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Background

* Disproportionality analysis for quantitative signal detection (QSD) typically analyzes @\\\ Using semantic similarity for weighted information sharing

MedDRA PTs one at a time and independently,! which can obscure signals for a single (lC SSIVI) may detect SGfety signals earlier than traditional

medical concept.? /37 PT-level QSD
* While grouping methods like standardized MedDRA queries (SMQ) exist, they lack

quantitative weighting based on semantic relationships among MedDRA PTs.3

* A recent pre-print article highlighted the potential of semantic similarity measures Limitations include a small drug-event sample size, and results
_ . . . - . . T
(SSM)-based weighting to enable better information sharing in QSD. & require a more nuanced evaluation of the clinical

* Anaphylaxis i t that t | f : :
naphylaxis is a common adverse event that can be represented by a wide range o meaningfulness of weighted terms.

MedDRA PTs that fall under multiple system organ classes.

Aim Jf[:'\)

These findings support further evaluation of semantic similarity

/o\’ To compare the performance of IC SSM approach (based on semantic aporoaches to complement existin €0 FrornEvie)e
ﬂ@Q similarity-informed Bayesian borrowing) versus traditional QSD for anaphylaxis. —DD @% PP X 9Q ‘
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*by increasing borrowing weight
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