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Targeted Spontaneous Reporting
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1. nsdndulanismdiin (Expert judgment)
e.g. WHO Model

2. LUUAINHNNIATEIU (Algorithms) e.g.
Naranjo Model, Thai Model
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WHO-Uppsala Monitoring Centre (UMC)
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certain

Categories | Time Other Dechallenge | Rechallenge
sequence |drugs/dz
ruled out
yes

probable yes yes yes no
possible yes no no no
unlikely no no - -
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Definition : Serious AE/ADR
¢ | 2R caly
mﬁ;msm/mmﬂuwaﬂszmﬂmwLm

Any untoward medical occurrence that at any dose:

>

YV V V V

>

results in death,

is life-threatening, (the patient was at risk of death at the time of the event)
requires inpatient hospitalization or prolongation of existing hospitalization
results in persistent or significant disability/incapacity, or

is a congenital anomaly/birth defect.

medical important (ICH E2D)
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