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o 1 N 1. Purpose
*%%ﬂiﬁﬁ&&u GTIN (Global Trade Item Number) is a product identification code allocated and displayed as a barcode on all medical
7;&}-Ej|:|tX) products (ethical pharmaceuticals, medical devices, etc.) in Japan, from small packages like ampoules, blister packs to

the larger packages for distribution. By utilizing GTIN, it is possible to ensure traceability between manufacturers,
wholesalers and medical institutions, improve distribution efficiency, prevent mix—ups of products at medical
institutions and so on. We hereby propose GTIN for a HELICS standards with the aim of improvement of medical
safety and efficiency.

2. GTIN labeling for medical products in Japan and its use as medical information

GTIN is a code whose specifications are defined by GS1, a standardization organization. There are 8-, 12—, 13—, and
14—digits of GTIN. Of these, in Japan, 13— and 14—-digit GTINs are used for ethical pharmaceuticals, and 12—, 13—, and
14-digitGTINs are used for medical devices, etc.These GTINs are displayed on products with14—digit format in the
barcodes specified on the Ministry of Health, Labor and Welfare’'s notification. When using GTINs as medical
information, GTIN should be operated as 14-digit format, same as encoded in barcodes.

3. Using GTIN and its benefits

Since GTIN is displayed as a barcode for each product and package unit, it can be read and recorded quickly and

accurately using a barcode reader, etc. Also, as expiration date and lot number are displayed along with GTIN in the

barcode, it is possible to ensure traceability by recording all this information together. Furthermore, by using GTIN, it

-H-jC is possible to easily obtain information related to product safety, such as electronic package inserts, etc. which are
published on the PMDA website.

The main benefits for medical institutions using GTIN are as follows.

— Prevention of product mix—ups

— Prevention of the use of expired products

— Quick response to recalls and post—use problems through improved product traceability

— Improving operational efficiency of recording, etc., to reduce the workload of medical professionals

— Improving efficiency of product procurement operations, such as order management, acceptance, inventory

management, and history management

— Improving efficiency of product lending management

— Improving efficiency of medical administration operations, such as medical reimbursement

— Easy access to information related to products published on the PMDA website, such as electronic package

inserts, etc.
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