AAAAAA

Desighing Health Product
Labels and Packages for Safety

Kim Streitenberger
Project Lead
Institute for Safe Medication Practices Canada

June 17, 2015



Disclosure

ISMP Canada has received an unrestricted
educational grant from Ikaria Canada Inc. to
support this presentation.

©2015 Institute for Safe Medication Practices Canada (ISMP Canada)



Human Factors and Health Product
Labelling and Packaging

The label and package are the first points
of interaction between a health product
and a potential user.

Labels and packages should be designed
with consideration to the user’s needs
and the environment of use

It's not about asking people to read labels
more carefully.

It's about designing labels that enable
users to find the information they need to
use the product safely.
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Labelling and Packaging — An
Aggregate Analysis of Reported
Incidents

REPORT

a Medication Incident )

e Review of medication incidents voluntarily
reported to ISMP Canada from January 1,
2001, to May 15, 2012

SafeMedicationUse.ca
e Over 2000 reports identified labelling, o e
packaging or naming as a contributing

factor or concern :
clD

Community Pharmacy Incident Reporting

e 474 reports specifically identified
manufacturer labelling or packaging as a
contributing factor A i
HInaryze-ERR

ol
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Common Contributing Factors

Look-alike labelling and e Lack of cues for differences
packaging e.g., concentration or strength

Crowding of information on e Similar containers or dosage
forms for different routes of

labels . .
Confusing | £ of administration
onrusing layout o e.g., topical liquid provided in a vial

information _ e Use of abbreviations
Lack of prominence of key
information
e.g., generic name, dose information
Use of colour “A lot of

.. concentration and
Readability time is required to
e.g., type size, background (clear), colour ensure that you have
contrast between background & text the correct product in

hand..”
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Solution Confusion
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Changes to Product Label

©2015 Institute for Safe Medication Practices Canada (ISMP Canada)



Non-prescription Product Confusion

CLEAR|
CARE

CLINNCALLY
PROVEN
#1 IN COMFOR

Graphic: ISMP Canada SafeMedicationUse.ca
Alert Vol.13, Issue 2; March 27, 2013
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Changes to Product Label

CAREFULLY AEAD THE DETAILED DIRECTIONS FOR U3k,

IWARNNGS AND IMPORTANT SAFETY I
 PRINTID ONTHE INSEKT AND CARTON KEFORF LStk Thog
When o v drecid CLUARCARSS provdes e
CLEARCARE® also heps peeveet urious ene infections by
DIRECIONS FOR USE: Ay wash 1 e yout harch
ek anding your lweves.

1. Rerowe yout heoes oneat 2 tine and place

Thoroughly
Seruars with CLEAR CARES for at e
5 seconds,

3% HYDROGEN PEROXIDE
Cleaning and Disinfecting
Solution

IRIPLE
ACTION

CLEANING

40 F e heen Cave 1 e with Sead
CLEAR CARES

3. Piace lens hoder 1 the (e, tighten Cap and
S0 lenses for atleast
6 hour Or vesnight fup 10 7 dand
DONOT SHAKE THE CASE

Yo hemaes dee beadly 30 wed after soaking lor us Mot
Lol riese with saboe s necenary. Dscand the nevoalsed
Avntertant fowm the cup i cnncatuabard (LEAR CARE>
(RN (O 20 ALK AR the eyes, t wil Caute Bumvng
A ARG aG ot redrasy Rermove lemes enmadatery and tuh
£ W 3 Lt amcont of water o aserde sakne. 1 bt of
raten contiury, serk professond ssstinge from an e
(00 proterucond

WARNNGS PHECAUTIONS: SEE INSTAT AND CARTON.
cide )%
W, Puronic
17R4, end sodum choride 6 79%.

Wyew e Ro amy ingrediont v tis sedetion,

2 notase. KIEP OUTOF REACN OF CHR OVEN.

$tore CLEAR CARE" and lonscare at 15 - 20°C.
Ovicend 3 monthy afarr

For miye mformution wgardeg tha srodict consut your ey
e proferuenal of

Calf 6 10 free at 1800613245

) CLEANS : : / ) h

LOOSENS DT

WARNINGS:
/@8, 00 ot st CLEAR CARE®
p‘f directly imo your eyes or burning

and stinging wil result

Do not use flat lens case.
- CLEAR CARE® only works with
7 the special lens Case provided.

Do ot remove lenses from case
until ot least € bowrs later. The
solution needs time 12 neutraitze.

Sterile o ozesss

Alcon

% Do not rinie loraes with
CLEAR CARE® prior 1o inserting
fantes Into your eyes. If you want
to rinse lenses, use starlie saline
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Strength or Dose Confusion
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Changes to product label

©2015 Institute for Safe Medication Practices Canada (ISMP Canada)



Selected Recommendations for
Safe Labelling and Packaging

©2015 Institute for Safe Medication Practices Canada (ISMP Canada)



The Proximity/Compatibility Principle

o All information relevant
to a common task or
mental operation should
be displayed close
together

Rothrock L, Barron K, Simpson TW, et al. Applying the
proximity compatibility and the control-display
compatibility principles to engineering design
interfaces. Hum Factors Ergonomics Manuf.
2006;16(1):61-81.
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Type Style and Size

e Use sans serif, non
decorative type styles

e Use the largest point size
possible.

e For smaller point sizes,
use a background colour
that is significantly
different from the type
colour
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Text Orientation

.
"
.
]
p
B
.
2
j

ISMP Canada Ontario Critical Incident Learning; Issue 7; Feb 2014; Available from http://ismp-
canada.org/download/ocil/ISMPCONCIL2014-7_SmartPumpsNeedSmartSystems.pdf

©2015 Institute for Safe Medication Practices Canada (ISMP Canada)



Colour and Contrast

e Colour can be used to:

e draw attention to key
information e.g. product name,

strength, warning statements

o differentiate one product
from another e.g. different strengths

of same product

e Good contrast between |
text & background can
enhance legibility of text
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White Space

e Should be used as
. . 1 x 20 mg vial
liberally as possible

e Use to:
e Frame a grouping of text mitomycin per vial

R el
e Separate unrelated nravesica
information

e Around headings and key
information to emphasize
their importance
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General Packaging Considerations

INJECTABLE TOPICAL

ISMP Can Saf Bull [Internet]; 2009 [cited 2014 Feb 19];9(2):2. Available from:
http://www.ismpcanada.org/download/safetyBulletins/ISMPCSB2009-2-
InadvertentinjectionofEpinephrinelntendedforTopicaUse.pdf
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http://www.ismpcanada.org/download/safetyBulletins/ISMPCSB2009-2-InadvertentInjectionofEpinephrineIntendedforTopicaUse.pdf
http://www.ismpcanada.org/download/safetyBulletins/ISMPCSB2009-2-InadvertentInjectionofEpinephrineIntendedforTopicaUse.pdf
http://www.ismpcanada.org/download/safetyBulletins/ISMPCSB2009-2-InadvertentInjectionofEpinephrineIntendedforTopicaUse.pdf
http://www.ismpcanada.org/download/safetyBulletins/ISMPCSB2009-2-InadvertentInjectionofEpinephrineIntendedforTopicaUse.pdf
http://www.ismpcanada.org/download/safetyBulletins/ISMPCSB2009-2-InadvertentInjectionofEpinephrineIntendedforTopicaUse.pdf

Packaging of Multi-Part Products
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Blister Packaging

e Provide information on
each blister cell

e Avoid placing information
across two blister cells

e Perforations should allow
for separation of each
individual dose from the
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User Testing

o Assesses usability and identifies problems

experienced by users

e Provides a realistic view of label and

package function in t

ne “real world”

e Should be considerec
heightened risk of ha
IN error

when there is a
rm if product is used
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The Good Label and Package Practices
Guide

ismp

Draft developed collaboratively by e T

DOCUMENT

Health Canada and ISMP Canada

Good Label and Package Practices Guide

Provides direction to industry on
the design of safe and clear
health product labels and
packages.

External stakeholder consultation
completed 2015
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In Conclusion

e The design of health product labels and packages play an
important role in facilitating safe product use.

e |abels and packages should provide the user with the
information they need to use the product safely.

e Design of health product labels and packages should
consider human factors, user needs, and the environments
in which the product will be used
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kstreitenberger@ismp-canada.org
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