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% FINPSF20033 & % %

Topics Ranked by physician Survey %Very Interested

Proven medication safety practices 67.2

Legal tort,and malpractices issues 57.0

Non-punitive environments and systems 55.9
for reporting error

Safety practices (eg, standardization and 55.1
simplification of key processes)

Ethical issues 53.9

Patient safety in hospital-based settings 53.5

Models for error reduction 52.8
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Topics Ranked by Nursing Survey

%Very Interested

Proven medication safety practices

Designing jobs for safety (eg, work hours,
work loads,statfing ratios)

Ethical 1ssues

Non-punitive environments and systems
for reporting error

Models for constructively dealing with

unsafe practices

75.8
75.7

72.1
69.1

68.7
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Topics Ranked by Nursing Survey %Very Interested

Safety practices (eg, standardization and 67.2
simplification of key processes)

Patient safety in hospital-based settings 66.4

Information-based strategies to improve patient 65.7
safety ( eg, practices guidelines and standards)

Models for error reduction 64.7

Methods for making safety a system-wide 62.1

objective ( eg, a culture of safety)
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HFMEA &_i+ -9

Healthcare FMEA
"A and method
of identilying and preventing product and

process problems before they occur*

VA National Center for atient Safety (INCPS)




% 7 & # FHFMEA ?

m Primary: Prevent before they occur

m Secondary: JCAHO Leadership Standard: [LLD 5.2]
Responsible for ongoing, proactive program for identifying patient

safety risks and reducing medical/ health care ervors
p 2003 £ 42JCAHO = 5| 5 & ;8 i 3 » & — Ty e v R
® * HEMEA ™ 2 ¥ & I & 7 42 o

oint Commission on A.ccreditation of ealthcare Crganization (JCAHO)




Definitions:

m Sentinel event -

?E—?Eﬁp o= X

AN AT G e &

m Adverse event : 4 L E &
%5/%‘/5@_%_ e T 18 A ehig

m Near miss (Close call):F"iT45 X —
FIpEen o~ @ g RE &4




Healthcare FMEA Process

m Step 1 - Define the Topic

m Step 2 - Assemble the Team

m Step 3 - Graphically Describe the Process
m Step 4 - Conduct the Hazard Analysis

m Step 5 - Identity Actions and Outcome

Measures




Healthcare FMEA Process

m STEP 1 - Define the Topic

The topic to be reviewed should a
high-risk or high-vulnerability area,

to merit the Investment of time and
resource by the HFMEA team.




Healthcare FMEA Process

m STEP 2 - Assemble the Team

Assemble the Team — Multidisciplinary
team with Subject Matter Expert (S)
plus advisor




Healthcare FMEA Process

STEP 3 - Graphically Describe the Process

1 2 3 4

Sub-Processes: Sub-Processes: Sub-Processes: Sub-Processes: Sub-Processes:

A. XXX
A. XXX A. XXX A. XXX A. XXX

B. XXX B. XXX B. xxx
C. xxx C. xxx C. xxx
D. xxx D. XXX




Healthcare FMEA Process

Step 4: Conduct Hazard Analysis:
(a) List potential failure modes for each step

3A 3B 3C 3D

Failure Mode: Failure Mode: Failure Mode: Failure Mode:

1. XXX 1. XXX 1. XXX 1. XXX
2. XXX 2. XXX 2. XXX

3. XXX

4. XXX

(b) Determine Severity & Probability [l
(c) Use the Decision Tree
(d) List all Failure Mode Causes




Healthcare FMEA Process

m STEP 5 - Actions and Outcome Measures

A. Decide to “Eliminate,” “Control,” or “Accept” the
fallure mode cause.

B. Describe an action for each fallure mode cause that
will eliminate or control Iit.

C. ldentify outcome measures that will be used to
analyze and test the re-designed process.




Healthcare FMEA Process

m STEP 5 - Actions and Outcome Measures

D. ldentify a single, responsible individual by title
to complete the recommended action.

E. Indicate whether top management has concurred
with the recommended actions.
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Forms & Tools

m Forms
m \Worksheets
m Hazard Scoring Matrix

m Decision Tree




Healthcare FMEA Forms

Step 1. Select the process you want to examine. Define the scope
(Be specific and include a clear definition of the process or
product to be studied).

This HFMEA is focused on




Healthcare FMEA Forms

Step 2. Assemble the Team

FMEA Number

Date Started Date Completed

Team Members 1. 4.
2. 51
3. 6.

Team Leader

Are all affected areas represented? YES/NO

Are different levels and types of knowledge represented on the team?
YES /NO

Who will take minutes and maintain records?




HFMEA Worksheet

Scoring

Worksheet for Process Step

Decision Tree Analysis

Failure Mode :
First evaluate failure
Mode before
determining

Potential causes

Potential

Causes

ISTREVES

Aipgeqoud

h100S paezeH

¢310e10918Q
¢ Pa920.d

¢ssaudeap ds
43 Bunsix3g

Action Type
(Control ,Accept,
Eliminate)

Or
Rationale for

Stopping

Outcome

Measure

3|qisuodsay
uosiad

39U3.4JN2U0J
1uswabeuen




HFMEA Hazard Scoring Matrix

Severity of Effect

Q0
©
Q0
0
<
o

Frequent
Occasional
Uncommon
mote




Hazard Analysis

Severity Rating :
Catastrophic - death or major permanent loss of function
(sentinel event)
Mayjor - permanent lessening of bodily functioning,
disfigurement, required major surgery,
Increased length of stay or level of care for
more than 2 patients
Moderate - increased length of stay or level of care for
more than one patient
Minor - No Injury, nor increased length of stay or level
of care




Hazard Analysis

Probability Rating :

Freguent - Likely to occur immediately or within a short

period (may happen several times in one year)

Occasional - Probably will occur (may happen several
times in 1 to 2 years)

Uncommon - Possible to occur (may happen sometime In
2 to 5 years)

Remote - Unlikely to occur (may happen sometime in 5 to

30 years)




HFMEA Decision Tree

Hazard needs
controlled?

HAZ > 8?

9

Failure will result in system
failure (Criticality)

Does

already exist ? |

Hazard so obvious/apparent
that control measure not
needed? (Detectability)

Proceed with
HFMEA Step 5




Definitions :

= Single point weakness:
If the step In the process is so critical that is failure will result in system failure

or In an adverse event then you have identified a single point weakness.

m Effective Control Measure:
A barrier that eliminates or substantially reduces the likelihood of a hazardous

event occurring




Example: PSA Testing

Step 1: Define the Topic: Lab Safety (PSA testing)
Step 2: Assemble the Team

|_eader: Patient Safety Manager

Members: Technicians etc.
Subject Matter Experts “On-Call”:




Sub-Processes:

A. Order written

B. Entered in HIS
C. Received in Lab

Sub-Processes:

A. ID Patient

B. Select proper
tube/equip

C. Draw blood

D. Label

Sub-Processes:

A. Review order

B. Centrifuge
Specimen

C. Verify
Calibration

D. Run QC

E. Run Sample

F. Report Result

G. Enter in HIS

Sub-Processes:

A. Report Received

Sub-Processes:
A. Results Filed




Step 4: Conduct Hazard Analysis:
(a) List potential failure modes for each step

3A 3B 3C 3D 3E 3F

Failure Mode: Failure Mode:  Failure Mode: Failure  Failure Mode: Failure Mode: Failure Mode:
Mode:
1. Wrong test 1. Equip. broken 1. Instrument 1.QC 1. Mech. 1. Computer 1. Not
ordered 2. Wrong speed not Calibra.  result error crash entered
2. Order not 3. Specimen not 2. Bad calibra.  not 2. Result entered
received clotted stored accep. for wrong P’t Use
4. No power 3. Result not
5. Wrong test entered e
tube 4. Result misread
by tech.

4 iR e BiE




Step 4: Conduct Hazard Analysis:

Determine Severity and of
potential failure modes, record on worksheet

Catastrophic
Major
Moderate
Minor




Step 4: Conduct Hazard Analysis:

(b) Determine Severity and Probability of potential
faillure modes, record on worksheet

Probabii

Frequent
Occasional
Uncommon
Remote

Determine Hazard Score and Enter on Worksheet




Step 4: Conduct Hazard Analysis:
Hazard needs (c) Complete Decision Tree

controlled?

HAZ > 87

Single Point Weakness?
Failure will result in system
failure (Criticality)

Does Effective Control
Measure already exist ?

Hazard so obvious/apparent
that control measure not
needed? (Detectability)

Proceed with
HFMEA Step 5




Step 5 : Actions & Outcomes

Worksheet for Process Step 3F5 : Result Misread by Tech.

Scoring

Decision Tree Analysis

Failure Mode :
Fitrst evaluate failure
Mode before
determining

Potential causes

Potential

Causes

ISTREVES

Aipgeqoud

91005 pJezeH

¢81qe10318Q

¢SSaUd eI\ dS
¢ND3 Bunsix3

$Pa320.4d

Action Type
(Control ,Accept,
Eliminate)

(0)'s
Rationale for

Stopping

Outcome

Measure

3|qisuodsay
uosiad

39U3.4JN2U0J
1uawsafeuen

3F5
Result misread
By Tech.

—

9]RIBPOIA

juanbai4

Have a second Tech. confirm

and initial reading when
double shifts are worked.

Tech.
fatigue

9JeJ3POIN

[eUOISEI20

Control

5.9.9.9.9.9.9

losinledng
ge

Too busy
and

distracted

9]eJ3POIN

juanbai4

Control

), 9.9.9.9.9.¢

R

Redesigned
Lab and
phone system

Bunisaulbug
sanl|1oed

Poor

Lighting

9]eI8pPOIN

aj0Way

Lighting
condition
is obvious to
user , second
source is also

provided.

\

Control access to the Lab

and dedicate a single phone

line for all incoming calls.

Confusing
Readout on
PSA

instrument

9JeJ3POIN

anbai4

Eliminate

Purchase
New
equipment

New
equipment in
Place by

losinledng
Ajddns




HFMEAT i *

*Prevention of fatal MRI incident

*Prevention of wrong site procedure/surgery

*Prevention of fatal medical gas errors

Prevention of major medical center power failure







