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Patient Safety

Patient safety is the freedom from accidental injury
In health care
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- Background To Report

« Medication errors are the most common single
preventable cause of adverse events in Europe

« The Council of Europe Committee of Experts on
Pharmaceutical Questions established the Expert
Group on Safe Medication Practices in 2003.

« Group tasked to review medication safety and to
prepare recommendations to specifically prevent
adverse events caused by medication errors in
European health care.

« Multidisciplinary healthcare professionals
» Representatives from European Countries
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- Objectives of Report

Provide information to:

* enhance awareness of medication errors across the
European countries and recognition as an important
system-based public health issue;

» provide guidance for reducing medication errors and
preventable adverse drug events

* help European health authorities, governments and
regulatory agencies, pharmaceutical companies,
organisations and professional societies, health
professionals and patients selecting top safety
practices for implementation both at
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- Report Overview

 Introduction: provides the scope of the report

« Chapter I: explores how to prevent errors by learning from
medication errors

« Chapter II: outlines how to measure and evaluate medication
safety

« Chapter lll: explains how the design of medicinal products used
in Europe can be developed to improve the in use -safety of
medicinal products

« Chapter IV: describes methods for improving safe medication
practices

« Chapter V: explores how medicine information practices
contribute to medication safety




Table 1: Main results of national multi-centre studies on adverse effects

— Stys Adverse drug events
of No with at least ~ Part of
: data of one serious  adverse
Studies collection  patients adverse event  events  preventable  death
Harvard Medical Practice Study (HMPS) '1“"* | 984 30,195 37% 19.4% 17.7%
Quality Australian Health Care Study (QAHCS)” 1992 14,179 16.6% [0.8% 43.0% 8.0%
Thomas et al. (UCMPS)*® 1992 14,732 2.9% 19.3% 35.0%
Schioler et al. (Denmark) " [998 1097 9.0%
Davis et al. (New Zealand) * [998 6,579 12.9% [5.4%
Vincent et al. (United Kingdom) ? 1999 1,014 10.8%
Canadian Adverse Events Study (CAES) " 2000 3,745 1.5% 23.6%
French Adverse Event Study (ENEIS) "
- prospective study n hospitalised patients 2004 8374 6.6%a 19.5% FL0%
- cause of hospitalisation 4.0% 38. 7% 47.0%

Spanish Adverse Event Study (ENEAS)™ 2003 3,624 9.3% 374% 34.8%




Table 2: The incidence of medication errors in Europe

National Patient Safety Agency

Stage in the medication
use system Ambulatory care Hospital settings
Prescribing 7.5% 0.3-9.1%
Dispensing 0.08% 16-21%
Administration Not available
49.3%
51-47.5%
24-8.6%
1.2-91%
10.5%
24-97%

Comments
% of medication orders

Direct observation studies

- ntravenous medicme doses prepared on wards

- traditional floor stock or ward stock systems

- ward stock system with oniginal prescription and
daily ward visits by pharmacists

- patient prescription distribution systems

- it dose drug distribution manual system

- it dose drug distribution computerised or
automated systems
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Table 3: The cost of preventable adverse drug events in European countries

Additional hospital cost
per preventable adverse  Estimate of the national
Country drug event annual cost
Spain €3000
(rermany €3700 £ 400 million
United-Kingdom £ 706 million
(72% preventable)

France £ 636 million

(38% preventable)
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Figure 2: MERS Co-ordination at supranational European level
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NPSA Patient Safety Observatory Report
Medication Safety Incidents
January 2005 — June 2006

National Centres for Safe
Medication Practices should
publish annual reports to
identify

risks and methods that have
been used effectively to
manage these risks.

The information should be
collated at European level
and should be used to inform
the external assessment

of health care organisations.

NHS
National Patient Safety Agency

incidents in the NHS




NHS

National Patient Safety Agency

NRLS Medication Incidents —
Reported Degree of Harm

Severe
0.1%

Death Moderate
4.0%

No Harm
83.2%
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NRLS Medication Incidents — Care Setting

Community Pharmacy
3%

Other
2%

GP's

1%

Mental Health
7%

Community Senices
9%
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NRLS Medication Incidents — Stage

Other o
7% Prescribing

16%

Dispensing/
Preparation
18%

Administration
59%



NHS!

National Patient Safety Agency

The 10 most common types of medication
error reported to the NRLS

Wrong dose,
strength, frequency
Omitted medicine /

ingredient

Wrong drug / medicine

Other

Wrong quantity
Mismatching between
patient and medicine

Wrong / transposed /
omitted medicine label

Patient allergic
to treatment

Medication incident type

Wrong storage

Wrong / omitted /
passed expiry date

0 5 10 15 20 25 30

Percentage
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- European Medicines Regulations

« Current European medicines regulations concerning
naming, packaging and labelling for pharmaceutical
products provide inadequate safeguards for patients

» Medication errors frequently occur in Europe because
of sound-alike or look-alike drug names, similarities in
packaging and labelling appearance and unclear,
ambiguous or incomplete label information
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- The Importance Of Human Factors

« There is little recognition of the importance of the
human factor principles in selection and design of
drug names, labels and packages in order to
minimise the potential for error and enhance
medication safety

* The current design for labelling and packaging
prioritise industry concerns, such as “trade dress”,
Instead of considering the context where the
pharmaceutical product has to be used. It is not
patient-centred, but, rather, relies on an assumption
of perfect performance by healthcare professionals
and by patients
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Recommendations for machine readable
codes on medicinal products

It is recommended that :

« EU medicines regulations should be updated to
include design features for packaging and labelling of
medicine products that take incorporate human
factors and promote safe use in practice.

 Include a requirement, that packaging and labelling
be subject to human factor assessment and user
testing to be undertaken by the manufacturers.
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Recommendations for machine readable
codes on medicinal products

» Continuing the current non-standardised and unregulated
use of machine readable code son medicinal products is
likely to increase risks for patients in Europe.

« These codes are expected to be used more frequently in
clinical practice in the future. Inaccurate, confusing or
unreadable codes or codes not included in health care
databases may pose risks.

« Machine readable codes need to be standardised and
considered together with other labelling information in the
course of the marketing authorisation procedure of
medicinal products in order to ensure patient safety and to
prevent new risks.
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Recommendations for machine readable
codes on medicinal products

« European medicine regulations should include
requirements for machine readable codes.

« As an important element, the medicine regulations
should require that pharmaceutical companies
provide unit dose medicines with a bar code.
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Recommendations for machine readable
codes on medicinal products

« With a view to full benefit for patient safety by this
technology, it is recommended that the following
changes are made to European medicines
regulations:

 all medicinal products marketed in Europe should
have an EAN-13 code bar containing the GTIN on the
primary medicine container as a minimum

requirement with an implementation period of two
years;
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Recommendations for machine readable
codes on medicinal products

 have a data matrix bar code or RFID chip on both the
primary container and unit dose with an
Implementation period of five years.

« The GTIN, batch number and expiry date should be
encoded; include a unique serial number if the
medicine is at risk of being counterfeit.
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EFPIA Supply Chain Integrity Initiative

« Use of data matrix bar codes

« Enabling anti-counterfeiting
and other patient safety
safeguards

44(’
FUROPEAN FEDERATION

OF PHARMACEUTICAL
INDUSTRIES AND ASSOCIATIONS

Today's research, tomorrow’s cures
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Safer practice notice 07

Ensuring safer practice with
Repevax® and Revaxis® vaccines

There hawe been a number of reported patient safety Inddents and
near misses Imvohing Repevad® and Revaes® vaccines, where staff
have mistakenly given the wrong vacdne. This Is due to similar

product names, labeling ard packaging.

News packaging 15 due shortly. This notice highlights this change to
healthicare pro?essmnals. mpmﬁﬂdﬁ a gulggas tohiows they can
minimise fsk In the short-term.

Action for the NHS

NHS aoute trusts {including foundation trusts), prim

- ary care
0 I ce orgarisations and Incal health baards in England and Wales should
take the following steps Immedately:

240 April 2005 1 Ercure procedures are in place to check the corract vaccine has bean
P selected for the ndidual pattent corcerned on each and every
administration.
Immedate acion O 2 Ralse awareness of the proposed changes to the packaging with al
Ection @ staff Invoked In childhood Immunisations (see page 3). This may
nclude dsplaying pictures of the pmdﬂrggl all locations
Lipdate O  whene the vacone b5 stored or used. T ==} rices of staff
selecting the wrong vacdre, where possible staff should use up stocks
Information request g n the origina padeaging stye first.
. 3 Review procedures for risk assessment and management of new vaccine
Reference: NFSA/2005/7 products Introduced bocally, and strengthen procedurnes whene necessary
4 Continue to report any patkent safety Incdents (see page 4).
For responss by: » Frafmsond Wk for shedl rumng » HRIENCIR Ipedionet: Wiks
= HHS aciria st (nduding foundation = DisFict Immuni s on oe-ordna tors » HHE FATA
nsts), primary Gra oganisbionsand ol « POCwEmant manegan » Welsh Haakh Supples
heslih bosrds in Engind and Waks » Communication kats = HHE Dinect
For actin by « Pt Awoa and Liakan Sawoas » hoysl ook gee and prokmional oigerEations:
; (PALE} I England . Fracitionars and Hestth Wiskoe!
= Dictors of pubkc heahn Engendand. - ; iy
Wakss, primany car: Tt - At Attt Hebars

= Chisd pharmacids in England and 'Wakas,
ECONGay (e
Tha NPSA recommisnds that HHS
onganlsathons also Infom:

= Consulzimis in communicabla disasas

= Wadical, nurangand pharmacenical
dinkcal govemancs kads

= Fizk managers

= Directors o rursing

= Fatiam and public imokeman e

Tha MPSA has Infarmed:

» Chial @eaouteg of aruria Tusts, primary car
organisations and kocdl hadt Bsrd in
Engand and Wiks

« Regoral diectors of public heathof
sirainge hazkh autharties Enpland] ard
rapinal officas fAvakes]

« Weakrcar Commesen

= Frimary and Community Cara Rarmiacy
Mataari

= Wioriod

= Quality improvamant kads in Sosibnd and
Feithein Istnd

= Inedapardant Heshhcama Fonam

= Haakh Froimdtion A

= Commision for Sockl T2 inpecion

= Community Heakh Councls [CHOA In Walkas
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Patient Safety Incident Involving
Vaccine Products
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Safer practice notice

Notice

25 May 2006

Immediate action

Action

Upsdats

Information request

agiNia

Ref: MPSAR006412

Ensuring safer practice with high dose
ampoules of diamorphine and morphine

Thare have bean a rumber of raports of deaths and harm due 1o the
Fdministration of high dose (30mg or grester) diamorphine ar marphine
Injections 1o patients who hed rot presously raceived dosss of oplates.
This notice promotes safe practice with these medicines. It 15 not nterded
to prevant approprate cinical use In patients who need them.

Risks
The maor risks are:

Packaging of differant strangths of diamarphine and morphine ampoules
look the same; the outer carton and ampoule labeling are poorly
differartiated; ard Sma, 10mg, 15ma, 20mg and 30mg products have
similar appeararces.

Higher strength ampoules of damorphine and moehine (30ma, for
examplel stored alongside lower strength products (10mg, for examplel in
dirical areas In both primary and secondary care.

Inzuffident therapsutic fraining and understandng on the part of the
healthcare staff of the nsks and precautiors when prascibirg, dspersing
and adminkering hgher doses of diamerphine and morphine Injgctions.

Actions for the NHS

Risk assess and have procedures for safely presaibing, labeling, supphing,
storing, prapanng and admintstaing diamaorphine and morphine injections.

Resdew therapeutic guidelines for the use of diamorphine and morphine
Ingctable products for patients raguirng soute care, Induding post-
Fdminitration observation of patiants who heve not previowsly recaied
doses of oplates.

Update Information concerning the safe use of diamorphine and morphine
Inectable products as part of an ongoing programme of franing for
healthcara staff on medication practice.

Ensura that relcxone njection, an antidote to oplatednduced respiratory
deprassion, & avalable in all clinical locations where diamorphine and
marphing njections are stored or administered.

National Patient Safety Agency
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Look-a-like packaging for Diamorphine
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Patient Safety Incident Involving
Diamorphine Ampoules




Information
design for
patient safety

A guide to the graphic design
of medication packaging

the helen hamlyn g o ]
research ctarll:r;wl "'* :
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[NHS|
the helen hamlyn National Patient
research centre .ﬁ%‘. Safety Agency

Design for patient safety

A guide to the
graphic design of
medication packaging

Second edition
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Use Blank Space To Emphasise
Critical Information

B ]

Proprietary Name

Ganaric Mame 10mg

cort i G ngrackae art grachans EEEEEE

e ——

oot cozrore Proprietary Name

2":“" ;q;:ﬂulw"al Generic Name
Capsules

28 Tablets
Dl ied by 10 mg

Compary Pham aos s oals
23 vy P osed

vy a0

Ay pestoade 28 Capsules
Froducs ioorss bolder
B2 Ay Flod
Sy S0 ven

Sy o S0 &

ootz CBC OO RN AR CCL T CL
B BB L I O e (I
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Critical Information In The Same Field of Vision
On At Least Three Non-Opposing Faces
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Use Colours To Differentiation to

Highlight Information

Proprietary Name Proprietary Name
Generic Name Generic Name
Tablets Tablets

28 Tablats o 28 Tablets e
Proprietary Name Proprietary Name
Generic Name Generic Name
Tablets Tablets

somg

28 Tablets o 28 Tablets e

Proprietary Name

Generic Name
Tablets

10mg
28 Tablets

Proprietary Name
Generic Name
Tablets

30 mg

28 Tablets

Proprietary Name
Generic Name
Tablets

20 mg

28 Tablets

Proprietary Name
Generic Name
Tablets

40 mg

28 Tablets
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Allocate Space for a Dispensing Label

Generic Name 10 mg Zec e sontains ingresant Gerg
i A5 contains mgredant
= i e iwn sta P el ULl G Rl o W ama U
o 3 e : : =g ral adim - straton:
E i - P = i Tk s divecied by wour cocen
{1 t GEMERIC MNAME 10MG gty '
Z & i ] s | Pazir read enclosed ‘gafer cansfuly,
5l €8 fm : il
o~ I fE: = Taxke FOUR tablets i Shora o 350 = @ dig place
g4 =2 = en alternate mornings | Poeciomignt
i up = i Keep out of sight and
ﬂ':l e ——— —FH e ':_ reach of childien.
i Patient name ::-;mf:;}"

ANYHHERE

| Address of manufacturer f ) iaiahniainiaiink
. : 123 Any Street : !
:;’Take FOUR tablets : :
“:':1)!1 alternate mornings ' Place dispensing
= : :

& e label here :
ml‘atient name :::nmc‘v

: Gt

002"74135%

T L e




Recently Re-Desighed Packaging
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Recently Re-Desighed Packaging
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Design for Safety

Labelling and Packaging Guidelines for
Injectable Medicines
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Name and Strength

L

]
gy
L~

Proprietary Name Proprietary flame
Generi!) Name ry Generic Name
Foriv. use gl ampoules  Smgdmil
Sml ampoules
5mg,fm| For i.v. use 25mg!5m|
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Ampoule Design

(

of

Each ml of sohation Lmg

nyééryf ;"r};'rftrate
(Hrand Name
Glyceryl Trinitrate
Intravenoas infusion

1 mg/ml
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Vial Design

/

Proprietary name Proprietary name
Emulsion Tor injection or infusion H
Generic name. | Generic name
Each 1ml contains 10mg of Generic Nam Lamg/ml
vial contains 500mg Generic Name. Also F -
sovbean oil refined, triglyccerides mediu mﬁnﬁﬁi
bottled egg phosphatide, glycerol, oleic ad actio
hydroxide and water for injections. To be Injection.
intravenously, subcutaneously, intramusg I\h_ _’_/I
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Batch and Expiry

Batch: 645981
Exp: 08/03/31
batch | |
gxp (BY
Batch: 645981

Lze before:  Mar 08
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Infusion Design
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Highlight Route of Administration
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Bar Codes

Proprietary Name

Proprietary Name ‘ “ ‘ ‘ ‘ ‘H
Ill‘IIII 5V 099602 326712

Proprietary Name
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Peelable Ampoule/Vial Labels
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Differentiating Injectable Medicine




NHS!

National Patient Safety Agency

National Patient Safety Agency

Design for patient safety
A guide to the design of
dispensed medicines

Edition 1
2007
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Dispensing Labels

p
28 Medicine Name 200mg tablets

Warning avoid alcohalic drink
Take with or after food
Take regularly and complete the course

Mrs A. Patient (Reg.2)
For advice 020 7089 2627

Keep out of the sight and reach of children

Take ONE tablet THREE times a day

12 Jul 2007

A. Pharmacy 123 Pharmacy Street, Town, AB1 C34

70mm

Arial Bold. Font 5ke 10 pt

Arial Bold. Font Size 12 pt

‘ Arial ragular. Fort Size 10 pt

-,

EB'qu:li etary Name 2CJng tablets
ake O E tablet THREE times a day

ahe agl_lal and complete the course
mﬂb\u‘adwma.Dunutclm.

ant (Reg.2) 12 Jul
For advice 020 7089

fthe sight and reach of children
' Arial Bold. Fort Size 8 pt

.

Arial Bold, Font Sze & pt

Aral regular, Fort Siza 8 pt

Arial regular. Font Sze 12 pt

Arial ragular. Font Size 12 pt

Anal reqular Font Size

Arial Bald, Font SEze 10 pt
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Room For Dispensing Labels

Proprietary Name

MNon-proprietary name
S500mqg

f=] (=S= =] L=l (=R =l (= e (=
(=] (=] o L o o
o o g L) 5 Lo

2o Qo Q0 OO0 OO Q
o o o o QO ¢ o
o o oo o Q

28 Capsules

258 lanleis Fmpﬁmw Name 200mg

28 tablets Proprietary Name 200mg
Mon proprietary name
Each tablet containg propristary name-200mg, Al containg

WARMING: May couss doowsiness, || stecied do nol drive
or aperate machinerg, genid sfeohodic drink

05576335 66 2MIS £36 221
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The Use of Bar Codes

00ma

N )



National Patient Safety Agency

Labelling Small Containers

L

mm

PHOPHIETARY NAME [fomy
29 tube =

—

r‘

e

Proprietary name

Non propristary name

20mg

J

r
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Summary

- Safe medication practice is an important public health
Issue in Europe

« Current European medicines regulations concerning
naming, packaging and labelling for pharmaceutical
products provide inadequate safeguards for patients

« The Council of Europe Safe Medication Practice
Report Recommends changes in European
Regulation to require the use of a GTIN, batch
number and expiry date and a unique serial number
(where appropriate) on outer packs and unit of use
packaging in five years.
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More information

www.npsa.nhs.uk



