high-risk processes are measured and analyzed. Corrective action
is taken to rectify significant deviations. At any given time, the critical steps of at least one
high-risk process is the subject of measurement and analysis to determine degree of variation
from intended performance.

Processes for failure mode, effect and criticality review or other error-prone/high risk
processes may by identified by the Performance Improvement Department, Risk Management
or the Patient/Resident/Client Safety Committee.

Finally, patient/resident/client/family and staff opinions, perceptions of risk and suggestions
for improving safety will be solicited and aggregated to identify opportunities for
improvement. These suggestions should be solicited in a separate process from the occurrence
reporting process.

See Appendix A — The American Society of Healthcare Risk Management (ASHRM) White
Paper on Failure Mode & Effect Analysis (FMEA)
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Policy on A Culture of Safety

(Use your own Organization’s Policy here — or use this sample as a template for policy development)

II.

It is the purpose of this policy to define the responsibilities of employees in relation to
the culture of safety at all facilities of

Health Care Board Name
Policy

is committed to providing a safe environment

Health Care Board Name
for all individuals. Promotion of safety and prevention of injury must be the first
consideration in all actions, and is the responsibility of each employee, medical staff
members, students and volunteers.

The culture of safety, and the ongoing promotion of a safe environment is achieved
only through the capable, coordinated and efficient efforts of each individual’s
contribution toward these goals by promptly reporting errors/occurrences and “near
misses” to enable identification and correction of system problems. To enhance
increased reporting, this process de-emphasizes the “who” but focuses on the “how” of
errors/occurrences, all the while underscoring individual accountability and
responsibility.

Culture of Safety Philosophy

A. Individual employee responsibility

1. Know and follow policies and procedures applicable to assigned duties.

2. Use sound judgment and awareness of potential hazards before taking
action.

3. Promptly report errors/occurrences or situations of actual or potential

occurrence or harm.

B. Management responsibility

1. Educate staff regarding error/occurrence reporting and continuous
safety improvement.

2. Involve staff in identification of system flaws and potential corrective
action required.

3, Focus on the “how” of an error/occurrence — how did it occur, etc. —
rather than “who” may have contributed to it.

4. Maintain compliance with all licensing/regulatory bodies by

appropriate actions taken for violations.

5. Ensure that appropriate evaluation processes are implemented.
6. Establish a culture that encourages error/occurrence reporting.
7. Implement corrective measures and plans and educate all staff

accordingly.

Page 6 of 85
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Administrative and medical staff responsibilities

1. Promote improvements in safety by encouraging reporting, while

avoiding “blaming,” but emphasizing the “how” of errors/occurrences.

Enlist assistance of persons in identifying real or potential hazards.

Implement proven safety strategies throughout all areas of the facility.

Provide for continual education of physicians and employees regarding

safety issues and practices.

5. Promptly reporting occurrences/errors or situations of actual or
potential harm.

N

Governing Body
1. Receive and monitor ongoing safety reports.
2. Allocate adequate resources to support comprehensive

patient/resident/client safety strategies.

Page 7 of 85



NLAHRM PATIENT/RESIDENT/CLIENT SAFETY MANUAL

Policy On Adverse Occurrences
(Use your own Organization’s Policy here — or use this sample as a template for policy development)

These standards are intended as guidelines to assist in the delivery of patient/resident/client
care or management of the organization’s services. They are not intended to replace
professional judgment in patient/resident/client care or administrative matters.
PATIENT/RESIDENT/CLIENT SAFETY:

is committed to providing quality

Health Care Board Name
care to its patients/residents/clients and the communities it serves. Despite constant and
committed efforts to provide and improve patient/resident/client care, it happens from time to
time that patients/residents/clients are harmed rather than helped by the care they receive.
While sometimes these outcomes of care are unavoidable, at other times they may result from
errors in the provision of care.

analyzes such occurrences to prevent the recurrence of such

Health Care Board Name
events (“adverse occurrences”, AOs). We are also committed to respecting the right of
patients/residents/clients and their families to be informed about such occurrences.

POLICY:

identifies and investigates all adverse

Health Care Board Name
occurrences and encourages the full and frank disclosure of adverse occurrences to
patients/residents/clients.

PURPOSE:
e To address the issue of the disclosure of AO’s to patients/residents/clients/families.

e To create a standardized mechanism for identifying, reporting, investigating, trending and
resolving adverse occurrences

e To educate providers and patients/residents/clients/families concerning the many aspects
of patient/resident/client safety.

e To provide a consistent mechanism for improving the patient/resident/client care process.

Page 8 of 85
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SCOPE:

This policy applies to all Patient/resident/clients cared for at any of the organizations of

Health Care Board Name

DEFINITIONS:

Adverse Occurrence/Event (AO/AE) —

An unexpected and undesired incident/occurrence directly associated with the care or services
provided to the patient/resident/client; or

An incident/occurrence that occurs during the process of providing health care and results in
patient/resident/client injury or death; or

An adverse outcome for a patient/resident/client, including an injury or complication.

Based on the “Canadian Patient Safety Dictionary” Oct. 2003

Occurrences may result in or demonstrate a potential for an injury to an individual or damage
to or loss of equipment or property. (Canadian Council of Health Services Accreditation
(CCHS4))

Category of Adverse Occurrence/Event:
Error — The failure to complete a planned action as it was intended, or when an incorrect plan
is used in an attempt to achieve a given aim. “Canadian Patient Safety Dictionary” Oct. 2003

Occurrence — Events, processes, practices or outcomes that are noteworthy by virtue of the
hazards they create for, or the harms they cause, patients/residents/clients. Based on the
“Canadian Patient Safety Dictionary” Oct. 2003

Critical Incident/Occurrence (Sentinel Event) — An occurrence resulting in serious harm (loss
of life, limb, or vital organ) to the patient/resident/client or the significant risk thereof.
Occurrences are considered critical when there is evident need for immediate investigation
and response. Based on the “Canadian Patient Safety Dictionary” Oct. 2003

From the Joint Commission of Accreditation for Health Care Organizations (JCAHO)-USA:
serious psychological injury would also be considered. Moreover, they state that the phrase
“or risk thereof” includes any process variation for which a recurrence would carry a
significant chance of a serious adverse outcome.

From the Canadian Council of Health Services Accreditation — they add that the occurrence
is unexpected, and related to system or process deficiencies — leading to death or major and
enduring loss of function

Hazardous Condition — Any set of circumstances (exclusive of the disease or condition in
which the Patient/resident/client is being treated), which significantly increases the likelihood
of a serious adverse outcome.

11

Near Miss — Used to desciib
a

o e
which a recurrence carries a chance of an adverse outcome.
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Minimal Reporting Requirements Include: Refer to Aggregate data collection tools &
definitions on pages 73-78 In order to compare like data, all participating organizations should
report these occurrences as a minimum-reporting requirement.

SEVERITY OF ADVERSE OCCURRENCE:

MINOR:
Level 1: An event occurred but the patient/resident/client was not harmed; or

Level 2: An event occurred that resulted in the need for increased patient/resident/client
assessments and there is no resultant patient/resident/client harm and no
treatment/intervention is required.

MODERATE:
Level 3;: An event occurred that resulted in the need for treatment and/or intervention and
caused temporary patient/resident/client harm; or

Level 4: An event occurred that resulted in initial or prolonged hospitalization, and/or caused
temporary patient/resident/client harm.

SERIOUS:
Level 5: An event occurred that resulted in permanent patient/resident/client harm or a near
death occurrence, such as anaphylaxis; or

Level 6: An event occurred that resulted in patient/resident/client death.

* Levels 3 through 6 shall be discussed with patient/resident/client and or families. Discussion will be as per the
organization’s policy on disclosure.

Handling the Occurrence

The first priority upon discovering an adverse occurrence is to have the patient/resident/client
evaluated, have the adverse occurrence remedied, if possible, insure that others are not at risk
and obtain and sequester all relevant information, equipment, products, etc. for future
analysis. (i.e. Loss Control)

REPORTING OF THE OCCURRENCE:

Internal Reporting:

(Your organization may wish to continue to use the Incident Report/Occurrence Report
Policy and Procedure currently in place. Otherwise, you may use or adapt the sample
policy contained in the patient/resident/client Safety Manual). Cusfomize for your
organization and list your policies.

Page 10 of 85
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Reporting To Outside Agencies:

Examples include: insurers, legal advisors, adverse drug reactions, hazardous equipment etc.

DISCLOSURE:

L.

What occurrences ought to be disclosed?

Occurrences in which patients/residents/clients are harmed, including Severity Levels 3
through 6. For example: unexpected admission to intensive care, unexpected
patient/resident/client death, unnecessary treatment with burdensome impact on the
patient/resident/client, return to OR.

Errors that do not harm patients/residents/clients and do not have the potential to do so
(insignificant or minor occurrences) do not require disclosure to the patient/resident/client.
If there is a question concerning disclosure, contact (Risk Management, Quality
Improvement or the responsible individual in your organization.) After hours,
inquiries should be directed to (responsible party in your organization).

To whom should the disclosure be made?

Disclosure of AO’s should be made to the affected patient/resident/client, and when
appropriate, the patient/resident/client’s family or designated decision-maker.

When should disclosure take place?

Disclosure of the AO should take place as soon as practical after the AO has occurred or
been identified. Disclosure to the Patient/resident/client should occur when the
patient/resident/client is stable and/or able to comprehend the information. Disclosure to
the patient/resident/client’s family or decision-maker may occur sooner depending on the
occurrence’s severity and his/her need to know this information.

Who ought to disclose occurrences to patients/residents/clients?

There are several ways in which an AO may be disclosed, depending upon the occurrence.
The responsibility usually rests with the attending physician/most responsible party. In
some circumstances further investigation will be required to determine which individual(s)
should be involved. The attending physician/most responsible party and the (risk
manager —customize for your organization) will consider involving representatives from
nursing, allied health professionals, pastoral care, social workers or staff members known
to and trusted by the patient/resident/client/family.

If the attending physician/most responsible party is unwilling or unable to disclose the
occurrence, or if investigation determines that his/her involvement could exacerbate the
problem, the (risk manager —customize for your organization) will work with
administration (customize) to identify the appropriate person to handle this responsibility.
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5. How to disclose an occurrence

The nature, severity and cause (if known) of the AO should be presented in a
straightforward and non-judgmental fashion. An expression of sympathy is often
appropriate and not an admission of guilt. Speculation should be avoided and focus
should be placed on what is known at the time of discussion. Answer questions and
provide assurance that unanswered questions will be investigated further. Describe what,
if anything can be done to correct the consequences of the AO. Offer a second opinion,
the involvement of outside assistance, or transfer of care to another practitioner if
applicable.

6. How is disclosure documented:
Relevant information and the medical/client record should be on hand. A summary of the

disclosure should be noted in the medical/client record. A notation of attendees should
also be retained.

Newfoundland Association of Healthcare Risk Management

TRENDING AND ACTION PLAN:

Trending:

Trending of occurrences is an interdisciplinary process, which may be done by (Performance
Improvement teams, Department Managers, Safety Officers, Risk Managers or various
other hospital committees as established in your Performance Improvement Plan).
Whichever mechanism is used, a trending tool must be in place. (You may use or adapt the
form contained in the patient/resident/client Safety Manual).

Action Plans:

These are examples of some of the actions that you might consider when developing your
plan:

a. Organizational Processes

Communication flow changes

Consultant services — e.g. legal, insurer, ergonomic reviews
Organization structure changes

Inventory changes

Staffing adjustments

Revision of job descriptions

New/revised policies and procedures

Equipment changes

Work flow/structure/ergonomic changes

Business process redesign

Page 12 of 85
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e [Establishment of a process improvement team
e Signage

b. Human Factors

Staff meeting discussion

Educational training programs

Counseling/guidance

Adjustment in clinical duties, clinical privileges or staff status

Employee improvement plan

Task Force on Adverse Health Events Background Documents Volume Il Submissions
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Policy on Occurrence Reporting
(Use your own Organization’s Policy here — or use this sample as a template for policy development. Note —
consider using the definitions on Page 9)

POLICY -

It is the policy of to document and report immediately
Organization Name

all occurrences or unusual occurrences as defined in the guidelines set forth in this policy.
This policy shall, at all times, comply with federal, provincial and local regulations in addition
to those applicable standards set forth by the Canadian Council of Health Services of
Accreditation or the Department of Health and Community Services.

PURPOSE

The purpose of occurrence reporting is to enhance the quality of patient/resident/client care, to
assist in providing a safe (risk-reduced) environment for that care, and to allow prompt
response by the Risk Management Department to potential liability exposure. It is not
designed to place blame on individuals.

The interests of patients/residents/clients and staff are best served by the consistent and
uniform utilization of a program designed to discover and report all unusual occurrences
within the organization.

The Occurrence Report provides a uniform procedure of informing the Risk Management
Department of relevant information surrounding an occurrence. The occurrence reporting
policy should be followed with all incidents occurring at

. Depending on the type or severity of

List name(s) of your organization
Occurrence, the Risk Management Department should be notified immediately by telephone
and then as a follow-up measure, by the submission of an Occurrence Report. Early and
accurate reporting is the objective.

Other policy purposes are: to achieve consistency in the method of reporting; to serve as an
information base for devising corrective measures to preclude reoccurrences; to target
problem areas through effective trend analysis; and to promote open channels of
communication throughout all levels within the organization on an as needed basis.

SCOPE

List services in your organization
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PROCEDURE

The procedure governing reporting of occurrences or unusual occurrences follows:

L Guidelines — Occurrences may be those involving Patient/resident/client care or those
involving the operation of a department/facility.

A.

1)

2)

3)

4

5)

Patient/resident/client Care — Reported via the Occurrence Report.

Adverse Occurrence/Event (AO/AE) —
An unexpected and undesired incident/occurrence directly associated with
the care or services provided to the patient/resident/client; or
An incident/occurrence that occurs during the process of providing health
care and results in patient/resident/client injury or death; or
An adverse outcome for a patient/resident/client, including an injury or
complication.
Based on the “Canadian Patient Safety Dictionary” Oct. 2003

Error —~The failure to complete a planned action as it was intended, or when an
incorrect plan is used in an attempt to achieve a given aim. “Canadian
Patient Safety Dictionary” Oct. 2003

Critical Incident/Occurrence (Sentinel Event) — An occurrence resulting in
serious harm (loss of life, limb, or vital organ) to the patient/resident/client
or the significant risk thereof. Occurrences are considered critical when
there is evident need for immediate investigation and response. Based on
the “Canadian Patient Safety Dictionary” Oct. 2003

From the Joint Commission of Accreditation for Health Care
Organizations (JCAHO)-USA: serious psychological injury would also be
considered. Moreover, they state that the phrase “or risk thereof” includes
any process variation for which a recurrence would carry a significant
chance of a serious adverse outcome.

From the Canadian Council of Health Services Accreditation (CCHSA)
also describes the occurrence as unexpected and relating to system or
process deficiencies leading to death or enduring loss of function.

Hazardous Condition — Any set of circumstances (exclusive of the disease or
condition in which the Patient/resident/client is being treated) which
significantly increases the likelihood of a serious adverse outcome.

Near Miss — Used to describe any process variation which did not affect the
outcome, but for which a recurrence carries a chance of an adverse
outcome.
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B.  Department/Facility/Organization — Reported via the Security Department
Incident/Occurrence Report.
1. Damage or loss of property owned by either the facility/organization or
patient/resident/client/visitor.
2. Visitor behavior problem.
3. Failure to follow hospital/organization policies (non-patient/resident/client
care related).
4, Unsafe environment.
C. Employee injuries are reported in accordance with the facility’s/organization’s

Workers’ Compensation Program (or specify your organization’s procedure)

Example of Reportable Incidents — The following examples

are intended to illustrate types of reportable incidents:

1. Patient/resident/client Care

C.

d.

Bodily Injury — An inpatient/resident/client or outpatient/resident/client
suffers an injury while on the hospital/organization’s premises.

Violation of Rights — A patient/resident/client does not give informed
consent before a procedure is performed; confidential patient/resident/client
information is released to the public.

Blood wastage or infection control issues.

Unexplained or unexpected medical or surgical outcomes or mishaps.

e. Equipment problems related to a particular patient/resident/client.

2. Department/Facility/Organization

a.

b.

Visitor Fall
Theft
Assault

Confiscated weapon, illegal substance, etc.
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e. Equipment problems not related to a particular patient/resident/client.

Objectives For Reporting — The report is a factual account of the details of an
occurrence and provides a method for ensuring identification and for initiating an
investigation of causes. The specific objectives are:

1. To improve the management of patient/resident/client care and treatment by
assuring that appropriate and immediate intervention is done on the
patient/resident/client’s behalf and to prevent the possibility of a reoccurrence.

2. To provide a factual record of the occurrence so that the care being given can be
evaluated and adequate care standards developed.

3. To further staff education through case review and discussion.

4. To provide trend analysis for Department Heads with the goal of reducing the
number of occurrences and improving patient/resident/client safety.

5. To provide a factual record of the occurrence as a basis for immediate notification
to the Risk Management Department so that the occurrence can be evaluated for
potential liability exposure.

An effective reporting process can impact favorably on the quality of
patient/resident/client care through needed operational modification, intensification of
inservice education and orientation programs and strengthening of the proactive
function of Risk Management.

Procedure For Reporting

1. Any employee or physician who discovers, witnesses or to whom an occurrence is
reported is responsible for documenting the occurrence immediately via the
Occurrence Report. Any employee who requires assistance should contact his/her
supervisor. Supervisors must review all reports.

2. A Occurrence Report must be completed for all unusual occurrences.

3. An occurrence that results in an injury or potential injury to a
patient/resident/client requires that a patient/resident/client’s attending physician
be immediately notified. If the attending physician is not in-house at the time of
the occurrence, a member of the house staff or covering physician must also be
notified.

4. The Medical/Client Record must reflect the objective facts relating to the

patient/resident/client occurrence. No references to a completed Occurrence
Report should be made in the Medical/Client Record.
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All sections of the Occurrence Report must be completed. Security personnel will
complete the Security Incident/Occurrence Report.

Once completed, the Occurrence Report should go directly to the Department

Manager who will forward it to the Risk Management Department within 48 hours.

The Security Officer/Director will send a copy of the Security Incident/Occurrence
Report to the Risk Management Department.

Occurrences occurring in ancillary departments must follow the protocol outlined
above.

Occurrences resulting in serious injury to a patient/resident/client or visitor must
be reported to the Risk Management Department immediately by telephone and
followed-up with an Occurrence Report. At the same time Risk Management is
notified of a serious incident, the appropriate Administrator on-call must be
notified. Also see Policy on Sentinel/Serious Occurrence Reporting.

Occurrence Reports are not to be used for punitive reasons or as a means of
documenting alleged misconduct on the part of employees of other staff.

Occurrence Reports should never become a part of the patient/resident/client’s
chart and may not be copied or reproduced.
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SENTINEL EVENT POLICY

(Use your own Organization’s Policy here — or use this sample as a template for policy development)

POLICY:

It is the policy of the to conduct a full investigation
of all occurrences Organization Name

which seriously compromise the quality of patient/resident/client care as well as
patient/resident/client safety.

DEFINITION:

A Sentinel Occurrence is defined as an unexpected occurrence involving death or serious
physical or psychological injury, or the risk thereof. Serious injury specifically includes
loss of limb or function. The phrase “or the risk thereof” includes any process variation for
which a recurrence would carry a significant chance of serious adverse outcome.

At least two of the following criteria should be met in order for the occurrence to be defined
as a Sentinel Occurrence:

1. The occurrence has resulted in an unanticipated death or major permanent loss of
function.

2. The occurrence is associated with significant deviation from the usual processes for
providing health care services or managing the organization.

3. The occurrence has undermined, or has significant potential for undermining, the public’s
confidence in

Organization Name

A Serious Occurrence is one, which could seriously compromise quality assurance or
patient/resident/client safety —i.e.:

Level 5: An event occurred that resulted in permanent patient/resident/client harm or a near
death occurrence, such as anaphylaxis; or

Level 6: An event occurred that resulted in patient/resident/client death.

DETERMINATION OF SENTINEL AND/OR SERIOUS OCCURRENCES: The
determination of whether an adverse occurrence is to be classified as a Sentinel and/or
Serious Occurrence shall be made by the Risk Manager (or individual designated by
your organization). If it is determined that the occurrence rises to the level of “Sentinel”
or “Serious”, the following persons shall be convened: CEO, Administration, VP of
Nursing Service, Director of Performance Improvement, Director of Risk Management,
President of the Medical Staff, appropriate Clinical Chairman (list your facility’s designed
representatives). Other key individuals may be called upon as appropriate to the nature of
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the occurrence. This group shall also determine who in the hospital/organization will be
assigned to the investigation if the occurrence is classified as sentinel and/or serious.

It is recognized that when an occurrence results in an unfavorable outcome, consideration of
known complications, and/or patient/resident/client information regarding the
risk/complication through informed consent, will be utilized in determining if a Sentinel
Occurrence has occurred.

SENTINEL OCCURRENCES: Include, but are not limited to the following examples:

o Infant discharged to the wrong family

Inpatient/resident/client suicide

e Rape (by another Patient/resident/client or staff)

e Hemolytic transfusion reaction

e Surgery on the wrong Patient/resident/client or wrong body part

See the Canadian Council of Health Services Accreditation Website listing for Sentinel
Events at www.cchsa.ca

PROCEDURE: When a Sentinel Occurrence has been determined to have occurred, a
Root Cause Analysis (RCA) shall be completed within 45 days of the occurrence and will
be performed as follows:

s The Director of Risk Management {or designated individual in your facility) will
notify the physicians involved, including those who are to be part of the RCA Team, and
will follow up with the physicians involved accordingly.

e The RCA Team assigned to assess the Sentinel Occurrence and chaired by the Director
of Risk Management (Director of Performance Improvement or individual assigned
in your facility) will include staff at all levels closest to the issues, (CEO,
Administrator, Vice President of Nursing, Director of Performance Improvement,
President of Medical Staff, etc.)

e The Team will confer as frequently as necessary.

e The Director of Risk Management or his/her designee will document the findings and
recommendations of the group. No other written documentation will be made or
maintained except for peer review purposes. Oral progress reports will be made to
senior management by the Director of Risk Management (or individual designated in
your facility).

e The RCA Team will be responsible for determining the common causes of the
occurrence that lie in the larger organizational systems supporting the health care
providers. These systems include but are not limited to: credentialing and privileging
for physicians and other licensed independent practitioners; hiring and competency
review for others; continuing education of staff; management of information, including
facilitation of communication, accessibility of knowledge-based information, and
linkage of information sources; work process design; and measurement of performance
with respect to both processes and outcomes.
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The RCA Team will focus attention on systems that can be redesigned for improvement,
rather than on processes and people who cannot control causes outside themselves and
who have only limited control over their own ability to avoid human error.

The RCA Team will use multiple techniques including brainstorming and flow charts.
The question “Why” will form the basic structure of the inquiry and will be re-addressed
until all causes have been determined.

The RCA Team may have access to Personnel Files and Peer Review Files if necessary
to complete the investigation.

Recommendations for change in the health-care-delivery process will be communicated
on an ongoing basis and at the end of the investigation.

All minutes, reports, recommendations, communications and actions made or taken
pursuant to this policy are deemed to be covered by the provisions of any federal or
provincial legislation providing protection to peer review for related activities.
Furthermore, the department directors, committees and/or panels charged with making
reports, findings, recommendations or investigations pursuant to this policy shall be
considered to be acting on behalf of the hospital/organization and Board of Directors when
engaged in such quality review activities and thus shall be deemed to be protected under
Section 8.1 of the Evidence Act of Newfoundland & Labrador.
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Policy on Just/Fair Reporting

(Use your own Organization’s Policy here — or use this sample as a template for policy development. Consider

involving Human Resources in development of this policy.)

POLICY:

It is the policy of to support the Culture of Safety through
a non-punitive approach to occurrence reporting.

PURPOSE:

To encourage open and honest reporting of injuries or hazards to patients/residents,
visitors and staff.

plinary action to only those that involved willful or malicious misconduct or
those in which the employee did not report or follow remediation recommendations.

To facilitate education and problem resolution through forthright disclosure of process
failure and/or human error.

PROCEDURE:

All occurrences or unusual occurrences, as defined in the Policy on Occurrence Reporting,
shall be reported immediately via the Occurrence Report form and processed in
accordance with that policy.

Reports will be completed by the employee who is involved in, witnesses, or discovers an
occurrence or unusual occurrence, particularly those which pose a safety hazard.

Employees are not subject to disciplinary action EXCEPT as follows:

a. The occurrence involves sabotage, malicious behavior, chemical impairment or
criminal activity.

b. False information is provided on the Occurrence Report or in follow-up investigation.

¢. An employee fails to respond to educational efforts and/or fails to participate in the
education or other preventive plan.

Employees who meet any of the “Exceptions” listed in #3 will be subject to progressive

review/disciplinary action in accordance with Human Resources policy and procedure
and/or work rules.
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NLAHRM PATIENT/RESIDENT/CLIENT SAFETY MANUAL

FORMS
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NLAHRM PATIENT/RESIDENT/CLIENT SAFETY MANUAL

Hospital Name

PATIENT/RESIDENT/CLIENT SAFETY TRACKING TOOL

(Use Additional Sheet If Necessary) Addressograph

Occurrence Date Time
Day of Week Shift
Unit/Location of Occurrence

REPLACE WITH YOUR ORGANIZATION’S OCCURRENCE REPORT FORM

Task Force on Adverse Health Events Background Documents Volume Il Submissions
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NLAHRM PATIENT/RESIDENT/CLIENT SAFETY MANUAL
REPLACE WITH YOUR ORGANIZATION’S CRITICAL/SENTINEL OCCURRENCE
REPORT FORM

Hospital Name
SAFETY ASSURANCE PEER REVIEW PROCESS

OCCURRENCE REPORT FOLLOW-UP REPORT FORM PROTECTED BY PA PEER REVIEW

PROTECTION ACT
Patient/resident/client Name Date of Follow-Up Report
Date of Occurrence/Potential Occurrence Unit
_ FALL EQUIPMENT/DEVICE INFORMATION:

Was foreign substance on floor? Name of Equipment

Was patient medicated? Manufacturer

What medication? Model No.

Other environmental hazards? Serial No.

Was pt. identified as high risk for falls? Lot No.

Were restraints being used? Equipment Sent To

Patient’s Footwear?
1. List contributing factors, cause or reason for occurrence if known:
2. In your opinion, was the standard of care/practice upheld in this situation?

0 Yes 0 No 0 Not Sure

3. What was the immediate treatment and/or corrective action taken:
4. What are results of x-ray or other diagnostic tests, if appropriate to occurrence:

If results positive, were they reported to attending physician?

What is Patient/resident/client’s status/condition after occurrence and/or treatment:
Unchanged

[0 Other: Specify

5. Evaluation:
[0 TIsolated or single occurrence; no-trend noted. O Recurring occurrence; trend/pattern noted. ~ Systems Issue Identified
Specify:
6. Follow-up: Check all that apply:

[J A thorough investigation has been initiated/completed. Indicate by whom and outcome.

[0 A staff development plan will be initiated to address identified issues, e.g. educational session/inservice.
[0 Referred to

[J Reviewed at staff meeting as a teaching opportunity.

[0 Other action

Note Occurrence Severity Index . (Level 3-6 must be discussed with Patient/resident/client by physician)
Signatures:
Employee/Staff Member Date:
Department Head: Date:
Administration: Date:

Directions: This form is to be filled out completely. It is used exclusively for evaluation of the quality and efficiency of services provided by professional healthcare workers.
This applies to all occurrences that are unusual occurrences, accidents or any situation where there is an actual or potential adverse (undesirable) outcome for a

Patient/resident/client, visitor, staff member or volunteer. Please do not duplicate the completed form.

Newfoundland Association of Healthcare Risk Management
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NLAHRM PATIENT/RESIDENT/CLIENT SAFETY MANUAL
AGGREGATE DATA COLLECTION PER 1000 PATIENT/RESIDENT/CLIENT DAYS
(Divide # of Patient/resident/client days for the month into the # of occurrences & multiple by 1000)

Aspect of Care & Indicators

Jan | Feb | Mar | Apr | May | Jun | Jul | Aug | Sep | Oct | Nov | Dec

Medication Related

Blood/Blood Products
Related

Treatment /Test

Falls Related

Theft

Property Damage

Equipment Related

Smoking Related

Missing Acute Care
Client/Elopement

Missing LTC
Client/Elopement

Discharged Against
Medical Advice

Unplanned Return to OR

Unplanned return to ER

Breach of Confidentiality

Restraints Related
Consent Related
Suicide Attempt
Assault/Abuse/
Harassment
Anaesthesia Related
OB Related
Complaint
Severity Codes: Jan Feb  Mar  Apr May Jun  Jul Aug  Sep Oct Nov Dec  Total
Level 1
Level 2
Level 3
Level 4
Level 5
Level 6

Level 1 O An occurrence occurred but the Patient/resident/client was not harmed

Level 2 01 An occurrence occurred that resulted in the need for increased Patient/resident/client assessments but no change in vital signs and no Patient/resident/client harm
Level 3 O Anoccurrence occurred that resulted in the need for treatment and/or intervention and caused temporary Patient/resident/client harm

Level4 00 An occurrence occurred that resulted in initial or prolonged hospitalization, and caused temporary Patient/resident/client harm

Level 5 O An occurrence occurred that resulted in permanent Patient/resident/client harm or near death occurrence, such as anaphylaxis

Level 6 O An occurrence occurred that resulted in Patient/resident/client death
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NLAHRM PATIENT/RESIDENT/CLIENT SAFETY MANUAL
AGGREGATE DATA COLLECTION PER 1000 PATIENT/RESIDENT/CLIENT DAYS
(WHOLE NUMBER)

Aspect of Care & Indicators Jan | Feb | Mar | Apr | May | Jun | Jul | Aug | Sep | Oct | Nov | Dec Total

Medication Related

Blood/Blood Products
Related

Treatment /Test

Falls Related

Theft

Property Damage

Equipment Related

Smoking Related

Missing Acute Care
Client/Elopement

Missing LTC
Client/Elopement

Discharged Against Medical
Adyvice

Unplanned Return to OR

Unplanned return to ER

Breach of Confidentiality

Restraints Related

Consent Related

Suicide Attempt

Assault/Abuse/
Harassment

Anaesthesia Related

OB Related

Complaint

TOTALS

Severity Codes: Jan Feb Mar  Apr May Jun  Jul  Aug Sep Oct Nov  Dec Total

Level 1
Level 2
Level 3
Level 4
Level 5
Level 6
Level 1
Level 2
Level 3
Level 4
Level 5
Level 6

0 An occurrence occurred but the Patient/resident/client was not harmed

0O An occurrence occurred that resulted in the need for increased Patient/resident/client assessments but no change in vital signs and no Patient/resident/client harm
O An occurrence occurred that resulted in the need for treatment and/or intervention and caused temporary Patient/resident/client harm

O An occurrence occurred that resulted in initial or prolonged hospitalization, and caused temporary Patient/resident/client harm

O An occurrence occurred that resulted in permanent Patient/resident/client harm or near death occurrence, such as anaphylaxis

O An occurrence occurred that resulted in Patient/resident/client death

74
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NLAHRM PATIENT/RESIDENT/CLIENT SAFETY MANUAL

DEFINITIONS for Aggregate Data Collection:

Where applicable, all occurrences should include the “near misses”, in other words occurrences that were caught
before the error could be made.

Medication related — preventable events in the medication use process. Any occurrence involving the medications,
this includes ordering, transcription, administration, reactions etc.
Examples include, but are not limited to occurrences involving:

Incorrect date/time

Failure to instruct patient/family

Incorrect dosage

Incorrect route/site

Omitted dose(s)

Unordered medication given

Improper medication regime ordered

Improper preparation of medication

Wrong medication administered

Outdated drug or solution

Wrong patient

Improper IV rate

Significant Extravasations

Order expired

Adverse Drug Reactions — previously known or newly detected side effects of drugs that may occur in the
course of error free medication use. This includes Contrast Media reactions.

Blood Product Related — any occurrence, other than consent, related to the process of blood or blood product
administration. This includes, but is not limited to ordering, delivering, reactions, monitoring. Examples include:

Delay in administration

Failure to insure contamination free
Infiltration

Transfusion problem

Wrong additive

Wrong flow rate

Wrong patient

Wrong solution

Wrong type of blood or product
Needle stick injury

Test/ Treatment Related: This refers to any diagnostic or treatment procedure or test performed anywhere in the
health care organization— including inpatient, outpatient and community services. Laboratory and diagnostic imaging
and operating room procedures are included in this category. Examples include but are not limited to:

complications
delayed or omitted treatment procedures
delays, omitted or incorrect results or reports
failure/delay in referral/consultation
improper or omitted monitoring
improper performance of treatment/procedure
improper treatment/course
omitted history/physical
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NLAHRM PATIENT/RESIDENT/CLIENT SAFETY MANUAL
incorrect client
equipment failure
defective medical device
specimens (lost, mislabeled, transport, etc)
Retained foreign body
Improper sponge and needle count

Falls Related-

A witnessed or unwitnessed event that results in a person coming to rest on the ground or floor or other lower level.
(RNAO) All repeat falls should be reported on occurrence reports.

Theft/Suspected Theft: Missing patient/resident/client articles of any value that are suspected of being stolen,
whether or not the occurrence is reported to the police.

Property Damage: Any occurrence resulting in damage to the patient/resident/client’s personal property.
This includes but is not limited to examples such as:

= Motor vehicle damage in parking lot

=  Water damage

» Aggressive behavior leading to property damage.

* Break and enter.

Newfoundland Association of Healthcare Risk Management

Equipment/Product Related: refers to any occurrence that involves equipment related to client use.
Examples include, but are not limited to:
e Equipment malfunction/failure
Improper maintenance/inspection or testing
Lack of adequate equipment
Product adverse outcome.
User error
Not following manufacturer instructions
Loaning and returning equipment issues
Product/Equipment recall or warning issued.

Smoking Related: Any occurrence involving the use of smoking materials in non-smoking designated areas.

Missing Client/Elopement: Any occurrence where the client is not accounted for; specifically the client has an
unassisted, unsupervised, unscheduled or unauthorized departure from the unit, facility, organization or place of
residence.

Self Discharge (Against Medical Advice): the client leaves the health care facility against advice from health care
professionals.

Unplanned Return to Operating Room (OR) — an unplanned return to the operating room within 48 hours of the
initial surgery.

Unplanned Return to Emergency Department (ER) — an unplanned return to the emergency department within 24
hrs for a similar or related complaint. ~
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NLAHRM PATIENT/RESIDENT/CLIENT SAFETY MANUAL
Breach of Confidentiality — Confidentiality refers to a third party’s obligation to ensure that personal information is
only accessible to those authorized to have access. Examples include but are not limited to:
e Discussion of confidential client information in public areas, such as elevators, lobbies, cafeterias or off
premises;
e Discussion of confidential client information in the presence of persons not entitled to such information
e Inappropriate access to and/or distribution of e-mails
e Inappropriate access to and/or distribution /communication of information related to co-workers, relatives, or
neighbors

Restraint Related:

Refers to any occurrence involving restraints. A restraint refers to any physical, chemical or environmental means of
restricting, limiting and/or inhibiting an individual’s freedom of movement.

For Example a physical restraint is: any device, material or equipment that restricts freedom of movement or access
to his/her (the resident's) body. This may include, but is not limited to, vest restraints, lap belts (in front or behind
closures), pelvic restraints, mittens, chairs with lap trays and anklets/wristlets. These items are not restraints if used
for customized seating purposes as prescribed by an Occupational Therapist, and/or can be easily removed by the
resident, or if, without the device, the resident could not voluntarily move the part of the body over which the device
is attached. (Ref SINHB Least Restraint policy). " Bed rails are not included in this definition.”

Consent Related Occurrence:

Any occurrence resulting from the inadequate disclosure and/or documentation of information by the health care
provider which thereby prevents the patient/resident/client from making an informed health care decision. This
includes, but is not limited to, the following examples:

Failure to obtain informed consent/waiver as per organizational policies and procedures

Failure to obtain informed consent under current legislative requirements (i.e. legal/mental capacity)
Failure to properly instruct the patient/resident/client or family.

Issues relating to the application of the advanced health care directives act.

Suicide Attempt — any occurrence where a patient/resident/client attempts to end his or her own life.

Assault/ Abuse/Harassment: Any occurrence resulting from intimidation, domination or violent assault which
threatens the person’s health, safety and well-being. The abuse may be physical, emotional, sexual or financial. This
includes but is not limited to the following examples:

e Mistreatment or neglect of a child

e Action or inaction which results in harm to or jeopardizes the health, well being and safety of an adult

o Threats of violence or endangerment

e Unwelcome comments or physical advances which are intimidating, humiliating, malicious or sexually

explicit
e Improper or illegal use of a person’s funds, assets, property or resources for another person’s profit or gain.

Anaesthesia Related: Any occurrence involving anaesthesia. Examples include, but are not limited to:
Improper pt assessment

Failure to monitor

Improper airway maintenance

Improper anaesthesia administration

Improper choice of anaesthesia

Improper positioning

OB Related- any occurrence involving the perinatal period, including but not limited to:
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NLAHRM PATIENT/RESIDENT/CLIENT SAFETY MANUAL
Delay/failure to monitor/treat fetal status
Delayed delivery (induction/C Section)
Choice of delivery methods
Injury to mother or baby
Retained foreign body

Significant Complaint:

A complaint that has resulted in or has the potential for an adverse occurrence; or has implications for legal action,

and which requires follow-up and/or investigation.

(Note: A minor complaint is a complaint which can be resolved satisfactorily at the staff or department level and

where the perceived risk is minimal — these will not be included with the aggregate data collection tool.)
Complaint Category Definitions:

Access - Concerns that relate to a person's access to treatment or diagnostic services being offered by
......(organization’s name). This includes concerns re wait times and inability to contact appropriate staff.
For our purposes this has been broken down into Access to Diagnostic Services and Access to Treatment by
health care providers.

Administrative - This includes issues that relate to matters arising from ........... (organization’s name) policies or
procedures.

Attitude/Communication - Attitude includes a person's response to a situation. Communication includes
breakdowns of communication, lack of information. For our purposes this has been broken down into three
categories i.e. Nursing, Medical, and Other (Disciplines).

Confidentiality - Tssues with relate to the Freedom of Information and Protection of Privacy Act. These may relate
to patients/residents/clients or family members requesting information or access to personal data being kept or
stored by the ....... (Organization’s Name).

Environment - those issues, which relate to the level of noise, availability of parking or level of heat, etc.
Financial - issues related to additional room fees or other fees.

Hospital Services - concerns that relate to the cleanliness of rooms, meals, access to amenities etc

Inadequate Information - issues which relate to the patient/resident/client not being given enough information
that he/she feels should have been shared with him/her concerning his/her treatment.

Lost Articles - concerns raised relating to lost or misplaced personal items during patient/resident/client's stay in
hospital/clinics/departments.

Patient/Resident/Client Safety - occurrences due to lack of physical or procedural safety measures (eg patient
falls), also includes concerns re other patients/residents/clients.

Quality of Care - those issues which relate to deficiencies in actual care provided by health care professionals,
usually nursing or medical (also includes concerns of misdiagnosis). Again this has been broken down into three
categories (Nursing, Medical & Other).

Other - e.g. wanting information on health related issues and/or how to contact ......... (organizations name) etc.
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