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* The PAST of the management of medical equipment in
hospital
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* The PRESENT of the management of medical equipment
in hospital
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* The FUTURE of the management of medical equipment
in hospital
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The PAST of the management of
medical equipment in hospital
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(—) REBTBAE

The barcode can not be scaned and in stock
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check and accept
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bar-coding management hasn't been realized
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the code of original factory couldn ‘t be

Thgagode of original factory couldn ‘t be scanned. The code is only used for
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(m)FIIHFERK
Daily management depends on manual

recording
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NDAi nndiit room Mantial recordina of dai Yo atLirn




(m)FIITHEEKXRK
Daily management depends on manual

recording

@:; FRAZEFREAFHARBRECRERFT

e requisition and return of consumable items need to be recorded by hand.
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Daily management depends on manual

recordin
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All consignment products rely on manual
work
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consianment hiah value consumable items for the operation room.
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All consignment products rely on manual work
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@ requisition and return of consumable items need to be recorded by hand.



Industry Regulation-policy environment

document number

Decree of the State Council No.

Provisions for the Supervision and Administration of Medical Devices 650 Mar. 7, 2014
Regulations on Medical Devices Registration CFDA Decree No. 4 Jul. 30, 2014
Regulations for In-Vitro Diagnosis Reagent Registration CFDA Decree No. 5 Jul. 30, 2014
Provisions for Instructions and Labels of Medical Devices CFDA Decree No. 6 Jul. 30, 2014
Regulations for the Supervision and Administration of Medical Device Production CFDA Decree No. 7 Jul. 30, 2014
Regulations for the Supervision and Administration of Medical Device Operation CFDA Decree No. 8 Jul. 30, 2014
Rules for Classification of Medical Devices CFDA Decree No. 15 Jul. 14, 2015
Regulations for Use Quality Management of Medical Devices CFDA Decree No. 18 Oct. 21, 2015
Naming Rules of Medical Device Generic Name CFDA Decree No. 19 Dec. 21, 2015
Opinions of the General Office of the State Council on
Accelerating Construction of Important Product Decree [2015.] NO-95 1 3an. 12,2016
. of State Council
Traceability System.
Decree No. 25 of General
Good Clinical Practice for Medical Device Trials ARG ST z_and Natlo_nal Mar. 23, 2016
Health and Family Planning
Commission of PRC
Advice on Further Improving Food and Medicine
n proving CFDA Apr. 28, 2016
Traceability System (Exposure Draft)
Notice of the State Administration of Taxation on
Docraao No-20.-0fF S+ata
alters Concerning lax Declaration Adjustment T e e e
7= c 9 . J ) Administration of May. 10, 2016
{&yax payers under Pilot Progranref-Replacing= | 1axation . 2016 © Gp1 2015

the Business Tax with a Value-added Tax




Changes in the importance of hospital
management
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From extensive expansion mode
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to refined operation management
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Hospital management - focus on safety,
economy and rationalit

» From the angle of hospltal management: To focus on
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Hospital management - focus on specialit

» Business management: To focus on speciality
> A EEAE: R

Management In vitro diagnosis Interventiona Low value
of orthopedic reagent | material material | ......

materials management management management

Product

description
lelg

Procurement
-
Usage
ot
Chargeing
-

Bar code Includes standard bar codes such as HIBC, GS1, etc., non-
type standard bar code and no bar code

Include regular purchase, consignment purchase (stock
purchase) and so on.

Includes table service of the suppliers, rationality management
of doctor's independent usage, dosage and using methods

Includes items that can be charged alone, cannot be charged
alone and set collection
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How to use the bar code




Problems in the management of medical devices
in hospitals

(73) BEReERITa i E B A e

> B WARYEALR G —: There is no standards about the
tracebility

» (D AR AT E2R?

* The type of barcode. How to use it

+ (2) BETBA? HERK?

* Who will Apply barcode?

e (2) WA T 1EIRE? Using the wrong barco«
+ (3) RRAMKG? AE—M—?

* Batch or Single ?
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UDI| Unique Device Identification D] Device ldentifier P] Producation Identifier

Al (Application Identifier)
GTIN (Global Trade Item Number)
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The PRESENT of the

management of medical
equipment in hospital



(—) EAHI Core ideas e

> RS BRI ok
Satisfy the need of meticulous management

> KRR EX
Satisfy the need of smart management

> R E B F ok
Satisfy the need of professional management

v o 3

Pl KGR EmF X
Satisfy the need of integrated management

>R EERBER R K

Satisfy the need of compatible management
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Open-ended
hospital
@1 eeeeeeeeeeeeeeeeeeeeee management 21




(=) BEf:f: Implementation

> BWRIESE—iniE: EASLIARE. G—1b
Trace the uniform standard of code: The important point is the realization of
standardization and unification

(1) RHGS14w%1k % Using GS1 standards

> BEPGER. AVEFNELESCC REEMEE: ERSLIE4L
Use code to conduct the transformation of inner system. Focus on the
realization of refinement, intellectualization and professionalization

(1) @~rAEnt¥ds % build the basic data bank

(2) APk s 2406H% Link with the product data system of
manufacturing

(3) Hilik&1EE 2444 Link with enterprise equipment information system

> WIBRZGNUE: ERKIE . Fee. —&fk
Internal system reform: Specialization, intelligence, integration
(1) ¥EMEBAMNESS  External network
(2) ¥EMEBANMET]  in-house network

(3) AEEHAS management system
(4) FEH RS chemical reagent system
(5) WREH device system

@ (6) FARZEMMNFEWE M surgical instruments traceability management
1
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- Brief introduction of
301 hospital
information system
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ARG R
The consisting modules of information system

> EfFaamidl., = REMBURE (Medical device

enterprise, product basic database)

> FAREHEHEHRA (The management system of adverse
event)

> BEFLLEEMHNEERSE (Consignment products
traceability management system)

> Mgt FTRE A aE 2283 (1vVD circulation + cold

chain full traceability system)
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(Medical device enterprise, product basic

(1) ESFasma. 7= mEmEaEE e
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This platfor%ﬁﬁﬁqﬁﬁ%ﬁ%ﬁﬁfﬁ%mdata of the medical appara ratus.
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Elecironic Management of - Ejectronic Management of Barcode Collectlon and Use
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(1) Efrasmidl. = mEilsiimrE

Medical device enterprise, product basic
database
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(1) Eyr el 7= M atsdE &

Medical device enterprise, product basic

database
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(1) BT Bk, 7= HERMEEE

Medical device enterprise, product basic
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(1) ES7asmiaib. 7=t alEdE E

(Medical device enterprise, product basic
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(L) EF\MS, =5 EAHE. ITESZRO0EZR
To sort out the core contents of enterprises,
products, registration certificates, orders, etc.
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Build Electronic order procurement platform
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- The management system of
adverse event
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(2) W LRARFHRS

Reported Adverse Event System
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(2) 3 fE LA REH RS

Reported Adverse Event System

ERYSERERERESR = =oaE EEE Ema =R 2EEnE

BEER AREGFER  EBEETEY mRER mREEE

e

FiEA
=]

_FiRAdE] - 2016-04-25

BREFIE 1 13811759587

E4HEA 2016-04-25 18:23:00
HAFEHEA 2016-04-25 18:23:00
=B FERERERGIIER)
HER HE



(2) 3 fE LA REH RS

Reported Adverse Event System
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Reported Adverse Event System
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(2) M5 EIRARE

Reported Adverse Event System
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Medical device adverse events reported
to the public humber platform

B&I7 A A R B LIRF 5 ART e

Mk
https://plat.heyimed.com
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All units can be registered
for free
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Medical device adverse event
1  reporting platform meeoebaemosseoren ness
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 Consignment products
traceability management

system

The Global Language of Business



(3)EWRGHELR
Medical device adverse event reporting
platform traceability system framework
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—. B4 Summary

> KA E Bl A R AL B dm A 1A 2

Adopt international standardized coding system

> HE _F‘{J:\ik &%ﬁﬁﬁﬂﬁﬁ%éﬁﬁ %, WrERF). 15
BEGE. BUEILFE

Connect with manufacturing companies, commercial firms
systems, and realize interacting business,shared information and data

> BT, £k, 2FREAV. BTiE. RKEERNE
WAL TR

Take into account the professional need of supervision department, manufacturing
enterprise, commercial firms,hospital

> SEBERST AU BRI SR AL T BB R e % &
HIL&

Reallze the refined-running management and-safety supervision-on-clinic-using of
@medlcal devices in hospital .. cee omgmseore R
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uild complete tracing system to solve the difficulty on
supervision of medical device
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Based on the complete tracing system of
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GS1 medical.device
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(—)18i¢ Suggestions e

» A (Manufacturer ) :
- RDINFAMN, L5,

Promote the serialization of product UDL, and realize one product with one code

RmDIZAERAHA, ETREGEHATEE;

ease UDIQR code forms, and use code scanning for convenience

Incr
> G —#7%#36 (Unify the standards and regulations ) :

RUEOAE. V4HEASP

Establish interface regulations, business process SOP

®
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Expect to communicate with everyone

301EERE BEF{RFES
Medical support department
of 301 Hospital

:-A|J
Wang Jian

BRFH: dmi301@126.com
Mail box

®
@1 The Global Language of Business © GS1 2016



