% ]

Countries around the world continue to
work together to promote the establishment

of unified traceability system

ERFEREHFZ N, REsG—EWMERENX

Yan, Liang Chairman and Senior advisor
Shanghai Pudong Medical Device Trade Association (MDTA)
CFDA SH Shanghai Institute of Food and Drug Safety (SIFDS)




The new requirements of China
605 version of MD. regulation

and supervision of medical supply chain
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Revision of China MD Regulation
State Council Order 650

New order from CFDA No. 18" enforce hospital keeping device used record
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wWww.gov.cn

General Office of the State Councll
on Printing and Distributing
the Key Tasks of Deepening the Medical and
Health System Reform in 2016
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® 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.

() E=EEHATERSSESTRE. HEEFESs (ESEHOT TS ERS
SEEEEBITiEaxISsS=RY (EH%E (2015) 75) . 75385 W. S735 58 XmegmEd
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THIEAT “FEH” » FREEESF/ETAENE TS TR ES. FHEETTad SEdix 4
SEEESFE, EHEFEF T, ERESUE. S TFEEFRFI ROrESRASRSTITIE. 3F2F
EhRABFHRAETTERE, SEERXERIBITSAABRFETIHARGIE. S FTEE, EEES
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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)
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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. 27t 2016
Item 3: for Drug and Medical Device

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

@ Encourage them to adopt Device UDI and Drug UDI.

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

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



3 Key elements of Traceability
and

Minimum information of Traceability
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e TRACEABILITY discussion

SH-FDA
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ADR. Reporting

3 elements
AREMME=EL

AS a Key RAT AT
- DI Which Device .

BHALOT/ SN

Auto. Decode
- Pl Device LOT/SN

4w AN E4
In HIS
Which Patient / related inf.

REPORT OF MD UDI

IMPLEMENTATION L Paitent I D

IN SHANGHAI CHINA
15" GS1 MEETING

Hong Kong China.

2009-10-06




The core elements for traceability
iIn IMDRF UDID guideline

IMDEFUDI WENTFINAL: 2013

IMDRF cc'icc vecuiators Forum

Final Document

Title: UDI Guidance
Unique Device Identification (UDI) of Medical Devices

Authoring Group: IMDEF UDI Workang Group
Date: @ December 2013

Despina Spanou, IMDEF Chair

Thiz document was produced by the Intemationzl Medical Device Fegulators Fonum, There ars no
restrictions on the reproduction or use of this document; however, mcarporation of thiz dooument, in|
part ar i whole, into angther document, ar its translation mte lansuages other than English, does not|
comvey ar represent an endorsement of amy kind by the Internatiomal hledical Device Fegulators
Forum.

Copyvright & 2013 by the Internationz] hledical Dievice Regulators Fonm.

IMDEFTUDI W& HIFINAL:2003

§.2 The core UDID dxta elements

All the core UDID data elements are mandatory, unless marked “optional”. “If applicable” mean: the
information iz mandatary to be i the UDID if it is on the I2hel.

Diata elements and their definitions for the UDI are list=d below:
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21
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For every device packaging level — the following shall be provided o 2 related way (for entire
packaging hisrarchy):

v UDI-DI {UDE type, &.5. 51 GTY, HIEC-LIC, [SET-128 PPIC),

v (ummtity papec'tuge configuration: (& g, each, 10 each, 5 shelf packs),

v Additional device sdentifier(s) {if applicable) e.g. G51, HIBC, or ISET-128;

The Unit of Use UDI-DI (zee section 7.4) code;

Mamufacturer's name (if applicable);

Wamufarturer's address (i applicable);

MMamufacturer's customer service confact information {coumtry/Tegion specific, could be mmltipls);Tf
applicable)

. Awthorized Fepresemtarive's name (resional representatives responsible for the medical dewvice)

{comiry Tegion specific, could be multiple) {if required by the local Tegional rapulatory autharity) (zee
GHTF/5GLM535:1008);

. Awthorized Feprezentative's contact information {couniry specific, could be moltiple);
. Global Medical Device Nomenclature (GRIDI) prefered codeterm (valid at the time of the UDI

submizsion);
Brand Mame (if applicabls);

. 52MD versian;

. Dievice model or version; {222 ection 10.9)

- Reference and'or catalogue number (if applicable);

- How the device = controlled: s=rial, lot'hatch number, and'or expiration date (or mamofacturing date)

ar seftware version ar software released date or ISET-12% — check boges (if applicable),

. Climical Size (mchuding Volume, Length, Gauee, Diameter) (if applicable) (= g 8F catheter);
3. Additional product Description (optional) - Additional clinically relevant information, =g radio-

opaque;

. Storage condittons, as labeled or in the IFTT (if applicable) — to include temperature range, needs to be

refrigerated, relztive humidity range, pressure range, avoid dirsct sunlighs,

7. Handling conditions (if differest than sterage conditions), on the label ar in the IFTT (if applicabls) —to

include temperatore mnge, nesds to be refrizerated, relative bumidity range, pressure rangs, meoid
direct sumlizht:

Lahaled as single nza? Ya: o),

Packaged sterle? {Yea Mo,

Heed for sterlirzmtion before wse? (YesMa) — i yer, them the method of merizaton showld e
ndicated,

Restricted mamber of renzes (if applicable);

LLEDS! and/or marksting artorization ar regiztration mmmber (if required by the relevant regulatory

URJ.. ﬂ:? additional information, e.z. electronic [T (optional);

Critical wammgs or comtraindications (23 labeled) — if a particular regulation requires that the Iabel of
the device contains a critical waming o:m.:n'a.m.dlca'nun aszocizted with the uze of the device

2 [eE:Labelsd as contaming Tate? {YesHo),

b. Labeled as contamimz DEHPT {Yes o)

<. Labelsd as MEI compatible? (YezMa).]

3. Date of discontinuance (referming to devices no loager placed on the market).

5 Diecambsr I01T




Pedigree of Products in Supply Chain is important
than going to cloud
Checking and tracing PI at the end-user / END to END

Manufacturer Hospital

Pl is in random Supply Chain: DI and PI Pl arriving Hospital




The traceability situation of medical device

by adopted UDI Global Format
History can be traced back to the 2006 Shanghai pilot program
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@1 Tracking & Tracing
in Healthcare Supply Chain
“SEBT : BEER IR EREE
| Upstream to Downstream =====- Tracking >

<Downstream to Upstream ===--- Tracing
Products
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How to Track device in the post-market
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Shanghai Food and Drug Administration

Implementation of a post-market traceability
program for implantable medical devices adopting
unique device identification

ABSTRACT 2009-2010 GS1 Reference Book

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 Figure 1: IMDs sales channel and device
the supply chain to complete post-market tracking in Shanghai. To build Hs< data reporting channel

up this system successfully, it was necessary to establish a Unique Device Manufacturers

Identification (UDI) for IMD’s, based on GS1 Standards, to define the

FDA
minimum information in the tracking process, and to establish a central
data pool to support automatic reading in the hospital management E

system. Meanwhile it is necessary to have a Shanghai FDA monitor
platform to collect the traceability information from the end user. This

Manufacturers collects Hospital reports use
article also contains a real case study that took place in Shanghai. use cata from FDA data te FDA surveillance

surveillance platform platform

Final distributors

Hospitals




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

report may occur
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Hospital product HIS Lot / Batch / Series NO.
Database In Secondary Code
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HIS in hospital running for traceability is supported by

the Shanghai UDID for 10 years Never EASY 3 C
FEMUDIEIEEXFEERZEREB BT EziTE2E5H10E Compliance

Correct
Clean

m 1547 A, 1111,0007K7EHHE ;
540K products, over 11K FDA registration.

m A pI243%, B k3217K;
1243 users Dby manufacturers, 3217 users by
distributors

m LRHEANERTEWRAL, &&=, =, — X%,
= £825%, —%£12.1%, —%£5.4%;
Cover implement device and related products.
Class3 82.5%, Class2 12,1% and Classl 5.4%

m 170K, #®ARI0AHEF (HIE &R P, 170
users by hospitals over 10 provinces & district cities

/

Manufacturers Distributors Hospitals

£EE e &b




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

GMDN Code

UDI Code //
|22 i == \

CAR ID

CAR ID  LINK OWNER ID




22 August 2003
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New model of procumbent supported by
one stop solution of medical supply chain
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China Premier visit medical smart logistics
iIn SLC PFTZ Shanghai

AFEGEL T RS IR

waL Bk

EESEEENGCESEN LSSREENERGE RO AESF SBINEREACIRFEFENGEETFERS.
EATETFTECSMBENE. HTEEL. ERLEXRREFMEZARNTAE.

R ERLE MhZERSRE T, @t LE AR EMRNdll. MEE 5



DDDO

In Shanghai
Orient
hospital
(South)




The situation about the drug traceability
supporting by NDC
NDC is not Global Format
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China NDC not support Global ‘Unique’
Manufacturers choice GS1 for ERP reasons, but only DI no Pl

TN
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Drug distributing by a machine in China Hospital




Summary
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UDI links every data base in different government department

UDI in supply chain links patient’ ID Which creates a recall foundation

Pub. Invite Bid

Reimbursement @

E-health RD.

Report of
ADR

Analysis of
NMD.

E-Commerce
CFDA O

Manufacturer [ e 4 Hospital 0




©O
S U m m ary (from China 10 years story for GS1 Beijing ) 2016 1027

CFDA permitting manufacturers to adopt global UDI for traceability
Old NDC implementation stopped, begging to study new NDC by GS1 format.
No any change on GS1 international standard, especially in domestic market.

Capture the Pl 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.
Implantable devices will be enforced using UDI within two years in China.

Big challenge for hospitals and manufacturers for one stop settlement and

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

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

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

device and drug is not far away.
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Thanks

yvanliang@mdta.org.cn

Yan, Liang Chairman and Senior advisor
Shanghai Pudong Medical Device Trade Association (MDTA)
CFDA SH Shanghai Institute of Food and Drug Safety (SIFDS)
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