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Champions of 
Quality Improvement Cohort

Session 4: Performing FMEA/RCA & Use of Discovery Tool
May 1, 2024

Making the most of today!
• Engage and participate. We welcome shared 

experiences, questions and stories
• Please turn cameras on if able.

Chat Box Introductions:
 Name
 Facility
 What is one important skill that you think 

everyone should have?

Champions for Quality Improvement
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Root Cause 
Analysis

Sentinel Event Data CY2023 Annual 
Summary (jointcommission.org)
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TJC Definition of a sentinel eventTJC Definition of a sentinel event

•A sentinel event is a patient safety event (not 
primarily related to the natural course of the 
patient’s illness or underlying condition) that 
reaches a patient and results in any of the 
following:
•Death
•Permanent harm
•Severe harm (regardless of duration of harm)

ContinuedContinued
• An event is also considered sentinel if it is one of the following:

• Suicide of any patient receiving care, treatment, and services in a staffed 
around-the clock care setting or within 72 hours of discharge, including from 
the hospital’s emergency department (ED)

• Unanticipated death of a full-term infant
• Discharge of an infant to the wrong family
• Abduction of any patient receiving care, treatment, and services
• Any elopement (that is, unauthorized departure) of a patient from a staffed 

around the-clock care setting (including the ED), leading to death, 
permanent harm, or severe temporary harm to the patient

• Hemolytic transfusion reaction involving administration of blood or blood 
products having major blood group incompatibilities (ABO, Rh, other blood 
groups)

• Rape, assault (leading to death, permanent harm, or severe temporary 
harm), or homicide of any patient receiving care, treatment, and services 
while on site at the hospital

• Rape, assault (leading to death, permanent harm, or severe temporary 
harm), or homicide of a staff member, licensed independent practitioner, 
visitor, or vendor while on site at the hospital

• Invasive procedure, including surgery, on the wrong patient, at the wrong 
site, or that is the wrong (unintended) procedure

• Unintended retention of a foreign object in a patient after an invasive 
procedure, including surgery

• Severe neonatal hyperbilirubinemia (bilirubin >30 milligrams/deciliter)
• Prolonged fluoroscopy with cumulative dose >1,500 rads to a single field or 

any delivery of radiotherapy to the wrong body region or >25% above the 
planned radiotherapy dose
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What an RCA must never be

Rules of Causation (1 and 2)
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Rules of Causation (3 and 4) 

Rules of Causation (5)
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Failure Mode and Effects Analysis (FMEA)

Identifying and 
eliminating process 

failures for the 
purpose of preventing 
an undesirable event

Proactively identify and 
minimize potential 
failures within an 

existing or proposed 
process

We use 
FMEA 

every day
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When should we use FMEA in healthcare?

Evaluate new and 
existing processes 

and systems

New:  identify 
potential bottlenecks 

or unintended 
consequences prior 
to implementation

Existing: to 
understand how 

proposed changes 
will impact the system

Step 1: Select a process to analyze

Problem-prone or potentially risky process

Engage front-line by asking their opinions

Be certain an identifiable process is chosen

Narrow scope to keep variables manageable
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Step 2: Select people for the team
Designate a facilitator

Assure you have staff who know what ‘actually happens’, not just ‘what is supposed to 
happen’

Have at least one person from each discipline/shift involved in process

Minimize number of managers/supervisors

Get the group together to promote quality discussions

Step 3: Describe 
the process

• High-level flowchart of the steps

• Sticky notes with major steps

• If team members can’t agree on how the 
process currently works and process scope 
cannot be narrowed to obtain agreement, you 
have a very unreliable process

• If process is complex with lots of steps, do 
several FMEA’s 
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Step 4: Identify what could go wrong during each step of the process

Step 4: Identify what could go 
wrong during each step of the 
process

• What can go wrong or what can fail (these are 
the ‘failure modes’)

• Need the people who do this work every day

• Create safe atmosphere to decrease 
‘protectionism’

• Not a ‘name, blame, shame’ game

• Brainstorm: write failures on sticky-notes and 
line them up beneath the sticky notes that list 
the process steps

• Might need to gather additional input from 
staff not officially on the FMEA team
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Step 5: Pick which problem(s) to 
work on eliminating

• Should be based on two factors:
• How likely the failure will occur
• How the failure will affect the patient if it 

does occur
• For each failure, the team decides:

• What could happen should this failure 
occur? (outcome)

• How serious would the outcome be? 
(severity)

• How often is this failure likely to occur? 
(probability)

What would happen if this failure occurs?

ADVERSE OUTCOME DELAYED TREATMENT
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VA National Center for Patient Safety
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Options for rating scale
Numeric severity ratings are not required

• Low (minimal patient harm)
• Moderate (short-term patient harm)
• Severe (permanent or long-term harm)
• Fatal (death)

Team can rate outcomes

Nominal group technique or multi-voting

Determine Probability
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VA National Center for Patient Safety

Prioritize 
failures for 
improvement 
action

• Choose the most likely outcome, not the 
worst-case scenario

• In absence of data, ask team members 
to estimate, based on experience and a 
sense of what happens in the facility

• Might be best if management level 
personnel are not in the room

• Be aware of ‘turf protection’ and steer 
clear of ‘winners and losers’

• Acknowledge we can’t do it all today
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HFMEA 
streamlines 
the hazard 
analysis

Step 6: Design and implement changes 
to reduce or prevent problems
• Identify the root cause of each failure
• The Five Whys
• Develop actions to reduce or prevent the failure:

• What safeguards are needed to prevent this failure from happening?
• What would have to go wrong to have a failure like this happen? How 

can we prevent this from going wrong?
• How could we change the way we do things to make sure this failure 

never happens?
• If a failure like this happened, how quickly can we catch and correct 

the problem?
• If the patient is harmed by this failure, how could we minimize the 

effect of the failure on the patient’s condition?
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Corrective actions

• Change physical surroundings
• Engineering controls into system (forcing function)Stronger

• Checklists/cognitive aids
• Reduce distractionsIntermediate

• Warnings/labels
• Inservice/training
• Warnings/labels

Weaker

Step 7: Measure the success of process changes
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What to 
measure?

How often the process 
failures identified as high 

priority to fix are still 
happening after process 
changes are completed

The incidence of adverse 
events related to the 
process under study

Looking for themes
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Discovery Tools

TOOLS & RESOURCES — Convergence 
Health Consulting
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0 1 2 3 4 5 6 7 8 9 10

Order to insert a Central Line

Evidence-based clinical indication

Max Sterile Tech

No femoral lines

Non-sutrued securement used

Assess clinical necessity for continued use

Assess of insertion site

Patency of CL

CHG bathing practice

Blood drawn from 2 different Peripheral sites

Mini RCA CLABSI PI
Number of "No"s
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0 1 2 3 4 5 6 7 8 9 10

Order to insert Foley

Hospital-defined clinical indication

Initiated using sterile tech and proper cleaning prior to insertion

2-person insertion

Alternatives to urinary catheter

Qualifying S&S

UA with at least one abnormality

Assess clinical necessity for continued use

Documentation of cath care to include closed system w/seal, etc.

Peri-care documented

Antibiotics for CAUTI and clinical S&S

Mini RCA CAUTI PI: Count of "No"s 
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Other ideas?Other ideas?

Schedule

March 6: Session 1: Get to Know You
March 20: Session 2: Facilitation & Project Management Skills
April 24: Session 3: Engaging others in QI
May 1: Session 4: Performing FMEA/RCA/etc. & Use of 

Discovery Tool
May 22: Session 5: Data Collection, Analysis & Display
June 12: Session 6: Just Culture & Communication
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Contact
Barb DeBaun, MSN, RN, CICCasey Driscoll, CPHQ

Quality ConsultantMontana Hospital Association

Improvement AdvisorDirector of Quality Programs

barbdebaun@me.comCasey.Driscoll@mtha.org
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