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What we talk about today: 
 COVID-19 update

 Monkeypox update

 Adverse events following vaccination  



id-ea.orgWHO COVID-19 situation report https://www.who.int/emergencies/diseases/novel-coronavirus-2019/situation-reports 

Number of weekly cases decreased by 9% during the 
week of 25 to 31 July 2022 as compared to the previous 

week, with over 6.5 million new cases reported
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Adverse Events (AE) – and Side Effects (SE) 
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Adverse Events vs. Side Effects

Adapted from „Vaccines“, 7th ed., Orenstein et al. 2018

Adverse Events 

„Adverse events“ (AE) 
„disliked“ events and they may 
be 

1. Related
2. Unrelated
3. Or unknown in relation to 

vaccine administration

Side Effect

“Side effect” is an event that is 
caused by a vaccine or any 
medical intervention

Causality 
Assessment

To distinguish between Adverse 
Event and Side Effect you 
need a “causality 
assessment” (causality vs. co-
incidence): Biological 
plausibility, timing of events, 
specificity, clinical studies

Safety Profile

„Safety profile“ is the summary 
of al safety data and established 
by pre-licensure studies and by 
post-licensure surveillance

Concept

CONCEPT:  Benefit-risk
assessment

β-error

It is NEVER possible to exclude 
causality by observational 
studies because of the β-error, 
so „safety“ can never be proven
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Package Insert for Hazelnut Chocolate

 Package inserts inform about Adverse Events, not Side Effects!
 A potential package insert for hazelnut chocolate (if the chocolate

was a vaccine) would read:

„After eating this chocolate, the following AE were observed:

Anaphyhaxis, diabetes mellitus, high blood pressure, stroke, dental

caries, ..., rheumatoid arthritis, lymphatic leukemia, myocardial

infarction, ...“
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Most comon
Vaccination
Side-Effect:

Technical Errors 
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Types of Side Effects of Vaccines

1. Reactogenicity (local, general)

2. Anaphylaxis

3. Technical errors

4. Vaccine-specific side effects



id-ea.org

Disease complications versus Vaccine Side-Effects
Risk-Benefits Analysis
Disease Diseases Complication/ 

Adverse Event
Frequency Vaccine AE/SE 

frequency 
Polio Paralysis

Death
1:200 infected
5-10% of paralyzed die

OPV only: 1:450,000
? rare

Tuberculosis Dissemination
Death

100% of infected
1.5 mio 2021

BCG: 1:500,000*

Influenza

H1N1 ASO3 (Pandemrix)

Death USA: 12,0000 – 52,000 / year Single cases
Guillain-Barré-Syndrome
(GBS)

Background rate rare (0.4-4/100,000) 
Up to logfold less post vaccination versus disease

Narcolepsia ? 1 : 18,400 doses

Tetanus Polyneuritis, GBS 50% with no full recovery Single cases 

Diphtheria Polyneuritis, GBS 10% case fatality Single cases

Any vaccine Anaphylaxis n.a. 1:400,000 – 1: 1,200,000

Anything else? ? ? ?

References on Notespage

* Only in patients with (inborne) T-cell deficiency

Presenter-Notizen
Präsentationsnotizen
Tuberculosis:  Global Health - Newsroom - Tuberculosis (cdc.gov)Polio:  Poliomyelitis (who.int)Influenza:: Vellozzi et al. Clinical Infectious Diseases, Volume 58, Issue 8, 15 April 2014, Pages 1149–1155, https://doi.org/10.1093/cid/ciu005Narcolepsia:  Sarkanen et al, Sleep Med Rev. 2018 Apr;38:177-186. doi: 10.1016/j.smrv.2017.06.006. Epub 2017 Jun 20. PMID: 28847694.Tetanus:  Flowers et al., Br Med J. 1980 Feb 2;280(6210):303-5. doi: 10.1136/bmj.280.6210.303. PMID: 7357352; PMCID: PMC1600171.  Diphtheria:  Complications of Diphtheria | CDCAnaühylaxis:  McNeil et al., J Allergy Clin Immunol. 2016 Mar;137(3):868-78. doi: 10.1016/j.jaci.2015.07.048. Epub 2015 Oct 6. PMID: 26452420; PMCID: PMC4783279.
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Vaccine Scares
“Diseases“ NOT Caused by Vaccines

 Encephalopathy post DTwP
 MS post HBV
 Encephalitis post MMR
 Crohn´s disease post MMR
 Autism post MMR

Statistically significant findings, but no causality:
 German language post Infanrix hexa late 1990ies
 Pregnancy post hepatitis A-vaccination

Presenter-Notizen
Präsentationsnotizen
Löffler, P:  Front. Immunol., 10 June 2021 Sec. Vaccines and Molecular Therapeutics  https://doi.org/10.3389/fimmu.2021.663280Offit:  Autism's False Prophets, Bad Science, Risky Medicine, and the Search for a Cure Columbia University Press (2010), ISBN: 9780231146371
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South Africa’s reported the first death tied to a Covid-19 vaccine

South Africa reports first death causally linked to COVID vaccine | Reuters

The person presented with rare neurological 
disorder Guillain-Barre Syndrome soon after 
being given J&J’s vaccine, after which the 
person was put on a ventilator and later died, 
senior scientists told a news conference.

“The benefit of vaccination still far outweighs 
the risk,” Boitumelo Semete-Makokotlela, 
chief executive of the South African Health 
Products Regulatory Authority (SAHPRA).

“In our context we have administered about 
9 million (doses) of the Janssen (J&J) 
vaccine, and this is the first causally 
linked case of GBS.”

Presenter-Notizen
Präsentationsnotizen
Comirnaty, INN-tozinameran (europa.eu)It's also worth noting that Covid-19 itself is much more likely to cause myocarditis than the vaccine is, and people who are vaccinated have a much lower risk of getting other serious complications caused by Covid-19.

https://www.reuters.com/world/africa/south-africa-reports-first-death-causally-linked-covid-vaccine-2022-08-04/
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Disease complications versus COVID19-Vaccine Side-Effects
Risk-Benefits Analysis

Disease Diseases Complication/ 
Adverse Event

Disease Frequency Vaccine AE frequency

COVID19 Deaths 1,4% of infected ? single cases

Myocarditis* 1:2.222 (young males) 1:10,000 – 1:40,000

TTS** Higher than after ChAdOx1** (ChAdOx1) Risk increase x 5.67

Facial paralysis 40/100,000 43 (Comirnaty) – to  67 (CoronaVac) /105

Long COVID ~ 50% Lower in the vaccinated

References on Notespage

*Varies by age and gender
**varies largely by age group

Different studies may produce different numbers, but there is a 
consistent pattern showing that vaccination risk is lower than    
disease risk

Presenter-Notizen
Präsentationsnotizen
Case fatality rate:  Coronavirus Death Rate (COVID-19) - Worldometer (worldometers.info)Myocarditis:  EMA, EPAR for Spikevax and ComirnatyBell´s palsy:  Wan EYF et al, Lancet Infect Dis. 2022 Jan;22(1):64-72. doi: 10.1016/S1473-3099(21)00451-5. Epub 2021 Aug 16. PMID: 34411532; PMCID: PMC8367195.TTS:  Res Pract Thromb Haemost. 2022;6:e12698.  https://doi.org/10.1002/rth2.12698LongCOVID:  Sugiyama et al, Sci Rep 12, 6039 (2022). https://doi.org/10.1038/s41598-022-10051-zLong COVID after COVID in the vaccinated:   
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Myocarditis (heart inflammation)

Covid-19 vaccines and myocarditis: should you be worried? (bhf.org.uk)

The importance of myocarditis in Covid‐19 - Haryalchi -
2022 - Health Science Reports - Wiley Online Library

Presenter-Notizen
Präsentationsnotizen
Comirnaty, INN-tozinameran (europa.eu)Myocarditis (inflammation of the heart muscle) following the Moderna and (even more rarely) Pfizer vaccine. The latest research suggests that overall, these rare cases are no more likely to be triggered by a Covid vaccine by than any other vaccine.Cases of myocarditis following the vaccine have usually been mild, and those affected have usually quickly felt better with rest and simple treatments. In most cases of myocarditis, heart function returns to normal.It's also worth noting that Covid-19 itself is much more likely to cause myocarditis than the vaccine is, and people who are vaccinated have a much lower risk of getting other serious complications caused by Covid-19.Even in the highest-risk age group (18-29), there were just 29 cases of suspected myocarditis or pericarditis for every million second doses of the Pfizer vaccine given in the UK (up until 30 March 2022). The risk is even lower following a Pfizer booster, 16 cases per million in this age group.For Moderna, there were 70 cases of suspected myocarditis or pericarditis for every million second doses given in the UK, in this age group. As with the Pfizer vaccine, the risk is much lower after a booster, with just 19 reports per million boosters given (up until 30 March 2022). In other age groups the risk is even lower.

https://onlinelibrary.wiley.com/doi/full/10.1002/hsr2.488
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Does the Covid-19 vaccine cause myocarditis                                             
(heart muscle inflammation)?

The latest research suggests that 
overall, these rare cases are no more 
likely to be triggered by a Covid vaccine 
by than any other vaccine.

Cases of myocarditis following the 
vaccine have usually been mild, and 
those affected have usually quickly felt 
better with rest and simple treatments. 

In most cases of myocarditis, heart 
function returns to normal.

Covid-19 vaccines and myocarditis: should you be worried? (bhf.org.uk)

Presenter-Notizen
Präsentationsnotizen
Comirnaty, INN-tozinameran (europa.eu)It's also worth noting that Covid-19 itself is much more likely to cause myocarditis than the vaccine is, and people who are vaccinated have a much lower risk of getting other serious complications caused by Covid-19.
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What is the risk of getting myocarditis or pericarditis post vaccine?
Pfizer vaccine: 

 Highest-risk age group (18-29): 29 cases of suspected 
myocarditis or pericarditis for every million second doses 
of the Pfizer vaccine given in the UK (up until 30 March 
2022). 

 Lower following a booster, 16 cases per million in this 
age group.

Moderna vaccine:,
 Highest-risk age group (18-29): 70 cases of suspected 

myocarditis or pericarditis for every million second doses 
given in the UK, in this age group. 

 Lower following a booster, 19 cases per million in this 
age group.

Other age groups the risk is even lower.

Covid-19 vaccines and myocarditis: should you be worried? (bhf.org.uk)

Presenter-Notizen
Präsentationsnotizen
Comirnaty, INN-tozinameran (europa.eu)Research published in April 2022 shows that there is no greater risk of developing heart inflammation after a Covid-19 vaccine than after other common vaccines, including the flu jabEven in the highest-risk age group (18-29), there were just 29 cases of suspected myocarditis or pericarditis for every million second doses of the Pfizer vaccine given in the UK (up until 30 March 2022). The risk is even lower following a Pfizer booster, 16 cases per million in this age group.For Moderna, there were 70 cases of suspected myocarditis or pericarditis for every million second doses given in the UK, in this age group. As with the Pfizer vaccine, the risk is much lower after a booster, with just 19 reports per million boosters given (up until 30 March 2022).In other age groups the risk is even lower..
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Thrombosis with Thrombocytopenia Syndrome (TTS)

Fig. 1: COVID-19-associated thromboinflammation. | Nature Reviews Cardiology

Presenter-Notizen
Präsentationsnotizen
A very rare adverse event called Thrombosis with Thrombocytopenia Syndrome (TTS), involving unusual and severe blood clotting events associated with low platelet counts, has been reported after vaccination with the Astra Zeneca vaccine. In countries with ongoing SARS-CoV-2 transmission, the benefit of vaccination in protecting against COVID-19 far outweighs the risks.The AstraZeneca vaccine is safe and effective at protecting people from the extremely serious risks of COVID-19, including death, hospitalization and severe disease. (Read the 16 April 2021 statement of the WHO Global Advisory Committee on Vaccine Safety on AstraZeneca COVID-19 vaccine for reports of very rare side effects.)

https://www.nature.com/articles/s41569-020-00469-1/figures/1
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How about Thrombosis with Thrombocytopenia Syndrome (TTS)?

Thrombosis with Thrombocytopenia 
Syndrome (TTS): 
 unusual and severe blood 

clotting events associated with 
low platelet counts, 

 reported after vaccination with 
the Astra Zeneca vaccine. 

In countries with ongoing SARS-
CoV-2 transmission, the benefit of 
vaccination in protecting against 
COVID-19 far outweighs the risks.

(Read the 16 April 2021 statement of the WHO 
Global Advisory Committee on Vaccine Safety on 
AstraZeneca COVID-19 vaccine for reports of very 
rare side effects.)

The Oxford/AstraZeneca (ChAdOx1-S [recombinant] vaccine) COVID-19 vaccine: what you need to know (who.int)

Presenter-Notizen
Präsentationsnotizen
The AstraZeneca vaccine is safe and effective at protecting people from the extremely serious risks of COVID-19, including death, hospitalization and severe disease. The Council for International Organizations of Medical Sciences classifies rates of adverse events or medicines and vaccines as follows:Very common > 1/10Common (frequent) > 1/100 and < 1/10Uncommon (infrequent) >1/1000 and < 1/100Rare> 1/10000 and <1/1000Very rare < 1/10000

https://www.who.int/news-room/feature-stories/detail/the-oxford-astrazeneca-covid-19-vaccine-what-you-need-to-know?gclid=CjwKCAjw3K2XBhAzEiwAmmgrAvQIU3F1Mx5Q0RONi2NU6Rh9mdokXS5SGoLsVmmd5QogSGpcSgykzhoCi9wQAvD_BwE
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Does the COVID-19 Vaccine Affect Fertility?

More Evidence That COVID-19 Vaccines Do Not Cause Infertility | NIH COVID-19 Research

False report surfaced on social media, saying 
that the spike protein on SARS-CoV-2 was the 
same as another spike protein syncitin-1

“Sterilizing immunity” (good medical language)

Presenter-Notizen
Präsentationsnotizen
No plausible reason — no medical or scientific mechanism — for COVID-19 vaccines to interact with a woman’s reproductive organs or have any interaction with an egg that’s been released or fertilized.Studies are ongoing, there is no data that the COVID-19 vaccines may cause infertility and no credible scientific theories for how the COVID-19 vaccine may cause female infertility. Pregnant women get sicker when they get COVID compared to other people their age, and pregnant people with COVID are more likely to experience preterm delivery. 

https://covid19.nih.gov/news-and-stories/more-evidence-covid-19-vaccines-do-not-cause-infertility
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Anti-Vaccination lobby proved right:
101 year old lady infertile after 
COVID19-vaccination! 

Der Postillion, 28th December 2020
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Trolls and single politicians and „scientists“ use vaccine
misinformation to sow political discourse

Warner et al. Vaccine 2022 (40) 6; 953-960 - doi.org/10.1016/j.vaccine.2021.12.040.

 Misinformation spanned personal dangers, liberty violations, and 
conspiracies.

 Tweets about vaccines often referenced side effects or symptoms.

 Engagement with misinformation was low; some intended to correct
misinformation.

 Users should be aware of tweets that are characteristic of misinformation.
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Trolls use vaccine misinformation to sow political discourse

 The study discovered several 
accounts, now known to belong 
to the same Russian trolls who 
interfered in the US election, as 
well as marketing and malware 
bots, tweeting about vaccines.

 Russian trolls played both 
sides, tweeting pro- and anti-
vaccine content in a politically 
charged context.

Vaccine misinformation types and properties in Russian troll tweets - ScienceDirect
Weaponized Health Communication: Twitter Bots and Russian Trolls Amplify the Vaccine Debate

Presenter-Notizen
Präsentationsnotizen
Tweets about vaccines often referenced side effects or symptoms.Engagement with misinformation was low; some intended to correct misinformation.Users should be aware of tweets that are characteristic of misinformation.Whereas bots that spread malware and unsolicited content disseminated antivaccine messages, Russian trolls promoted discord. Accounts masquerading as legitimate users create false equivalency, eroding public consensus on vaccination.Public Health Implications. Directly confronting vaccine skeptics enables bots to legitimize the vaccine debate. More research is needed to determine how best to combat bot-driven content.

https://www.sciencedirect.com/science/article/pii/S0264410X21016480?via%3Dihub
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Zombieficiation
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First antivaxx campaign in the 1790s
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What we talked about today: 
 COVID-10 update

 Monkeypox update

 AE following vaccination – versus SE
 AE / SE:  For SE a causal relation to Vx was shown
 Package inserts list AE
 Risk-Benefit analyses hugely favor vaccination
 Plausibility-check of “SE” emerging in social media
 Use trusted sources like WHO, CDC, GHP.org your local PH office

 Write us:  GHC@globalhealthpress.org
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Global Health Cast 9
Sentence of the week:

Dr. Melvin Sanicas

Prof. Dr. Joe Schmitt

„You should not 
believe everything
you are thinking“

Heinz Erhard (1909-1979)
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