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High Risk Industries

- s

.. "'i .-...0.“

s ow

ulture of secrecy
hid a series of botched operations
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QuIC Report to the President: Doing What Counts For Patient Safety (2000).
www.bmjpg.com/thu27/m9_1.ppt




m Errors are common

m Errors are costly

m Systems cause
errors

m Errors can be
prevented and
safety can be
improved
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A GUIDETO
PATIENT POWER

’

“It is important to your survival to be informed, and this book is an excellent resource."

—Bernie S. Siegel, M.D., Author of Love, Medicine, & Miracles

SHELDON P. BLAU, M.D., EA.C.P., FA.C.R.
and ELAINE FANTLE SHIMBERG




National Patient Safety
Agency

Created in 2001 following publication of:

* An Organisation with a Memory, which looked at
learning from adverse incidents in the NHS;

an d (ORY 2purtmnr
* Building A Safer NHS for Patients, which set out
the government’s plans to address the

recommendations.
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Safety

Effectiveness
Patient-centeredness
Timeliness

Efficiency
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I HAVE
COME TO
INFORM YOU
ABOUT THE
RISKS OF YOUR
OPERATION.
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WERE COMPLICATIONS,”

#I’'M AFRAID THERE



ool Cudl o 4l 5

1 53 Jlo o
Ww&,)%ﬂoo‘ooo ZU”)':'S")‘,/ Yo

Ol jlow )3 (SLSI Cwoldl (sbd du 52 S po Jlw jd85gs ok I D9
Bl 595 €55 A0 buwgle b &

S 3 S alwd & by po Sidlga 43 ‘5&)9194_31_3943”.@)_5_;5..
Vgui (o0 T9y0

b Cdoas Wgy gl £0 ¢

(b lowy (Sleiighe B po Ngy ok V31 i



Firstly what has the impact been on
the patient

Permanent Psychological Damage
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High Reliability Organizations(HROS)
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Hazard: source, situation, or act with a potential for harm
in terms of human injury or ill health, or a combination
of these

Incident: work-related event(s) in which an injury or ill

health (regardless of severity) or fatality occurred, or
could have occurred

lll health: identifiable, adverse physical or mental condition
arising from and/or made worse by a work activity
and/or work-related situation

OHSAS 18001:2007 (Occupational health and safety management systems — Requirements)
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Risk: effect of uncertainty on objectives

NOTE 1: An effect is a deviation from the expected — positive and/or negative.

NOTE 2: Objectives can have different aspects (such as financial, health and safety,
and environmental goals) and can apply at different levels (such as strategic,
organization-wide, project, product and process).

NOTE 3: Risk is often characterized by reference to potential events and
consequences, or a combination of these.

NOTE 4: Risk is often expressed in terms of a combination of the consequences of
an event (including changes in circumstances) and the associated likelihood of
occurrence.

ISO 31000:2009 (Risk management — Principles and guidelines)
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Event: occurrence or change of a particular set of
circumstances

Consequence: outcome of an event affecting objectives

Likelihood: chance of something happening

Risk management: coordinated activities to direct and
control an organization with regard to risk

Risk assessment: overall process of risk identification, risk
analysis and risk evaluation

ISO 31000:2009 (Risk management — Principles and guidelines)
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Design out the problem (design

Pharmuaceuticals

MARTINDALE /I-.

10 x 1.15ml ampoules
Injection containing

PHENOBARBITONE
SODIUM BP
60mg in Iml

Contains: Phenobarbitone Sodium BP 6% wiv,
Disodium Edetate ard Water for injections

in Propylene Glycol

For subcutaneous, intramuscular or, after
dilution with 10 times its own volume of Water for
PLI883/6189R Injection, intravenous injection
PAJ6INS3 PROTECT FRCM LIGHT
wuin Dose: See enclosed patient information feaflet

solution)

Pharmaceuticals

MARTINDALE /[0

10 x 2ml ampoules
Frusemide
Injection BP 1%

@Ein 2ml

Contains 1% wiv Frusemide.

Also contains Sodium Chloride

and Water for Injections.

May also contain Sodium Hydroxide

For intramuscular or slow intravenous use.

STORE BELOW 25'C PROTECT FROM LIGHT
PL1883/0045

Wit Patient information leaflet enclosed

Amiloride

Sma Tablets BF

S it

acxew

=T

Atenololf 3

25ma Tablats Br (\iﬁ accaw

Atenolol

50mg Tablots Br

c Acid

Tamoxifern A

20mg Tablats BP

30 Tabiwts : KK& AR

Tor ral admi

<
Iamoxdirsr S i

flomi] [PoM | 8 1] [POM

PL4296/0022 . A03551/0012

ater for \gnocaine Inj. BP
ections BP Wy ]
=1 i

the prepa_raﬁﬁl Gspoule contains:
t aine
parenterals “H,0 100 mg

Sterile B BRAUN Sunle B BRAUN

&5

10mi| POM

P4 021

Sodium
(Chloride BP

05% “,'/?l Sterile

ST




Poor Design and Labelling

: oltaro -
mmP Rap id Diclofenac lwinl;‘lgg;afblm

25 mg Tablets

Diclofenac potassium

Tablets to be taken by mouth Tablets to be taken by mouth

| 0' de ' g ontarol 50 mg Tablets
50 mg Tablets i 1« sodium Ph.Eur.

Diclofenac potassium

Tablets to be taken by mouth

Tablets to be taken by mouth

Voltarol® 75mg SR
Tablets

Diclofenac sodium




Problems with labelling




Improving Labelling and Packaging
reduce errors

A partnership with e N € 3
UK manufacturers of s
W rex®25m3 Tablets
Methotrexate to gl el
develop novel - |
packaging designs ; | lw .




Lone 1| - Entraposcon within eail

Fane 2 - Encrapmaent bersvreen mop of compnessed
INEATDrE S5 Nas kHF‘[:ulll. ':If 'ﬂlj. .:ll_'m'\t'l_'ll '“il itl'ld ﬁ-ul‘mr[h

FLone 3 - Entrapment in honsental space bemwesn
rail an«d mattmess

FLaone 4 - Envrapoeent betwesn top ol comrEprressed
mnmttress and bottosn of sail at coad of cail

Fones 5, 0 oand T oare mot measured rones. These are showwn bere -n-rll:..' for reference for future

reporting of entrapiment incidens.

Fomne 5 - Emvrapmment betweem splie raills Lo 6 - Emtragument beteesen rail encd Fouwe T - Emtragureent Bbetvweon bead oo
] calge of head ! boon Baoord

Fosnig Becimrad arad amesagrces
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“The patient in the next bed is highly
infectious. Thank God for these curtains.”
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Risk Management Process Overview:

i

‘—+ Establish the Context +—*

e SRNH, S5 SR
«Communicate and consult «— - |dentify the risks |« —»
Establish the context s =

|dentify risks

*Analyse risks

Evaluate and prioritise risks
*Treat risks

*Monitor and review

Communicate and Consult

e Treat the risks ‘-

Monitor and Review
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(Establishing the Context) (¢ e}
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S5 eans| 4 (Retrospective ) 55 aisds glas )xg ,c
(prospective)
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(proactive risk assessment)
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Reactive Analysis

Root Cause
Analysis (RCA)

i ) Al 236 Jlis 4 LRCA SLiss o
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What happened? and how did it happen?

» Which factors contributed to the adverse event?
» What was the root cause?

« How can it be prevented from occurring again?
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Proactive Analysis

Failure Mode and
Effects Analysis
(FMEA)

High | 3| 4 | 5 P IO PRCORN A
Medium | 2 3 4 Sl oS ol lp ail Sy yalas St
Low 1 2 3

Probability

3Ll Slaladl s s,

Low | Medium | High

Impact/severity
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fighting fires!
N4

|[dentification

of potential ™
risks

Preparation to
- prevent and act =
before risks and
adverse events
accur

Analyze, priortize,
develop responses and
contingency plans,
follow-up the plans
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Brainstorming (oral or written) (S L plad ) lsel oL @

Nominal group technique (NGT) ol 0 95 S5 e
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Contributory factors analysis (cause-effect diagram- fishbone)
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(HFMEA

— (Healthcare) Failure Modes and Effects Analysis
HACCP

— Hazard and Critical Control Points

HAZOPS

— Hazard and Operability Studies

PRA

— Probabilistic Risk Assessment

SWIFT

— Structured ‘What If’ Technique
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HRA Techniques (Human reliability analysis):

HEART
— Human Error Analysis and Reduction Technique
* THERP
— Technique for Human Error Prediction
e SHERPA
— Systematic Human Error Reduction and Prediction Approach
e GEMS
— Generic Error Modelling System
 |DEAS
— Influence Diagram Error Analysis System



Sy Sl g (2bjyl sla b

@

L b9y ol obj ol

Sl oad yleyd g gy isu 3,9 Ll )
215 3929 gl (6515 9y90 )3 &7 Lol ¢
At (&S By g (05 (B pO
2 2l al) delge (B g uiS oS5 ) RaS5 L) Jolge il 0 (520
SIS




9900 odla] Wb Lbgy pl 5l Seolss



Swwy byl » (deol Jlgzw lex

How bad

could this
be ? IS there a

What could need for

go wrong? action,
If so what?

How often?
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Risk

Consequence / Severity / Impact
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Terminate

Treat

Transfer

Tolerate

Sy o pde gy 5le
sl ol

Sl el b g b, JBlas o

b cdlge S b (B el

ses



Risk Treatment Options

%
Ji =
o= TRANSFER
ELIMINATE \/
or AVOID Q?
: REDUCE
Y L .
n " =
, H e,
£

ACCEPT
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Deployment Risks, indicators, responses and
of the Plan: contingency plans identified
Process by the Risk management team

Risk Plan:
organization

Communicate to the rest of the organization “

Find how to detect the risks in each area,
How to control and communicate them
and the owners of each function

. Resources, owners,
Risk Plan for each Area: : :
: detection & reporting
Indicators and goal to reach
systems,...

Implementation
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High innovate and
1] _ Continuous  improve |
Perception of the deployment improvement of
along time RM is the way to
t work in my
ﬂEJ organization
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S ~implementing the
2 perception RM plan
= | . Understand . impact
Contact  L'SM  Theimpactof and beneits
RMinmyarea from RM
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Low |RMfortne  CONCEPSOf organization
first time R : Vision

Status Quo  Risk Management Evolution along time

RM = Risk Management
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Toerris Human
To cover up is unforgivable

To fall to learn i1s iInexcusable



