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What we talk about today

COVID19 update

Nothing new on MPX?

Excess deaths from COVID19 in US-Republican vs. Democrats

Primary liver cancer – a global view

The 2022 Nobel price in medicine

Upcoming RSV vaccines – we are there! 



id-ea.orgWeekly epidemiological update on COVID-19 - 5 October 2022 (who.int)

https://www.who.int/publications/m/item/weekly-epidemiological-update-on-covid-19---5-october-2022
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id-ea.orgGlobal burden of primary liver cancer in 2020 and predictions to 2040 - Journal of Hepatology (journal-of-hepatology.eu)

https://www.journal-of-hepatology.eu/article/S0168-8278(22)03022-7/fulltext
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Respiratory Syncytial Virus (RSV)
Vaccines arriving now
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Reapiratory Syncytial Virus (RSV):  Background

 RSV hospitalizations: 2% of infants in the USA
 50% suffer 2nd infection in 2nd winter of life
 75% of hospitalization in those <6 months

 Repeated infections throughout adult lifehood, with
 Illness in 3-7% of US adults >65years, with annually 
 177,000 hospitalizations and 
 14,000 deaths

 Various Vaccine candidates failed, because
 Fusion protein pre-and post fusion differ
 Only pre-fusion induces adequate neutraizing antbodies

 Severall dozen (!) vaccines currently in clinical development

McLaughlin et al, JID: 2022:225; DOI:10.1093/infdis/jiaa752; Source: Parikh et al., 2017



Mazur NI et al., Lancet Infect Dis 2022 https://doi.org/10.1016/ S1473-3099(22)00291-2 

RSV vaccine 
candidates and (long-
acting) monoclonal 
antibody preparations 
by target population 

Phase 3

Phase 2

Phase 1

Paediatric Maternal Older adults
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RSV Vaccines and Trial Names

Renoir, Matisse

Grace

Evergreen

Daisy, Primrose

Medley, Melody
Aresvi



id-ea.orgSimoes EAF et al 2022 DOI: 10.1056/NEJMoa2106062

Conclusions:

RSVpreF vaccine elicited neutralizing antibody 
responses with efficient transplacental transfer 
and without evident safety concerns. (Funded by 
Pfizer; ClinicalTrials.gov number, NCT04032093.)



id-ea.orgGriffin MP et al., NEJM 2020; 383:5; 415; Hammit et al., N Engl J Med 2022;386:837-46. DOI: 10.1056/NEJMoa2110275; https://www.astrazeneca.com/media-centre/press-releases/2022/nirsevimab-recommended-
chmp html

 Two studies with similar 
design, definitions and 
procedures:

 2:1 randomisation of infants 
(1) GA 29 <35 weeks;                     
(2) >35 weeks                                              
to a single i.m. injection of 
nirsevimab or placebo before 
the start of an RSV season

 Primary end point was 
medically attended RSV-LRTI 
within 150 days after injection

 Secondary end point was 
hospitalization for RSV-
associated LRTI within 150 
days after the injection

RSV-LRTIs in preterm (top) or term infants (bottom)                               
with or without Beyfortus® (nirsevimab) (Sanofi/AZ)

VE against RSV
- medically attended
74.5%

- hospitalization:
62.1%

VE against RSV
- medically attended
70.1%

- hospitalization:
78.4%
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BEYFORTUS – EMA opinion
On 15 September 2022, the Committee for Medicinal Products for Human Use (CHMP) 
adopted a positive opinion, recommending the granting of a marketing authorisation for
the medicinal product Beyfortus, intended for the prevention of Respiratory Syncytial Virus 
(RSV) lower respiratory tract disease in newborns and infants. …

Beyfortus will be available as a 50 mg and 100 mg solution for injection. The active
substance of Beyfortus is nirsevimab, an antiviral monoclonal antibody (ATC code: 
J06BD08) which binds to the RSV F (fusion) protein. This locks the protein in the pre-
fusion conformation, thereby inhibiting entry of free virions into cells, as well as inhibiting
spread of cell-associated virus by cell fusion.

The benefits of Beyfortus are the prevention of medically attended lower respiratory
tract infection caused by RSV, predominantly bronchiolitis and pneumonia, in term
and preterm infants entering their first RSV season. The most common side effects are
rash, pyrexia and injection site reactions.  …

Beyfortus: Pending EC decision | European Medicines Agency (europa.eu)

https://www.ema.europa.eu/en/glossary/committee-medicinal-products-human-use
https://www.ema.europa.eu/en/glossary/chmp
https://www.ema.europa.eu/en/glossary/marketing-authorisation
https://www.ema.europa.eu/en/glossary/medicinal-product
https://www.ema.europa.eu/en/glossary/active-substance
https://www.ema.europa.eu/en/glossary/atc-code
https://www.ema.europa.eu/en/medicines/human/summaries-opinion/beyfortus
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MI versus mAb?
OPTIONS
1) MI only (alone or in combination)
2) mAb only
3) Universal MI + mAb for preterms; (ab transfer-window too short);                 
4) mAb for risk-children (1st + ?? 2nd winter);       
5) Active toddler-vaccine?

KEY POINTS FOR DECISION
1) Benefit (hospitalization! Herd protection not possible)
2) Price / annual cost / strategy
3) Product availability
4) Availability of **RSV-surveillance
5) Time from birth to LAmAb-dosing
6) Logistics, implementation (OB-GYN, Ped)



id-ea.orgSchmoele-Tjoma B, et al., N Engl J Med 2022;386:2377-86.  DOI: 10.1056/NEJMoa2116154

RESULTS
After participants were inoculated with the challenge virus, 
vaccine efficacy of 86.7% (95% CI, 53.8 to 96.5) was 
observed for symptomatic RSV infection confirmed
by any detectable viral RNA on at least 2 consecutive days. 
The median AUC for the RSV viral load (hours × log10 
copies per milliliter) as measured by RT-qPCR assay was 
0.0 (interquartile range, 0.0 to 19.0) in the vaccine group 
and 96.7 (interquartile range, 0.0 to 675.3) in the placebo 
group. The geometric mean factor increase from baseline in 
RSV A–neutralizing titers 28 days after injection was 20.5
(95% CI, 16.6 to 25.3) in the vaccine group and 1.1 (95% 
CI, 0.9 to 1.3) in the placebo group. More local injection-
site pain was noted in the vaccine group than in the placebo 
group. No serious adverse events were observed in either 
group.
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What we talked about today

COVID19 update

Nothing new on MPX?

Excess deaths from COVID19 in US-Republican vs. Democrats

Primary liver cancer – a global view

The 2022 Nobel price in medicine

Upcoming RSV vaccines – we are there! 
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