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Therapeutics update: 4 monoclonal antibodies products with neutralising 
activity received scientific opinion to support emergency use before approval 
and have started rolling review
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Early Convalescent Plasma for High-Risk Outpatients 
with Covid-19
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Source: https://www.nejm.org/doi/full/10.1056/NEJMoa2103784

• The administration 
of Covid-19 
convalescent 
plasma to high-risk 
outpatients within 
one week after the 
onset of symptoms 
of Covid-19 did not 
prevent disease 
progression

https://www.nejm.org/doi/full/10.1056/NEJMoa2103784
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Source: https://www.medrxiv.org/content/10.1101/2021.06.15.21258542v1

Combination of 2 monoclonal antibodies in patients admitted 
to hospital with COVID-19 (RECOVERY)

• In patients hospitalised
with COVID-19, the 
monoclonal antibody 
combination of 
casirivimab and 
imdevimab (REGEN-
COV) reduced 28-day 
mortality among 
patients who were 
seronegative at baseline

https://www.medrxiv.org/content/10.1101/2021.06.15.21258542v1
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Combination of 2 long-acting antibodies (AZD7442) 
PROVENT Phase III prophylaxis trial

• AZD7442 PROVENT 
Phase III prophylaxis 
trial met primary 
endpoint in preventing 
COVID-19 – reduction
in the incidence of 
symptomatic COVID-19

Source: https://www.astrazeneca.com/media-centre/press-
releases/2021/azd7442-prophylaxis-trial-met-primary-endpoint.html

Company’s press release on 20 August 2021

https://www.astrazeneca.com/media-centre/press-releases/2021/azd7442-prophylaxis-trial-met-primary-endpoint.html


Classified as public by the European Medicines Agency 

CIs: confidence intervals; OR: odds ratio; SoC: standard-of-care

Early treatment of COVID-19 with interleukin 1 beta inhibitor 
(anakinra) – SAVE-MORE trial 

• Twenty-eight-day 
mortality decreased
and hospital stay was 
shorter

• Assessed by the 11-
point World Health 
Organization Clinical 
Progression Scale 
(WHO-CPS)

Source: https://www.nature.com/articles/s41591-021-01499-z

Assumption of 
ordinal regression 
analysis
Goodness-of-fit test 
(Pearson’s chi-square 
test); p: 0.172

Assumption of 
proportional odds
(test of parallel lines); 
p: 0.131

https://www.nature.com/articles/s41591-021-01499-z
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• Autoantibodies neutralizing type I IFNs are 
present in ~4% of uninfected individuals 
over 70 years old and account for ~20% of 
COVID-19 deaths
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Source: https://www.science.org/doi/10.1126/sciimmunol.abl4340

Source: https://www.science.org/doi/10.1126/sciimmunol.abl4348

COVID-19 vulnerability 
via autoantibodies

X-linked COVID-19 
risk factor

• X-linked recessive TLR7 deficiency in ~1% 
of men under 60 years old with life-
threatening COVID-19

https://www.science.org/doi/10.1126/sciimmunol.abl4340
https://www.science.org/doi/10.1126/sciimmunol.abl4348
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Decline in pathogenic antibodies over time in vaccine-induced 
immune thrombotic thrombocytopenia (VITT)

• Study indicates that 
pathogenic antibodies (known 
as anti-platelet factor 4 (PF4) 
antibodies) are transient in 
most patients with VITT 

• In a subgroup of these 
patients, pathogenic 
antibodies may persist for 
more than 12 weeks

• Further studies are 
needed to clarify whether 
these patients should receive 
prolonged anticoagulation or 
additional treatment

Source: https://www.nejm.org/doi/full/10.1056/NEJMc2112760

https://www.nejm.org/doi/full/10.1056/NEJMc2112760
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Anti-platelet factor 4 antibodies causing VITT do not cross-react 
with SARS-CoV-2 spike protein

Source: https://www.researchsquare.com/article/rs-404769/v1

https://www.researchsquare.com/article/rs-404769/v1
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Vaccine updates



Classified as public by the European Medicines Agency 

Safety of mRNA vaccines

Source: https://www.nejm.org/doi/full/10.1056/NEJMoa2110475

• Study in a nationwide mass 
vaccination setting

• Results indicate SARS-CoV-2 
infection is itself a very strong 
risk factor for myocarditis, 
and it also substantially increases 
the risk of multiple other serious 
adverse events 

• Findings help to shed light on the 
short- and medium-term risks of 
the vaccine and place them in 
clinical context

• Further studies needed to 
estimate the potential of long-
term adverse events

https://www.nejm.org/doi/full/10.1056/NEJMoa2110475
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Anaphylaxis after mRNA vaccination

Source: https://jamanetwork.com/journals/jamainternalmedicine/fullarticle/2782348

• Data suggest that 
most patients with 
immediate and 
potentially allergic 
reactions to mRNA 
COVID-19 vaccines 
tolerate a second 
dose

https://jamanetwork.com/journals/jamainternalmedicine/fullarticle/2782348
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Effectiveness of mRNA vaccines for preventing Covid-19 
hospitalizations

Source: https://www.medrxiv.org/content/10.1101/2021.07.08.21259776v1

• Highly effective for 
preventing Covid-19 
hospitalizations 
among US adults

• Vaccination was 
beneficial for 
patients with 
immunosuppression, 
but effectiveness was 
lower in the 
immunosuppressed 
population

https://www.medrxiv.org/content/10.1101/2021.07.08.21259776v1
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Third Dose of mRNA vaccine in kidney transplant recipients

• Study found that a third dose of 
mRNA vaccine induced a serologic 
response in 49% of kidney 
transplant recipients who did not 
respond after 2 doses

• Use of a third dose of vaccine may
be considered in organ transplant 
recipients

Source: https://jamanetwork.com/journals/jama/fullarticle/2782538

https://jamanetwork.com/journals/jama/fullarticle/2782538
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Hospitalisation among children and adolescents – US CDC

• Among adolescents aged 12–17 years, hospitalization rates were approximately 10 times 
higher in unvaccinated compared with fully vaccinated adolescents

Source: https://www.cdc.gov/mmwr/volumes/70/wr/mm7036e2.htm

https://www.cdc.gov/mmwr/volumes/70/wr/mm7036e2.htm
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Myocarditis after mRNA vaccines – US CDC

Source: https://www.cdc.gov/vaccines/acip/meetings/downloads/slides-2021-08-30/06-COVID-Rosenblum-508.pdf

https://www.cdc.gov/vaccines/acip/meetings/downloads/slides-2021-08-30/06-COVID-Rosenblum-508.pdf
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Myocarditis after mRNA vaccines – US CDC

Source: https://www.cdc.gov/vaccines/acip/meetings/downloads/slides-2021-08-30/06-COVID-Rosenblum-508.pdf

https://www.cdc.gov/vaccines/acip/meetings/downloads/slides-2021-08-30/06-COVID-Rosenblum-508.pdf
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Source: https://www.cdc.gov/vaccines/acip/meetings/downloads/slides-2021-08-30/09-COVID-Oliver-508.pdf

Framework for booster doses of COVID-19 vaccines – US CDC/ACIP

https://www.cdc.gov/vaccines/acip/meetings/downloads/slides-2021-08-30/09-COVID-Oliver-508.pdf
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Waning immunity of the BNT162b2 vaccine

Source: https://www.medrxiv.org/content/10.1101/2021.08.24.21262423v1

• Nationwide study from Israel

• Results indicate a strong effect of 
waning immunity in all age groups 
after six months 

• Quantifying the effect of waning 
immunity on vaccine effectiveness 
is critical for policy makers 
worldwide facing the dilemma of 
administering booster vaccinations

https://www.medrxiv.org/content/10.1101/2021.08.24.21262423v1
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BNT162b2 vaccine booster dose protection

Source: https://www.medrxiv.org/content/10.1101/2021.08.27.21262679v1

• Nationwide study from 
Israel

• In conjunction with 
safety reports, this study 
demonstrates the 
effectiveness of a third 
vaccine dose in both 
reducing transmission 
and severe disease and 
indicates the great 
potential of curtailing the 
Delta variant resurgence 
by administering booster 
shots

https://www.medrxiv.org/content/10.1101/2021.08.27.21262679v1


Classified as public by the European Medicines Agency 

Source: https://www.medrxiv.org/content/10.1101/2021.07.28.21261295v1

Virological and serological kinetics of SARS-CoV-2 Delta variant 
vaccine-breakthrough infections

• Multi-center cohort study 

• Study concludes that mRNA 
vaccines are highly effective 
at preventing symptomatic 
and severe COVID-19 
associated with B.1.617.2 
infection 

• Vaccination is associated with 
faster decline in viral RNA 
load and a robust serological 
response 

https://www.medrxiv.org/content/10.1101/2021.07.28.21261295v1
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Vaxzevria - Signal on Embolic and thrombotic event  

Comirnaty booster

Sources: https://cdn.who.int/media/docs/default-source/blue-print/developer_pfizer_phil-dormitzer.pdf?sfvrsn=74b107d3_9

WHO consultation on COVID-19 vaccines research – 13 August 2021

https://www.who.int/news-room/events/detail/2021/08/13/default-calendar/who-consultation-on-covid-19-
vaccines-research-13-august-2021

• More studies needed 
to confirm the benefit 
of boosting strategies 
together with strong 
post-marking 
surveillance and 
pharmacovigilance

• Full report of 
consultation available 
https://cdn.who.int/media/docs/default
-source/blue-print/who-vaccines-
research_13aug2021_final-for-
web.pdf?sfvrsn=1e52ba60_7

https://cdn.who.int/media/docs/default-source/blue-print/developer_pfizer_phil-dormitzer.pdf?sfvrsn=74b107d3_9
https://www.who.int/news-room/events/detail/2021/08/13/default-calendar/who-consultation-on-covid-19-vaccines-research-13-august-2021
https://cdn.who.int/media/docs/default-source/blue-print/who-vaccines-research_13aug2021_final-for-web.pdf?sfvrsn=1e52ba60_7
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Mu variant

SARS-CoV-2 epidemic in Colombia

Source: https://www.biorxiv.org/content/10.1101/2021.09.06.459005v1

• Ineffective neutralization of the SARS-CoV-2 Mu variant by convalescent and vaccine sera

• Mu spike is more resistant to serum-mediated neutralization than all other currently 
recognized variants of interest (VOI) and concern (VOC)

https://www.biorxiv.org/content/10.1101/2021.09.06.459005v1
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219 therapeutics in discussion with EMA

66 vaccines identified for interaction

Rapid scientific advice proceeding for advanced vaccines and 
therapeutics (117 completed – 9 in the pipeline)

Booster and additional doses under assessment

Novavax, SP, Sinovac and Gamaleya under RR

EC expert group on variants and subgroup on therapeutics


