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Executive Summary

On January 24, 2008, a stakeholder invitational roundtable, co chaired by the Institute for Safe Medication
Practices Canada (ISMP Canada) and the Canadian Patient Safety Institute (CPSI), was convened in Ottawa,
Ontario, to discuss and seek consensus on voluntary guidelines for pharmaceutical manufacturers related to the
use of bar codes for labelling medications at the unit-dose (or unit-of-use) packaging level. The 40 participants
who attended represented a variety of organizations and interests. They worked in discussion groups to explore
various aspects of bar coding for pharmaceutical labels, including the products to be bar coded; packaging and
placement of bar codes; and the content, format, and symbology of the bar codes themselves. Before the
roundtable, ISMP Canada circulated a discussion paper outlining a proposed approach for each of these
aspects.

Products to be Bar Coded

For discussion purposes, ISMP Canada proposed that bar code guidelines apply to all prescription drugs
intended for human consumption (except for investigational new drugs and radiopharmaceuticals) and any
nonprescription drugs commonly ordered for and administered to hospital inpatients. Roundtable participants
agreed in principle that all prescription and nonprescription drugs should be bar coded. They pointed to the need
for clear definitions of and evidence-based rationales for exemptions. Given limited resources, participants
suggested that it might be necessary to focus on higher-risk items initially.

Packaging and Placement of Bar Codes

For discussion purposes, ISMP Canada proposed that bar codes appear on both exterior and interior packaging,
as well as on individual blister card bubbles, vials, ampoules, and small bottles. During the roundtable, there was
agreement in principle that bar codes should appear on each level of packaging. Participants suggested that the
compliance of pharmaceutical manufacturers with bar coding guidelines could be driven forward by buying
groups, with stepwise implementation of bar coding guidelines. Next steps should include an implementation
timeline and work plan.

Content of Bar Codes

For discussion purposes, ISMP Canada proposed that the following information elements be encoded in the bar
code: drug product name, drug strength and form, manufacturer, package size, lot number, and expiry date.
Participants agreed that all of this information should be included eventually but recommended a progressive
approach, starting with a minimum requirement for a simple identifier (linear bar code without variable data such
as expiry date and lot number) and increasing the requirements to incorporate a two-dimensional composite as
technology and readiness evolve.

Participants suggested that Canada start by taking the same approach as that of the US Food and Drug
Administration (FDA), whereby all proposed information except lot number and expiry date would be encoded in
the bar codes from the outset, with a specified timeframe for the addition of lot number and expiry date.
Participants stressed the need for a single, centrally accessible, up-to-date database for bar codes.

It was suggested that agreement be reached within 6 months on the information to be contained in the bar code
(i.e., coding methodology and required data elements), followed by implementation of the bar codes themselves
within an acceptable time frame.

Format of Bar Codes
For discussion purposes, ISMP Canada proposed that standards developed by either GS1 Healthcare (GS1) or
Health Industry Business Communications Council (HIBCC) be deemed acceptable.
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Participants stressed that there should be a single source of data that could be linked with several types of bar
codes and that the data set should be easily accessible. Ideally, the database would be centrally maintained by
an unbiased source, with endorsement by healthcare associations, standards-setting organizations, and
regulators. It was agreed that further consultation is needed before a particular format is selected, and that, in
light of global production of pharmaceuticals, this choice may not be within the control of Canadian stakeholders.

Symbology for Bar Codes

For discussion purposes, ISMP Canada proposed that the guidelines recommend two-dimensional (data matrix)
symbology, but participants did not agree with this proposal. Instead, they recommended that linear bar coding
be the minimum requirement, with recognition that although this form is acceptable today, it may not necessarily
be suitable in the future. Nonetheless, they also suggested that the two-dimensional matrix format be allowed
where manufacturer readiness exists. Participants recommended that hospitals start by obtaining camera
readers to accommodate the development of bar codes. They further suggested that bar coding standards be
set so that they are “enabling” and that a hierarchy-of-products approach be considered, in recognition that the
lot number and expiry date are of more importance on certain products.

General Comments and Next Steps

There was overall agreement that a standard is urgently needed for bar coding of pharmaceutical products in
Canada. It was noted that in the absence of national standards, manufacturers will move forward on their own,
which could result in disparate systems, and that the time to begin is now. A standardized methodology, work
plan, and implementation timelines must be developed.

Roundtable participants proposed that the next steps include one more meeting of the planning committee to
review the roundtable results. The proceedings document was circulated to participants for feedback, and a
follow-up document is to be prepared to reflect areas of consensus and aspects where standards might evolve
(for example, identification of what is most important and most practical now and directions for future
enhancements). Consideration will be given to the potential need for a document outlining “best practices,” which
would include details to assist in implementation.

Additional steps will be developed in consultation with stakeholders.
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Introduction

On January 24, 2008, a one-day invitational stakeholder roundtable was held to discuss the topic of bar coding
for pharmaceuticals in the Canadian setting. The 40 participants who attended represented a variety of
organizations, professions, and interests; they included advocates for patient safety; hospital and community
pharmacists; nurses; representatives of the pharmaceutical industry, including brand and generic manufacturers
and the biotechnology sector; health system organizations; regulators; policy experts; standards-setting
agencies; and experts in bar code technology. A list of the participants appears in Appendix A, and the agenda
is presented in Appendix B. A discussion paper (available from: http://www.ismp-canada.org/publications.htm),
developed by the Institute for Safe Medication Practices Canada (ISMP Canada) with assistance from Barbara
Wells of BA Wells Healthcare Inc. and circulated to stakeholders before the event, guided discussion during the
roundtable event. The roundtable itself was designed by a planning group (members listed in Appendix C).

The purpose of the roundtable was to discuss and seek stakeholder consensus on voluntary guidelines for
pharmaceutical manufacturers related to the use of bar codes for labelling medications at the unit-dose (or unit-
of-use) packaging level.

Objectives of the Roundtable

The following specific objectives were affirmed by the Roundtable Planning Committee during a teleconference
held on August 22, 2007:
Acknowledge the scope and repercussions of medication errors in Canada and recognize how bar coding
can reduce errors (this combined goal was accomplished through the various speakers’ presentations).
Review the facts and options (these were presented in the discussion paper circulated in advance and were
reiterated in various speakers’ presentations).
Reach consensus on the following aspects of pharmaceutical label bar coding:
o products to be bar coded
o packaging and placement of bar codes
o content of bar codes
o format of bar codes
o symbology
Identify challenges and barriers to implementing the aspects listed above, along with options for solving
these problems.
Reach consensus on next steps, champions, and timelines for action.

Following a series of presentations (see Appendix D), participants worked together in five discussion groups to
identify areas of consensus, barriers and challenges and potential solutions, for each of the five aspects listed
above. These discussions were guided by four focus questions:

1. Is there agreement with what ISMP Canada has proposed?
2. If not, what is the specific nature of the disagreement?

3. What are the barriers and challenges to implementation?
4.  What solution(s) does the group recommend?

Each group summarized its deliberations, and a closing plenary discussion yielded consensus in a number of
areas. A summary of the plenary discussion is presented in the following pages.
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1. Products to be Bar Coded

For discussion purposes, ISMP Canada proposed that bar coding guidelines apply to
all prescription drugs for human consumption (except for investigational new drugs and radiopharmaceuticals)
any nonprescription drugs commonly ordered for and administered to hospital inpatients.

Agreement with ISMP Canada’s proposal
In principle, all prescription and nonprescription drugs should be bar coded.

Discussion points

- A rationale is needed for the proposed exclusions. For example, there is some commonality with the
approach of the Food and Drug Administration (FDA) (i.e., radiopharmaceuticals), but there are also some
differences.

Bar coding should be examined and considered in contexts beyond the acute care environment, across the
continuum of care, including community, home care, and nursing homes.

There is a need to ensure that the exceptions are clearly and comprehensively defined.
Bar coding of inner labels for nonprescription drugs poses a particular set of challenges.

Barriers and challenges to implementation

- It will be a challenge to examine the applicability of bar coding to healthcare environments other than acute
care; nonetheless, there is a need to define the business case for community-based pharmacy and extended
care.
A cost analysis will be needed to ensure that bar coding is feasible for industry.
The size of the Canadian market and the potentially increased costs for nonprescription drugs must be
considered.

Certain types of automation in the hospital setting (e.g., automated unit-dose packaging and dispensing
machines) are designed for use with bulk supplies, with the bar code being added at the time of packaging in
the hospital.

Possible solution(s)
Develop clear definitions of exceptions.

Provide evidence-based rationale for exceptions, starting with the exemptions outlined by the FDA.
Given limited resources, it may be necessary to focus on higher-risk items.
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2. Packaging and Placement of Bar Codes

For discussion purposes, ISMP Canada proposed that bar codes appear on both exterior and interior packaging,
as well as on individual blister card bubbles, vials, ampoules, and small bottles.

Agreement with ISMP Canada’s proposal
In principle, bar codes should appear on each level of packaging.

Discussion points
- Exceptions to the general practice remain to be identified.

The timeframe for implementation must be identified. For example, the FDA had a 2-year window for
implementation.

For blister packs, there will be issues related to size and other labelling requirements (e.g., DIN [Drug
Identification Number], bilingual wording).

The technology is available to put bar codes on blister packaging, but there are larger issues related to
manufacturing, regulation, and size of the market.

Sometimes, there may be no choice about placement of a bar code (e.g., a 1 mL vial is very small).
What will be the driving force for the bar coding initiative?

Will manufacturers feel it is important to add bar codes if 60% of hospitals do not use them and
purchasers do not require them?

Accreditation standards could be set for any point of contact (bedside, stocking, purchasing), but this
will be difficult to enforce if manufacturers are not providing bar codes.

Systematic implementation of bar codes will be needed, regardless of accreditation standards.

Barriers and challenges to implementation
Leadership is needed to drive bar coding forward.

Manufacturers may require Health Canada's guidance to meet labelling requirements

Possible solution(s)
- Drive the initiative forward through the buying groups or through requirements for bar coded products.

Focus should be on the weakest area of hospital care (i.e., the area with the most intense risk), and bar
coding should be implemented in a stepwise fashion.

A UK study' that examined optimal label design for patient safety including placement of a bar code on the
label, could be helpful and should be reviewed.

It will be necessary to determine the time to implementation and to create a work plan.

' National Health Service, National Patient Safety Agency. Design for patient safety: a guide to the graphic design of
medication packaging. 2nd ed. Place of publication: NHS; 2007.
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3. Content of Bar Codes

For discussion purposes, ISMP Canada proposed that the following information elements be encoded in the bar
code:

Drug product name Drug strength and form Manufacturer

Package size Lot number Expiry date

Agreement with ISMP Canada’s proposal
All of the proposed information elements should be included, eventually. A progressive, tiered approach was
proposed, starting with a minimum requirement for a simple, unique product identifier (linear bar code
without variable data) and increasing the requirements to incorporate a two-dimensional composite as
technology and readiness evolve.

Discussion points

- Assingle, unique international product identifier code must be established and maintained for each Canadian
drug product.
It will be important to have a background database, linked to the unique identifiers, so that detailed
information for each product can be maintained and, through the database, expanded in the future to include
new information elements.

The FDA could not identify evidence to support requirements to include lot number and expiry date.
Lot number and expiry date (variable data) could be added as a later requirement.
In Canada, 23,000 pharmaceuticals and 700 biologics are currently available.

The time required to obtain regulatory approval through Health Canada is approximately 18 months;
voluntary participation would be easier to achieve but harder to “enforce”.

Barriers and challenges to implementation
Effective database maintenance is critical to the success of bar coding:

o ldeally, Health Canada would maintain the database.

o If Health Canada is not ready to maintain the database, then it would be the responsibility of
the supplier or an independent body (GS1, HIBCC, other).

Including lot numbers and expiry dates in bar codes poses specific challenges to manufacturers:

o Once a timeframe has been defined, manufacturers could request that equipment
manufacturers make the necessary adjustments.

o If lot numbers and expiry dates are included, the bar codes must be printed at the time the
label is affixed to the product. This is inconsistent with current practice and, in the opinion of
some, is not achievable.

o The size of the Canadian market must be considered in a global context. Specifically, how will
multinational companies justify the expense of bar coding in a single market? Lot numbers and
expiry dates are very difficult to add in the context of global manufacturing processes.
Additional costs are due to greater labour needs and slower line speed. Therefore, global
trends can be expected to drive Canadian decisions.

o Abusiness case will be needed for each piece of information to be added to the bar code.

The timeframe for implementation presents challenges: What is realistic? What is “soon”? As an example,
the timeframe for bar coding of vaccines is 5 years after standards are set. Two years is not a long time for
manufacturers to effect changes to manufacturing lines, label filing, etc.

Voluntary guidelines may not result in the desired change, particularly for singe-source items.
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Possible solution(s)

- Start by taking the same approach as that of the FDA, whereby all proposed information except lot number
and expiry date would be included initially, with a specified timeframe for the addition of lot number and
expiry date.

Start implementation of bar coding with those drugs that present the highest potential risk, e.g., injectables.

Maintain one database, linked to the unique identifiers, such that scanning a bar code would provide local
access to several data elements, including the minimum required elements outlined above, and possibly an
expanded list as future requirements are agreed.

Within 6 months, reach agreement on the information to be contained in the bar code (i.e., coding
methodology and required data elements), and then implement the codes themselves in an acceptable time
frame.
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4. Format of Bar Codes

For discussion purposes, ISMP Canada proposed that standards developed by either GS1 Healthcare (GS1) or
Health Industry Business Communications Council (HIBCC) be deemed acceptable.

Agreement with ISMP Canada’s proposal
There should be a single source of data or a single database that can be linked with several types of bar
codes.

|deally, the database will be centrally maintained by an unbiased, validated source and will be endorsed by
healthcare associations, standards-setting organizations, and regulators (e.g., Canadian Standards
Association, Health Canada, ISMP Canada, Canadian Pharmacists Association, Canadian Society of
Hospital Pharmacists, Canadian Nurses Association, Canadian Medical Association).

At this stage, there is no recommendation for one format over another; further consultation is needed in this
area.

Global production means that the format may be decided elsewhere.

Discussion points

- Approximately 90% of all outer packaging for pharmaceuticals currently has some sort of bar code, which
should eventually migrate to also adding a bar code to the inner packaging (with a consistent format across
levels of packaging for each individual product), but the structure of the bar code itself may differ depending
on placement.

Approximately 90% of outer packaging uses GS1 format (exact percentage has not been verified).
As standards evolve, stakeholder consultation will be necessary.
Harmonization of standards with those in other countries would be ideal.

Barriers and challenges to implementation
Availability of a single database that can accommodate various types of data and bar codes is uncertain.

The format must be adoptable for pharmacy use, to allow unit-dose products to be repackaged or dispensed
in house from original packages (e.g., 0.08 mL in a syringe prepared from a vial in a pediatric setting).

It is uncertain how compounded products will be handled.

Possible solution(s)
The data set must be easily accessible by all users.
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5. Symbology of Bar Codes

For discussion purposes, ISMP Canada proposed that the guidelines recommend two-dimensional (data matrix)
symbology.

Agreement with ISMP Canada’s proposal
There was no agreement on this aspect.

Linear bar coding was recommended as the minimum requirement, with recognition that although this form is
acceptable today, it may not necessarily be suitable in the future.

Use of the two-dimensional matrix format should be allowed where manufacturer readiness exists.

Hospitals, when starting implementation, should obtain camera readers to accommodate the development of
bar codes.

Discussion points
- Discussion of symbology is taking place at a global level.

The United States has recommended linear bar codes, which are easier and faster to implement. Canadians
should learn what they can from the US experience.

The proposed UK standard is similar to the two-dimensional data matrix technology proposed by ISMP
Canada.

The United Kingdom and the European Union advocate linear bar codes on outer packaging, with two-
dimensional matrix coding for expiry date and lot number on the inner package (as recommended by the UK
National Health Service).

Inclusion of expiry date and lot number in bar codes, for all drugs, is not reasonable at this point; requiring
their inclusion would delay implementation of bar coding.

In addition to the import of drug products to Canada, Canadian manufacturers also export products globally.

In situations where a unique identifier with variable data is needed (e.g., vaccines) two-dimensional bar
coding should be used.

In Canada, drugs do not have a unique identifying number like the NDC code used in the United States (the
DIN is not a unique identifier for drug products).

Barriers and challenges to implementation

Graduated implementation of specific products (e.g., injectables, specific types of high-risk products) may be
needed.

Wireless scanning does not interfere with hospital equipment, but there may be software issues when two
scanning devices are operated in close proximity.

Research is needed to determine if product integrity is compromised by repeated exposure to scanning.

Possible solutions
Set standards that are “enabling.”

Use a hierarchy-of-products approach, in recognition that the lot number and expiry date are of more
importance on certain products.
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General Comments

There was overall agreement that a standard is urgently needed for bar coding of pharmaceutical products in
Canada.

The global movement of products presents a potential challenge with respect to a uniquely Canadian
solution, and the global direction of developments in the area of bar coding will help drive changes in bar
coding practice within Canada.

Pan-Canadian requirements for bar coding must be defined, but Canadians must also look to global
solutions, including the ongoing work of an international standards working group (in which Canada Health
Infoway is involved).

The needs of healthcare providers in remote areas, where appropriate technology may not be available, must
be considered.

In the absence of national standards, manufacturers will move forward on their own, which could result in
disparate systems.

The time to begin is now; specifically, a work plan and implementation timelines must be developed.

Health Canada, through its progressive licensing framework, will examine requirements for labelling, and bar
coding may fit in with this process. Cost-recovery regulations are also being reviewed.

Health Canada operates within a framework that allows for stakeholder input.

Regulatory changes require at least 18 months to take effect, and the Blueprint for Renewal is the current
priority.

Consensus on a voluntary strategy will stimulate action more quickly; significant improvements are possible.

Next Steps

The planning committee met one more time to review the results of the roundtable.
The proceedings document was circulated to participants for feedback.

A follow-up document is to be prepared to reflect areas of consensus and aspects where standards might
evolve (for example, identification of what is most important and most practical now, with direction for future
enhancements).

Consideration will be given to the potential need for a document outlining “best practices,” which would
include details to assist implementation.

Additional steps will be developed in consultation with the stakeholders.
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Directorate

Nigel Wood, GS1 Canada

Luis Figarella, Health Industry Business Communications Council

Allen J. Vaida, Institute for Safe Medication Practices (US)

Kathy Boyle, HealthPRO Procurement Services Inc

Liette Champagne, Sandoz Canada Inc
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Robert White, Non-prescription Drug Manufacturers Association of
Canada

Table Three

Louis Lamarche, BIOTECanada
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Canadian Patient Safety Institute

Meera Makim, Health Canada - Biologics and Genetic Therapies
Directorate
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Public Health Agency of Canada
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Appendix B - Roundtable Agenda

0830 — 0845
0845 - 0905

0905 -1120

1120 - 1140
1140 - 1300

1300 - 1400
1415 -1530
1530 - 1545
1545 - 1600

Pharmaceutical Bar Coding to Improve Patient Safety:
Options for Technical Standards in the Canadian Environment
Stakeholder Invitational Roundtable
Crowne Plaza Hotel, Ottawa - Thursday, January 24, 2008

Welcome —Cosponsors, Facilitator
Keynote presentation
Mary Burkhardt, Medication Safety Specialist

Setting the scene - short presentations

1. Public Health Agency of Canada’s work on vaccine bar coding
Tara Harris, PHAC

2. Perspectives of the standards setters
Nigel Wood, GS1 Canada
Luis Figarella, HIBBC

3. Perspectives of the manufacturers
Liette Champagne, Sandoz
Rob VanExan, Sanofi-Pasteur

4. Perspectives of the end users
Marie Segars, McLeod Medical Centre, Florence, NC (via teleconference)
lan Sheppard, Children’s and Women’s Health Centre of B.C.
Esther Fung, University Health Network (Toronto)

5. The US experience: perspectives of the Food and Drug Administration
Phil Chao, FDA (via teleconference)

Formation of working groups and facilitators’ instructions to groups
Working lunch and small group discussions
= Review guideline components:
Products to be bar coded
Packaging and placement
Content
Format
Symbology
= Reach consensus on preferred options
= |dentify any barriers for reaching consensus

Report back to plenary
Plenary consensus discussion
Next steps

Closing remarks
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Appendix C - Pharmaceutical Bar Code Roundtable Planning Committee

Sylvia Hyland, ISMP Canada (Co chair)
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Lisa Belzak, Public Health Agency of Canada
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Mark Ferdinand, Rx & D, Canada’s Research-Based Pharmaceutical Companies
Graeme Fraser, BioTECH Canada

Tara Harris, Public Health Agency of Canada

Héléne Perrier, Sintera

Julie Tam, Canadian Generic Pharmaceutical Association

Régis Vaillancourt, Children’s Hospital of Eastern Ontario

Margaret Zimmerman, (Health Canada)
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Appendix D -Short Presentations

Lessons Learned with Bedside Bar Code Systems
Presented By Mary Burkhardt

Lessons Where Medication Errors Occur
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administration system
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The interdependent processes in medication-use
systems typify the situation where the risk of
failure increases with a task's complexity.

= Collaborative breakthrough series — 30 hospital
teams and subject matter experts over 18
months with 1 year follow up
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VELA DITREC TIVE 2004 060
Wenkingien, DE ZHID

FURCHASENG BAR A S ANNERS, WHISTRASD PRI TERS, A%D WRIS
FRENT MEDLA FOR USE WITH BAR$ODE CLINICAL AFFLICATION SOETH AR

m‘-m\'—l-—:h - ‘%

Through the retrospectoscope

= Implement quality programs sooner
= Verification at healthcare facilities AND
manufacturers and labelers (closed loop)
= Right grade, right label (some misbranded @
labelers)
= ANS| /IS0 - recommend to verify at regular print
intervals
= Manage the print and packaging materials (durable,
good contrast, flat and not shiny)
= Aftach bar codes to the IMMEDIATE container to assure
bar code is not discarded in preparation

Through the retrospectoscope

» Include bar codes on components and kit,
both

m Bar code diluents as diluents, not the
active drug (glucagon kit mistake)

= Not multiple bar codes on one product —
nurse won't know which one to scan

= Avoid use of internal inventory tracking
numbers — confuses staff at bedside

arco de Labwiing Pro blem o olving Mast

Through the retrospectoscope

» Do baiter job of placement
= Oiniment ubes with bar code atend — bes acceas to bar code when
Iube ke relled up

» After label applicaion (flat labels scan fine but when dio
curi.uq:s don't all scan) L

= Insist on standardizaion
= Management of various numbering syslems and symbologies s
= Think GLOBALLY, but act locally
= Watch your users USE your products
= Solicit feadback and make improvements as you go (VA has sent
of leiters to FDW, contradting and GS1 about bad
bar codes)

® American Socisly of Haalth-System Phamacists has a “report bad
harmdes'mtﬁ!;e ok L

Your job, Mr. Phelps
should you choose to accept
it......

...is to work with healthcare
organizations to eliminate the barriers
to safely implementing bedside bar
code systems

Pharmaceutical Bar Coding to Improve Patient Safety: Options for Technical Standards in the Canadian Environment
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Bottom line

= The MORE you standardize and
systematize bar coding as an industry and
a nation the easier it will be for hospitals to

implement and most importantly, the safer
it will be for patients.

Pharmaceutical Bar Coding to Improve Patient Safety: Options for Technical Standards in the Canadian Environment
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Automated Identification of Vaccine Products (AIVP) Project
Presented by Tara Harris

PABLA M EALTI SRRCT of CANATY | WGIE D SANTI PUBLIARE b AR EUEY A CARAR | NG

Automated Identification of AIVP project chronology

Vaccine Products (AIVP) + 2000-01 Trchustey & InErTational Cons ustion
Project :
T 2002 Feasiility Study
+
Canadian Pharmaceutical Bar Coding * apga-a4 \Vaccing TdentSicalion Databame
ification Dak: Sysiem
Stakeholder Invitational Roundtable x IVIE'S) T design & dewelopment
lanuary 24, 2008 o 2004-08 End user accepfance testing; VIDS 1T
B complete
v 2008 CTRMPHAC MO endations for wasdne bas
Tors Harit s coding conent and fonmad
Canire for inmunizaton and Fespmbry hecious Disases H
Pubic Haalh Aganty of Canida t January 2007 SEEenGiser mestng
Iﬁl ; March 2007 Formation of AWP Adwisary CommizTes Iﬁl
TABLA HEATH ACERCY o CARADN | WGERCE D SARTH FUBLIIE 4 CARAS. U of ChRAD, |

AIVP project background

“Incorporate bar codes irto vacoine proguct labeiing o

i, AT umizatio ol keaping and inventory . o "
oy mzm;?mm? = Vaccine Identification

(Matanal Advisory Commitize an Iimmunizabion, 15595) Datahase S'p'StEI'n (VIDS]
+ Automated ldentification of Vaccine Products
{AIVF) project initiated in response to thesa

recommendations
= Collaboration with key stakeholders has been

ongoing since 1999

AL HEALTH MERCY of CARAT | WGHCE D6 WARTH LB o AR AT ECT o AR | WGEE

el TR EERL ol

Standards development

e
Al ERRIEYS L3I MALLEIDS B o B TR0 B WTH Ta0iC
i v

mmaz

A R
HEICELLE LA TITR BT

TETNN g PRTER

o T
POWDER O BOLITHR

TUBLE HEALTR AERCY of CARATS | WGEE D AT FUBLIEE o AR, FUBL AT A B of CARADH | G IR D6 SANTE FUBLAE o CARAS.
AIVP standards development
work tOQEther? * Recommendations developed by PHAC and the Canadian

Immunizaton Regestry Network

»  First propased in Mav of 2008 to industry, Health Canada,
and cther stakeholders

+  Recommendstions address bar cade content, specfication,
symbalogy and the use af pesd-offf detachable labels

» Draft recommendations have been used bo contribube
Canadian requirements to global standards development

*  Recommendations will be finalized fallowing cost-benefit
analysis and further consultation with stakehalders ti
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Encoce GTIN, lot# 3 £p. Gate on DO e 1° & 2° JacKages

2. Bar ade spocifiation

e e 551138 Cide Siuichare I encode tha data Ik the bae

3. Bar wde symbology

Use Dam Matrix {2-D Bar code on 19 packages and fneas {1-D) bar
Ccode, 3t e MM, on 27 patages

L L r—

Collaboration

Stakeholder

Outoomes:
+ Seven main priorities were identified:
development of a strategic plan
- analysis of costs
- identification of further reseanch priarities
- manufacturing ssues
harmanization of standards
- assessment an the staie of readiness
the Vacone Identification Database System (VIDS)
- Forrnatlnn of an Advisory Committes

recommended

mnqummmmmn
SUpDoET for the
mmmmm-ﬂmuhn

aeveiopmant of giobal RANAANGS for Bar coing of WATKines.

mersrin:
FHAC [ IndusTy co-anairs
Cros-SCional MEpnesEn SN foem the

Ienen T aten SpEER FPT QIUps, NGy, 0 6ers and
ST~ SEITN g OrgRNiZAtanS

Gz

1 kesy o fadilitate Rar A1V

2 ;am‘uuh a colmction of Akt i
Im e

5 lulln m neluntary wmunmnnuu-m
At ot Canadian

4. Imglemart VDI o bethe uwﬂm database contal

comprans e inkrmaton o all wodms ot for use i Cinada and
Mppart Ao pepulation of mmmn rqumu and f or othar
Infarmation
Facltats the conl uummmummmwu
syt b actept EBar oodes that maet internaticnal stamtands and
m;&hmdmum s Pkl Mrough dmtnanic ma cging
& @ of Bar cotes i e mmunzaton pracicon o indudul
Imruricmen gograns

n

Suppart tha i
providers and|

Lessons |

Contribute to and promote the adoption of global
standands .

» Collaborate and align with international partners

Engage all stakeholders across the supply chain,
including the regulator, industry and both private
and public end users

» Maintain interest and momentum through ongoing
and regular communication with stakeholders

Lisa Belzak
AIVP Advisory Committee Federal co-chair

lisa_Pelak@phac-aspe oo os
613948 8939

Tara Harris
AIVP Project Manager
Tara harris@phac-aspc.ge.ca
416 255 0337
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Standards and Patient Safety
Presented by Nigel Wood

@1 Healthcare What is GS1 Canada?

«  Mot-for-profit, industry-led organization that promotes and
maintains global standards for the identification of goods,
lncations and related e-commerc e communication

« Mission: To take a leadership role in establishing, promating,
and facilitating implementation of global multiindustry
standards fer collaborative commerce

Standards and Patient Safety g g ooep e w g ey
: - Canada'svoice in the development and maintenance of globa
N|QE| Wood,GS1 Canada collaborative comrnert:estal'épards ¢

« A GS1 Member Crganization

ismp |
pSI“IC

ez 5 e

@1 Healthcare ; G$11 1 Healthcare GS1 Member Organizations
An Integrated QOrganization

A fully integrated, global organization

30 years of experience
108 G51 Member Organizations (MOs) representing all points in
the supply chain

« Cwer 1 million companies doing business across 149 countries

«  Approximately 2,000 staff workdwide
Orer 20 sectors fincluding corsumer goods, foodsarvice, healthears,
transportation and defencs)
Crer 5 billion transactions a day

GS1 is the most widely used

108 GS1 Membsar Organizations

supply chain standards system in the world. 149 countries sarved
Local sevices, global reach
1 sy G601 Cimcw II I i s G5 Qe II I
@1 Healthcare e @1 Healthcare GS1 Keys
« GTIN Global Trade Item Mumber

The Global Language of Business « GLN Global Location Number
OVERALL BENEFITS: . i o i
| Improving efficiency & visibility in supply and demand chains S8CC S_erlal Shlpp ng Container Code
| G51 Saolutions & Services using G54 Standards ] - Gs1128 Linear Bar Code Symbc'l':)g?
@ o Data Matrix 20 symbology
ik - Inwegraed syseem of standards .
+ GRAI Global Returnable Asset Identifier
btons® | @ oon® [ @ coHE Ealeal® . GSRN Global Service Relation Number
Ghbal standards koo Elabal standards for Tha anviranma nt wGlobal standards. - GDTI Global Document T’y' pe Identifier
aulomaik: ldsnilfication  @kcirenlc businsss for glcbal dofa for FFID-basad A
maasaging symchrenization’ Hanitlkaian EPC Electronic Product Code (RFID)
* The Global Datn Synohronkzation ety ork™ | GEON) conneats irading
Partrara wiina single sourDs of BEcurTs, MGl businesa information
L il

anr 6 Canece

GS1 standards are

@1 Healthcare used across Industry @1 Healthcare
E Bt b / .
Grocary & Foodservica™, '_;-'-r a
a
Zaneral
P — Mearchandiss
- = Apparel
Putliehina Ll GS1 Healthcare Canada
v
Hardware L L2 Distribution &
gp‘ﬁce Inchistrial Commercial Tranportation
Products Il

e 5 Cann
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GS1 Healthcare User Group:
@F Healthcare Areas of focus

Prevention of Medical Errors

Encoding of the unit dase or unil of uss package 1o enabie automated
werllication 1o ansure nght deee, Tor 1he nghl patiant at the right Bme.
Encoding of the unit af use package 1o anable automaled warncalion 1o
EnEUre e Agnt desice far the right patent.

Product Authentication

LRI &GS dala sructure, ensbile sUihentiatian of iy kdus
packages, cazas orpaliets,

Tracking and Tracing

\tizing & GS1 dala structure, work wilh supply chain rading partners
1 enable an ek dronic pedigras for Individual packages such thal in the
event of a counterfeiting incidant, tracing of The suspecl preduct can
ccour.

Increass Total Supply Chain Efficiency

Thraugh gragter wisbilly, aceuracy and vakeky.

ez G5 Cancw

@1 Healthcare GS1 Global Standards
=T in Healthcare

Owver 809 of Canada's pharmaceutical and OTC
products camy a GS1 bar code
= Global focus on unitdoss kevel

In August 20086, the world's leading medical device
and pharmaceutical companies adopted GS1 as the
sole system of standards in healthcare

e G Cane

Why Use Global Supply Chain
@1 _Hea“h(m Standards in Healthcare?

Bacause of the global nature of the
healthzares industry today, as well as
the worlchwide threats of medical emors,
countarfeiting and diversion, country-
by-country work is neither sufficient
nor effective.

Global standards shared across the
healthcare industry are kay to
identifying and authenticating procucts,

Canada is an Import Nation

a

sy G5 Cance

Health Carriers in Auto-1D
@1 _“ ] Work team: Carrier
V Carrier Business Requirements have been
gathered, vetted, approved and forwarded to
. the application standards work group

\J_ i ] S Specific camer production details are being
collected. They are line speeds when

i % applying the AIDC camiers, panel size and
j) ~ substrate material

These details will be finalized in Granada

Detarmine the global healthcare sector's requirements for the
business requirements forthe selection and placement of camiers {bar

codes and RFID tags} on parts and packages for all healihcars
piish i

e

@1 Healthcare Supporting Healthcare

« 651 Healthcare Canada - to lead the healtheare industry to
the effective utilization and development of global standards to
enable efficiencies and improve patient safety

G51 Canada and CareNET Servicas Inc. - sign strategic
alliance to enhance and increase the adoption of global supply
chain and e-commerce standards and practices to improve
safety and efficiency within the Canadian healthcare
community

Ower 420 Canadian hospitals are now members of G341
Canada

©

a5 Camach

@1 Healthcare  Global Healthcare Members

Fharmaceullcsl Manulociursrs  Manufaciurer Medlcal Desicss Tranaport & Loglslkn
" e
Wrgm AvdacBan
iy =t Aimas
By il Retall
[ Tewn seaire W Sowin:
Bame Baman R Pram Gene.
G e Dyl
i .
Erman & st ram [T - Anachatimn
kel hman L b WD Varduann e e
U ca iy Finbe o Foteie s s o Wi D g
Harwrim Vimdimaic. Vard s p T AW
[ rE— [ .
P e e {fa=] B s s s
I Imrmmizesl Hoaimd Cedernioe JUST.
P b
EcrengFPbuh l.\..;: mm-_mi-_-umm-ma--..
ek b o in,lclllullillmllm-
HoaplialaiGPo “n
Corcams Uswmy lomml i
W hok skt Distrbulion o ﬁig\ﬂ:!sr hi?m. .
— Ve ettty
- EEER
gl iy
Frn e tact et e o — M & et
= ey bovca e [
Brara ey vzt Samm,

=
o S -
e e In
S
e

Why Did They
@I .Hﬁllh(m Choose G517

The GS1 System of Standards is:
Opan— Mon-propriety system open to all industries

Global — The standards development and maintenance
process is global

Cross Sector— The same system and rules are applisd
across various sectors

Represants beth Bar Coding and EPC/RAD

u

a5 o

product marking/labelling
Work Team: Application Standards

I I3
W,.‘,Jj All data requirements have been mapped to the part

marking and packaging level for the healthcare
products

AlIDC Standards for
@I Healthcare

Preparations for development of the application
standard have started

Development of the application standards will start
inJanuary

First area of development will be Fx Pharma

e 20 Cumm
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Patient ldentification Five “Rights” of Patlent

Safety & GS1 Solutlons

@1 Healthcare @1 Healthcare

Inconsistencies and inefficiencies in
how patients are identified in the

process of veceiving heatthcare puts Hight £;stion
the patient at risk and impacts patient R g%t%t’f;' Fiewvia alaiion Nimie, (GEEN)
safety. + Global Trade Item Number (GTIN)
Several studies and reports from Right Dosage
around the world have clearly + Global Trade ltem Number (GTIN)
ilustrated this problem. Right Time
+ Bedside scanning
A global solution has not yet been Right Routs
reached. + Bedside scanning
- — . i

an G5 Canch

What do GS1 Identification

G51 Identification Numbers are: Numbers identify?

@1 lll'leallhcare

Unigue: every variant of an item is allocated a separate unique number

@1 lljeallhcare

Trade items: Any item (product or savice) upon which there is a
nead to retrieve pre-definad information and that may be pricad
oF orderad oF invoiced at any pointin the supply chain

Mon-zignificant: they identify an item but contain no information about it

International: GS1 idgjll'lﬂficalim n;r%bgf Logistic units: An itern of any composition established for transport
are unigue across all countries sectors andior storage which needs to be managed though the supply
Secure: GS1 numbers are ficed length, numeric and include a standard chain
check digit
Locations: Physical, functional or legal entities reguiring a

Recognized: Endorsed by 180 standards (ISOVIEC 15450) permanent idantification (company, warehouse, hospital, ward...)

= 150 standards cover regional and lozal standards
= AME| Amencan Nafona Standards Institute As
= CEN European Standards Organizafion )
= BSI Briizh Standsrds inafitte = E 2 ? e b
I” I Service Relationships: Patients Identification number I” I
-

e G54 Canch. =

t=: @.g. Surgical Instruments, container, crates

s G5 Canch

@l Healthcare

ISMP Recommendation #1

@l Healthcare

ISMP Recommendation #2
Products to be bar coded

All prescription drugs for humans, with the exception
of drug samples, investigational new drugs,
prescription drugs sold directly to patents and radio
pharmaceuticals.

GS1 Canada comments

(51 Canada supports the recommendations and
suggests that excluded products be considered in
secondary efforts fo ensure full traceabifty of all drugs
entering the healthcare supply chain.

S G5 Caae

@I Healthcare

ISMP Recommendation #3
Content of the bar code

The following elements be encoded in the bar
code

Drug product code
Drug strength, form
Manufacturer
Package size

Lot numbser

Expiry date

3 5 Caan

Packaging and Placement of the bar codes.

Bar codes be inciuded on both exterior and interior
packaging as well as on individual biister card
bubbles, vials and small botiles.

GS1 Canada comments

Industry solution required consistent with global
effors.

Number assignment af the dispensing level required

daer A0 I I" I
@I Healthcare
GS51 Canada comments
Product identifier should be the GTIN, Lot #,
Expiry date. All other attributes should be
accessible from appropriate data base.
i

e G5 Caane
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@1 Healthcare 1 Healthcare

Unigue GTIN at every level

GTIN Alocation Rules for Healthcars

= nm;s.c-n.lll I = a8 IIlI

s G5 Cancn

1 Healthcare @t Healthcare

ISMP Recommendation #4 GS1 Canada comments

Canada has an established standard for
Format pharmaceuticals in Canada the GTIN
Data format standards developed by HIBCC and Open Standard
GS1 be deemed acceptable. prr

Cross Sector

= sz 28 Camein

= sz 28 Canee

ECRx Bar Code .
@1 Healthcare Audit Results @1 Healthcare =~ ECRx Bar Code Audit Results
Detail:
Sy . The audit checked for the presence of a U.P.C. jor EAN), if the bar code
mmary : scanned, and tested for compliance to certain UWGCYEAN ULP.C. standards
. . (size and location). In
Atthe request of the ECRx Enabler Committee, the Electronic addition the audit al i ar
Commemre Courcil of Ganada conducted awarshouse barode "mnéo;; prﬁmnge * L mmz = mamm:aT“

audit in arder to determineg the industry compliance rate to the technology used and EBamadad EIR FmL W

ECRx U.P.C. code timelines. genersl category of the  #ei B P e L A
prdLbl. w&ﬂ?ﬂmﬂ‘?{- IR WA MEORL DAZER
Medis Health and Pharmaceutical Services Inc. (Brampton Facility) LFL.E Aagl BERL iR LR LA
now Mckesson was chosen for the audit. :ﬂ?ﬁ;.m Sand Dotel O TWE
FORL ESL WA |
SKUs Tested 10,865 [ R TR YRR B
SKUs Bar Coded 0,080 9173% Coroct TEIRL ENL WO BT
SKUs Mot Bar Coded 876 8.07% e P e e

i T Tt

PR nl” I Thermal Trareke AL B A I” I
Stakeholders &

1 Healthcare i @1 Healthcare Some highlights
@, : Regulatory Bodies o throughout the world

= Public: Health Agency of Canada- GS1 00 devalop implkementation guideines lor bar

codng vancnes Eﬁ'guﬁogw S 8 April 2007 : The Council of Europe's Expart Group on Safe Madication Practices
izzues strong recommendation to use GS1 System

= Deparkment of Health UK — recommends he GE1 Syslem of standands and

membership inine Heaknear Lisar Grop - Codng fr Success Rapart Sept 2007: The Mew Zealand Medication Safety Project is an initiative of the New

« The Councll of Europe’s Expert Group on Safe Medication Practioss - makes ol MRSyt HRGhh i P (ot Rk s i s 8 loenn
razommendation to uze the 351 Systam

Sept 2007: GS1 Heathcars and ICCEBA (Blood standards) join forcas to advance

= Inpermatlonal Hospleal Fade ratlon - jined foross with GS1 b promote the global standards.
Elopimeant and edaplon of giobal SUpPl chain standands in noapitats.
- HLT Glabal and GS1 - sign Mem um o Ungsmtandng Jure 2007 : GS1 and HL7 ipatiant re cords) join forees to ensure G851 standards are

reflecid in HLT standards.

< 1SET and GS1 - 50 Mamarndum of Urdersiand

1 " March 2007 : The LUK Dept of Haalth k=ues guideines confirming support of GS1
= Gowve rnment of Australla’s Matlonal E-Health Transiton Authorly — national sandards.
medical product calalogus hsked by 551 Ausirala using the G351 Glbel Trace flsm
Number {GTIN) March 2007: HF joins G351 effortto include patisnt salty.
- US Healthcare Standards Coalllan — andorses G31's Gobal Localion Number . ) ) )
VLN for orpanizaion (dentifcalion and ks Giobal Trade Ibam Humber (ST N} for ||| | Oct 2007 Turkish Dept of Health raquires STIN on al medical devices. I” I

» Pracukd ienlificaicn slandards. s 2 funie = [
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Some highlights
@1 H“"th‘a“ throughout the world

In Japan required for drugs god medica devices

In Spain requesid by Regional Healthcare Sarvice Area of Andaludia

In France big inifiative of universily hospitals in e-commerce, move from CIP cods to
GE1 standard in 2007.

In Gemnary shudy demonstrated RO of & commenze — study regarding RO of
acanning in hospitls undenway

In Australia successful Central Madicines D”ﬁ Repository project, will be replizaied in
other countrias (Hong Kong, New Zealand)

In Nethedands migration to 551 on initiative of whole supply chein
In S GLN registry is taking off
In Brazil crganized commeon astion with industry, government and hespitals

. —
@1 Healthcare
GS1 Canada comments
G51 Data Matrix and GS1 Data Bar are viable
options
i

= e G5 Canac

,@1 Heathare @51 DataBar & Composite

Thea lingar component carries the GTIM {identification) and
the 20 component attribute data such as expiration date
and lat number.

(ITHER19210MAEC1Z

W_ﬁh‘l '||

L
=TT itz sezeaon

= anz 8 Cunai

@1 Healthcare

@1 Healthcare

ISMP Recommendation #5

Use of 2-0 (data matrix) symbology

i e G

Data Matrix
@1 Healthcare

Data Matrix is very small and two dimensicnal - can store
up to 2000 characters and holds additional infarmation

Pilots forming in Europe for Animal Health — IFAH
{Intemational Federation for Animal Health) is
endorsing GS1 standards for raceability

Will be mandatory in France from 2007 onwards

{17) D50101 (10} ABCHES

G0 (01 20450 TR ) I” I

= o S

@1 Healthaare GS1 DataBar & Composite

W it

DataBar-14 Composite
procuct identification

Expiration Date i Lt_nt number

It's a Global Effart
@1 Healthcare

Proud Host

June 16 — 18, 2008 - King Edward Hotel, Toronto

Join Us!
GS1 Healthcare Canada Official Launch

= e G5 Came
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@1 Healthcare

Questions?

Contact:
Alicia Duval, Vice President Healthcare, GS1 Canada
alicia.duval@gs1ca.org

Pharmaceutical Bar Coding to Improve Patient Safety: Options for Technical Standards in the Canadian Environment
Proceedings of a Stakeholder Invitational Roundtable
Page 27 of 41



Use of HIBCC Standards in Pharmaceutical Bar Coding

Presented by Luis Figarella

Use of HIBCC Standards in Pharm aceutical Bar Coding™

Presenind by: Luis Figamita,
HBCC fatio-1D Comm Btes Co-Ch

HIBCC Origins

& HIBCC is an Internatonally recognized and acoradited Snd ads
Dereeiop ment Qrgan Zaton (5000

& It was foumced in 1983 by mEjer REIENCANE MEOSITNS
PRSI NN Oy SN G0ETS 0 TN METCANE SUDOy Chan,
induding | mansacmes, dEtiby s, groud purchasing
g zatiors and providers.

* In 1959 eHBELC was foun ded, serving Western Europe;
Troughad: the 205 other Intermadion al afiliates weme oreated.

e

The HIBCC Standard is Flexible for Global Use

E can carry any counirys national drug 10

& Canadian Drug Information Mumber (8 ohar.)

o Canadan Acie lgredent Groud Numder (7 dhar)
+ FDANational Drug Code {10 char.}

« OMS Expanded MDC - ULS. {11 char. )

& German PRanTce Soal Number (5 char )

HECC Labels and Ladders are already found wordwide and are
T A By TR St 20010 SO i

I

Unit Dose Labeling: The Key to Patient Safety

* Mortodng the procts of redeation adminstr o mayraa hat the
ok rra A, . e AErEate &g, 14 e b e FigE e

= M Mne eadatie kel on ot package can be cre of B most
Importart inks in this chain of patent care

o Thii labarls bkt Ea Mo Lot shap, o tha v Gaisada, Bal e
radicalan adminodralian.

» Right Masdiicatio n b the Right Pathert at fa iight Time.

e ——

HIBCC Standards

» HISOC Product B standand is acoedted by AMS 1, and endored by CEN
B8

» 15 2004, W L 5. Fod and D Advisiladian (FOA} recagniced e
o ol HISOC Sar code Standard in Ba reagulatory provising.

+ Tha HIBOC Sran % Cnsskant acrss a ARG and rew and amergng
B Fricloges ndudng:
S caddn

=
L

N —

HIBCC Bar Codes Provide the Safest Approach

s Faxibie;

& Apranumeric;
* Powides 3 anger set of Dendfiens;
* Reduces fhe risk of dupicadion;

& Inoreases Mexinility and is themdone less subject W format
cange;

* Enaibies Incorporation of Manuiacuners catalg e rumiber
eiminading rigoy crogs -mfemndng of data.

e

HIBCC Structure

= | (][}

. BEREE P Charscter. This
o i e et e e 3
D ks e e B '
[T ——

e s b Fcstion i

T ——T
=y ey ety

LA S ] e
st g 1-13
'

a A i el et
B kit g e}

. e Sk i o Ok
[

T

Consistency at Every Packaging Level

Tre cesign of the HEICC indudes 3 packaging level indicator that
Alows 3 congisiEnt nomenclature for drugs a0 every packaging level.

Eath o HI12388C12300

HIZ3AACIF3K

HIZ3A8CIF30L

Pharmaceutical Bar Coding to Improve Patient Safety: Options for Technical Standards in the Canadian Environment

Proceedings of a Stakeholder Invitational Roundtable

Page 28 of 41



HIBCC Secondary Data

Link chanar

* HISCC Stardants abe Bdude catml
data for cagturing:

= Expiry Date nfommaton Illlll_lm!ll“

— LotfBanch bumber

A 111111 1111

Ehis o @ Dot Malric i
Fopo i

Siafaty Pesrm Ui m b th HOBC daxign

Eneduet ¥e for drugs.

T T ——

Concluding Remarks

& HIBCC Product D Standand 153 ghobally 3ocepind standard,
acomdted By ANST and endorsed by CEN and 150,

| = HIBOC ballevas a8 crudal s edmadary das b e entisl for

& FDA rae for Das Q05N g A0S MaN WICRINTS T 3N 0060 DTSN
e HIBC and GS1 product 1D fomats.

* There is no downside To Suppanting the HIBCD Sandard - bt
Twere e ggnificant benedits © be gained.

I

Contacting HIBCC

2525 E. Arizona Blimore Orde, Sulte 137
Phoenic, Arzona, USA 85015
{01} 5023811091 {woice)
{01) 502.381.1093 {fax)
oo i g | e-eri

Please wisit www SDCCorg

e ——
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Sandoz unit-of-use Bar Coding
Presented by Liette Champagne

S SANDOZ

Sandoz Unit-of-use Bar Coding

Liat 8 C R ges, B_ Pruss DP H
Frofesslans! Reletans Mansger, Hos phtal Dilstan

Bardar Caneda

Caradian Prassacesical Bar Code Initat e Roundubin Omawa,
Jasry 24 b, 2000

Linear Bar Codes

« Four Bnear bar codes (develope d by G51) using e GTIN:
1- EAMRIPC

2.WFH

3. UCCIEAN-128

4 Raduced Space Symbelogy (RES) or 051 Datlar

= Conjentofihe bar codes:
NOC & ON

Marsiacre

Do Mams,

Deug 8 ey, Fowm ared Frormal
Lat numbes and Eqplry dik

When, Why and What

March 2003

FD A requires linear bar codes onall drug and blood products
o bmorove pathent safety.

November 200%:

‘Sand oz takes the decision 1o have a Enear bar code on all
injectable product labeds | Canadian and LS marieds).

R55 Symbology or G51 DataBar

RS5 Limited
+ Possible to printin avery small space (iml ampouls labed)
+ Encodes 14 dights of numerical data (GTIN)
+ {128mmoffme space is needed on T labe | arteork 1o alow for
ancode and botienpiny bnformation 1o be printed.

+ 14digid GTIN suppited o labed prinier, who fien generades the
[R5E code from software, and appiies i1t The pented labels

RSS Limited or G51 DataBar

(01) 1 0057513080705

The GTIN composition

The GTIN 14 dights ks created as followe d:

1.One digitto indicate a packaging kevel (0 o 1)

2« Twebos dighs ars for e G51 Company Prefix and ®a Rem
Reference number

3. A caloulated Cheok Dugnt

The check digills caloulaied by a sofiware calied « G51 Check
Digt Calculator » avalla bis on G591 webs e

. Poewwoe-courmilonplean wee sl emdechoc o 8 uppee Becke Pl

- SANDGE

Global Trade Item Mumbers (GTIN}

The GTIN s 10 globally unique GE1 idenification number used fo
Identiy irade |lems worldwide jproducis and services ) Tal am sold,
delivered, warehoused and o losd.

Eazch kevel of packaging of Tie same produci must have a unbque GTIN.

Many of Sandaz’ products have five levels of packaiging, for sxample:
1l ampouls
Box of 10 ampoules
Inmer pack of 10 boxes of 10 ampoulss
Case (shipper) of 8 inner packs
Fallet of 132 cases

The remaining twelve digits

1= The G51 Company Frefx
Unique number Bosns ed 10 3 compan ylonganization by GS1.
Sandoz” G351 Company Prefix ks 057513

2-The Hem Reference Numbar
Each prduct must have 15 own Bem Refem nos Number.
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Item Reference Number

US market:

FDA requines fatthe bar code contains the Matkonal Drug Gode
(NDCL

The MDG ks a 10-digit numbes which is specific to e ma nufacturer,
formulation and!clmaﬂa!admg_

Sandoz FOA laheller code ks 54643

‘Whnen used ina bar code, the NDC codwe s always prefed Dy the
number 3, which indicates to e scannes that tis FD A assigned ®ia
labeller code and notihe 551 onganizailon.

ltern Refarence Number

Canadian market:

The use of the Drug kdentification Number [DIM):
s 2 rumber assigned sequentially and has no partioular masning (no
lkaibelier code or Hem mference number).

The DIN ks specific o the manulaciurer and formuladion bul nolihe
format of 3 drug.

Sandor uses s internal product code which s specific to e
formulaton and the formad.

US unit-of-use bar code

(01) 1 0354643582001

Canadian unit-of-use bar code

Conclusion

Linear bar coding is proven, established, easy to use,
inexpensive and olfers many posaibilities.

(01) 1 005751308070 5
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Canadian Vaccine Bar Coding Initiative Vaccine Industry Committee

Presented by Rob VanExan

('f'fﬁ'::

BIOTECanacda.

Canadian Vaccine Bar Coding Initiative

Vaccine Industry Committee
January 24, 2008
Oftawa

What are Vaccines

,

Biologicals....not Pharmaceu fcals

O Freparadens of ant genic compenants dervad from of relabed boa pathegan

O Sdmulating an immune e ponss andconfem ng acie prome w mmuniy
B P e

* Induce humeml resgenss — nauinmizng antbody
il e Al LT RO

[ R e

O Dooabis ganaraly wary smal (n rnge of it my o 051 0ml vdume)

OO i ty basts hee @ long Bma {1 4 e Bhtima)

O & mies 12 © 24 months bo manufac une vaocines

O It w2 i b vl changas to v acond Ml & pack Enes

O Vacdne enber ¥ e @ gobal - S companies manufaciure 855 ofall vace ines

Vaccines Distribution in Canada

FIPT=14 =

Padtmrsl ¢ 10 Provinom +3 Tardtoim

11 8% bz 90% af v mom i wrw punchamsed and gt uted By Eonss
rnnns g marts

10 % ¢ 19% af v socinm s mod tmugh e v e e (wha e
dmrbuten ar drecite Sy - Uyl vacc |, sime fu
o i, e s o v b

1 Trmparm iy sdemrterad By RS0 st pracit e or by

s carm b mjact)

0 Thmyparm ol sciministered in e physicien’s offics or o @ pbis it

dinic.

m

BIOTE Carusin

|

Vaccine Bar Codes: Current Status

BIOTECaruscin

Canada and the Global Perspective

",

O Camida 1.9%of tha

O Caniit N & Unigis s for Bar Coting - mmini 2 on regitnies and
BT Y AN

O Patient sabiy subsequeniy adied as @ potental banafic

O Counter biting — Product Ped grae (ser diz ation) may b dlse be inreduced
in Canidian | egadaten

O Tha Canadian wacsng bar ¢ ode il st ve does net apply e chaer Helegioal
Hharagies and phamaciul gk

O Camdais meme advanced than most cther ccunires in thar porsul of
e B coding it aily B Al agency e Eanted oo HLUG)

O Indluatry (5 working on ghobal stantands A vatang bar codas AL WG
mambars @e repmsenad cn HUG

BOTECarmin

|
1

AIVP Proposed Standards

",

L Bar Code Conmnt:
—Encedad ihe fdlewing dataint: bar codes o beth he primary & the
SeCCOdAry WCE e Cacag e

GTM (GE1-1) + Expiry Cutm # Lt 8
2 Bar Code Bpecifcaion:
Js'ﬂttﬁa1-125ca‘llawwlmmmlmtunnimhlw
imgle:

40847 TTON0ET  0R0G04  J004T40
GTIH + Expiry Dot + Lot &
i Godng Symacagre
s g Daka Mairix ¢2-03) bar coda en prmary vaccine packages;
L L - ) AP i, A0 TV VLT, (50 0B Iy W
pack e epticnally with a Data Matrix

e EANLCC 8, TAagr T TR e

oy i AT ) A P R

f
OTECmrumcia

AIVP Proposed Standards (con't)

'

4 Erapl oDt achia bl L aiowais~
O Two peedoff labels, with bar code® & Fuman mad atke
éommaton’, 50 e prowided for sach Uit doss of Wacone
enclosed in a secondary vacane padage.

O Poskof labels shoud be afhoed to pimary package and
shouid N ot cbsaune e information on S package.

© & Blar coce comtent — GTN, Exy Damna Lt 4
- R TN, Ly Dk

e

BIOTECarumcin

Current Labelling Technology

BIOTECarmcn

|
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Variable Data Issues

,

1 Ban varah b o b infonestian ot dass notchangalom kb lo:
o

%

Cras ok
e el i T Wi i
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O kid
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o ot v et e it cn e s e bbb e Do ik cn il o speead
o NN b B ks per e
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=

=

Variable Data: Production Issues

O Curment St A

O AN v bbb aarmantly contsin varishbe dets

]

o rensbd iy o
O T ar privd on s ared e on n sl vl the il i on
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i

L appes | mchucned . racems b i masciakde cain bt el e oo e

Lines | . mckucned . unrinbies cisin bawr cocien s acicedin fresinbel
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T

B oA PR
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3 laleimw 1

Potential Impact on Vaccines Supply

,

Definitive impacts
O Label space = saocine vials and syinges am very smail
O Reducton of line spead when changs im pem anted
¢ Labalar spasd dapands onvouma of data © pent on aach labael
AP i L T WS TN NBNSRS, T ITIpacE S B
s vt as i caied in Galvke el oo usi ng) @ 4002 entainer { min
IRt Mg Wi |

[T e
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Siem EENIE T
D mbn b & wud i
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i

=

Comparison of on line print
requirements
L manis of e Curank Propoeed Cdn Foxmbie
prpaned Cdn Trge am Erandand A dmant ba
e ik chm i Boubi deéschmbs G Stancird
Db Detachaom
el v Tracks bares - Vaa fea
Preprimad O ik o
o o (AN Prinieeca Prirk J0maa. Prirk 3 irmaa.
Aaaddibis; o] orcm P 1 Jimea
Loy Cara (Murean. Triores :)
GTIA # (Muen _"‘1\
S b oo g
Lot ff Cxp| 1 imsa
Toral v A0 Pirdiesch & Prindwacs.
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BHOTECmrumcia

Other Technical Issues

h,

+ Mullidose Vials:

O Thii 6 52 Dachisbogly b Parmil aading 2 S ac bkl s with
wirlabie datate o 10 dose Wal

O Wy cavmen & shi e demae d i 10 deae dals to slnghe dom
o A, | e [ B e et B ity Wil e repa ey
afiected af beaed e S sho o rus

O Small volume specialized produets:

O Y ailow Favar = low welume, besre dried, abip ped on dry hee atie.

I . i
BIOTECaruasn

Options and Lead Times

Options

O U U3 atandaind
O Dwvelop Clobal Stadard
10 Chorved i oot chafon o bl o oo ehich sl e et ol |
it bl .

Time line to introduce bar coding in Canada
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Summary

, Y

O Camdian Bar Code 3undand Must Be The G lebal Standard
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Next Steps
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Mext Steps
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Bar Code and Patient Safety, A Health Institution Perspective
Presented by lan Sheppard

Children’s and Women's Health Centre Intra-Hospital Use of Bar-codes
of Brtish Columbica e
R
Bar-code and Patient Safety: b o
A Heaith Insttution Perspective

Stakcholder invitafional Roundiable, Oftawa,
Jonuory 24, 2008

Mo e -
Intra-Hospital Use of Bar-codes Intra-Hospital Use of Bar-codes
s ==
R byslee Lo o e Frocrande
FedgeCT Bercoe ) s 1] ?'& e
Hegataleeal Parnacy Burcode Sy - —
Preicnda sty B Ipsom ) i)

- -
Intra-Hospital Use of Bar-codes CAW Bedsde Dose Verficanon Trial 2006
[ Patiant Swfery
R _-——] Where do Errors Oceur in the Medication
P af Dare A A

lse Process?

(Baine s ol JAMA. 190530 55043

[ feeiap et L et

D
|nm:::w| “__l"

s

" Errors resulling in preventable ADEs

Intra-Hospital Use of Bar-codes CAW Bedsde Dose Verfieasion Trial 2005

= Onapear fnal of dose Sor-code sogoning (v ond aral doses of
bedside

| E—
T % . o iy st

« I Do produce d by Hospital S ferile Compounding
* 070 LI oo DI R O KT B PTanma oy

= Dases borcoded n Fhomocy (Code 1288);
L # Inwerdony © ol | oni! cio sed fabieds and seected [V viak)
= o Uniipse Pafiend R idendifior C o ol potiond saecific v doges)
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CEW Bed=de Dose Verifcation Trial 2005 CEW Bedade Dose Verficalion Trial 2008 Results
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Alignment of Industry and Operational Neads Alignment of Industry and Operational Neads
DR s Dambase Marix
Canadian DIN+Plus Concapt ...
Bar-coie Hamanki chris + A smplifed unique code thal moat readers can interret
'_.. e [ 2 [ == T sLinear Code would contain minimal data:
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Canadian Pharmaceutical Bar Coding to Improve Patient Safety

Presented by Esther Fung

UHN Anesthesiologist — a single
dinician for drug administration without
any independent double check

] the medication
L] the stock from the OR room ‘s
anasthesia drug frays
into pre- caded

the drug on syringes
the meadicafion from the pre-lcaded
stock {a plle of syringes)
wvia injection or infusion

Canadian Pharmaceutical Bar
Coding to Improve Patient
Safety
Roundtable Discussion
Perspective of End Users
University Health Network
Experience

Esthar Fung M3z Phin, Rph and Lisalk Fadaks MD, PRD

Point of Use for Pharmaceutical Bar Coding:
& Supply Chain Management

-purchasing and receiving

-inventary management

& Direct Patient Care
-Prescribing
-Dispensing, Admixing and Prepackaging
-Administration

Requirement for Pharmaceutical
Bar Coding From Our Pilot
Essential
mDrug Name
mDrug Concentration
#Drug format and size
aManufacturer

Nice to have
ALot numbers
1 Expiry date

Bar Coding Requirement

1Do what is feasible (immediate goal
is to save lives)
Legislate to put essential requirement on
bar code
-Sandoz
-Pharmaceutical Partner Canada
mPlan what can be achieved for the next
step
Put all nice to have features on bar code

Focus of UHN Experience

Diract Patient Care at point of administration
EDispensing, Admixing
wmAdministration

Fesier presentaiion : Ponl of Came Medication Bar Ceding Pietin
Hoapital Opamting Foonr, 4 Dec3007, ASHP Cinil Maating. Las

Reality: Drug errors are common in
anesthesia and acute care areas

1 System driven

1 Caused by the workflow requirements

m Lack of redundant checks and balances

a Often serious and potentially lethal

m Disproporfionate representationin legal
seftlements

m Assumption of guilt is a common
perception
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FDA’s Bar Code Rule, Principle Themes and Issues

Presented by Phil Chao

FDA's Bar Code Rule

Principal Themes and
Issues

January 24, 2008

The Rule's Origins

* May, 2001 - Secretary Thompson, inan
appearance before a Senate committes,
notes that technology, such as bar codes,
coud help save lives and monay

July, 2001 =the American Sodiety for Health
System Pharmacists asks Secretary
Thompson to have FDA “develop regulations
that mandate that drug manufacturers provide
a siandardized machine-readable coda (bar
coding) on all drug containers...."

The Proposal (continued)

For drugs:

=Would require a linear bar code that
meets UCC (now known as GS-1)
standards

~Would require the bar code to
contain, at a minimum, the drug's
NDC number

The Proposal (continued)

+ For blood and bleod components:
= Would require “machine-readable
information” approved for use by CBER.
The last approved wversion is ISBT 128,
—Would encode, at a minimum, the facility
identifier, |ct number relating to the donor,
product coda, and donor's ABO and Rh.

The Rule's Origins (cont.)

= Inlate 2001, HHS directs FDA to bagin
working on a bar code proposal

+ FDA begins researching the issues and visits
the Velarans Administration hospital in
Washington, DC. The VA has a bar code
system in place
July 26, 2002 — as public interest grows, FDA
holds a public meeting o discuss bar code
issues, Neary 400 people attend.

The Proposal

Published on March 14, 2003

Would apply to manufacturers, repackers,
relabelers, private label distibutors, and
blood establishments

Would apply to prescription drugs (except
samples), OTC dnugs commonly used in
hospitals and dispensed pursuant to an order,
bHood, and blood components

Main Issues: Should the Rule Specify
a Technology?

ma:mmmmmmmm.

The tension, herefore, was batween prediciabilily for
end users and innovation by manufackrers/fothers.
Somea comments amued againat LICC stendands.

Technology — Pros and Cons

« Linear Bar Codes " Monlinear Codes
Proa: encoda mos
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Final Rule Position on Technology

+ Final rule requires a linear bar code, but
gllows use of UCC/EAN or HIBCC
standards.

= FDA noted other technology issues,
such as possible electromagnetic
interferenca with other medical devices
inside a hospital and higher readferror
rates compared to linear bar codas.

Main Issues: What Information
Should Be Encoded?

+ Mearly all comments agreed on
encoding the NDC number,

+ Many comments continued to advocate
encoding lot number and expiration date
information, but failed to provide data to
show that the benefits of encoding such
information exceadad the costs.

Final Rule Position on Exemptions
- Memﬂmwlﬂhr
Infraulerine coniraceplive devices,
radiophanm aceulicals, low-density polvetlena form
.mmmﬂpm;ipm mold
direcy to pafents.
Genoral axemption provisbon created, bt it would
only apply if:
— Compliance would adversaly affect he ]
zalely, effecivencas, pu\l;.hrw potency :.gmln
ot bees technnlogically fessible or
— An alismaliva reguiaiory program or medhod of
product uss makes e bar code unnecesaary

Main Issues: Which Over-the-
Counter Drugs Are Covered?

= Most commants would refer to “non-
prescripion drugs used mempeuﬂcally
pursuant to a prescriber's onder.

Other comments sought tasa—by casa review
of OTC drugs, eithar on an individual drug or
dlass basis,

Some commaents sought exclusion of al or
most OTC drugs, even if those dnigs wena
sold o hospitals,

Final Rule Position on Data Encoded

+ NDC num ber must be encoded.

= Lot number and expiration dale information ks
mmmhmmmtahﬂum
encodes such information.
FDA suggeated that hoapiials consider aquipment
mmlmmnmmm

— Lot number relating to e donor
— Product code, and
— ABO and Fh of the donor

Main Issues: Should FDA Allow
Exemptions?

= Most comments saeking an exemplion
focused on specific drugs or types of drugs.

* Public health groups and health professionals
opposed exemptions, but industry groups
favered specific and ganeral axemptions,

= No comments addressed FDA's concerns
ragarding a general axemption provision (how
to ensure that such a provision is not
abusad).

Final Rule Position re: OTC Drugs

The final rule:

* Retains the construct of *OTC drugs
commonly used in hospitals and dispensad
pursuant to an order.” The allsmatives were
aither overly indusive or offerad no
advantage over the nie,

= Rejacts case-by-case review of OTC drugs.

= Allows fimns to make bar-coded and non-bar-
coded OTC package lines,

Summary of Principal Changes in the
Final Rule
+ Examptions granted for allerganic
axwatgsh |nu'g|tanna wnh’ac:gz';ua
da\noas Iac?.llﬁtﬂj as drugs, medical
opharmaceuticals, low-density
sﬂ’lglsns fcrm fill and seal containers,
a'lgprssuptnn drugs sold directly to

. HBCC standards allowed in addition to
UCC/EAN

+ General exemption provision created
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Post-Rule lssues/Experiences
adopiion of bar code ayaisms — anecdodal
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