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Global challenge and GHTF effort on patient safety.
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If We Discuss How to Protact
Patient Safety

GHTF RESULTS is corresponding weakly on the management of
supply chain and using medical device.

High-risk device need to be traced to patient and kegegpiB-DID
record and relating information.

UDI and Nomenclature is very important tool, itiwe used Iin
whole medical device management system.

GHTF UDI final ducument was discussed in BerlnAwug. 25-28
2009, the final target is to realize a worldwidectng system.
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UDI and Nomenclature issue
relating to whole management of MD.
Not only In supply chain
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Working DOCUMENT

Title: Universal / Unique[T o be discuzzed] Device Identification
System

Authorimg Group: GHTF SC UDI AHWG

Endorsed byv: The Global Harmenization Task Force

Dhate: Navenber | 2009

. GHTF Chair

Thie document beraim was proeduced by the Global Harmonization T ack Force, whick is compriced of
representabves rom medscal device regulatory agencies :=d the egalated mdustry. The dooument is
ifandad fo pravids man. Rinding soidanes forwes in ghe repulstion oF maduza] devices, 2md hag baan
sehjact o consultation threngheont it developm ant

Themu ars no rastmictiozs oo the: mpredoction, disethntion or usa of this decument; howwrsver, incorporation
of this dowcumemt, i past or iz whels. int any wther docwmans, or ts mazsladon mee langzages other than
Englizh, does mot convey -or represent an szdorseme=t of any kizd by the Global Harmonizatioz Task
Forca.

Caprrighs © 2008 by the (lobal Harmeni zation Task Farsa
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GHTF AHWG UDI

Final meeting In
Berlin on 25-26 ™" Aug.




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

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 &

V. Name | evon I Nomenclature
Manufacturer : [owon || &

to trace a
device ‘UDI Coding” ‘




[dUse Nomenclature as a language changing platform

[INomenclature works with UDI for tracing the Device

Nomenclature
Change
language

Asian Harmonization Working Party

WORKING TOWARDS MEDICAL DEVICE HARMONIZATION IN ASIA
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UDI standard and minimum tracing imformation
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S code

DID

D code

PID

Oper.
system

discussion

ADR. Report
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Minimum imformation of one device

for tracing In centeral static database
links with product Main (staiic) Codie

Second Code

Name of Manufacturer *

Maker / contract me
Manufacture Site.

Name of Device *

Device model /Specification

Device Expiration Date *

2.
3.
4.
5.
6.
7.
8.
9.

Device Release Date

10. Lot/batch/serial number *

13.
14.

15.
16.
17.

Quantity *

. No. of Device Registration

Certification
Issue Date of Certification

Expiration Date of
Certification

Maf. Contact Person
Authorizing Importer

Final Distributor

18.......GMDN
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Minimum Patient Information
In Tracing
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Coding Standard

System both adopts GS1 EAN-UCC128 standard and HIBC
standard for high risk device.

HIBC standard only permits for oversea manufacturer. China
business license should use GS1 standard .

Two standards covers nearly 80% manufacturers in China
market.

To permit Individual HIBC user to use EAN UCC 128 on
second code (production code)only in transition period.

13



System accepts only GS1 and HIBC
standards, others will be rejected in reading

Scanner
recognizing area

GS1
EAN-UCC
HIBC

14



Imformation in the Bar Code

Two bar code combined printing on the product label. Tc
be arranged as up and down position or in one line on th
product label.

5 basic information should be in the Bar Code.
Main code isproduct code for identify which product

Manufacturer + Product and Specification +
Package size

Second code iproduction code Include device’s time
iInformation, use it for trace product in Quality System of
the manufacturer.

Expiration date / Manufacture date  + Production
lot/Serial number

15
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SUPERVISION MODE




4 Supervision Modes

can be discussed for
being adopted by FDA

"HEWH & '

discussion

ADR. Report

1. In Maf.

2. UDI use in sup chain

3. UDI be used in Hos. Recor:

4. UDI be used in Hos. record and send to FDA

-+ R&D || Maf. |
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Manufacturer
Collects data
and report

Hospital
report dat

)
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2009-2010 Healthcare Reference Book
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The pilot project implementing in China




Two Documents Put on Public For Implantable
Device Trace Back Using UDI System
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Project Implementation

To the end of 2005, starting this project after investigation,

which focus on implantable high risk device.

At the middle of 2006, establishing a coding standard scheme

and solving special code reading technology.

On Nov.11 2006, SH-FDA worked together with SH-Hygiene
Bureau published documents to promote the project

implementing.

Manufacturer
Collects data
and report

At the end of 2007, more than 100 hospitals in Shanghai city

Hospital

tracing back implantable device with the UDI.
report data

2009-06-23

12

Data Platform of FDA Implantable Device Information Flow
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Establish Principals for System Base on Regulatory
Technology Support the Regulatory Principal
(1) Basis of System

First User: Chang Hai Hospital
2006 Shanghai China

1. Adopt global uniform coding system to reduce
barrier: GS1/ HIBC

2. Minimum data set in the bar code and database of
device tracing system.

3. Separate two section in the tracing system,

— 1) Responded and controled by manufacturer for the data
not been used in sales chain and;

—  2) Hospital for the data which has been used with patients.

2009-06-23 i 2009-06-23

3 Data Sources Supporting
A Device Form
for Patient Keeping

Establish Principals for System Base on Regulatory
Technology Support the Regulatory Principal

(2) Responsibility

1) Manufacturer take the fully responsibility for their own
products released on the market.

2)  Only manufacturer initiates the bar code on the label,

Used Device Form of Patient

Hospital ot Bateh ] distributor and hospital not been permitted to relabel or
(0] alcl L
Purchase HIS Series NO. In initiated a bar code.
Database Secondary Code 3) Manufacturer should control the distributors which have been

recognized to sale their product. Distributor should report the
tracing information to manufacturer in sales chain on any time
if it is need for.

4)  Hospital should use the laser scanner to automatically read
the Device UDI data to reduce the mistake in the record.

5) Hospital opens the device information to the patient under the
rule necessary.

] ] ]

ZHE JIANG &
JIANG SU

2007-11-08

2007-11-22

2009-06-23
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2007 1

2009 5
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AdvaMed Mr. Ralph Ives Executive Vice President, Glbal Strategy

Meet Sh FDA Dirctor General Mr Wang Long Xing on 209-06-23
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Hot points & Summary of UDI tracing system




How to Devveloping
Hospital

Informational

System ?!

OOO

Persona =— & ==

iInformation
y 4

Consumptive

product info.

\ /
~ . Work flow -
Info.
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Today we discuss 3 important issues in the UDlesyst
] Traceability, UDI, and Supervision mode.

And three comments for the next step work of GHh# &S1 as below:

1) For protecting patient safety, GHTF need to wtiné whole process of medical device, from
R&D-manufacture-distribution / supply chain-hospiteanagement-end user-after sale
service-ADR. The safety protecting also is a cliaat needs to clearly describe the
definition of the responsibility by each role. Omjiwe the ddnition of manufacturer i
not enough.

2) Study UDI system that should be started fromimim requirements of Medical Device
Traceability, then study:

Minimum information (data) for the traceability;
Minimum information (data) within the Bar Code;
Minimum information (data) of central static databa
The Supervision Mode adopted by CA.

O Odd

3) The technology problem of the scanner for uboiiy GS1 and HIBC in the hospital database
to decoding a barcode label is not solved. Neediuidy continually.
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