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observed to giving LD-SD.  
 

 further asked when AstraZeneca expects EMA to have sufficient data to review 
and provide the conditional approval. 

AstraZeneca replied that they would be submitting packages in clinical and in chemistry, 
manufacturing and controls (CMC). In the coming weeks, EMA would be able to provide some 
timelines. 

 enquired about data on SARS-COV-2 seropositives at baseline. 

AstraZeneca replied that this is part of the ongoing analysis but that the numbers are small. The 
seropositives at baseline are also excluded from the primary analysis. 

 asked about the pooling of efficacy data. A vaccine is a combination of a 
product and a schedule, therefore would the time interval between doses (12 weeks) not be 
problematic for the pooling of the data?  

AstraZeneca explained that other immunologists offered similar feedback and they agree that 
duration is key. One of the hypotheses was that if cleared quicker, there would be a better boost 
response. The decision to pool was based on the fact that comparable immunogenicity (antibody 
titers) were observed. When considering duration, the latter does not appear to be the clear driver 
(Brazil 9 weeks, LD-HD 12 weeks). More cases are needed. Subgroup analysis seems 
appropriate but indeed, hypotheses remain to be tested. SD-SD regimen (one month or three 
months apart) gives 60-65% efficacy. There is no evidence that it wouldn’t protect fully against 
the diseases. More data will be gathered. 

 remarked that data on asymptomatic transmissibility seems to be better for LD-
SD regimen. 

 also enquired about AstraZeneca’s explanation for the higher efficacy of the LD-
SD scheme: higher quality of immune mechanisms to the S protein, or less interference of anti-
vector immunity?  

AstraZeneca replied that thus far there is no reliable immunological explanation. There may be 
another explanation that would be provided with more data emerging. 

 asked whether AstraZeneca measured anti-vector (CdAdOx1) antibodies in 
vaccinated participants that had been infected with COVID-19. 

AstraZeneca replied that no difference was observed when performing such operations.  

 asked when AstraZeneca expect data on their cooperation with the Gamaleya 
Institute and whether the latter would concern immunogenicity or also vaccine efficacy. 

AstraZeneca replied that they are in conversations with key protagonists: the Gamaleya Institute, 
Pfizer and Moderna. There are a number of prospective studies that they would need to set up 
and carry out over the next few months. 
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 enquired whether AstraZeneca expect using another vector in the second dose 
would make the vaccine more efficacious regarding the outcome of infection.  

 
 

AstraZeneca replied that they do not know – it remains to be investigated. 

 enquired how confident AstraZeneca is regarding the protection 
provided by the first dose if the interval for boosting is increased. 

AstraZeneca replied that one of the advantages conferred by this variability (two to three months 
between administrations) is the window where one can start looking at protection after a single 
dose. Yes, in summary, AstraZeneca confirms seeing protection after a single dose. 

 enquired whether heterologous boosting wouldn’t complicate the traceability 
of potential adverse events.  

AstraZeneca replied that the primary safety dataset would be built on a two dose regimen of the 
same vaccine. The heterologous boosting is not intended to optimise a dosing, but to assure 
globally that if individuals receive different doses of different vaccines, they would not stand a 
safety issue.  

 Evolutions will be observed over time. 

 asked about data on subjects already infected that received the vaccine – whether 
neutralising antibodies for evidence of infection at baseline sera were checked. 

AstraZeneca replied that they had not looked at all that data yet but they expect numbers to be 
very small. For example, SD-SD data indicate 62% vaccine efficacy. However, if pooled data is 
used, efficacy after a single dose indicates 70%. AstraZeneca will endeavour to optimise the 
dosing schedule but the vaccine at hand is already an effective vaccine, even if one does not 
consider the pooled data.  

 enquired about the recommended needles and syringes. Would AstraZeneca 
recommend extra needles for withdrawal of the vaccine from the multi-dose vial or would the 
needle used for administration have to be used?  also asked about the type of recommended 
needle. 

AstraZeneca replied that multi-dose vials (10 doses) are used. Local pharmacy site procedures 
for IM vaccine dose preparation and administration should be followed, but to prevent needle 
dulling and pain upon injection, site procedures may recommend that the needle be switched 
after dose withdrawal, with a new needle used for administration. 

remarked that there seem to be a lot of unknowns in the current dataset. While 
AstraZeneca is submitting the current data generated so far, more important data from further 
studies will be collected and submitted. enquired about the longer-term strategy for 
submission of new data.  also asked if it is plausible that initial schedules/doses will be 
adapted at a later stage. 
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AstraZeneca replied that they would submit more of this type of data in due course. Regulators 
across the world expressed a strong interest in the half dose, which would allow them to 
vaccinate more subjects. Having two different doses adds some complexity. While the majority 
of the existing data would be in the SD regimen, more data would be obtained.  

 
 

 asked whether the availability/ approval of other vaccines would compromise 
the ability to recruit/ keep under the umbrella of the study the main body of participants. 

AstraZeneca replied that it would take some time for the vaccines to roll out. As the latter 
process unfolds, AstraZeneca has the responsibility to ensure that subjects do get vaccinated. 
Individuals become eligible for an approved vaccine – at that point, if they receive two doses of 
the AstraZeneca vaccine, there is no further need to be vaccinated. If they receive one dose only 
or are in the control group, they can get vaccinated with other vaccines.  

 
 
 
 

 

The Chair thanked AstraZeneca and all participants for the update and closed the meeting. 

 

 

 

Participants 

AstraZeneca 

 Oncology/ Infection 

 Medical and Regulatory  

Respiratory and Immunology 
Development 

 BioPharmaceuticals R&D 

 Europe and Canada 

 Global Government Affairs & Policy Strategy, Europe, Canada 

AZ Germany 

 Customer Account Manager  
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Member States: 

 (AT) 

 (AT) 

 (AT) 

 (AT) 

 (BE) 

 (BG) 

 (CZ) 

 (CZ) 

 (CY) 

 (DE) 

 (DK) 

 (DK) 

 (DK) 

 (EL) 

 (EL) 

 (ES) 

 (ES) 

 (FI) 

 (FR) 

 (FR) 

 (FR) 

 (HR) 

 (HR) 

 (HU) 

 (HU) 

 (HU) 

 (IE) 

 (IE) 
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 (IE) 

 (IE) 

 (IT) 

 (LT) 

 (LT) 

 (LU) 

 (LV) 

 (MT) 

 (NL) 

 (NL) 

 (NL) 

 (PL) 

 (PT) 

 (PT) 

 (NO) 

 (NO) 

 (NO) 

 (RO) 

 (SE) 

 (SI) 

 (SI) 

 (SI) 

 (SI) 

 

Independent experts: 

 (London School of Hygiene and Tropical Medicine) 

 

European Commission: 

Sandra Gallina (EC, Chair) 



 

7 
 

Pierre Delsaux (EC) 

 (EC) 

 (EC) 

 (EC) 

 (EC) 

 (EC) 

 (EC) 

 (EC, Minutes) 
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