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INTRODUCTION

Signal detection is an

emerging field in
pharmacovigilance that helps
iIdentify adverse events

not seen in pre-marketing trials.
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Paronychia, a painful inflammation

of the nail fold, can be acute or chronic.
Studies report that patients receiving EGFR
— Inhibitors such as Gefitinib, Erlotinib, or
Osimertinib for stage IV adenocarcinona
often develop paronychia, especially on
the thumb and great toe.

Epidermal growth factor
receptor inhibitors (EGFRI),

used to treat various cancers,
act by selectively blocking EGFR-
expressing tumor cells

OBJECTIVE

* The objective of this study was to evaluate the possible association between
EGFRi and the occurrence of paronychia through disproportionality analysis

and to investigate the potential molecular pathways underlying this

relationship

METHODOLOGY

Data Source

FDA’s Adverse Event Reporting System
(FAERS) via OpenVigii 2.1 (2004Q1-2025Q1)

[ Study Term & Drugs

“Paronychia” associated with Afatinib,
Erlotinib, Dacomitinib, Gefitinib

Analysis Method

Drug-Event Combination (DEC) assessed
using Reporting Odds Ratio (ROR)
for disproportionality

Positive signal defined as ROR-1,96SE > 1
with 23 co-occurrences

Signal Refinement

Performed by gender and age, excluding
reports involving known paronychia-causing
drugs (MEK inhibitors, Retinoids, Protease
inhibitors, Chemotherapeutics)

Mechanistic Exploration

Off-target interactions identiffied via STITCH
and BindingDB; validated through
molecular docking
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A total of 2,092 cases of paronychia

were reported in FAERS,

476 were associated with EGFRI
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ANALYSIS
610 genes
associated with
paronychia
OFF-TARGET
ANALYSIS
Afatinib and gefitinib
interact with ABCG2

(Docking score: —6,3)

Dacomitinib was
found to interact with
ERBB2 and ERBB4

(Docking scores:
-4,3 and -8,2)

EGFRI are possibly
associated with
paronychia, with
Dacomitinib showing
the highest signal
strength.

Off-target interactions
involving ABCG2,
ERBB2, and ERBB4 may
contribute to the
underlying
pathophysiology.

These findings
underscore the
Importance of
further investigatior
Into the molecular
basis of this
adverse event.
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