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1-International organization for Standardization

2-International Electro technical Commission

3-International Organization for Legal Metrology (Organization International de Metrologie Legal)
4-Contact point

5-Codex Alimentarius Commission
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ISO/EC Guide 63: 2012, Guide to the development and inclusion of safety aspects in
International Standards for medical devices
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1-Harmnized approach

2- Sectoral guides
3-Category
4-Performance
5-Usability

6- Subjects

7-“ Use when applicable”
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1-Operator
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1-Hazards
2-Disposal
3-Apparatus
4-Implement
5-Applance
6-Calibrtor
7-In vitro
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1- Modification

2- Global Harmonization Task Force
3-Residual

4-Protective measures
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1-Verification
2-Demonstration
3-Effective

4- Certification bodies
5-Regulatory authorities
6-Health care providers
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1-Stakeholders
2-Risk-based framework
3-Treatment

4-Basic safety standards
5-Horizontal standards
6-Group safety standards
7-Vertical standards
8-Parameters
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1-Pass/fail criteria
2-X-ray shielding
3-Electromagnetic compatibility
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1-In-process standards
2-In-service testing standards
3-Accuracy

4- Zero risk

5- State of the art

6-Inherent

7- Scenarios
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1-Hypersensitivity
2-Home-use diagnostics
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3-Leachable

4- Electromagnetic compatibility
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