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gHwp Towards Medical Device Harmonization

Strong business performance with
increasing global presence and impact

- Serving Over Over 50
ey v . 190+ 18.000 international
- . : : : ! : subsidiaries around
i 2 . countries and regions employees from 30 countries
L

the world

$4.82 B 4.400 + 12

revenue in 2023 R&D engineers worldwide R&DIcentersacioss
the globe

660+ 9 i 99%
EU rope teaching hospitals US Top 20 of top 10 cardiac Chlna of Tiel’o'l hospitals

in Europe hospitals in the U.5. hospital in the U.S. in China
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China Regulations » Mindray QMS

Regulations on Supervision and Administration of Medical Devices

Regulations

« Provisions for Registration and Filing of Medical Devices
« Provisions for IVD Registration

« Provisions for Supervision and Administration of Medical Device Manufacturing hdanual
Supervision + Provision for the Supervision of Medical Device Distribution
+ Administrative Provision of Medical Device Adverse Events (AE) Surveillance and
Re-evaluation
S e Procedure

» Good Manufacturing Practice for Medical Devices and appendixes

» Good Supply Practices for Medical Devices —

« Provisions for Supervision and Administration of Entity Responsibility
for Medical Device Quality and Safety

+ Guideline for On-site Inspection of Medical Device GMP

+ Guideline for On-site Inspection of Medical Device GSP

+ Guideline on Medical Devices Manufacturer Quality Control
and Finished Products Outgoing Control
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NMPA
FDA
MDR/IVDR
MDSAP
1ISO 13485

(.
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Customer-oriented & Globally compliant QMS

Customer-oriented Quality Management System

ISO 13485 ISO 9001 QC 080000 AEO
Certification Certification Certification Certification

J I

/ Integrated Service full- Post-Market
ey REQUirements SN Supply Chain g ceae mmndl Surveillance

management Management

Requirements
Management

Customer Customer

Needs satisfaction

system

1 1 1

Manufacturing License, GMP Certification, MDD Certification, MDR Certification,

Compliance == IVDD Certification, IVDR Certification
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P cHwp Towards Medical Device Harmonization
collaboration

Comprehensive quality control ensures product consistency from material to product delivery

Design & Development Purchasing Production Distribution & Service
° ° ° °

R&D Quality Purchase quality Production quality Post-marketing quality

Risk Management Change Management Quality Improvement Quality System Construction
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Design & Development m Production m Postmarketing
prp | DFMA DFs {
. Design Design Design Design
Design Input 9 9 esloL =31e)
Output Transfer Verification Validation
J J J J J
» Requirements/Stakeholder + Design Guide * Verification Case Database .  jinical validation
Requirements » Experience library « Verification Record «  Risk Confirmation
* Requirement Traceability + Design Traceability Table * Fault Management
. Process
Pro'd'uctlion PFMEA Process verification &
specifications development AN
validation
Risk Management
Risk Identification ’ ‘ Risk Control ’ ‘ Risk Verification ’ ‘ Material Control ’ ‘ Process Control ’ ‘ Post Market Surveillance

. Risk Identification « Risk Control Principles * Verification Case Database . Key Material List +  Identification of Key Processes

+ Risk Database Construction * Risk Database * Verification Execution + Identification of Key Material *  Foolproof design

Construction + Control Traceability Characteristics +  Process control
* Process Control Requirements
* Factory inspection and SIP
Change Management
[ Change Identification ] [ Significant Change Justification ] [ Change Impact Analysis ’ [ Change Verification/Validation ]
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|| Concept l Plan ] Development | Post-Market Lifecycle
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Collaborative Front-End Optimisation

@ Post-launch monitoring activities focus on the complaint handling activities

Sources of Closing the loop on
r- T mmEEmEmEmEm_—_—_-— D 2 Y
I v
I : : Collaborate with all business units for fast, compliant and effective handling Measures on the ground
. Customer : : :, based on decisions :
| 11 | I
| 1 oo : R \ :: |
I L - I | Report/Reply
: . I Regulatory Risk ‘| Regulatory | Escalate Decision | l l
: Installation I : ; ; ! X |
| - I : ~ 'I :
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THANK YOU
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