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Subject Name: Medical Product Design: Standards & Regulation (Major

Elective I1I)
Sr. No. | Course Content
1. Need of Standards and Regulations
2. Medical Device Safety
3. Quality Management
4. Risk Management
5. Device Risk and Quality Categorization
6. Governmental Regulations of Medical Devices
7. Standards
8. Optimizing Use of Regulatory Resources
9. Priorities in International Agendas
10. | Information Security
11. | Standardization and Regulatory concerns
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