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Challenge on record and poor traceability.

UDI code + Nomenclature code is a solution

How to keep ID “Unique” and the traceability Model
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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Current Device Identification

Business Name Item Number Type Item Number
BD Mfg Catalog Number 329461
BD GTIN 00382903294619
BD GTIN 30382903294610
BD GTIN 50382903294614
Cardinal Health PV Order Number BF329461
Owens & Minor PV Order Number 0722329461
Owens & Minor PV Order Number 0723329461
American Medical Depot Vendor Catalog Number 777127217
American Medical Depot Vendor Catalog Number 777127218
Government Sci Source Vendor Catalog Number FSC1482679CS
Government Sci Source Vendor Catalog Number FSC1482679PK
Alliance Joint Venture Vendor Catalog Number 888021932
Thomas Scientific Vendor Catalog Number 8938M25
Thomas Scientific Vendor Catalog Number 8938M28
VWR International Vendor Catalog Number BD329461

US FDA



@1 Healthcare Data errors in healthcare

Missing Middle Levels of
Packaging

Hard “Packaging Quantity”
Errors

Unit of Measure
Confusion/Misuse

Missing Packaging—not Middle
Level

Manufacturer Name Problems
Obsolete Products

Missing Product Brand Names
Incomplete Item Descriptions
Wrong Customer Unit Prices

Customer Paid More Than
Lowest Contract Price

& 2010 G51

15-20%

1%

2-6%

3-8%

NA
1-4%
2-5%

5-15%
Unknown

NA
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1%
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Unknown
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NA
NA
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30%
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Source: US Department of Defense Study



What is the basic element of information
whether discussing on
iInformation flow or phisical flow
for supply chain control

1. One iIs the procuct UDI code

2. Other 1Is Nomenclature code
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AGENDA

Challenge on device record and poor traceabillity.

UDI code + Nomenclature code is the solution of control
How to keep ID “Unique” and the traceability Model

The UDI case we adoping in Shanghai city China



Two Code solution for supply chain
(1) Code of Article ID; (2) Code of product nomenclature
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Challenge on record and weakness of traceability.

UDI code + Nomenclature code is a solution

How to keep ID “Unique” and the traceability Model
The UDI case we adoping in Shanghai city China
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SH-FDA
LEGAL AFF.

2009

REPORT OF MD UDI
IMPLEMENTATION
IN SHANGHAI CHINA
15t GS1 MEETING
Hong Kong China.

2009-10-06

GHTF Discussion Paper
;-"'r;‘ (in view of preparation of a draft guidance on)
{K\/‘ \“u‘ UDI for Medical Devices

| Title: “\.,;,l-‘lnique Device Identification (UDI) System

Y

hﬁg Group: \‘V GHTF SC UDI AHWG
sed by the Global Harmonization Task Force for Public Consultation

for comments: 31 March 2010
Addre bmmmg comments: mail box: entr-cosm-med-dev@ec.europa.eu

from this consultatlon phaselmmauon for public comments:

Connnentsfsuggesuons are mmted on the chapters of this discussion paper; mn
| particular the UDI system including the UDI code, carrier and placement, the UDI
Database; How such a system would or could be used by manufacturers,
regulators, purchasers, and/or final users? More globally, what could be the
govemnance and economic model of a single UDI system worldwide?

What 15 your vision on how (a) UDI Databasc(s) could be designed and
implemented in the short term worldwide? Who are the different types of users?
- What are the key elements of UDI Database(s) adnunistration?
- How will the UDI Database(s) articulate/interact with other existing entities or
mternational standardisation organizations.
Disclaimer: No prejudice/preference towards a single global physical database versus the
mterconnection of regional data bases 15 anticipated mn this consultation document.

Date: November 12, 2000
Roland Rotter, GHTF Chair

| Copyright © 2009 by the Global Hammonization Task Force

GHTF UDI

Aug. 25 - 26th
2009

GHTF Public
Consultation for
UDI, Deadline for

comments on
Mar. 31th 2010




UDI - Unigue 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 Unigue principle on global market.
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What is the basic elements
| f
We discuss the traceabillity

1. One iIs the procuct UDI code
2. Other I1s Nomenclature code
3. The HOPITAL management
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UDI and Nomenclature issue
relating to whole management of MD.
Not only in supply chain

GHTF

D UDI and Nomenclature ——]

P R&D Mat. Dis. Use AE. [ :

GHTF-8G 1/5 GHTF-SG 3/4

GS1 ONLY
17




@1 Healthcare Traceability — a business process

&
The global language of business
OVERALL BENEFIT: Improving efficiency & visibility in supply and demand chains
G51 SOLUTIONS & SERVICES USING G51 STANDARDS

Solutions: POS / lnwntnrr Management / Asset Management / Collaborative Planning / Traceability
Services: Global (GSMP, GEPIR, Global Registry, Training and Accreditation) & Local (e.g. Certification, Implementation, Tralning)

1 Sﬁluam - Integrated system of standards

The environment
for global data
synchronisation

Standardised, reliable
data for effective
business transactions

G51 Identification Keys (e.g. GTIN, GLN, SSCC, GRAI, GIAI, GSRN, EPC) & Attribute Data (e.g. Best Before Date)




XN

‘SH Y 1)\
1\

SH-FDA TRACEABILITY discussion

LEGAL AFF.

ADR. Report

As a Key
UDi D. code
~ | DID
Auto. D
P code uto | ecode
< ID infor.

REPORT OF MD UDI O er.
IMPLEMENTATION \ P I D p
o system

Hong Kong China.

2009-10-06




The Flow Path of UDI Dynamic information

PID -+ UDI pupi+punly = EHR

Only scaning UDI (Dynamic section )at the place of Hospital that can relatin

Final distributors HOSPITALS t

Bt iig—0l1 Hospital-1

Dhstribator —01 !gmﬁ_ulz

i UID (D UDI)

Ejﬁrﬂm {P U]]I) Distributor —02

One LOT for
3 distributors
in different

location
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v Based on “UDI”’and “GMDN” Establish
a Worldwide Vigilance System

SH-FDA
LEGAL AFF.

» When event really happened, where they are ?
» Using IT system to search the device UDI .
» High risk device is the firsr target to using UDI.

~

World Hospital / CA.
Health Care others
Nomenclature

Manuf.
Manufacturer Name UMDN & code
to trace a
GS1/HIBC code

2009-10-06
36
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F Language changing use device Nomenclature Number

F Nomenclature works with UDI for tracing the Device

Nomenclature
Change

Asian Harmonization Working Party
WORKING TOWARDS MEDICAL DEVICE HARMONIZATION IN ASIA
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Challenge on record and weakness of traceability.
UDI code + Nomenclature code is a solution

How to keep ID “Unique” and the traceability Model
The UDI case we adoping in Shanghai city China



Implantable Device Information Flow

Central Data Pool
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UDI A Pilot Project Implementation
In FDA Shanghai China on 2007

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

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

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

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

B Right now, there are more 1000 companies; 200,000 implantable devices;
530,000 device used information feedback from 120 hospital

25



The Simplest Model for FDA to Tracing




unique device identification

2009-2010 Healthcare Reference Book

ABSTRACT

This article discusses the distribution and traceability model of

Implantable Medical Devices (IMD) for post-market surveillance purposes,

and the IT and automatic identification technology that has been used in
the supply chain to complete post-market tracking in Shanghai. To build
up this system successfully, it was necessary to establish a Unique Device
Identification (UDI) for IMD's, based on G51 Standards, to define the
minimum infoermation in the tracking process, and to establish a central
data pool to support automatic reading in the hospital management
system. Meanwhile it is necessary to have a Shanghai FDA monitor
platform to collect the traceability information from the end user. This
article also contains a real case study that took place in Shanghai.

mplementation of a post-market traceability
orogram for implantable medical devices adopting

)\

Article by Liang Yan

Figura 1: IMDs sales channel and device

use data reporting chamnnel

[ Manufacturers ]—[ Final distributors

[

Manufacturers collects Hospital reports use

use data from FDA data to FDA surveillance
surveillance platform platform




Maf. And Distributor collecting data from FDA Platform

the result will show the system balance. “0” result is expectation by FDA.

H (On FDA Platform) - M - D =0

Maf. Up Load UDI
Down Load PID

Hospital Report
UDI Links PID Through IT
22 Attributes/ SH 190Doc.

2007-11-22
197
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System accepts only HIBC and GS1
standards, others will be rejected.

System accepts only HIBC and GS1 two
standards otherwise will be rejected.

HIBC ##
EAN - UCC ##

MANUFACTURERS
H-FDA-MDR.

2006-11-14




Shanghal Chang Hal Hospital
In 2006




3 Data Sources Supporting A Device Form
for Patient Keeping

Used Device Form of Patient

Hospital
Purchase
Database

2007-11-223%z




Basic imformation of one device
feedback from Hospital by scan a package Bar Code

UDI code (Static & Dynamic *) ||9. Lot/batch/serial number *

Name of Manufacturer 10. Quantity

Maker / contract maf. 11. No. of Re. Certification
Manufacture Site. 12. Issue Date of Certificationg
Name of Device 13. Expiration Date of Certification
Device Specification 14. Contact Person

Device Expiration Date * 15. Final Distributor

1.
2.
3.
4.
D.
6.
1.
8.

Device Release Date 16. GMDN Code
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N4 Minimum Patient Information
SH-FDA

LEGAL AFF. links with UDI feedback from hospital

1. Patient ID / Patient Hosital ID

. Patient Name

. Case Name

. Date of Operation

2009

2
3
4. Operation Theater
5
6

REPORT OF MD UDI
IMPLEMENTATION n D OCtO r N a m e
IN SHANGHAI CHINA

15% GS1 MEETING

Hong Kong China.

2009-10-06




How to reform the control of
suppluy chain more fast
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One iIs the procuct UDI code
Other is Nomenclature code
The HOSPITAL management
Right things Right way from bottom
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First trade can be happened at the port
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The product can be directly to the patient.
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The Flow of the Medical Device Information for
Distribution and Supply Chain Control

/\ Customs Record

CQI Checking

\/ FTW or Warehouse

-

Products Information
inWarehouse

With Device UDI

Implantable D@vice Information Flow
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Our Target of UD/I Is ?

It Is the time for Chian
Take a consideration of
changing MD sales model

UDI suport the new sales model

China Med Supply Chain




Shanghai Corprehansive Fras Trads Zona actively sxplores, acts and attam pts to accelerats the

trarshomation of scnomi rowth mode.

D F LM TRESMICES®
Shasghaicombined Padong How District with Nanhei lvarict in 2000

DeEN AP SEARIRARRERNEAS
Cormemission of Shanghai Compe hers ivaFreo Trade Zone was etablihed on Hovember 11 2008

D200 EMERAFESILEN —i0 350 4 L PMMEHRITE
Thefint 3.59 squarckilometors of Fee Trade Zone was acospied and sartisgoperationinShanghai
Pudong lstsmat nal Aiport onaary 00

DESEMIZADIERNARTRISS > RiuREEKSLRX
Theintemational medicd devices throughairine ca be conducied castore charanco ot Mdoag
Hirport which finks Waigaogiao Logestics Park

OFLNESTEL - KHeARAFENES =N T8 dNE
Shipping yoodsfrom Yangshas Port can connsct with traffic facilitios in Yangtzs River Dultathrough
Theosr-district Goods Trafor Systar
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We should further Innovate institutional mechanism and
continuously Improve service measures In order to make the
Logistics Park better and play a Mnbhpm“
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MDTA is an association
particularly serves for the company of
foreign investment and export com. on medical device area

Established on Dec. 31th 2008 and 75 members
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Half of worldwide top S0 MD companies join the
(MDIT plo_]ect promoted b} MDTA in Sh‘mghal

www.mdta.org.cn



Summary

Hamonize with GHTF UDI principle.
Only adopt International coding system as GS1 or HIBCC.

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.

Minimus attributes when build a UDI database for tracing.

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

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.

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
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One iIs the procuct UDI code
Other is Nomenclature code
The HOSPITAL management
Right things Right way from bottom



Thanks

for your attention

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