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PLAIN LANGUAGE LABELLING INITIATIVE 
Easy to Read… Easy to Understand… Easy to Access

Joanne Garrah
Office of Legislative and Regulatory 
Modernization, PPIAD, HPFB

December 2012



Plain Language Labelling Initiative 
Objectives:
• reduce preventable medication errors
• improve safe and effective use of drugs
• support Canadians in making informed choices about drugs

To be achieved through:
• plain language improvements to labels and packages
• increasing accessibility and tailoring of labels for health professionals and 

consumers  
• increasing consumer awareness - how labels are read 

System-wide collaboration will be key to the success of this initiative, and Health Canada 
will also look to international counterparts to draw upon best practices and experiences, 
and align where possible.
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Google Search Term:  Drugs Health Canada
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Google Search Term:  Drugs FDA
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Regulatory Impact Analysis Statement (RIAS) 
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• The submission of mock-ups would not theoretically require additional work on the part of the 
Sponsor

– Timing change
– Reduce procedural steps during review

• LASA – policy in effect since 2006.  Industry anticipating updates.
– Void of stating any additional/incremental cost for Sponsors

• Reduction in 
– Preventable medication errors caused by drug’s name, label, package
– Number of ER visits, hospitalizations, lengths of stays
– Reduce morbidity and mortality linked to ADR
– Reduce dispense error rate in community pharmacies
– Reduce number of tort cases related to medication errors

“The issue of preventable medication errors is recognized as being a complex and system-wide 
concern…”
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Industry’s Key Comments
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• Ensure Canadians receive approved Canadian labelling

• Approved labelling available in Central repository, accessible from trusted 
source

• Shift from paper formats to electronic media

• Harmonize requirements

• Eliminate/minimize non-value, resource intense implementation elements
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Milestone Q&A pre-v1 Q&A v1 Q&A v3 Q&A v4

Filing

• Brand Name 
Assessment

• Contact 
information on 
inner and outer 
label

• Bilingual Inner 
and Outer label 
mock-ups for 
each product 
size and 
configuration

• Bilingual PM
• Bilingual PI

• Brand Name Assessment
• Contact information on inner 

and outer label
• Bilingual Inner and Outer label 

mock-ups for representative 
size and configuration

• Unilingual (NDS only) or 
Bilingual PM

• Unilingual (NDS only) or 
Bilingual PI 

• Brand Name Assessment
• Contact information on inner and 

outer label
• Bilingual Inner and Outer label 

mock-ups for representative  size 
and configuration (NDS, SNDS, 
ANDS, SANDS, DINA, DINB)

• Inner and outer label, PM, PI 
annotated written text (NC and 
PDC)

• Unilingual (NDS only) or Bilingual 
PM

• Unilingual (NDS only) or Bilingual 
PI 

• Brand Name Assessment
• Contact information on inner and 

outer label
• Bilingual Inner and Outer label 

mock-ups for representative  size 
and configuration (NDS, SNDS, 
ANDS, SANDS, DINA, DINB) 

• Inner and outer label, PM annotated 
written text (NC and PDC)

• No PI for NC and PDC
• Unilingual (NDS only) or Bilingual 

PM
• Unilingual (NDS only) or Bilingual 

PI 

Within 15 
days of review 

acceptance

None – all at filing • 2nd language PM (NDS only)
• 2nd language PI (NDS only)

• 2nd language PM (NDS only)
• 2nd language PI (NDS only)

• 2nd language inner/outer labels 
(NC, PDC)

• 2nd language PM (NDS, NC, PDC)
• 2nd language PI (NDS only)

Prior to 
approval 

• Final Bilingual
Inner and Outer 
label mock-ups

• Bilingual PI
• English PM

• Final Bilingual Inner and Outer 
label mock-ups

• Final English PI mock-up
• English PM

• Final Bilingual Inner and Outer 
label mock-ups

• Final English PI mock-up
• Final English PM 

• Final Bilingual Inner and Outer label 
mock-ups

• Final English PI mock-up
• Final English PM 

After approval
Within 10 days
• French PM 

Within 10 days
• French PM 
• French PI

Within 10 days
• French PM 
• French PI

Within 20 days
• French PM 
• French PI
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Revisions to Q&A: PLL Regulations
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• Relaxed requirements for NC and PDC
– No PI at time of filing
– Labels (annotated text or mock-up) at filing, only if significant changes

• Timing of submission for 2nd language PM and PI for NDS
– Accepted during screening
– Final accepted post-approval

• Post-approval submission of 2nd language PM and PI
– Accepted 20 days post-approval

• Creation of abbreviated Package Insert



Impact on Industry
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• Delays to submissions in Canada
– Notifiable Changes – alleviated by Q&A Sept 2016 update
– SNDS response to Advisement Letter

• Increased artwork demand

• Increased translation demand

• Increase to new product introductions costs in Canada

• Global-Canada process and governance changes for labelling and 
package change control



Industry’s Ongoing Challenges
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Ongoing Challenge Suggestions
Expiry date format Flexibility for currently approved products and site 

formats
Font size Focus on overall legibility
Package Insert
Mock-ups

Shift to electronic media and away from paper 
based format

When to submit 2nd

language labels
• Remove filing requirement

• Provide 20 days post-approval
• Availability evaluated during Inspections



Next steps
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• Continue to provide feedback on PLL implementation

• Explore options for electronic consumer information

• Evaluate effectiveness of PLL after years of implementation
– Assess against RIAS: 

Has medication errors linked to brand name, label, package 
decreased?



Rx bottle Package insert Product Monograph Part 
III – Consumer Information

3rd Party Drug info sheet

Labelling Information – many types



Confidentiality Notice 
This file is private and may contain confidential and proprietary information. If you have received this file in error, please notify us and remove 
it from your system and note that you must not copy, distribute or take any action in reliance on it. Any unauthorized use or disclosure of the 
contents of this file is not permitted and may be unlawful. AstraZeneca PLC, 1 Francis Crick Avenue, Cambridge Biomedical Campus, 
Cambridge, CB2 0AA, UK, T: +44(0)203 749 5000, www.astrazeneca.com
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Questions


