
VEE CARE (ASIA) LTD 
MD 653109 



RISK MANAGEMENT PROCESS 
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Risk Management Review 

Evaluation of Overall Residual Risk 

Risk Evaluation 

Risk Analysis 
• Intended use and Reasonably forseeable misuse
• Identification of characteristics related to safety
• Identification of hazards and hazardous situations
• Risk estimation

Risk Control 
• Risk control option analysis
• Implementation of risk control measures
• Residual risk Evaluation
• Benefit-risk analysis
• Risks arising from risk control measures
• Completeness of risk control

Production and Post-Production Activities 

• General
• Information collection
• Information review
• Actions
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RISK MANAGEMENT 

2. 

Risk Management Plan Risk Management Report 
1. Scope

2. Device Descriptions

3. Personnel and Responsibilties

4. Risk Management Process

5. Risk Analysis Process

6. Risk Evaluation Process

7. Risk Control Measure Process

8. Overall Residual Risk

9. Verification of Risk Control Measures

10. Risk Management Review

11. Production and Post-Production activities

Scope 

2. Evidence and Verification Reports

3. Risk Analysis Results

4. Risk Evaluation

5. Risk Control

6. Evaluation of Overall Risk

7. Risk Management Review

8. Production and Post Production Activities

9. Conclusion

10. Design Risk Traceability Worksheet

11. Process Risk Traceability Worksheet

12. User Risk Traceability Worksheet

1. 



Please visit our website for more information: 

Vee Care 
 Your All-in-One Regulatory and Compliance Solution Provider 

www.vee-med.com 

* ISO 13485 Certified Sites

HONG KONG*
17/F, Chung Pont Commercial Building

300 Hennessy Road, Wanchai
Hong Kong

TAIWAN*
Unit 25, 9th Floor 

No. 188, Section, 4 ChengGong Road 
Neihu District, 114 Taipei City 

Taiwan

CHINA
Room 100, 212, 2nd Floor

9-11 Jiangong Road, Zhongshan Avenue
TianHe District, Guangzhou 

China 
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USA 
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USA
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Australia 
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