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1. Purpose/ HHJ

In order to ensure the safety and effectiveness of the
Company's products in the whole life cycle, this
procedure is formulated according to the requirements
of GB/T 42062-2022 Application of Risk Management
to Medical Devices, ISO 14971:2019 Application of
Risk Management to Medical Devices, MDR
Regulation (EU) 2017-745 and Medical Device
Production Quality Management Specification.

2. Scope /EHTEE

It is applicable to the Company's medical devices. For
all stages of the product life cycle, including the whole
process of product realization and the risk management
of the marketing service process, other non medical
products shall refer to the implementation.

The risk management related to network security shall
refer to the Control Procedure for Network Security
Risk Management.

The risks described in this procedure are those related to
product safety.

3. Responsibility / R 5

Executive director

As a comprehensive guide to the risk management

process, it specifically includes:

a. Determine the company's risk management policy
according to regulations, standards, existing
technical level and stakeholders' concerns to
determine the risk acceptability criteria;

b. Review the suitability of the risk management
process, ensure the continuous effectiveness of the
risk management process, and take it as a part of
the company's quality management system review;

c. Provide necessary resources, including personnel,
facilities and places, and designate the risk
management team leader.

Management representative

a.  Organize the formulation of risk control procedures
and timely revise them according to the
development of new technologies and changes in
laws and regulations;

b. Be responsible for organizing training related to
risk management, and maintaining consistency in
understanding risks and regulations.

Risk Management Team

The head of the risk management team shall establish a
risk management team to be responsible for the risk
management of the whole life cycle of product
realization and marketing, including the development of
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risk management plans, risk analysis, evaluation,

control, residual risk estimation, etc., and maintain the

integrity and traceability of the documents.

The risk team members shall include the following

personnel:

a. Personnel familiar with product design and
development process, production process and
quality control requirements;

b. Clinical experts familiar with product use;

Personnel skilled in applying risk analysis tools;

d. Professionals familiar with regulations and
standards.

4. Definitions / & X

°

Hazard (source): potential source of injury (ISO 14971).

Hazardous situation: the situation where people,
property or environment are in one or more hazard
sources (ISO 14971).

Injury: physical injury or damage to human health, or
damage to property or the environment (ISO 14971).

Probability of injury occurrence: the probability of
danger (patient, user or third party).

Severity: a measure of the possible consequences of a
hazard (source).

Risk: the combination of the probability of injury
occurrence and the severity of the injury (ISO 14,971).

Residual risk: the risk still exists after the
implementation of risk control measures (ISO 14971).

Risk management: systematic application of
management policies, procedures and practices for risk
analysis, evaluation, control and monitoring. (ISO
14971).

Risk management file: a set of records and other
documents generated by the risk management process
(ISO 14971).
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5. Flowchart / TERERE

Risk analysis

A 4

-ldentification of intended use and safety related characteristics of
medical devices _\

-Hazard (source) identification
-Estimation of one or more risks in each hazardous situation Risk
assessment

v

Risk evaluation

-Determine whether the risk is acceptable

v

Risk Control

-Risk control scheme analysis (determined choice)
-Implementation of one or more risk control measures

-Residual risk assessment
-Risk/benefit analysis
-Risks caused by risk control measures Risk
-Integrity of risk control management

v

Evaluation of overall residual risk

: v

Risk Management Report

matic Diagramof Risk' Management Process:

Sche

v

Production and post-production activities

-Product and market tracking results
-Review based on experience gained in risk management

A
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6. Process & requirement/f2fFF1E R

6.1. Risk management policy/ X\ & & ¥ /7 &t

The risk management policy is to provide guidance for
the establishment of risk acceptability criteria, and the
requirements are as follows:

a. The executive director shall fully evaluate the external
and internal information and formulate risk management
policies;

b. The executive director shall organize a review of risk
management activities at least once a year, which can be
conducted separately or in combination with
management review or other relevant quality activities.
If necessary, the number of reviews can be increased,;

c. The risk management team shall review and approve
the Risk Management Report formed by the risk
management review activities before the launch of new
products;

d. The risk acceptability criteria shall be implemented in
accordance with the requirements of the Risk
Management Policy.

6.2. Personnel qualification/ A 7 %% i

Risk management personnel shall have the knowledge
and experience appropriate to the task, including
specific medical devices (or similar medical devices)
and the knowledge and experience used, relevant
technology or risk management technology when
appropriate. Table 1 gives examples of personnel who
can undertake risk management tasks and relevant
knowledge and experience to support -effective
completion of tasks. Before the start of each risk
management task, the risk management team leader is
responsible for confirming the qualification of the
personnel performing risk management.
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Table 1 Examples of Personnel Qualification and Related Knowledge and Experience

Personnel or functions

Knowledge and experience

Risk management team leader

Medical device risk management process

engineer

Medical device technology, design and working principle

Medical or clinical experts

Application of medical practice,

Clinical evaluation methods and requirements

including benefits,

hazards and possible injuries

Page 7 of 22




Personnel or functions Knowledge and experience

Sources of materials and services, including outsourcing
processes

Production management
Hazard and risk control during storage and

transportation

Manufacturing Manufacturing process

Hazard and risk control during installation,
after—sale service
maintenance, repair, service and support

Security and risk control measures of countries/regions
Regulations and quality
to be listed
assurance
Quality management system and quality practice

All personnel involved in the Functional experts related to review and approval

review and approval of records
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6.3. Risk management at all stages of design and development/i& T+ FI1F &K &b Bt XS &
L}
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The risk management of product design and
development, production and post production stages
is combined with the Company's

Design and

Development Control Procedure. See Table 2 for the
risk management activities and relevant records to be

carried out at each stage.
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Table 2 Risk Management Activities and Records

stage

Risk management activities

Activity output and

record

S1 — Design and development

planning

Develop risk management plan

Risk Management Plan

S1 — Design and development

input

Conduct safety feature
judgment and initial hazard
analysis according to the
intended use, structural

composition and technical

characteristics of the product

List of Safety Feature

Problems

Initial Hazard (Source)

Analysis Report

S2 — Design and Development

Develop risk control measures
for the identified risk points
and implement them into the
design. At the same time,
identify and evaluate the new
risk points or the increase of
the original risk brought by
the control plan, and control

again

Risk Control Plan

S2-R&D prototype

verification/confirmation

Verify the effectiveness of
risk control plan, re identify
new risk points or increase of
original risks, and take

control measures.

Risk Control Verification

Report

Page 9 of 22



stage

Risk management activities

Activity output and

record

S3 —Design and development
transformation,
verification and
confirmation (production

prototype)

Identify the risks that may be
introduced in the trial
production process and
after—sales installation
process, and take control
measures and verify. Summarize

all for comprehensive residual

risk assessment.

Risk Analysis and Control
Report at the production
prototype stage

Summary of Comprehensive
Residual Risk Assessment

Form

S3 —Design and development
verification confirmation
(product

registration/certification)

Identify, control and verify
new risks or increased risks
during product registration.

Summarize the risk management
process in the design,

development and prototype

stages and form a report

Risk Analysis and Control
Report at the product
registration stage
Updated Comprehensive
Residual Risk Assessment
Form

Risk Management Report

S4 — Feedback and improvement

(continuous production)

Regularly collect risk related
information in the production
and post production stages,
conduct regular evaluation,
identify risk points, take
control measures and verify,
update the comprehensive
residual risk evaluation form,
annual  risk

and conduct

management review

Production and Post

production Information
Risk Assessment Form

Risk Analysis and Control

Report for production and

post production
information
Updated Comprehensive

Residual Risk Assessment
Form
Annual Risk Management

Report
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stage

Risk management activities

Activity

record

output and

Identify the risk points

caused by design changes, take

Risk Analysis and Control

Report for design changes

Design change control measures and verify, | Updated Comprehensive
and update the comprehensive | Residual Risk Assessment
residual risk assessment table | Form
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6.4. Risk Management Plan/ X\ [ & 2 i1k

The product risk management plan shall be prepared by
the members of the product risk management team and
approved by the risk management team leader, including
the following contents:

a. Define the scope of risk management activities and
describe the life cycle stages of products;

b. Determine the assignment of responsibilities and
authorities of risk management members;

c. Specify the review requirements for risk management
activities;

d. Formulate risk acceptability criteria;

E. Arrange risk verification activities;

f. Arrange the collection and review of production and
post production information.

Among them, the risk acceptability criteria shall be
determined according to the company's risk
management policy, relevant international and domestic
standards, the latest technical level, the beneficiaries'
concerns and other factors.
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6.5. Risk management process/ X\ & #1312

6.5.1. Risk analysis and evaluation/ XU 73 # RPN

The risk management team leader shall organize risk
analysis and evaluation of products, including:

a. Determine the intended use and reasonably
predictable misuse, including the expected indication,
patient group, body part or the type of organization
interacting with it, user identity, use environment, and
working principle, so as to possibly involve misuse,
intentional uselessness, and intentional use of the
product for other than the intended use;

b. Identify safety related features, refer to Appendix A of
ISO 14971:2019 and review existing information and
literature (including adverse event reports);

c. To identify hazards (sources) and hazardous
situations, refer to ISO14971:2019 Appendix C and
relevant product regulations and registration guidelines;

d. Risk assessment to determine the probability and
severity of injury of each hazard (source), including:

1) Severity definition

The more serious the failure effect is, the higher the
severity of injury caused by this hazard source. Indirect
hazard sources are also considered in the evaluation
stage (such as incorrect treatment due to misdiagnosis
caused by the failure of medical devices).
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Table 3 Severity of hazard sources

Severity level Code Possible description
Catastrophic 5 Cause patient death
Cause permanent damage or life threatening
Critical 4
injury
Injuries or injuries that require
Serious 3
professional medical intervention
Cause temporary injury or injury that does
Minor 2 not require professional medical
intervention
Negligible 1 Inconvenience or temporary discomfort
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