











Discussion and suggestions on promoting
a worldwide uniform tracking system

In order to enable effective worldwide tracking of key
medical devices, we suggest that the domestic market
tracking efforts of each country should keep pace with
those in the rest of the world. The following work should be
promoted and completed under the Global Harmonisation
Task Force's (GHTF) medical device regulatory framework:

1) To coordinate the development of a globally uniform
UDI system and its coding standard, allowing automatic
identification equipment to be compatible with each
other to the maximum extent;

2) To establish a global basic tracking model. The tracking
model proposed by Shanghai can be utilised and
discussed;

3) To coordinate the establishment of a unified scope of
important and basic traceability information specific to
medical devices; and

4) To facilitate the solution of a global nomenclature for
medical devices as soon as possible; the globally unified
nomenclature system should be used together with
the UDI system in the global tracking system so as to
improve the global medical devices reporting efficiency.

The establishment of the above medical device tracking
system, according to our estimation, will thoroughly change
the post-market surveillance of each country for medical
devices, improve the pre-warning and reporting levels

of medical devices, improve the efficiency of the adverse
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medical device reporting and handling system, change the
sales model of consumable medical devices, greatly improve
the transparency of information on those high-risk medical
devices, improve the safety of medical devices used by
patients, and play an active role in speeding up hospital’s
informatisation construction and improving the efficiency
of hospital's consumables management. We are willing to
work with the rest of the world to establish a new global
mechanism beneficial to patient safety management as
early as possible.
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