
 
Biocompatibility of Medical Devices – Two-Day Certification Course 
医疗器械生物相容性——两日认证课程 

 
June 11, 2026 

 
9:00–9:30 

 
Check-In 
登记 

 

 
9:30–9:45 

 
Introduction to NAMSA’s Certification Program 
NAMSA认证计划介绍 

 
Céline Puleo 

 
9:45–11:00 

ISO 10993-1 : Evaluation and Testing Within a Risk 
Management Process 

ISO 10993-1：风险管理过程中的评价和测试 

Don Pohl 

 
11:00–11:15 

 
Break/茶歇 

 

 
11:15–12:30 

ISO 10993-1 : Evaluation and Testing Within a Risk Management 
Process (cont.)” 

ISO 10993-1：风险管理过程中的评价和测试 （内容讲解） 

 
Don Pohl 

 
12:30–13:30 

 
Lunch/午餐 

 
Alfred Dibao-Dina 

 
13:30–14:15 ISO 10993-12: Sample Preparation and Reference Materials 

ISO 10993-12：样品准备及参考资料 

 

 
14:15–16:00 

ISO 10993-18: Chemical Characterization of 
Medical Device Materials 

ISO 10993-18：医疗器械材料的化学表征 

Alfred Dibao-Dina 

 
16:00–17:00 

 
ISO 10993-17, Toxicological Risk Assessment Basics 
ISO 10993-17：毒理学风险评价 

 
        Alfred Dibao-Dina 

 
17:00–19:00 

 
Event Reception/欢迎酒会 

 

 
June 12, 2026 
 

9:00–11:00 
 Biological Tests: What Manufacturers Should Know 
生物学测试：医疗器械生产企业需要了解的内容 Don Pohl 

 
11:00–11:15 

 
Break/茶歇  

 
11:15–12:00 

 
Biological Tests: What Manufacturers Should Know (cont.) 
生物学测试：医疗器械生产企业需要了解的内容（内容讲解） Don Pohl 

 
12:00–13:00 Lunch/午餐 Don Pohl 

 
13:00–14:15 Regulatory Agencies’ Specific Approach to Biocompatibility 

监管机构对生物相容性的理解 
 

 
14:15–15:45 

 
Developing a Biological Safety Assessment 
如何撰写一份生物安全评价报告 

 
Alfred Dibao-Dina 

 
15:45–16:00 Break/茶歇  

 
16:00–18:00 

 
Final Exercises/练习 

 
Alfred Dibao-Dina 

 


