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J#l SYSU Medicine - 10 Hospitals

- 2" argest Healthcare System in China

1st Affiliated Hospital
-- largest and leading

Sun Yat-sen Memorial Hospital
-- 1st western hospital

3rd Affiliated Hospital
-- Hepatology

Cancer Center
-- Top 3 cancer center

Ophthalmic Center
-- Center of Asia-Pacific
Academy of Ophthalmology

Hospital of Stomatology
-- leader in oral &
maxillofacial surgery
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5th Affiliated Hospital
-- Zhu Hai

7th Affiliated Hospital
-- the youngest,
Shen Zhen

6th Affiliated Hospital
-- Gastroentorology
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8th Affiliated Hospital

-- Shen Zhen



/—-

" One of the Leaders in Medicine in China ké‘ Glohal Harmonization Working Party
National Performance National Key Fudan Hospital
Evaluation Specialties Ranking

Ranked No. 9

rd j ]
A++ 32 (39in China) Top 10 Specialties (14)

Top 1%

Top 1%
1stin South China

1stin South
China

1stin South China

Annual OPD patients >4.5million, OR >140,000
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Bl One of the Best Hospitals in China

Globhal Harmonization Working Party

gHwp Towards Medical Device Harmonization

National Medical Center in South China
Guizhou Division | _ ~ One of 12 Pilot Hospitals for the High-Quality
W & e il _ Development of Public Hospitals
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gHwp Towards Medical Device Harmonization

ean Management

of Medical Devices

formation Technology and Intelligel
Technology Assistance

Establishment of UDI System

(2011)

One of the First Pilot Users of UDI System in the Country (2019)
One of the First Demonstration Hospitals for the Implementation of UDI (2022)



FI The Role of UDI in Medical Device Regulation (= ciotat armonization Working Party

gHwp Towards Medical Device Harmonization

Traceability
of medical
devices

Product
identification

The Role of UDI

in Medical
Device
Regulation

Medical Adverse
errors event
Reduction management




JJ Intelligent life-cycle management of medical

devices based on UDI

Production enterprise and Supply management system platform

product authorization qualifications

.
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order-control barcode
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. . . Supplier

product authorization qualifications order-control Produc;th?rfiz;matlon Managglgent and
QR c Evaluation
connects internal & 1 ‘

and external
network

. Request for
supplies

% B ¢

inbound inventory

@ Medical
Engineering

Department

finance

registration

< i
Clinical department

application and usage

Smart
cabinet

<—————————————

Suppl|rier Information System

| .
| Supplier
| Management order-control

"4

quantity
packaging
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Intelligence
Precision

Traceability

Safety
Efficiency

Cost-Cutting
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dEViCES based On UDI gHwp Towards Medical Device Harmonization

rvisio m

UDI-based Medical
Device Life-cycle
Management




JJ Intelligent life-cycle management of medical

devices based on UDI

Internet data service platform

(external network)
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gHwp Towards Medical Device Harmonization

Medical devices management system
(internal network)
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UDI scan
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System
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T Application Practice : Product information (;

o ege jge . . ~—=Global Harmonization Working Party
initialization and database construction based on UDI cwe towards medical device Harmonization

O Co-building Medical Devices Central Database

95437 ltems .
sernnun National
m - -

1630
Manufacturers Medical device classification directory
Medical
Admission Devices Classification
= e 6B Central Classification and codes of medical
64661 sERTeew Database consumables for medical insurance
Distributers s M o UDI Coverage Rate: 97.35%

100% Mapping with Medical Insurance Codes



JJ Application Practice : Ordering and Delivery
information sharing based on UDI

O Co-building and Sharing of Supply Chain Information
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Globhal Harmonization Working Party

gHwp Towards Medical Device Harmonization

Hospital:
Send orders through the platform

Distributers:

Prepare products according to orders,
Scan Original UDI Barcode to

complete the compliance verification of
products

Distributers:
Generate electronic delivery
documents with QR Codes

Hospital:

Scan QR Codes to get the Products
information and Verification
information through the platform

Hospital:

Monitor Delivery Information:
Delivery Time, Quantity, Partial
Deliveries, etc.



T Application Practice : Acceptance Management @Smohal Harmonization Working Party

based on UDI G:\;vp Towards Medical Device Harmonization

O A built-in validation mechanism to automatically verify the compliance of products

=[] T
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« Through Device Identifier (Dl), static product information from the UDI database can be obtained, including, but not limited
to, required medical device details such as product name, registration certificate information, device category, specifications,

manufacturer, distributer, price, etc.

« Using Production Identifier (PI), dynamic product information such as production batch number, serial number, production
date, and expiration date can be parsed and obtained.
« The system incorporates a built-in validation mechanism to automatically verify whether medical devices comply with

internal selection criteria, quality conditions, expiration status, etc., generating authentic, complete, and accurate records of
incoming inspections.



JJ Application Practice : Application of Lean Six Sigma in@-fmm, Harmonization Working Party
Improving the Inspection Process based on UDI Gnwe Towards Medical Devico Harmonization
O Sharing of Supply Chain Information
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Lean Optimization—Distributers: Scan UDI Barcode to
complete the compliance verification of Products
when they Prepare products, Hospital: Scan QR Codes
to get the Products information and Verification
information through the platform.

The acceptance time of 200 products is less than 10
minutes

Application of Lean Six Sigma in Improving the Inspection Process of Consumables—Winner of the Second
Prize in the Modern Hospital Lean Management Practical Case Study Awards

Traditional Mode—Scan UDI Barcode to
complete the compliance verification of products
one by one at hospital

The acceptance time of 200 products is about

45 minutes
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[ | Application Pr.actlce : Utilization Management @Glnhal Harmonization Working Party
(Core Of Quallty contrOI and Management) gHwp Towards Medical Device Harmon ization

O Scan Original UDI Barcode to Verify the Validity of Products again, record product
information and create electronic use records (OR)

o
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T Application Practice : Utilization Management (== wonal Harmorization Working Party
(COre Of Quallty ContrOI and Management) gHwp Towards Medical Device Harmonization

O Trace Clinical use behavior

Based on the UDI code, through the SPD system and mobile nursing linkage (Inpatient Wards)
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Scan patient Scanning UDI Clinical use records of : 1
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[ | AppllFatl?n Practice : Utilization Management (\E Global Harmonization Working Party
(Medlcal Insurance and Settlement) gHwp Towards Medical Device Harmonization
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medical devices UDI Medical insurance code
Establish the relationship between medical devices Two codes
and information (records) with AIDC model mapping

Procurement-Use-Settlement Consistency Association



]

—
B Application Practice : Quality and Clinical use @:. Global Harmonization Working Party
monitoring gHwp Towards Medical Device Harmonization

Quality Quickly locate the safe use and\ Authentic, accurate, Clinical Use

mOnitoring: inventory situation' including the comprehensive, precise and IOOp' monitoring:

Adverse use of patients, the number of locked use data of medical devices Clinical use
events and

R I use cases, inventory quantitieS' to hEIp monitor and analyze the ‘ management
ecalls

manufacturers, etc. consumption of medical devices
for better Management and Cost
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JJ Application Practice : Applications of intelligent (\E Global Harmonization Working Party
faCiIities and equipment based on UDI and RFID gHwp Towards Medical Device Harmonization

O Intelligent inventory management of high-value medical devices

operating room

area 1

Smart warehouse

Smart cabinets and Smart walls



JJ Application Practice : Applications of intelligent @Sﬂmm, Harmonization Working Party

—

facilities and equipment based on UDI and RFID gHiwp Towards Medical Device Harmonization

O Intelligent inventory management of consumables

R EEs

Ml
vvvvv

Customized smart Suture and hemostatic

cabinet material management RFID refrigerated
smart cabinet

Through customized intelligent equipment, refined management of consumables such as
sutures, guidewire catheters, and hemostatic material can be achieved



BN The benefits from the use of UDI @Sﬂlohal Harmonization Working Party

gHwp Towards Medical Device Harmonization

significantly
enhance

R patient

safet
y streamline

advance operations
analytics and
capabilities information
- . sharing

The Use of UDI
In Healthcare

- elevate the
minimize overall

waste ) quality of
care

Greatly
improve the
efficiency
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Thank you

- Donglan Yu
The First Affi ' ' iversity
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