Naming, labelling and packaging of
medicines put patients at risk.

Experiences from SPAIN
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ISMP-Spain

National Medication Error Reporting & Learning System

SISTEMA DE NOTIFICACION
¥ APRENDIZAJE DE ERRORES
DE MEDICACION

* Errores de medicacion

* Notificacion de errores a
ISMP-ESPANA

* Boletines

* Alertas

Exte sistema de nolificacion de
incidentes por medicamentos ests
financiada por el Ministeno de Sanidad,
Senvicins Sociales & Igualdad.

9 Instituto para el Uso Seguro de los Medicamentos

cién Espafiola del Institute for

edication Practices

SISTEMA DE NOTIFICACION Y AP
MEDICA

Adherido al Programa Internacional de
Instituto para el Uso Segu

DESCRIPCION DEL INCIDENTE
* Campos obligatorios

* Gravedad del incidente:

@ Error potencial
(Categoria A: Circunstanciss o acentecimientd
g

) Error real

&) Em 3
(Seleccione I3 categoris d= mayor gravedsd
gue ha tenido el error en el pacients)

B - El errar ocurrid pero no llegd al pacienty

iCudndo sucedid el incidente? (Fars los
aplicable"}

Tiempeo conocido: Si il

Fecha: Bl aliy

o Objective: “Learning effectively from
failures”

o Supported by the Spanish Ministry of Health
through its Patient Safety Strategy.

o Collaborate with the Spanish Medication
Agency

o Reporting ways:

Web-based reporting form

Electronic reporting from local organizations through
a computer application

Other systems: E-mail, telephone




ISMP-Spain &

Spanish Agency of Medicines (AEMPS) Collaboration

)
Healthcare 51
professionals l:>l:> gﬁg&% | > medicamentos jy
AWM S productos sanitarios
Notifications
f Analysis Actions

P Since 2001. Collaboration agreement between AEMPS and
ISMP-Spain:

Send medication error reports (without & with harm) filtered and
analyzed, with proposals for solutions, about errors related to:

- Labelling and packaging, naming, product information,
administration devices, shortages, etc.




Major Naming, Labelling and Packaging Problems

» Look-alike sound-alike drug names

- Brand names
- INN names
- Brand names and INN names

P Similarities in packaging and labelling appearance

- Different drugs
- Different dosage strengths of the same product

» Unclear, ambiguous or incomplete labelling

- Unclear strength designation
* Use of percentages, use of concentration, etc.

- Poor readability of label information
e Cluttered labelling, small font, lack of adequate background contrast, etc.




Examples of naming problems

» Look-alike sound-alike drug names

O Confusion between brand names
- Aricept- Azilect
+ Luminal- Sumial
- Humalog- Humalog basal- Humalog mix
« Oxynorm-Oxycontin
o Confusion between generic names
- doxorubicina- epirubicina
- hidroxicarbamida- hidroxocobalamina
- metamizol- metronidazol
- metotrexato- metronidazol

o Confusion between brand and generic names
- Rohipnol-ropirinol
- Sandostatin- somatostatina
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National Medication Error Reporting & Learning System

Feedback: LASA drug names list, TML list, name finder
and recommendations

Recomendaciones para prevenir los errores
causados por confusion en los nombres de los medicamentos

ISMP-Espaiia
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Examples of labelling and packaging problems

» Similarities in packaging and labelling (different drugs)/
inadequate prominence of manufacturer name:

r:.’»l i ey :_/ 66:-:010'3 4 APG'I‘EKV , 663660.0 _‘m , 66501030
‘ Om

Paracetamol Apotex 1 g Motlorming Apceii Bt
comprimidos EFG comprimidos recubiertos con pelicula EFG
Metformina, hidroclonra

MEDICAMENTO SUJETO A PRESCRIPCION MEDICA

APOTEX

Pantoprazol Apotex 40 mg AF
comprimidos gastrorresistentes EFG 25

MEDICAMENTO SUJETO A PRESCRIPCION MEDICA

40 comprimidos | Via oral ‘ E
j;:--‘ , 662317.6 O

50 comprimidor VA ORAL
recuibiertos con pelicula

Pantoprazol Apotex 40mg

comprimidos gastrorresistentes EFG
MEDICAMENTO SUJETO A PRESCRIPCION MEDICA

28 comprimidas A

| | gastromess ORAL
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Examples of labelling and packaging problems

» Similarities in packaging and labelling (different drugs)/
poor readability:
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Examples of labelling and packaging problems

» Similarities in packaging and labelling (different dosage
strenghts)

@Glaxosmt hkline
Volibris® 5 mg

comprimidos recubiertos con pelicula
ambrisentan

Cada comprimido contiene 5 mg
de ambrisentan

30 comprimidos recubiertos
con pelicula

) NovarTIS

75 mg solucién inyectable
Omalizumab

Via subcutanea
Una jeringa precargada que contiene 0,5 ml de solucidn inyectable

@G\axosmhknm
Volibris: 10 mg

compn'.:mdos recubiertos con pelicula
ambrisentan

') novARTIS

Cada comprimido contiene 10 mg
de ambrisentan

150 mg solucién inyectable
Omalizumab

30 comprimidos recubiertos
con pelicula

Via subcutanea
Una jeringa precargada que contiene 1 ml de solucion inyectable.
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Examples of labelling and packaging problems

» Unclear strength designation: use of percentages

Morfina Braun 10%
Morfina hidroclorurg(10 mg/ml) 10 ampollas de 1 ml

Cloruro Morfico Braun 1%

Sin conservantes

Solucion inyectable CON RECETA MEDICA
Esteril

olucidn inyectable

en ampollas,

Estéril

Via parenteral 0 1 0/

B/ BRAUN

B BRAUN

Morfina Clorhidrato

solucion inyectable

CLORHIDRATO DE MORFINA
1 AMPOLLA DE 1 ML

Morfina SERR

solucion inyectable
Morfina, hidrocloruro
1 AMPOLLA DE 1 ML

VIAINTRAVENOSA, INTRAMUSCULAR, SUBCUTANEA

e

T 6900

Clorhidrato 2

inyectable
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Examples of labelling and packaging problems

» Unclear strength designation: use of concentration
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Examples of labelling and packaging problems

» Unclear strength designation: use of concentration

innohep® 10.000 u/mi

solucion inyectable
tinzaparina sédica

10 jeringas precargadas de 0,35 ml
i

VIA SUBCUTANEA

814897.4
ox

L

innohep” 10.000 Ul anti-Xa/mi

solucién inyectable en jeringas
inzaparina sodica

~—"

10 jeringas precargadas de 0,35 ml

ViA SUBCUTANEA

i

et

L EO

814897.4
@]

innohep"® 20.000 Ul anti-Xa/ml

solucién inyectable en jeringas
tinzaparina sadica

10 jeringas precargadas de 0,5 ml

0,5 ml = 10.000 Ul anti-Xa
I ——

ViA SUBCUTANEA
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Examples of labelling and packaging problems

» Unclear strength designation: use of concentration

TINZAPARIN LABEL CHANGES IN RESPONSE i
TO MEDICATION INCIDENT REPORT*

Two cases from the database of the Institut

innohep" 20.000 Ul anti-Xa/mi

solucién inyectable en jeringas
tinzaparina sodica

653684.1
: ‘

a
Medication Practices Canada (ISMP Canada 0 9 ml_ DIN 02231478 Jd
roblems with labelling for tinzaparin.
" N Winnohep® -
Tinzaparin sodiiim )
—— 18,000 anti-Xa IlUDI mL (3=
YASUECLTANER (e s aneous fsous-cutanseinj, OO
‘Eﬁ N *Regd Liser LEQ Pharma i, Thorndsll O O ol

Figure 3. The manufacturer’s new lahel for the prefilled

syringe now includes the generic drug name (tinzaparin
sodium).

CITHP — Vol. 58, No. 5— November 2005




Examples of labelling and packaging problems

» Incomplete information (overfilling)
g

JEVTANA'

concentrado y disolvente para
solucion para perfusion

cabazitax - g I
Via intravenosa (perfusion) DESPUES de la dilucion fi g ‘H‘

11 vial de concentrado de 1,5 ml y e - -

1 vial de disolvente de 4,5 ml. ’ - t?-ci:é“i f ~
(dj (1] |DISOLVENTE paraf TN 60 mg | <MAT>515 60 mg | <MAT>3f
. d fo estéril \TE para NA ‘
sanofi - Uilizar el contenido(® el
;. ~ |prala dilucion. i )
45ml de etanol 15%¢ 1,5ml Eido U (llenado: 1,830
- el disol " H :ZTu fanaeen i
SN J ol 15% v/v disolvente
il H udo: 5,67 ml). o),
0 - —
= =
6.5 Nature and contents of container
6.5 Nature and contents of container One pack contains one vial of concentrate and one vial of solvent:
. Concentrate: 1.5 ml of concentrate in a 15 ml clear glass vial (type I) closed with a grey
One pack contains one vial of concentrate and one vial chlorobutyl rubber closure sealed by an aluminium cap covered with a light green plastic
. N . S : 5 3 - 7
. Concentrate: 1.5 ml of concentrate in a 15 ml cle flip-off cap. Eggl — _ _ :
chlorobutyl rubber closure seale A aluminit / This fill volume has been established during the development
Qiv-off ‘ v of JEVTANA to compensate for liquid loss during preparation of the premix. This overfill
1p-oil cap. ensures that after dilution with the entire content of the accompanying solvent for JEVTANA,
. Solvent: 4.5 ml of solvent in a 15 ml clear glass- there is a minimal extractable premix volume of 6 ml containing 10 mg/ml JEVTANA which

ru|;|3e1' c|osure sea[ea By a go'ﬁ co'our aluminiur corresponds to the labelled amount of 60 mg per vial.

cap. . Solvent: 4.5 ml of solvent in a 15 ml clear glass vial (type I) closed with a grey chlorobutyl
rubber closure sealed by a gold colour aluminium cap covered with a colourless plastic flip-off

Each vial contains 4.5 ml nominal velume (fill volume: 5.67 ml). This fill volume has been

cap.
e addition of the entire
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Examples of labelling and packaging problems

» Initial labelling in USA:

Thes |_"'I'1:':r| R 1
*Hrguires b diletio b agrringin
FOR INTRAVENDLIS INFLISKON (X

CYTOTONIC AGENT

NI 24 RE24-T1

JEVTANA’

(cabazitaxel)

Injeckion

PEVTARA, wial and 1 Diluenl wa

fiian-Ser bk parre! for detaify

LY AFTER SEOOMD DILLTION

RXONLY

sanofl aventis

T
erhdraw only the reat

pregre the fnal infusion

Use ONLY for 1|urrnn
Spe package insart for

B instructions,

Store at 25°C (77°F); ex
E!tween 15°-30°C [59%
rate.

' Yﬂg 0se vial.

sifinfiaventis U.S. LLE
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A closing thought

; INTERMATIONAL
i MEDICATEON
- SAFETY NETWORK

Medicine labelling & packaging should speak a universal
language, however there are international variations
which may have important implications for patient safety.

It is essential to establish international standards for
labelling & packaging, and to promote and reinforce
international cooperation and information sharing.
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Thank you
ISMP-Espana
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wWww.ismp-espana.org



