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Abstract

Associations between COVID-19 vaccines and vaccine adverse events have been deliberated by two
committees: Adverse Reactions Review Committee and Sickness/Disability Certification Committee.

In cerebral and cardiovascular diseases such as subarachnoid hemorrhage, no cases in the former
committee were certified as of March 2023, whereas 40 cases in the latter were certified.

In the former, most of the cases were evaluated as class gamma where the causal relationship between
the vaccine and death could not be evaluated due to the lack of information, etc. Using “Causality
assessment of an adverse event following immunization (AEFI): user manual for the revised WHO
classification”, the author discussed what additional information would allow for evaluation.

The manual lists the six criteria for evaluation at the individual case report level. These are: validity of
the temporal relationship, firm evidence that the vaccine was the cause, population-based evidence,
biological plausibility, consideration of causes other than the vaccine that could reasonably explain the
event, and reproducibility by re-dosing. If population-based evidence could be presented, the probability of
evaluation would increase.

Analysis of the data of the Adverse Reactions Review Committee revealed that more than 70% of the
reported cases of all the cerebral and cardiovascular diseases examined occurred within 7 days after
vaccination. This suggests an association between the COVID-19 vaccine and these diseases. For statistical
methods, the author recommends self-controlled risk interval design (SCRI design) with an appropriate
risk period by collecting data with minimal reporting bias.
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Fig.1 The number of reported SAH cases per day after vaccination
T FoEBEERODS BETHOREE CTORKEHREH

30
25
20
15
B

10
5
. I .1 l.x :  aa

01 2 3 45 6 7 8 9 10 11 12 13 14 15 16 17 18 19 20 21 22 23 24 25 26 27 28 29 30

7 F EBERBR
Wa3r7q48F [0ANAINy 7 RGE

DUF & 0 SEF R

JEAEFHED WebH 4 1P TARXNATWSEIIF T4 itk G~ 11EMAT 2 F v, 2Mliv s+ &)

RO A 208y o A 247 2 F v & &) OFRTOFECHRERER]—E

Fig. 2 The number of reported CH cases per day after vaccination
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Fig.3 The number of reported CI cases per day after vaccination
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Fig. 4 The number of reported MI cases per day after vaccination
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