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Small size and poor readability of information

Sharing responsibility for safe medication use

Small size and poor readability of information 
Similar appearing labels and names
Mix-ups between these medications given to women in labour can 
be fatal for babiesbe fatal for babies 

Brethine Methergine
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N i P d t Li E t i
Sharing responsibility for safe medication use

Naming:  Product Line Extensions
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Obj ti
Sharing responsibility for safe medication use

Objectives

• Demonstrate how the health product’s Name Package andDemonstrate how the health product s Name, Package and 
Label* (NPL) issues are contributing to serious patient harm in 
the Canadian health care system.

• Describe the current status regarding Health Canada’s 
involvement in the prevention and management of health 
product name, package and label issues

• Propose the features of a proactive Health Canada program for 
the prevention and management of product name, label and 
package issuespackage issues.

*  Label refers to the label on or affixed to an immediate container of a drug. 
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Wh t i M di ti I id t?
Sharing responsibility for safe medication use

What is a Medication Incident?

• Any preventable event that may cause or lead to inappropriateAny preventable event that may cause or lead to inappropriate 
medication use or patient harm while the medication is in the control of 
the healthcare professional, patient, or consumer. 

• Medication incidents due to a health product’s name, package & labelMedication incidents due to a health product s name, package & label 
affect the real world safety of health products and are implicated in one 
quarter of all medical errors that result in death (approximately 2,000 –
7,000 deaths each year*).  

• Responsibility for medication incidents relating to a health product’s 
name, package and label fall under Federal jurisdiction (Food and 
Drugs Act).

* Baker GR, Norton PG, Flintoft B, et al.  The Canadian Adverse Events Study:  the incidence of adverse events among hospital
patients in Canada.  CMAJ 2004;170(11):1678-86.
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Sharing responsibility for safe medication use

Approval of Look-Alike/Sound-
Alike health product names:
Spriafil/Sprycel, Zyban/Zytram, 
Clindets/Clindesse etc.

A landmark Canadian Study 
(Baker & Norton) estimated that 
9,000 to 27, 000 Canadians die 
each year due to medical errors.  
Almost one quarter of these are 
due to medication incidents

MEDICATION INCIDENTS (MI)
Approval of potentially 
misleading names:
Lax A Day; CTP30 etc.

due to medication incidents.

Prevention of look-alike/sound-
alike medication names is the first 
on the list of nine solutions 
unveiled by WHO (1997) to 

t h lth th t
Review and approval of written 
text of label vs. approval of full-
colour label mock-up:

• Lack of prominent placement of 

prevent health care errors that 
harm millions of people daily 
throughout the world.

p p
pertinent information
• Small size and poor readability of 
printed information
• Use of abbreviations or 
trailing/preceding zeros on labels• Lack of differentiation between drug 

products that have similar names

• Similar appearing labels or packages 
of different products

One of ten adults report receiving 
the wrong drug or dose according 
to CIHI.
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products that have similar names
• Poorly designed or cluttered 
labels (designed for marketing vs. 
practice conditions)



Similar appearing packages of different products
Sharing responsibility for safe medication use

Similar appearing packages of different products
Mix-ups between KCl and other products can be fatal
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L k Alik /S d Alik H lth P d t N
Sharing responsibility for safe medication use

Look-Alike/Sound-Alike Health Product Names

C l b C b
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Celebrex vs Cerebyx



I t ti l S
Sharing responsibility for safe medication use

International Scan

• Medication NPL is recognized as a significant contributing factor• Medication NPL is recognized as a significant contributing factor 
of MI worldwide and has become a global concern.

• The occurrence of medication incidents is repetitive in nature;• The occurrence of medication incidents is repetitive in nature; 
an incident occurring in one area is likely to repeat itself in 
another.

• Regulatory agencies are moving forward with looking at ways in 
reducing medication incidents including having divisions that 
specifically deal with the prevention and analysis of MI from aspecifically deal with the prevention and analysis of MI from a 
real world perspective.
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I t ti l S (C ’d)

Sharing responsibility for safe medication use

International Scan (Cont’d)

• TGA AustraliaTGA, Australia
– Can mandate a sponsor to change an existing health product NPL 

when patient safety issues arise.
– Subsection 3(5) of the Act covers Look-Alike/Sound-Alike issues as 

well as product line extensions containing additional or differentwell as product line extensions containing additional or different 
therapeutically active ingredients

• MHRA,UK
f– For any change in the label, a mock-up of the proposed label, and 

examples of all packing components have to be submitted to the 
MHRA

• EMEA:  
– Mock-ups and specimens for the packaging and label prior to 

marketing
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I t ti l S (C ’d)

Sharing responsibility for safe medication use

International Scan (Cont’d)

• EMEAEMEA
– Volume 9A of The Rules Governing Medicinal Products in the 

European Union: Guidelines on Pharmacovigilance for 
Medicinal Products for Human Use

• Risk Minimization Activities “MAH to address potential for 
medication errors and state how this has been reduced in the 
final design of the pharmaceutical form, product information, 
packaging etc.”

P t ti l f M di ti E “R ti l id th lik lih d• Potential for Medication Errors “Routinely consider the likelihood 
of medication errors, taking into account the naming, 
presentation, instructions for use etc.”

• Risk-Benefit Assessment – Take into account the potential for 
medication errorsmedication errors

– Guideline on Risk Management Systems for Medicinal 
Products for Human Use (4.7.1) and Annex C Template for 
EU Risk Management Plan

R i l id h lik lih d f di i
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• Routinely consider the likelihood of medication errors



I t ti l S (C ’d)

Sharing responsibility for safe medication use

International Scan (Cont’d)

• FDA US• FDA, US
– 21 CFR 201.10(c)(5) “Designation of a drug or 

ingredient by a proprietary name that, because of 
i il it i lli i ti b f dsimilarity in spelling or pronunciation, may be confused 

with the proprietary name or the established name of a 
different drug or ingredient”

U d th th i ti f th P i ti U– Under the re-authorization of the Prescription User 
Fee Act (PDUFA IV) signed into law on September 27, 
2007, FDA stated it would use user fees to implement 
various measures to reduce medication errors relatedvarious measures to reduce medication errors related 
to LA/SA names, unclear label abbreviations, acronyms, 
dose designations, and error-prone label and package 
design.
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design. 

– “Drug Facts” label required for OTC drugs



Sharing responsibility for safe medication use

Label Submission Review
• Food and Drug Regulations:

C CMEDICATION INCIDENTS (MI)

Look-Alike health product names

Sound-Alike health product names

Lack of prominent placement of 
pertinent information • C.01.004 – C.01.006, 

C.01.014.1, C.08.002 
• Drug Name Submission Review:

• 27 reviews received since 
2007
• Submission moves ahead 

MEDICATION INCIDENTS (MI)pertinent information

Small size and poor readability of 
printed information

without name review
• Approvals of CTP30, 
Zyban/Zytram, 
Spriafil/Sprycel

• Label Review
• Review of written text

Use of abbreviations or 
trailing/preceding zeros on labels

Poorly designed or cluttered labels 
(designed for marketing vs. practice 
conditions)

Lack of differentiation between drug 
products that have similar names
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conditions)

Similar appearing labels or packages of 
different products



P l D i d L b l
Sharing responsibility for safe medication use

Poorly Designed Labels
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I ffi i t i i t t f
Sharing responsibility for safe medication use

Insufficient prominence given to route of 
administration
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Similar appearing labels of different products

Sharing responsibility for safe medication use

Similar appearing labels of different products
Inadequate warnings about proper drug use
Administration of a neuromuscular blocking agent to a non-
intubated patient would cause paralysis of respiratoryintubated patient would cause paralysis of respiratory 
muscles and death.

Before After
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Before After



Wh h d d?
Sharing responsibility for safe medication use

Why changes are needed?

• Medication incidents are preventable• Medication incidents are preventable.
– There are known causes of medication incidents that can be 

prevented prior to the product going out onto the market.
• Current Canadian regulatory requirements do not• Current Canadian regulatory requirements do not 

take into account how the product will be used by the 
end-user.

A h i i d d i i h lik lih d h– Authorities needed to maximize the likelihood that 
approved products will be used correctly under real 
world situations.

• ISMP Canada has pushed for voluntary changes to• ISMP Canada has pushed for voluntary changes to 
NPL following product marketing but uptake is varied.
– Ensure compliance of stakeholders.
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Sharing responsibility for safe medication use

Pre-Submission Meeting
Discussion of proposed name

Regulatory Amendment
A th iti t i i lik lih d

Risk Mitigation Measures 
• Risk Management Plan
• Risk Communications
• Name/Package/Label Change Authorities to maximize likelihood 

that approved products will be used 
correctly under real world situations 

Drug Submission
• Product Name 
Review

• Name/Package/Label Change

• Full-colour mock-
up of labels

Risk Management 
Plan
Likelihood of MI 
occurring due tooccurring due to 
health product 
naming, 
presentation of 
label/package and 
instructions for 

Medication Incident Reporting
Domestic reports of actual and 
potential/near miss medication
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use.potential/near-miss medication 
incidents.



Sharing responsibility for safe medication use

Thank you!
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