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SYNOPSIS

This position paper outlines MIAA’s policy on product numbering and
barcoding for medical devices and diagnostic products sold in Australia.

Following the release of the DASH Report in June 2000 which made
recommendations to improve health care supply chain efficiencies, the MIAA
Barcoding Special Interest Group was established.

Recent initiatives by hospitals and healthcare organisations to implement
EAN/UCC barcoding prompted MIAA to conduct a survey of members’ current
practices and future intentions for product numbering and barcoding, and to
develop its policy on this issue for the medical devices and diagnostic
products industry. This position paper has been produced in consultation with
the MIAA Barcoding Special Interest Group.

In summary, MIAA supports the following:

Adoption in principle of HIBC or EAN/UCC barcoding within 2 years for
suppliers who do not currently barcode.

» Selection of either HIBC or EAN/UCC barcode standard by
manufacturers depends on suitability to product data set required, level
of labelling required, customer preferences, use in other market
sectors, implementation costs and global trends.

» Acceptance of either HIBC or EAN/UCC barcode standard by hospitals
and healthcare organisations.

» Manufacturers who currently apply HIBC or EAN/UCC barcodes should
continue to do so. Because of patient safety concerns, relabelling
product to another barcode format is not considered a feasible option
by anyone who is not the manufacturer.

» Use of a central catalogue which accommodates universal product
numbers (HIBC and EAN/UCC) for product information.
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1. Introduction

The Medical Industry Association (MIAA) is an incorporated Association whose
members are companies that manufacture, import, export, design, package, test,
sterilize or distribute medical devices or medical diagnostic products in Australia.
MIAA comprises 100 member companies including the major suppliers to the market.

2. The Australian Market

Annual domestic sales by members are around $1.6 billion. This accounts for over
85% of the value of medical devices and diagnostics sold in Australia each year.
More than half of imported products originate from the U.S.

The Australian market represents around 1% of the world market. Of this,
approximately 70% and 30% of sales are made to the Public and Private sectors
respectively.

3. Background to MIAA Position on Product Numbering
and Barcoding

There are two major barcode standards employed in the medical devices/diagnostics
industry worldwide - HIBC and EAN/UCC. A third standard is used worldwide solely
for blood bags, and falls outside the scope of this paper.

Both HIBC and EAN/UCC systems are employed in Australia and overseas. In
Australia, the most used barcode standard in the medical devices industry is HIBC,
because it is the one used predominantly in the U.S, and the bulk of product which is
imported into the Australian market is from the U.S or the European-based premises
of U.S multinational companies.

In Australia, the EAN/UCC barcode standard has long been used in the grocery
(retail) and pharmaceutical sectors. This has created pressure for the medical
devices and diagnostics sectors to follow this trend.

Federal legislation, both existing and the proposed harmonised requirements for
medical devices and diagnostic products sold in Australia, incorporates product
identification and labelling requirements as a manufacturing process.

MIAA Position Paper on Product Numbering and Barcoding for Medical Devices and Diagnostic Products
February 2001



MIAA is aware of the European requirements which are described by EUCOMED,
the European organisation representing manufacturers and suppliers which states in
its position paper:

‘EUCOMED recommends selecting one of the industry standard bar codes:
- UCC/EAN
- HIBC

These standards are approved by CEN and endorsed by AIM’ (March 2000).

In the US, a similar position is advocated by HIDA (Health Industry Distributors
Association):

‘HIDA supports the Barcode formats that comprise the Universal Product Number
(UPN) Initiative: HIBC-LIC and UCC/EAN.’ (September 1999)

It can be seen that in the U.S and Europe, both HIBC and EAN/UCC standards are
acceptable. Barcode scanners can accomodate both barcode formats. Software can
relate either format to a preferred product information database.

There are no legal/regulatory requirements for barcodes to be applied to products
either in North America or Europe. The TGA (Therapeutic Goods Administration)
does not mandate product barcoding as part of its approval process for products to
be sold in Australia.

4. MIAA Survey of Current Practices and Future Intentions
for Product Numbering and Barcoding

MIAA conducted a survey of 86 MIAA member companies in October 2000. A
response rate of 44% was achieved, however the majority of respondents were the
larger companies which represent the larger proportion of the market.

The majority of respondent companies are wholly or predominantly overseas owned,
are not engaged in activities outside the medical devices/diagnostics industry, supply
devices only, and have annual sales of over $20million.

Key survey findings follow:

Extent of humbering and barcoding

» Of the 38 survey respondents, approx 80% indicated they made some use of
product numbering/barcoding.

* The 7 companies that reported no use of product numbering/barcoding mainly
comprised companies with annual sales of less than $5million.

Pattern of numbering and barcoding

» Of the respondents who did utilize product numbering/barcoding, the pattern
of usage varies, with the incidence of product numbering/barcoding being
highest for the outermost and innermost packs.
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Types of numbers and barcodes used

* The type of numbering and barcoding system adopted varies, with some
companies using only the EAN/UCC system, others using only non-EAN/UCC
systems and a third group using a combination of both EAN/UCC and non-
EAN/UCC systems.

Main Impediments to the Adoption of the EAN/UCC System

* The ability of local companies to provide product with EAN/UCC
numbering/barcoding is dependent on overseas suppliers.

» The Australian market is considered too small by overseas manufacturers to
influence the manufacturers to adopt the EAN/UCC system.

* Relabelling product locally is considered a risk to patient safety and an
unacceptable additional cost. Further, under the new legislation, companies
which relabel or outsource this task will be considered the principal
manufacturer, and will thus be liable for CE (Conformité European) marking
the product.

5. Non-manufacturer Relabelling to a Different
Barcode Format

The NSW Health Director-General directive on 7/4/00 stated:

‘the need to prompt health industry suppliers to adopt a machine-readable
unique product identification standard is understood and the potential benefits
appreciated’.

Accordingly, NSW Health Peak Purchasing Council advised that from 1 July
2001, preference will be given to suppliers who are EAN/UCC compliant.

It should be noted that suppliers who utilise the HIBC standard comply with NSW
Health’s stated requirement.

Patient safety is of primary concern to MIAA and its member companies, and
therefore, relabelling or re-keying of product data by anyone other than the
manufacturer cannot be supported because of the potential risk to patient safety.

MIAA is not aware of any cost/benefit analysis that supports adoption of a single
barcode format.

For most manufacturers who export products, the U.S is seen as the primary market.
These manufacturers may prefer to use the HIBC barcode format, given its
predominance in the market.
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6. MIAA Position

MIAA supports the use of both HIBC and EAN/UCC systems to improve supply chain
efficiencies. A reasonable time frame of 2 years to adopt barcoding technology
should be given to suppliers who do not currently barcode. This will provide sufficient
time for suppliers to change their supply chain operations including development,
approval and production of new packaging; phasing out of products with old
packaging; and acquisition of barcoding equipment.

For manufacturers that do not currently utilise barcoding, selection of either HIBC or
EAN/UCC barcode standard will depend on suitability to product data set required,
level of labeling required, customer preferences, use in other market sectors,
implementation costs and global trends.

Both HIBC and EAN/UCC systems should be accepted by hospitals and healthcare
organisations. Suppliers who are currently applying HIBC or EAN/UCC barcodes
should continue to do so, which is consistent with the views of EUCOMED, HIDA and
AdvaMed.

Applying barcodes at the manufacturing level is the only safe and efficient means of
doing so, as quality system requirements would already have been met. For product
already labelled with an HIBC barcode, relabelling to the EAN/UCC format is not a
feasible option because of the potential risk to patient safety.

MIAA supports the use of a central catalogue which can accommodate universal
product numbers (HIBC and EAN/UCC). Universal product numbers consist of either
HIBC or EAN/UCC primary data structures, and are assigned by product
manufacturers. Because distributors do not need to develop and maintain cross-
references to identify their products, safety and efficiency is maintained in the supply
chain.
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7.

MIAA Recommended Guidelines for Product Numbering
and Barcode Implementation

MIAA recommends the following guidelines for product numbering and barcode
implementation for suppliers who currently have products which are not barcoded:

Consult with purchasers on their requirements for item identification and
attribute information required for barcoding.

Barcodes should be applied at the manufacturing site. Select barcode
standard to use by contacting HIBCC and EAN/UCC and evaluate their
suitability and respective costs for implementation.

When selecting the barcode standard to use, consider suitability to product
data set required, level of labelling required, customer preferences, use in
other market sectors, resources available and global trends.

Companies which import product should contact their overseas suppliers to
provide appropriately barcoded product.

Print barcodes at each level of packaging where practicable, as indicated by
customer requirements within the respective symbology specifications of
HIBC or EAN/UCC compliance requirements.

Advise purchasers of barcode standard implemented and allocated universal
product numbers (HIBC or EAN/UCC) for products.
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8. Further Information

Medical Industry Association of Australia

PO Box 497

Roseville NSW 2069
Australia

Phone: (02) 9415 1151
Fax: (02) 9415 2130

Wobs oy
Website:

TGA (Therapeutic Goods Administration)

PO Box 100

Woden ACT 2606

Phone: (02) 6232 8444

Fax: (02) 6232 8241
Website: www.health.gov.au/tga
AdvaMed

1200 G Street NW, Suite 400
Washington, D.C. 20005-3814

Phone: (202) 783 8700

Fax: (202) 783 8750
Email: info@AdvaMed.orq |
Website: www.himanet.com/
EUCOMED

Place Saint Lambert 14
1200 Brussels

Belgium

Phone: 003227722212
Fax: 003227713909
Website: www.eucomed.be

HIDA (Health Industry Distributors Association)
66 Canal Center Plaza — Suite 520
Alexandria, VA 22314-1591

Phone: (703) 549 4432
Fax: (703) 549 6495
Website: www.hida.org

EAN Australia
Locked Bag 7002

Botany DC

Botany NSW 2019

Phone: 1300 366 033
Website: www.ean.com.au

HIBCC (Health Industry Business Communications Council)
2525 E. Arizona Biltmore Circle

Suite 127

Phoenix, Arizona 85016

Phone: (602) 381 1091
Fax: (602) 381 1093
fmal  thinahibec.oro]
Website: www.hibcc.org
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