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Introduction to the basics 
of Patient Safety

The Swiss Cheese Reception

The Plan

Why do bad things happen? 
The Swiss cheese model

Safety Management
Finding hazards and mitigating risk before harm occurs

Managing Serious (Potential) Adverse Events*
Steps to follow when the inevitable happens

* or substantial risk thereof (close calls)

Why do bad things happen?

The Swiss Cheese Model
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Patient Safety Terminology
What are we actually talking about?

Unanticipated Outcome
Adverse EventPreventable Adverse Event

Harm

Unsafe Acts
ErrorsNon-Compliance

Standard of CareNegligence

Active Failures

UNANTICIPATED 
OUTCOMES

ADVERSE EVENT
An unexpected (unanticipated ) outcome directly associated with the care 

provided that results in harm

HARM
An unexpected (unanticipated ) or normally avoidable outcome that 

negatively affects a patient’s health and / or quality of life , and occurs or 
has occurred during the course of receiving healthcare or services from the 

Region‘PREVENTABLE’

Patient Safety Terminology
What are we actually talking about?

STANDARD of CARE

UNSAFE ACTS
ERRORS

Slips
Lapses
Mistakes

NON-COMPLIANCE
Structure
Process
Outcome

Willful 
Intent 

to 
Harm

Negligence

Beware of inferring causality!

Why bad things happen
The usual explanation
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Why bad things happen
A better explanation

Man - a creature made at the end 
of the week when God was tired.

Mark Twain

A Model To Understand 
Adverse Events

James Reason

Understanding adverse events

Unsafe Acts

Local workplace factors

Organizational factors

Latent 
condition
pathways

        Causes

       Investigation

From: J. Reason; Managing the Risks of Organizational Accidents

HAZARDS

DANGER HARM
Adverse 
Outcome

CLOSE CALL

DEFENSES
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PARIS
IN THE

THE SPRING

How are your cognitive skills?

How does something like this happen?

Why do bad things happen?

Reason’s Three Schools of Thought
1. Person Model

2. Engineering Model

3. Organizational Model

James Reason, Managing the Risks of Organizational Accidents, 1997
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Person Model  (#1)
Bad things ← Bad Mistakes ← Bad People

Focus is on individual unsafe acts
People are free agents freely wiling to choose 
between safe and unsafe acts
Errors are shaped by psychological factors

Inattention / Forgetfulness
Poor Motivation / Carelessness
Lack of Knowledge / Skills / Experience
Negligence

Countermeasures
‘Fear Appeal’ Poster Campaigns
Rewards / Punishments
Auditing of Unsafe Acts
Writing Another Procedure

James Reason, Managing the Risks of Organizational Accidents, 1997

Person Model Reaction

SHAME & BLAME

BLAME & PUNISH

Person Model Reaction
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What does this approach achieve?

We All Make Mistakes

Types of Healthcare Providers
1. Those who have committed an error → harm
2. Those who will

Paraphrasing James Reason
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Engineering Model (#2)
– Safety Should be Engineered into the System

Safety expressed as Engineered Reliability
Human Errors ← Poor Human Engineering
Failure to Design Systems According to Cognitive 
Strengths / Weaknesses of Front-Line Workers

– Countermeasures
Redesign Systems → Make it Hard to Make Mistakes

Reminders
Alerts
Forcing Functions

James Reason, Managing the Risks of Organizational Accidents, 1997

Institute for Healthcare Improvement

Designing for High Reliability  
Improving AMI Outcomes

AMI 
MORTALITY

ASA on 
Admission

Reperfusion
(PCI / Thrombolysis)

ASA at 
Discharge

β Blocker at 
Discharge

Smoking 
Cessation

Counseling /
Rx

ACE or ARB 
at Discharge
(LV Dysfunction )

Process Process Process Process Process Process Process Process Process Process Process Process

Process Process Process Process Process Process Process Process Process Process Process Process
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Improving Performance

10-1

• No articulated common process
• Emphasis on training and reminders

10-2

• Process intentionally designed
• Tools and concepts based on principles of human factors 

engineering

10-3

• Well designed system with attention to processes & structures 
and their relationships to outcomes

Should we ‘design’ humans out of 
the system?

Lest we think there is a technical solution to every problem

Organizational Model (#3)
Human Errors are a Consequence - Not a Cause

Errors are Symptoms of Latent Conditions

Need for Proactive Measures of Healthcare

Similar thinking to TQM 

An Extension of the Engineering Model 

Countermeasures
Continual process redesign

Measuring Key Process Indicators

James Reason, Managing the Risks of Organizational Accidents, 1997
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Safety Management

Finding hazards & mitigating risk before 
harm occurs

Safety Management

 PERFORMANCE
•  MEASUREMENT
•  EVALUATION
•  RESEARCH

 HAZARD
•  IDENTIFICATION
•  ANALYSIS 
•  RECOMMENDATIONS

 SYSTEM 
 IMPROVEMENT
•  STRATEGIES / DESIGN
•  TESTING
•  IMPLEMENTATION

SAFETY 
MANAGEMENT

Safety Management

 PERFORMANCE
•  MEASUREMENT
•  EVALUATION
•  RESEARCH

 HAZARD
•  IDENTIFICATION
•  ANALYSIS 
•  RECOMMENDATIONS

 SYSTEM 
 IMPROVEMENT
•  STRATEGIES / DESIGN
•  TESTING
•  IMPLEMENTATION

SAFETY 
MANAGEMENT

Inputs
• Reporting system
• Analysis of AEs or CCs
• Leader Walkrounds
• Alerts
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Structuring for Safety
Regional Clinical 

Safety  
Committee

Chair: VP Quality & Safety

Chief Medical  
Officer 

Medical 
Director

EHR Project  

Chief Nursing  
 Officer

Rep, 
 Communications

Rep, Infection, 
Prev & Control

Committee

Rep, CLS
(Laboratory)

Director, CHR 
Laboratory 
Services  

Rep, 
Planning 

Rep, Human  
Resources 

Rep, Regional  
 Risk Mgmt

Expert 
Resources 

Med Director,
Clinical Safety 

Evaluation

SW Portfolio
CSC 

SE Portfolio
CSC  

C & WH Portfolio
 CSC 

NE Portfolio
CSC 

Bone & Joint 
Services 

CSC

Surgical 
Services 

CSC 

Cardiac 
Sciences 

 CSC 

South Alta 
Renal 

Program
 CSC

Emergency  
Services

CSC 

Clinical 
Neurosciences 

CSC

Critical Care 
Services

CSC 

Community 
Medical Care 
Services CSC 

Acute  
Medical Care
Services CSC 

Mental 
Health 

Services
CSC 

Child Health 
Services

CSC

Obstet & 
Gynec  

CSC

Rural Health 
Care  
CSC 

Rep, Pharm & 
Therapeutics 
 Committee

CSC  –  Clinical Safety Committee

Diagnostic 
Imaging  

 CSC

Pharmacy 
Regional  

 CSC

Urgent 
Care 

Services
 CSC

Systems Safety 
Evaluation Committee

Chair: Med Director Clinical   
      Safety Evaluation 

Director, Patient 
 Experience 

Trauma 
Services 

CSC 

NW Portfolio
CSC 

Regional CSC Sub-committee Regional CSC Member

Manager, 
Clinical Safety  

 Evaluation

Rep, Tom Baker  
Cancer Centre  

Patient  
 Representative

Anesthesia  
CSC 

Neonatal 
CSC

Child & Yth 
Comm Hlth 
Services

CSC

Perinatal 
CSC

Support Services
CSC 

Regional 
Pain 
 CSC

HOPE
CSC

South Alta
Transplant 

Program
CSC

NW Portfolio
VP or EMD &

Clin Safety Leader 

Support Services
Exec Director &

Clin Safety Leader 

SE Portfolio
VP or EMD &

Clin Safety Leader  

SW Portfolio
VP or EMD &

Clin Safety Leader 

NE Portfolio
VP or EMD &

Clin Safety Leader  

C & WH Portfolio
 VP or EMD &

Clin Safety Leader  

Regional Safety 
Event Review 
 Committee
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Making Healthcare Systems Safer

Organizational Safety Culture

J Reason & A Hobbs.  Managing Maintenance Error. 2003

Making Healthcare Systems Safer

 PERFORMANCE
•  MEASUREMENT
•  EVALUATION
•  RESEARCH

 HAZARD
•  IDENTIFICATION
•  ANALYSIS 
•  RECOMMENDATIONS

 SYSTEM 
 IMPROVEMENT
•  STRATEGIES / DESIGN
•  TESTING
•  IMPLEMENTATION

SAFETY 
MANAGEMENT

Safety Policies – a Social & Ethical Contract

Between the Region / Providers AND Patients
DISCLOSURE (Harm)

Between Providers AND the Region
REPORTING (Hazards / Close Calls / Harm)

Between the Region AND its Providers
JUST & TRUSTING

Between the Region AND its Principal 
Healthcare Partners / Stakeholders

INFORMING
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Safety Policies

PATIENTS
ADVERSE EVENT

    Non-Serious        Serious

CLOSE CALL
 Serious Harm      Serious Harm
      Unlikely                Likely

HAZARD

Recognized by a Healthcare Provider

REPORTING 
STRONGLY RECOMMENDED

REPORTING 
REQUIRED

CALGARY HEALTH REGION

Public Regulatory 
Agencies MediaHealthcare

Organizations
Healthcare

Professionals

INFORMING

FEEDBACK

JUST & TRUSTING CULTURE

DISCLOSING

DISCLOSING

Disclosure Policy

The Disclosure Process includes:
1.Acknowledging the harm to the patient

2.Providing an apology for the harm

3.Disclosing factual information about 
how the harm occurred

Disclosure Policy

Level of harm
• Determines who will be involved in disclosure
• Coordination / communication vital

Discretion
• For close calls (nearly harmed)

Support for Health Partners
• For patients and their families
• For staff, physicians, health professionals involved
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Disclosure – a risky business?

Just & Trusting Culture
Two types of Evaluations (Separate)

• Safety Analysis
– Focus on systems

– Structured analytical approach (‘RCA like’)

• Administrative Review
– Evaluates the actions of healthcare providers

– Roles, responsibilities, competencies

– In the context of the safety evaluation

Just & Trusting Culture
Region’s Response to Provider’s Actions

Errors
• The failure of a planned action to be completed as intended

Non-compliance
• Deviations from established policies / standards

Willful Intent to Harm

The Region will not discipline

The Region will evaluate – the appropriateness of  i) the policies & 
standards and ii) the circumstances leading to the non-compliance

The Region will not tolerate – disciplinary action will be 
taken & criminal investigations may result
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Adverse Events

Close Calls

Hazards 
No Adverse Events or 
Close Calls . . . yet!

}
}

}
Reporting – where is the focus?

Making Patient’s Safer
Learning from Direct Care Providers

Commit to Listening

Reporting System
• Easy to use

• Right Focus

• Deal with the fear of retribution

• Show people it makes a difference
– Feedback

– Demonstrate positive change

Reporting - Key Concepts

Focus is on LEARNING

Safety Hazards not Incidents

Safety Learning Reports not Incident Reports
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Confidentiality  

Confidentiality of Reporter
Reporter is Identified (i.e., not Anonymous)
• Contact if further info is required

• Enables feedback to reporter

• The Region commits to ensuring the 
confidentiality of the reporter when requested.

Managing Serious (Potential) Adverse Events*

Steps to follow when the inevitable happens

Managing Serious* (Potential) 
Adverse Events†

RESPOND
Resuscitate patient
Ensure environment safe
Secure equipment
Protect other patients
Offer initial support
Notify 
Disclosure (Acknowledgment)

SERIOUS* (POTENTIAL)  
ADVERSE EVENT†

SAFETY LEARNING 
REPORT

DISCLOSURE TO 
PATIENT & FAMILY

SAFETY ANALYSIS

ADMINISTRATIVE 
REVIEW

INITIAL ASSESSMENT

IMMEDIATE MANAGEMENT

ONGOING SUPPORT 
FOR

HEALTHCARE 
PROVIDERS 

ASSIGN A PATIENT 
ADVOCATE

*  Serious – Fatal or Severe (loss of limb or organ function or resuscitation required to sustain life )

or substantial risk thereof (close call )†

ONGOING SUPPORT 
FOR

PATIENT & FAMILY 

ADVOCATE COMMUNICATE EVALUATE

Initial TimelineClinical Safety 
Evaluation

INFORMING

CONTINUING MANAGEMENT
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Managing Serious* (Potential) 
Adverse Events†

RESPOND
Resuscitate patient
Ensure environment safe
Secure equipment
Protect other patients
Offer initial support
Notify 
Disclosure (Acknowledgment)

SERIOUS* (POTENTIAL)  
ADVERSE EVENT†

SAFETY LEARNING 
REPORT

DISCLOSURE TO 
PATIENT & FAMILY

SAFETY ANALYSIS

ADMINISTRATIVE 
REVIEW

INITIAL ASSESSMENT

IMMEDIATE MANAGEMENT

ONGOING SUPPORT 
FOR

HEALTHCARE 
PROVIDERS 

ASSIGN A PATIENT 
ADVOCATE

*  Serious – Fatal or Severe (loss of limb or organ function or resuscitation required to sustain life )

or substantial risk thereof (close call )†

ONGOING SUPPORT 
FOR

PATIENT & FAMILY 

ADVOCATE COMMUNICATE EVALUATE

Initial TimelineClinical Safety 
Evaluation

INFORMING

CONTINUING MANAGEMENT

Communicate
Disclosure

• Disclosure Team
– Admin (Medical) Lead
– Attending Physician
– ± Non-physician 
– Patient Advocate

4 phases
• Acknowledgement
• Initial
• Follow up
• Final

Apology – type depends on whether standard of care was met 
or not met (in whose opinion?)

Disclosure Team

Key Functions 
• convey concern and regret
• can answer clinical questions
• can answer administrative questions
• can answer financial questions

Team composition has to reflect the key functions
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Unanticipated
outcome

Unanticipated
outcome

Unanticipated outcomes
Important distinction

P
 R

 E
 M

 I
 S

 E
   

5
P

 R
 E

 M
 I

 S
 E

   
5

Standard    
of Care   
Not Met

Standard    
of Care   
Not Met

Standard 
of Care 

Met

Standard 
of Care 

Met

Managing Serious Adverse Events
(Disclosure) Serious Adverse Event

(Disclosure)

Facts

Standard of 
Care OK?

SAFETY ANALYSIS ADMINISTRATIVE 
REVIEW

Exec Med Director / 
Vice-President

Assign Clinical Safety 
Committee Chair

Dept Head / 
Director

Recommendations

Follow-up Disclosure Meeting with 
the Patient & Family

Expression of Sympathy
APOLOGY & Expression of Sympathy 
Provide Facts
Receive Questions / Concerns

Final Disclosure Meeting with the 
Patient & Family

Expression of Sympathy ±  Apology
Provide Approved Recommendations 

for System Improvement
Answer Questions & Concerns

Initial Disclosure Meeting with the 
Patient & Family

Expression of Sympathy
Explain Disclosure Process
Explain Timelines
Receive Questions / Concerns

Disclosure Team
Exec Med Director or Designate (Lead )
Attending Physician
+ / - Non physician 
Patient Advocate

Operations Exec 
Committee

Approved
Recommendations

NO
YES

Fact Verification
(VP, QSHI / Med Dir CSE)

RESPOND
Resuscitate patient
Ensure environment safe
Secure equipment
Protect other patients
Offer initial support
Notify 
Disclosure (Acknowledgment)

SERIOUS* (POTENTIAL)  
ADVERSE EVENT†

SAFETY LEARNING 
REPORT

DISCLOSURE TO 
PATIENT & FAMILY

SAFETY ANALYSIS

ADMINISTRATIVE 
REVIEW

INITIAL ASSESSMENT

IMMEDIATE MANAGEMENT

ONGOING SUPPORT 
FOR

HEALTHCARE 
PROVIDERS 

ASSIGN A PATIENT 
ADVOCATE

*  Serious – Fatal or Severe (loss of limb or organ function or resuscitation required to sustain life )

or substantial risk thereof (close call )†

ONGOING SUPPORT 
FOR

PATIENT & FAMILY 

ADVOCATE COMMUNICATE EVALUATE

Initial TimelineClinical Safety 
Evaluation

INFORMING

CONTINUING MANAGEMENT

Managing Serious* (Potential) 
Adverse Events†
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Communicate

Informing
• 3 reasons to inform

– Protect the health / welfare of others when the risk of harm 
substantially changes

– To help the Region and other healthcare organizations learn

– To maintain public trust through transparency (avoid the 
perception the Region is hiding something)

• Who is informed depends on which of the three objectives 
are being addressed

• VP /EMD + CMO/CNO/CCO should decide

RESPOND
Resuscitate patient
Ensure environment safe
Secure equipment
Protect other patients
Offer initial support
Notify 
Disclosure (Acknowledgment)

SERIOUS* (POTENTIAL)  
ADVERSE EVENT†

SAFETY LEARNING 
REPORT

DISCLOSURE TO 
PATIENT & FAMILY

SAFETY ANALYSIS

ADMINISTRATIVE 
REVIEW

INITIAL ASSESSMENT

IMMEDIATE MANAGEMENT

ONGOING SUPPORT 
FOR

HEALTHCARE 
PROVIDERS 

ASSIGN A PATIENT 
ADVOCATE

*  Serious – Fatal or Severe (loss of limb or organ function or resuscitation required to sustain life )

or substantial risk thereof (close call )†

ONGOING SUPPORT 
FOR

PATIENT & FAMILY 

ADVOCATE COMMUNICATE EVALUATE

Initial TimelineClinical Safety 
Evaluation

INFORMING

CONTINUING MANAGEMENT

Managing Serious* (Potential) 
Adverse Events†

Safety Analysis
What are they & what do you do with the outputs?

What is it?
• Structured systematic review of system contributing factors

– Health system safety analysis
– Root cause analysis

What are the outputs?
• Facts about what happened

– Used for
Disclosure
Informing (Learning)
Admin Reviews (in some cases)

• Recommendations for System Improvement
– Must be approved by an appropriate Admin Committee / Person
– Approved → the Region will implement
– Will be part of disclosure / informing
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Administrative Reviews

Evaluate the Actions / Behaviours of individuals
Avoid the use of retrospection

• Evaluating the severity of the actions / behaviours based on the
severity of the outcome

• Impart expectations of individual actions based on knowing what 
the outcome was

• Foresight test
• Substitution Test

Errors / Non-compliance / Wilful intent to harm

Evidence Acts & Health 
Information Acts

Safety Analyses
• Conducted by a quality assurance (clinical safety) committee
• Protected from discovery in the setting of an action (Alberta)
• ? Sharing of facts outside of a quality assurance committee

Administrative Reviews
• Conducted by administrators
• Not protected from discovery
• Information about individuals can not be shared 
• Health Information Act

Understanding privacy laws
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Summary

• Swiss cheese → systems approach
• Everybody makes errors → design processes 

with this in mind (high reliability)
• Safety Management

• Focus on Hazards & Close Calls
• Require a robust reporting system & philosophy
• Just & Trusting Culture

• When adverse events occur:
• RESPOND
• ACE


