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660+
teaching hospitals 

in Europe

Mindray at a glance

Strong business performance with 
increasing global presence and impact

Over

18,000
employees from 30 countries

Over 50
international

subsidiaries around 

the world

4,400+ 
R&D engineers worldwide

12
R&D centers across 

the globe

Europe
9
of top 10 cardiac 

hospital in the U.S.

US
99%
of Tier 1 hospitals 

in China

ChinaTop 20
hospitals in the U.S.

Serving 

190+ 

countries  and regions

$4.82 B
revenue in 2023 

Who we are At a glance
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• 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

• ……

• 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 

• ……

• Provisions for Registration and Filing of Medical Devices

• Provisions for IVD Registration

• Provisions for Supervision and Administration of Medical Device Manufacturing

• Provision for the Supervision of Medical Device Distribution

• Administrative Provision of Medical Device Adverse Events (AE) Surveillance and 

Re-evaluation

• ……

China Regulations and Mindray QMS

• Regulations on Supervision and Administration of Medical Devices

China Regulations

Regulations

Policy

Guidelines

Supervision

Mindray QMS

Manual

Guidelines

Record Template

Procedure
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NMPA

FDA

MDR/IVDR

MDSAP

ISO 13485

Global Quality and Compliance Strategy
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Customer 
Needs

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

IVDD Certification, IVDR Certification

Integrated 
Supply Chain 
management

Service full-
scene 

system

Post-Market 
Surveillance 

Management

V&V
Requirements 

Implementation

Requirements 
Management

Customer 
satisfaction

Customer-oriented Quality Management System

Integrated Quality Management System

ISO 13485
Certification

ISO 9001
Certification

QC 080000
Certification

AEO 
Certification

Customer-oriented & Globally compliant QMS
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Design & Development Purchasing Production Distribution & Service

Risk Management Change Management Quality Improvement Quality System Construction

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

Comprehensive quality control ensures product consistency from material to  product delivery

QMS based on business chain 
collaboration
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Change Management

Design & Development Purchasing ServiceProduction Postmarketing

DFP DFMA DFS

Design Input
Design 
Output

Design 
Transfer

Design 
Verification

Design 
Validation

• Requirements/Stakeholder 

Requirements

• Requirement Traceability

• Verification Case Database

• Verification Record

• Fault Management

• Design Guide

• Experience library

• Design Traceability Table

• Clinical validation

• Risk Confirmation

Risk Identification Risk Control Risk Verification Material Control Process Control Post Market Surveillance

Risk Management

• Verification Case Database

• Verification Execution

• Control Traceability

• Risk Identification

• Risk Database Construction

• Key Material List

• Identification of Key Material 

Characteristics

• Process Control Requirements

• Factory inspection and SIP

• Identification of Key Processes

• Foolproof design

• Process control

• Risk Control Principles

• Risk Database 

Construction

Production 
specifications

PFMEA
Process 

development

Process 
verification & 

validation

R&D Quality

Change Identification Significant Change Justification Change Impact Analysis Change Verification/Validation
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Product 
Development

Resource

IT System

Planning

Requirements

V&V

Change 
Management

Personnel

Organizational 
Structure

Qualification

Training

Environment

Facilities 
Requirement

Environment 
Verification

Facilities O&M

Facilities 
Change

Purchase ProductionPlan

Storage & Logistics

S&OPPlan

Production Plan

Material Plan

Warehouse Management

Transportation 
Management

Customs Management

Design      
Output

Material 
Requirements

Process 
Requirements

Resource 
Requirements

Product 
Delivery

Function/ 
performance

Risk

DFX

Design 
change

Material Management

Key Features
Sample 

Verification

Specification 

Verification

Mass 

Production 

Management

Leading 

Responsibilities

IQC Strategy Purchase

Supplier Management

Supplier Evaluation
Performance 

management
Re-evaluation Elimination

Manufacturer 

(outsourcing/commi

ssioned production)

Improved management: 

QSA/QPA

Process import 

management

On-site 

management

Process Execution

Identification and 

Preservation

NCMR / Deviation Management

Rules Execution record

Record Management

Rules Record & Data Management

General Management

Equipment identifier Calibration

Equipment  
Introduction 
Management

Equipment O&M 

Management

Requirement
Design 

Verification

Main-

tenance

Change 

Management

Equipment

Performance 

evaluation

Supply Chain Quality

Requirement & 

Verification/Valida

tion



Post-market surveillance

Concept Plan Development DelistingPost-Market Lifecycle

Complaint Investigation & Handling Data Analysis & EnhancementCollaborative Front-End Optimisation Quality Improvement

Sources of 
Complaints Complaint investigation 

Closing the loop on 
complaints

A
ffe

cte
d

 a
re

a
s

Escalate Decision

Change Decision

Formulation of actions

Installation

Maintenance

Repair

Regulatory

Customer

Internal

Report/Reply

Change/Reply

Improvement

Measures on the ground 
based on decisions

Collaborate with all business units for fast, compliant and effective handling

Regulatory Risk

Clinical Risk

Customer 
Satisfaction

ECR/CAPA/Quality 
Planning

Post-launch monitoring activities focus on the complaint handling activities

Customer

Routine Issues

Change Decision

Incidents

Recall decisions
High risk batch 

cases

High risk individual 

case

Low risk batch cases

Low Risk Individual case

Regulatory 

analysis

Traceability system

 (in-plant + out-plant)
Service SystemTechnical analyses

Support 

activities
Risk analysis



28th GHWP Annual Meeting and 28th GHWP TC Meeting, 9th - 12th Dec 2024
Kuala Lumpur, Malaysia

THANK YOU
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