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Global Manual on Surveillance of Adverse Events Following Immunization

8.1 Levels of AEFI causality assessment

Causality assessment of AEFI applies to investigating relationships between a
vaccine and an adverse event at three levels - the population level, the level of
the individual AEFI case report. and in the context of the investigation of signals
- all of which depend on an assessment of causality for individual cases. The
details are outlined in the Table18.

Table 18. Assessing causality at different levels

Population level: Surveillance data and an appropriate statistical methodology
are used to test the hypothesis that there is a causal association between the
use of a vaccine and a particular AEFI. At the population level the aim is to
answer the question “Can the given vaccine cause a particular adverse event?”
This may sometimes be combined with causality assessment at the individual
level (of AEFI collected within that system) whereby some or all of the cases of
interest could undergo individual case review and causality assessment before
inclusion in a group analysis.

Individual AEFI case report: The aim is to estimate the probability that the
occurrence of a reported AEFI in a specific individual is causally related to use
of the vaccine. The aim of causality assessment at the individual level is to
address the question “Did the vaccine given to a particular individual cause the
particular event reported?” It is usually not possible to establish a definite
causal relatignship between a particular AEFI and a particular vaccine gn the
basis of a single AEFI case report.

{2 O AEFTIERIIRS: BEOMAICHVWTERETI AEFIORES, D0F v OEREERME
CHIBREHRRTDIEZAMELET. BALANTOERMEFEOBMIZ. IHEOMAICE
BENED00F 0 BETNAEBEORRESISBILEZON 2 1V SRVICEADIETT,

ﬁﬁ'és_tl?&’r']ﬁ?'d’o

Investigation of signals: The assessment of whether a particular vaccine is likely
to cause a particular AEFI takes into account all evidence: individual AEFI cases,
surveillance data and. where applicable, cluster investigations as well as
nonclinical data.
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