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The PLL Journey for Industry

PLL sub-team

formed among Reg Health Canada Health Canada Health Canada Health Canada PLL Ongoing feedback
Affairs Committee o nsultations  consultations  consultations consultations CG2 + regulations in on Q&A
( &D ) Pre-CG1 LASA CG1 draft Q&A effect
- Guidance ‘\
() X
’ April 2012 Dec 2012 Feb 2013 June 2013 July 2014 June 2015 >
. Beneficigl to have Concerns raised * Electronic gccessipility Extended . Through bilateral interactions
standardized consumer where testing of product information implementation continue to provide feedback
information was unique for * Approved labelling at period to 1-year P
¢ Ensure Canadians receive  Canada and over dispensing (vs 6 months)
approved Canadian drug and above e Substantial costs of
information testing proposals not accounted
* Approved labelling requirements in for in RIAS
publically accessible (e.g. US and EU * Provision of mock-ups
on-line); more easily found time consuming and
on HC’s website resource intensive

« Shift from paper media to
electronic media



. * l Health Santé Your health and Violre sante et votre
- Canada Canada safety... our priority. sécurité... notre prioriteé.

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
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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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Drug Product Database

What is the Drug Product Database (DPD)?

The DPD contains product specific information on drugs approved for use in Canada. The
database is managed by Health Canada and includes human pharmaceutical and biological
drugs, veterinary drugs, radiopharmaceutical drugs and disinfectant products. It contains
approximately 47,000 products that are currently approved, marketed or cancelled.

Human, veterinary, disinfectants and Schedule C drugs (e.g. radiopharmaceutical products)
approved products will be available in the DPD online at the time of authorization, with the
exception of three monographed product groups under Division 1, Part C of the Food and
Drug Regulations: sunscreen (sunscreens, lipstick making a SPF claim, cosmetic-like
products with sunscreen claims, etc.), anti-dandruff shampeo, and hard surface
disinfectants. For these products, applications filed after June 15, 2015, there may be a six
month delay after approval for the inclusion in the DPD online.

Health Canada is the federal regulator of therapeutic products and does not provide
medical advice on the use of the products identified in this database. For information
related to treatment options, choices of medications and their uses, illnesses, side effects or
drug interactions, please contact your health care professional. For infermation on where
these products are sold, please contact the individual company directly.

Information Regarding the DPD Online Query
Access the Drug

Additional information regarding the DPD online query: Product Database

+ the data found in the DPD online query is updated nightly;
¢ use the Search Tips to help navigate the database;
* use the Termincloav to aet an understandina of the words used in the DPD online
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More Highlights

Health Canada plays an active role in ensuring that you
have access to safe and effective drugs and health products.
The Department strives to maintain a balance between the
petential health benefits and risks posed by all drugs and
health products. Qur highest priority in determining the
balance is public safety.

‘Working together with other levels of government, health
care professionals, patient and consumer interest groups,
research communities and manufacturers, our department
endeavours to minimize the health risk factors to you and
maximize the safety provided by the regulatory system for
these products.

‘We also strive to provide you with the information you need
to make healthy choices and informed decisions about your
health.

Health Canada is not 3 manufacturer or distributor of drugs
and health products. We are the federal regulator. For
additional drug information related to treatment options or
where drugs or health products are sold, please contact
your health professicnal or the individual company directly.

What is Available?

Health Canada is committed to providing timely access to
sound, evidence-based information. We want to ensure that
Canadians remain up-to-date on current developments and
issues pertaining to drugs and health products in Canada.

Canada.ca

Drugs and Health Products

Health Product Infowatch,
October 2016

Health Product InfoWatch,
September 2016

Health Product InfoWatch,
August 2016

A/«
Drr;‘)?_ind Health
Product Register
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Prevent drug abuse

Get recalls and safety alerts

HBuddu

Prescription
Drug List

REGULATORY
MODERNIZATION
Health Products & Food

Assisted Human Rep‘nncf;cti
.

Advisories,
Warnings
& Recalls
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Drugs@FDA Demo | What's New in Drugs@FDA
FDA Approved Drug Products

Drugs@FDA has a new look and a new web address! The new address is
http://www.accessdata.fda.gov/scripts/icder/daf. This older version will be available until November 18, 2016.

Search by Drug Name, Active Ingredient, or Application Number

Enter at least three characters: | || Submit || Clear | Advanced Search
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Regulatory Impact Analysis Statement (RIAS)

» 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

* 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



Q&A pre-vl Q&A v1 Q&A v3 Q&A v4

Filing

Within 15
days of review
acceptance

Prior to
approval

After approval
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. 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

None — all at filing

. Final Bilingual
Inner and Outer
label mock-ups

. Bilingual PI

. English PM

Within 10 days
. French PM

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

. 2"d language PM (NDS only)
. 2"d language PI (NDS only)

. Final Bilingual Inner and Outer
label mock-ups

. Final English Pl mock-up

. English PM

Within 10 days
. French PM
. French 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

. 2" language PM (NDS only)
. 2" language Pl (NDS only)

. Final Bilingual Inner and Outer
label mock-ups

. Final English Pl mock-up

. Final English PM

Within 10 days
. French PM
. French 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
Pl

. 2"d language inner/outer labels
(NC, PDC)

. 2"d language PM (NDS, NC, PDC)

. 2"d Janguage PI (NDS only)

. Final Bilingual Inner and Outer label
mock-ups

. Final English Pl mock-up

. Final English PM

Within 20 days
. French PM
. French PI



NO, NO! THIS 1S THE
MEDICINE BOTTLEI

THE BOX IT CAME IN
. IS FOR THE
PACKAGE INSERTI

GeorgeT oudex's

20 NOC: HEWS OF COURSE . Spring 2014

Overall process from the industry to the
wholesalers

‘aidanan and appraval

SANOFI .2 o
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Standard process for Inner/Outer Label Mock-up

Process #1; Create content
To develop text only draft:

-Company Label standard (2.g. logos,
unigue 1D}
-Local Regulatory Requirements,

i+l

2-4 weeks
Process #3: Translation
-External vendors typically used
-Starts after text approved by
Canada/Global

Process #2:
Approve content
Text only label
reviewed by Global

Producing a translated label mock-up takes at least
8-15 weeks

Package Label Elements — Reviewer comments

48 woey

'3,.#5
—ﬂ—

Process #4
Mock-up creation
-Central Graphics
typically used
-Requires several
iterative reviews

"..to make space, please remove the bar code [ QR code. "

*...to minimize visible distraction, remove/change these colours. "

educe the space allocated to the ex
“...adopt one of the acceptable expiry date formats as noted in GLLG.."
he colour scheme on the |abel does not match the color of the tablets

*..to meet a font size, remove directions such as "do not split the tablet..”

Sponsors: Difficult to implement these types of requests
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Feadh Canada Plan language Iobelling
Guidamy e Docum erg
DOCUMENT REVISION HISTORY
File name Guidance Document Replaces rot applicable
CQuestions and Answrers:
Flain Language
Labelling Regulations
Date Adopted 2015/04/30 Daie Adopied 1ot apphicable
E ffective Daie 15106013 Effective Date not apphicable
Version |Locationof Change Change Made E flective Daie
1 not apphcab le Initial Issaance of Guadance | 2001 5/06/13
2 Section 2: Mock-up Removal of Notifiable 20160202
Requirement Change (NC) and post-
. . arthorization Division 1
Clanfeationaraund DIN-AS | Change (FDC) submissions
from the mock-up
wquiremert
3 Secton2: Mock-up Clanfication around the 2016104712
Requirement sub ruission of anrotated text
for Hotifiahle Changes.
4 Secton 2: Maock-up + Reorganzatonof section 201809008
Requirement on mock-ups
* Inchision of texton
weonmended font size for
labels and package inserts
+ Addihon of requirement to
declare fort size and style
forlabels and to provide a
rationale, if expected font
size 15 not met
* Removal of ®equirement to
submit package iserts for
Motifishle Change/Post-
anthorization Division 1
Change subnissions
5 Avrendices Addihen of smidalines an 201602002
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Revisions to Q&A: PLL Regulations

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 2" language PM and PI for NDS
— Accepted during screening
— Final accepted post-approval

Post-approval submission of 2" language PM and Pl
— Accepted 20 days post-approval

Creation of abbreviated Package Insert
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Impact on Industry

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
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Industry’s Ongoing Challenges

Ongoing Challenge

Expiry date format Flexibility for currently approved products and site
formats

Font size Focus on overall legibility

Package Insert Shift to electronic media and away from paper

Mock-ups based format

When to submit 2@  Remove filing requirement

language labels * Provide 20 days post-approval

« Availability evaluated during Inspections



Next steps

« 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?

18



Labelling Information — many types

Rx bottle Package insert Product Monograph Part 3" Party Drug info sheet
lll — Consumer Information
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Questions

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



