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Increased resistance of SARS-COV2 variants to monoclonal antibodies

https://doi.org/10.1101/2021.01.25.428137
doi: bioRxiv preprint 

https://doi.org/10.1101/2021.01.25.428137
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TOCILIZUMAB – RECOVERY

RECOVERY_Tocilizumab_MainPaper_medRxiv (1253)

https://www.medrxiv.org/content/10.1101/2021.02.11.21249258v1.full.pdf
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CD24 exosomes by inhalation
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COLCHICINE EFFICACY

ITT Population
Clinical Outcome 

Colchicine
N=2235 n 

(%)

Placebo
N=2253 n 

(%)

Odds Ratio 
(95% CI) P-

value

Primary Composite Endpoint

Composite of death or 
hospitalization due to COVID-19 
infection

104 (4.7) 131 (5.8) 0.79 (0.61-
1.03)

0.08

Secondary Endpoints

Death 5 (0.2) 9 (0.4) 0.56 (0.19-
1.67)

0.29

Hospitalization due to COVID-19
infection

101 (4.5) 128 (5.7) 0.79 (0.60-
1.03)

0.08

Need for mechanical ventilation 11 (0.5) 21 (0.9) 0.53 (0.25-
1.09)

0.08

Patients with PCR-proven 
COVID-19
Clinical Outcome 

Colchicine
N=2075 n 

(%)

Placebo
N=2084 n 

(%)

Adjusted Odds 
Ratio (95% 

CI)
P-

value
Primary Composite Endpoint
Composite of death or 
hospitalization due to COVID-19 
infection

96 (4.6) 126 (6.0) 0.75 (0.57-
0.99)

0.04

Secondary Endpoints
Death 5 (0.2) 9 (0.4) 0.56 (0.19-

1.66)
0.29

Hospitalization due to COVID-19
infection

93 (4.5) 123 (5.9) 0.75 (0.57-
0.99)

0.04

Need for mechanical ventilation 10 (0.5) 20 (1.0) 0.50 (0.23-
1.07)

0.07
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Vaccine Doses Dose 
interval

Overall 
level of 

protection 
(%)

Storage 
temperature 
(doses per 

vial)

Comirnaty 2 doses (0.3 
mL each) 

3 weeks 
after the first 
dose

95.0 (95% 
CI -90.0, 
97.9)

-90 °C to -60 °C 
(6 doses per 
vial)

COVID-19 
Vaccine 
Moderna

2 doses (0.5 
mL each)

28 days after 
the first dose

94.1 (95% 
CI - 89.3, 
96.8)

-25ºC to -15ºC 
(10 doses per 
vial)
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Comirnaty safety https://www.ema.europa.eu/en/documents/assessment-
report/comirnaty-epar-public-assessment-report_en.pdf

https://www.ema.europa.eu/en/documents/assessment-report/comirnaty-epar-public-assessment-report_en.pdf
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Moderna vaccine
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ChAdOX1 COVID-19 vaccine
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ChAdOX1 vaccine - immunogenicity

Validated PSVNA50 age and interval
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SmPC
There were 0 (0.0%; N=5,258) cases 
of COVID-19 hospitalisation in 
participants who received two doses of 
COVID-19 Vaccine AstraZeneca (≥15 
days post dose 2) as compared to 8 
(0.2%; N=5,210) for control, including 
one severe case (WHO Severity 
grading ≥6), reported for control. In all 
participants who received at least one 
dose, as from 22 days post dose 1, 
there were 0 (0.0%, N=8,032) cases 
of COVID-19 hospitalisation in 
participants who received COVID-19 
Vaccine AstraZeneca, as compared to 
14 (0.2%, N=8,026), including one 
fatality, reported for control. 

ChAdOx1 vaccine – severe disease
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Cross-neutralisation - mRNA vaccines vs B.1.1.7 and B.1.351 

https://doi.org/10.1101/2021.01.25.427948 Neutralizing Activity of BNT162b2-Elicited Serum — Preliminary Report | NEJM

https://doi.org/10.1101/2021.01.25.427948
https://doi.org/10.1101/2021.01.25.427948
https://www.nejm.org/doi/full/10.1056/NEJMc2102017
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Requirements for variant vaccines based on 
already approved/in use vaccines

• Preparatory discussions with other regulatory agencies, i.e. EMA, FDA, HC 

and WHO and in an ICMRA workshop

• It was possible to agree on key elements of vaccine development

• An EMA Reflection Paper has been released 25 February 2021

• Discussion with developers of vaccines already approved in the EU has 

started to define development plans
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Requirements for variant vaccines based on 
already approved/in use vaccines

There must be a justification for the relevance of the variant(s) included in a 

variant vaccine intended for use in the EU based on disease surveillance and 

characterisation of strains circulating at the time of selecting the variant(s). 

As soon as there is a global forum established to support SARS-CoV-2 strain 

selection for vaccines (e.g. by the WHO), the recommendations made should 

be consulted when selecting the variant strain(s). 
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Requirements for variant vaccines based on 
already approved/in use vaccines -clinical

The efficacy of a monovalent or a multivalent variant vaccine against the variant 

strain(s) may be inferred from provision of immunogenicity data:

i. After primary vaccination with the variant vaccine; and

ii. After a single dose of the variant vaccine when given to subjects who 

previously received primary vaccination with the parent vaccine. 
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181 therapeutics in discussion with EMA

50 vaccines identified for interaction

Rapid scientific advice proceeding for advanced vaccines and 
therapeutics (76 completed – 3 in the pipeline)

referral 5.3 to support Emergency use of monoclonal antibodies for 
outpatients

Guidance on variant vaccines issued

Discussions ongoing for CMA of additional vaccines

Post-authorisation studies for effectiveness and safety
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