
  
  
    [image: AsktheEU.org]
  

  
    Download original attachment
    
(PDF file)
  

  
    This is an HTML version of an attachment to the Freedom of Information request
    'The Vaccines Procurement Steering Committee & the Joint Negotiation Team'.
  




  
    
      
[bookmark: 1][image: ]



[bookmark: 2] highlighted that according to the Lancet article1, duration of immunity studies 

would be performed in vaccinees after one year. 

asked whether interim studies are 

planned on this subject. 

On the query of 

 on declining immunogenicity levels, AstraZeneca replied 

that they have been following animal data for two years and are aspiring to collect evidence 
over time. They are hopeful for 12 months immunogenicity but this could also extend to 24 
months. The current assumptions indicate 12-18 months immunogenicity. 

 and 

 enquired about the low upper age limit and the envisaged 

upper age limit in Phase III, as well as SAEs (serious adverse events). 

AstraZeneca replied that for Phase III, the intended upper age limit is over 75 years of age, 
going all the way up without limit. On SAEs and pharmacovigilance, AstraZeneca explained 
that they intend to follow patients for up to two years. One cannot predict SAEs but the 
company would be looking out for them. 

 asked about evidence for cytotoxic T-cell responses, within the T-cell 

compartment. In other words, if other T-cell assays have been performed apart from IFN-γ 
ELISPOT assays. 

AstraZeneca confirmed that this is the case. 

A question was asked on anti-vector anti-bodies. 

AstraZeneca replied that one can immunise several times and still maintain a reaction, as in 
one study previously vaccinated individuals were also included. Over the life-cycle of the 
vaccine, they would be able to look at others, including in conjunction with an mRNA 
vaccine. 

 asked whether AstraZeneca maintained the expectation to submit the request 

for marketing authorisation approval (MAA) by September 2020. She also enquired about the 
data presented to support the request for MAA. 

 
 

 

The Chair asked a question on storage requirements. 

AstraZeneca replied that the 10-dose vials are to be stored at 2-8°C. The vaccine is intended 
for all adults over 18 years of age. 

 

 

 

                                                           

1 "Safety and immunogenicity of the ChAdOx1 nCoV-19 vaccine against SARS-CoV-2: a preliminary report of 
a phase 1/2, single-blind, randomised controlled trial": 
https://www.sciencedirect.com/science/article/pii/S0140673620316044 
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Participants 

AstraZeneca: 

 

 

 

 

 

Member States: 

 (AT), co-Chair 

 (AT) 

 (AT) 

 (AT) 

 (BE) 

 (BE) 

 (BG) 

 (BG) 

 (CY) 

 (CZ) 

 (CZ) 

 (CZ) 

 (DE) 

 (DK) 

 (DK) 

 (EE) 

 (EE) 

 (EL) 

 (EL) 

 (EL) 

 (ES) 

 (ES) 

 (ES) 
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 (SK) 
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 (SK) 

 

European Commission : 

Sandra Gallina (EC, Chair) 

5 

 



[bookmark: 6] (EC) 

 (EC) 

 (EC) 

 (EC) 

 (EC) 

 (EC, Minutes) 

 

6 

 




    

  

  
