
There are new signs that the implementation of China’s comprehensive track and trace

system is gaining momentum, including the growing recognition of the GS1 standard as

a second encoding option in China.

With the passing of the December 31 interim deadline for serializing pharmaceutical

products of national drug centralized procurement and other key product categories, the

industry is now awaiting updates from the National Medical Products Administration

(NMPA) on the status of the country’s 3-tier Drug Information Traceability Supervision

System. Of particular concern is the development of the NMPA’s Collaborative Service

Platform and how this “middle-tier” system will connect with the various traceability

systems being implemented by companies distributing products in China, whether they

are third-party solutions from TraceLink, Tencent, or AliHealth or if they are self-built.
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NMPA delivers a year-end progress report

At the December Smart Health Expo NMPA presented the keynote address, “Action Plan

for Accelerating the Smart Supervision of Drugs by the NMPA,” which included an

update on the agency’s progress on building its data centers and application platforms.

Milestones included:

Construction of its Drug Administration Cloud

Integration of 38 decentralized systems into the smart supervision platform

Migration and deployment of 34 business systems

In addition, the year saw the establishment of the NMPA’s vaccine traceability

collaborative service platform with the integration of the country’s provincial

immunization systems.

Multiple encoding options a key focus for 2021

In the breakout session that followed, NMPA led discussion around a range of topics

affecting companies distributing products in China. Key takeaways included:

The NMPA Informatics Center intends to promote establishment of a drug

traceability system to satisfy the December 31, 2020 requirement for traceability of

the four key drug classes: national centralized drug procurement,narcotics,

psychotropics, and blood products.



NMPA recognized the existence of multiple coding approaches and multiple

systems in the new landscape and the role of its Collaborative Service Platform

(CSP) as a “bridge” or translation layer between enterprise or third-party traceability

systems and the supervisory systems.

NMPA identified several issues facing the industry as it prepares for the new

regulatory requirements:

Multiple coding schemes and challenges the industry (and the NMPA) faces today

in selecting and implementing product coding and posits a “gradual transition”

towards unification.

Multiple drug traceability systems and the lack of unified standards and

capabilities in drug traceability systems and the consequent challenges in data

sharing across the supply chain.

How to handle consumer queries on traceability data.

Stay informed with TraceLink’s China Special Interest Group

This new activity points to an extremely busy year ahead as China continues to refine its

track-and-trace regulations, implement their compliance systems, and establish

readiness milestones and interim deadlines. As 2021 unfolds, TraceLink’s China Special

Interest Group will continue to monitor new developments throughout the year to ensure

that our customers and their partners have the information and insight they need to

ensure compliance and business continuity. Stay up to date on China’s compliance

regulations with our weekly regulatory updates.

https://www.tracelink.com/agile-supply-chain/resources/regulatory-updates/china-regulatory-updates
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