








Production Capacities   

6. Envisaged set-up of the production: How do you envisage the set-up for the  
production of the Vaccine? Are there any particular complexities? How long will it  
take to produce the first doses and subsequently scale-up to anticipated maximum 
capacity? If possible, please provide a flow-chart of the different phases including  
the expected increase of the production capacity over the time, in particular when  
the GMP4 site would operate.    
 

  
 

7. From the discussions, we understand that you consider
 Please specify the critical  

milestones and timelines for this decision.     
 

 
Agreements for the Development and Production of the Vaccine    

8. Do you have agreements in place or do you plan to enter into agreements with other  
companies to carry out the development phase, in particular the clinical  
development, or to assist in the regulatory approval processes?    

The company is













 
26. Do you receive financing via these agreements for the outstanding steps up to the  

production of the Vaccine?  Please specify.   
 

27. Do these agreements include an envisaged allocation of the Vaccine for specific  
countries/organizations, including pre-arranged timelines? Could these agreements
lead to additional (non-currently envisaged by contractually possible) obligations 
imposed by governments or international organizations to reserve capacity for 
certain countries or regions? How will this impact availability in the EU and the rest of 
the world? CEPI and WHO allocations?   
 

 
 

Documents     

28. It would be very helpful if you could you provide us with a business plan in relation  
to the development and production of the Vaccine, in particular with regard to the  
outstanding steps.  
 
Please see the elements above 

 
29. Could you please share with us any other documents detailing the financing needs  

for the development and the production of the Vaccine (e.g. reports of financing  
documents prepared for bank financing)?    
 
Please see document attached below – Shared with the EC team on

30. Do you have a presentation/documents showing past experiences with the  
development and production of new vaccines, including the time-line and the costs  
entailed by the different steps?   
 
Covid-19 is a specific to the current outbreak situation, the best example for required capital (for 
clinical trials and production capacity) are: 
 

 BARDA financing of Moderna  

Barda awards up to 
$483m to moderna t 

 CEPI financing of Novavax: 
http://ir.novavax.com/news-releases/news-release-details/novavax-receive-388-million-
funding-cepi-covid-19-vaccine# 
 

 Also please see the Lancet paper attached higher in the document 
 



 
Financing    

31. What is the amount of at-risk financing already committed to the vaccine project  
under discussion?  
 

 
32. What parts of that project’s at-risk financing has been provided from the company  

itself and what from other sources and partners? What claims have those partners  
acquired in return for that financing?   
 

 
33. What are your detailed additional financing needs in order to    

a. Continue and conclude the R&D process (research, clinical trials, approval   
process, etc.)?   

 
Please see the chart below  
 

b. Scale-  up production to the expected level (please clarify and explain that   
level in terms of doses and the associated financing needs)?  
 

 
 
 

34. Which of those financing needs would you see covered by the EU?   
 
In current context of health emergency and traditional financial context of biotech companies

35. What type of financing structure do you envisage for that coverage (grants, loans,   
financial instruments – what structures, etc.)?    
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