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The new requirements of China 

605 version of MD. regulation 

and supervision of medical supply chain

中国医疗器械法规和医药供应链监管新要求



Revision of China MD Regulation
State Council Order 650

New order from CFDA No. 18th enforce hospital keeping device used record  



国务院办公厅关于印发深化医药卫生

体制改革2016年重点工作任务的通知

国办发〔2016〕26号

各省、自治区、直辖市人民政府，国务院有关部门：

《深化医药卫生体制改革2016年重点工作任务》已经国务院同意，现印发给你们，

请结合实际，认真组织实施。

国务院办公厅

2016年4月21日

General Office of the State Council 
on Printing and Distributing 

the Key Tasks of Deepening the Medical and 
Health System Reform in 2016



 To push reform of medical supply chain is The policy from Central Government  

 High-value consumables medical devices need to be traded on the web

 To promote the settlement between manufacturers and hospitals on one stop.

缩短供应链，网上公开采购，鼓励一票制的结算

是国家当前医疗改革目标之一



CFDA encourage manufactory to adopt 

UDI in MD and DRUG traceability system

An unified traceability model in world market 

that seems establishment 

( US + EU + CN)

国家药监总局明确鼓励医疗器械生产商

采用UDI唯一标识，器械全球统一追溯体系基本形成



The Guideline Document of CFDA for 

Promoting the Food and Drug Manufacturers and Distributors Improving 
the Traceability System 

CFDA Document (FDSS) 2016 No.122 on Sept. 27th 2016

Item 3: for Drug and Medical Device

① All drug and device manufacturers, distributors have  the main 
responsibility for Recall and Traceability.

② Encourage them to adopt Device UDI and Drug UDI.

③ All Implantable devices need to trace at LOT or S/N level

④ Hospital should according to the CFDA Rules of keeping the USING 
RECORD. 



3 Key elements of Traceability

and

Minimum information of Traceability

追溯的三要素和最低追溯信息



As a Key
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召回



The core elements for traceability
in IMDRF UDID  guideline  
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Pedigree of Products in Supply Chain is important 
than going to cloud 

Checking and tracing PI at the end-user / END to END

Only 
DI in 
order

Supply Chain: DI and PI

Hospital Manufacturer 

PI is in random PI arriving Hospital



The traceability situation of medical device 

by adopted UDI Global Format
History can be traced back to the 2006 Shanghai pilot program

中国医疗器械采用全球唯一标识UDI的追溯情况

上海从2006年开始启动UDI追溯植入物计划



注册信息与患者安全需求

通过标签UDI信息联系起来
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SH-FDA
LEGAL  AFF.

14

UDI and distributing model

How to Track device in the post-market
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医疗器械

唯一标识

UDI＋P:ID

Pharmacy



2009-2010 GS1 Reference Book



Scan UDI after operation for every patient ，keeping UDI links EHR. for AE 

report may occur  

在病人手术后扫描产品UDI, 将UDI关联的产品信息记录到电子病历以防不良事件发生

Hospital product 
Database

医院产品数据库信息

HIS

医院管理信息

Lot / Batch / Series NO. 

In Secondary Code

产品批号 / 序列号信息

DI links PI capture



HIS in hospital running for traceability is supported by 
the Shanghai UDID for 10 years
上海的UDI数据库支持全国很多医院追溯制度运行经营有10年

 近54万种，近11,000张注册证；

540K products, over 11K FDA registration.

 无源植入医疗器械为主，已经含三、二、一类，
三类82.5%，二类12.1%，一类5.4%；

Cover implement device and related products.
Class3 82.5%, Class2 12,1% and Class1 5.4%

 170家，遍及10个省市（且正在逐步增加; 170
users by hospitals over 10 provinces & district cities

 生产企业1243家、经营企业3217家；

1243 users by manufacturers, 3217 users by
distributors UDID

上海UDID数据库

Since 2006

Manufacturers
生产商

Distributors
配送商

Hospitals
各医院

Never EASY 3 C
Compliance 
Correct
Clean



UDI Code

GMDN Code
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最终形成上市后监督标签编码和产品编号关联的方案



1922 August 2003 FDA

用标识追溯，用命名采购

国家注册制度的发展趋势

UDI 

12345

GMDN

54321

注册证

ABCDE
注册证

ABCDE
注册证

ABCDE
注册证

ABCDE

全球命名唯一标识

医院市场

工厂GMP

国家数据库



New model of procumbent supported by   
one stop solution of medical supply chain

TPL

银行



China Premier visit medical smart logistics 
in SLC PFTZ Shanghai



DDDO
in Shanghai 

Orient 
hospital
(South)



The situation about the drug traceability 

supporting by NDC 

NDC is not Global Format

中国药品采用NDC的追溯情况



China NDC not support Global ‘Unique’
Manufacturers choice GS1 for ERP reasons, but only DI no PI



Drug distributing by a machine in China Hospital



Summary

总结





Summary (from China 10 years story for GS1 Beijing ) 2016 1027

1. CFDA permitting manufacturers to adopt global UDI for traceability 

2. Old NDC implementation stopped, begging to study new NDC by GS1 format.

3. No any change on GS1 international standard, especially in domestic market.

4. Capture the PI associating with Patient ID (PID)  in full traceability is our final  

target. We can neglect the middle way of supply chain, if you no enough 

resource to help you control in first phase (for government point of view ). End 

to End is correct strategy.

5. Implantable devices will be enforced using UDI within two years in China. 

6. Big challenge for hospitals and manufacturers for one stop settlement and 

shorten supply chain connection is the current tendency of China market.

7. China are going to test tracing import information for patient’s requiring. 

8. UDI associating with RFID adopted by China hospital to control inventory for 

device and drug is not far away.



Welcome you visit Shanghai China
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