
Swissmedic -  FDA Visit  
Agenda 

FDA & Swissmedic Hemato- Oncology Roundtable 

Swissmedic Delegation:  
- Eveline Trachsel, Head of Medicinal Product Authorisation & Vigilance,  
  Member of the Management Board (tre)  
- Jörg Schläpfer, Head of Staff and External Relations, Member of the Management Board (sjo) 
- Christine Haenggeli, Head of Clinical Assessment (hcr) 
- Julia Djonova, Head of Advanced Therapy Medicinal Products (jd) 
- Ulrich-Peter Rohr, Head of Hemato- Oncology, Deputy Head of Clinical Assessment (ru) 
- Matea Zosso, Senior Clinical Assessor Hemato- Oncology, Clinical Assessment (pam) 
- Gabriela Zenhäusern, Deputy Head Stakeholder Engagement, Staff and External Relations (zeg) 
- Eiman Atiek, Regulatory Manager, Regulatory Assessment (ate) 
- Mari Vihertola, Assistant of Head of Medicinal Product Authorisation & Vigilance (vmk) 
 
FDA Delegation: 
- Richard Pazdur, Director, Oncology Center of Excellence, US FDA 
- Angelo de Claro, Global Clinical Sciences, US FDA 
- Dianne Spillman, Global Regulatory Outreach, US FDA 
- Shannon Thor, Deputy Director, EU Office FDA  
- Simona (Ioana) Ulea, Policy Advisor, EU Office FDA 
 
Delegation of Hemato- Oncology Associations:  
 
Swiss Society of Medical Oncology (SGMO) 
 

Swiss Group for Clinical Cancer Research (SAKK) 

 
 

- Dominique Froidevaux, CEO 
- Roger von Moos, Ressort Politics 

 - Vincent Gruntz, CEO 
- Miklos Pless, President 
- Sacha Rothschild, Board Member &  
   EAK Member 

    
Swiss Society of Hematology (SGH) 
 

Swiss Cancer Research (Krebsforschung CH) 

 
 

- Anne Angelillo-Scherrer,      
  President 

 - Jakob Passweg, President Basel 
- Thomas Cerny, Former President &  
   HMEC Member 

    
Swiss Paediatric Oncology Group (SPOG) 
 

Swiss Cancer League (Krebsliga) 

 - Katrin Scheinemann,  
  President St. Gallen 
- Claudia Althaus, Clinical 
  Research Manager Onkologie 

 - Solange Peters, Vice-president &  
  President of   SAMO  
- Aline Descloux, Public Affairs &  
  Politics Team  

    

 
  



Swissmedic -  FDA Visit  
Agenda 

 

Monday, November 18, 2024   
Swissmedic, Hallerstrasse 7, CH-3012 Bern 

Meeting room: H044, 09:00 – 14:00 
Chair: Ulrich-Peter Rohr 

Early access to innovative Hemato-Oncology drugs for Swiss patients via Project Orbis 
as international collaboration 

A Introduction Referee Time 

1) Welcome of national & international guests tre 09:00 

B Discussion Flow    

1) Voting Questions all 09:10 

2) Early innovative drug access in Switzerland ru 09:20 

3) Project Orbis, why and how does it work A. de Claro 09:30 

4) Impact of Project Orbis for Switzerland pam / ru 09:50 

5) Discussion and Feedback on Project Orbis in Switzerland all 10:20 

 Coffee Break  10:40 

5) Discussion: What can be done to foster access to innovative drugs 
in Switzerland, what are barriers? 

4 groups 11:00 

6) Feedback from the groups  11:25 

7) Voting Questions all 11:45 

 Lunch  12:00 

C Closing Round   

1) 
Tri-Directional Open Question Round between FDA, Swiss Hemato-
Oncologic Societies and Swissmedic all 13:00 

D End ru 14:00 

 


