
Implementation of GHTF 
UDI Principle

in Medical Device Tracing System

A Case of UDI Pilot Project in Shanghai China

Prof. YAN, Liang
Senior Advisor of Institute for Food and Drug Safety

Former Director of Legal Affairs FDA Shanghai China
2010 11 10   GS1 Heathcare Singapore 



AGENDA

1. Challenge on record and poor  traceability.

2. UDI code + Nomenclature code is a solution

3. How to keep ID “Unique” and the traceability Model

4. The UDI case we adoping in Shanghai city China
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Recall failure comes from 
existing recording measures

Using automatic product Code reading to
instead personal writing. Promote the device
traceability on higher correctness level
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What is the basic element of information 
whether discussing on 

information flow or phisical flow 
for supply chain control

1. One is the procuct UDI code

2. Other is Nomenclature code
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CAR ID   LINK OWNER ID

Two Code solution for supply chain
（1）Code of Article ID ;（2）Code of product nomenclature

Two Code must be on 
the device label and 
primary package.
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SH-FDA
LEGAL  AFF.

2009

REPORT OF MD UDI 

IMPLEMENTATION

IN SHANGHAI CHINA

15th GS1 MEETING 

Hong Kong China.
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GHTF UDI 

Aug. 25－26th 
2009

GHTF Public 
Consultation for 

UDI, Deadline for 
comments on  

Mar. 31th 2010

Only Adopting 
International 

Coding Standard 
to keep “Unique” 



13

UDI - Unique Device Identification

How Keeping Unique:
Unique requirement must be considered on global scope

Only International standard. GS1 coding system or 

HIBCC system is adopted in supply chain to keep 

Unique. (How AIDC)

Using distributor ’s or hospital own coding standard will  

not meet Unique principle on global market. 
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GS1 EAN/UCC·128 Code 
Structure

National Code

Date of Manufacture or 
Expiration

Product Code

Lot / SN

Manufacturer Code
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What is the basic elements 
if 

We discuss the traceability

1. One is the procuct UDI code

2. Other is Nomenclature code

3. The HOPITAL management 
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As a Key
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UDI A Pilot Project Implementation
in FDA Shanghai China on 2007

 On the end of 2005, starting this project after an investigation, which focus 
on implantable high risk device.

 At the middle of 2006, establishing a coding standard scheme and solving
special decode technology and attributes content of UDID.

 On Nov.11 2006, SH-FDA worked together with SH-Hygiene Bureau
establish a document to promote the project implementing.

 At the end of 2007, more than 100 hospitals use this UDI tracing system in
Shanghai city tracing back implantable device.

 Right now, there are more 1000 companies; 200,000 implantable devices;
530,000 device used information feedback from 120 hospital
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2009-2010 Healthcare Reference Book
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System accepts only HIBC and GS1 
standards,  others will be rejected.
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Shanghai Chang Hai Hospital 
in 2006
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3 Data Sources Supporting A Device Form 
for Patient Keeping
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Basic imformation of one device 
feedback from Hospital by scan a package Bar Code

1. UDI code (Static & Dynamic *)

2. Name of Manufacturer 

3. Maker / contract maf.

4. Manufacture Site.

5. Name of Device 

6. Device Specification

7. Device Expiration Date *

8. Device Release Date

9. Lot/batch/serial number *

10. Quantity

11. No. of  Re. Certification 

12. Issue Date of Certificationg 

13. Expiration Date of Certification

14. Contact Person

15. Final Distributor 

16. GMDN Code
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How to reform the control of 
suppluy chain more fast

1. One is the procuct UDI code
2. Other is Nomenclature code
3. The HOSPITAL management
4. Right things Right way from bottom
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Add UDI information 
in the form of 

customs

海关会不差钱
Task of Ecom 

Shipping NO.

Pallet No.

Carton No.

Package No.

Device UDI

Custom NO.

HS code

CQI NO.

Notice No. for gate clearance

=
=

全
程
编
码
关
联
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Our Target of UDI Is ?

It is the time for Chian
Take a consideration of 

changing MD sales model

Custom 
clearance Supply Chain Hospital 

order

UDI suport the new sales model

China Med Supply Chain
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www.mdta.org.cn
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Summary
1. Hamonize with GHTF UDI principle.

2. Only adopt International coding system as GS1 or HIBCC.

3. Only Manufacturer responds for initiate a UDI code and maintain UDI
Unique on worldwide market. No other one have right to change the
product UDI label in the market.

4. Minimus attributes when build a UDI database for tracing.

5. Most efficiency tracing system is that the keeping the record of device
UDI links with PID (patient identification).

6. the SN or LOT was automatic recognized at last stage of supply chain (in
Hospital), this is a critical control point when we discuss the issue of
device traceability.

7. Device identifier of a UDI including package level information that will 
easy treat with quantity issue in supply chain.



How to reform the control of 
suppluy chain more fast

GS1 is
only powerful force to push advance

1. One is the procuct UDI code
2. Other is Nomenclature code
3. The HOSPITAL management
4. Right things Right way from bottom



Thanks 
for your attention

Email: 
yanliang@smda.gov.cn
Yanliang@online.sh.cn
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