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Immune-Related Adverse Events on
Immune Checkpoint Inhibitors in
Portugal: Insights from VigiBase®
Spontaneous Reporting System Analysis

Most of these outcomes fell under Endocrine
disorders (n= 60; 17.44%), followed by Skin and
subcutaneous tissue disorders (n= 33; 9.60%)
and General disorders and administration site
conditions (n=28; 8.14%). Ninety-point forty
percent (n=113) of the SR were assessed as
serious.
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This study aimed to gain further insight into ICI
safety in Portugal by querying VigiBase®.

999 de-duplicated SRs with ICIs as
suspected drugs were gathered 

Of these, 125 reported events
featured in the SMQ “Immune-
mediated/autoimmune disorders”. 

In 119 (95.20%) SRs, the reporter was a healthcare
professional. The median age was 66.5 years
(ranging from 20 to 93 years), with 89 (71.20%)
SRs described in men. The PD-1/PD-L1 pathway
was the target of ICI treatment in 103 (82.40%) SRs
and lung cancer was the most frequent underlying
cancer type, accounting for 61 (41.80%) SRs,
followed by malignant melanoma in 31 (24.80%)
SRs. 
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Results The  SRs documented a total of
344 immune-mediated outcomes

Immune-checkpoint inhibitors (ICIs) are a modality
of antineoplastic medicines. The growing use of
ICIs in clinical practice raises concerns about
uncontrolled immune-related adverse events
(irAEs). ICIs have a different toxicity profile than
radiotherapy and chemotherapy. irAEs can involve
any organ or system. Additionally, they often have
a delayed onset and protracted duration. They
typically present as low-grade, treatable, and
reversible, but occasionally escalate to severe and
irreversible conditions.

A case-by-case evaluation was performed on
VigiBase® of safety reports (SR), that came from
Portugal, gathered in the database from its
inception through to 31 August 2023. Medicines of
interest were ICIs, namely: ipilimumab, nivolumab,
pembrolizumab, cemiplimab, atezolizumab,
avelumab, durvalumab, and dostarlimab. Events of
interest were immune-mediated outcomes. Those
were retrieved using the standardized query
“Immune-mediated/autoimmune disorders”,
available through the medical dictionary for
regulatory activities (MedDRA®). The demographic
and clinical characteristics of the included SRs
were described. Immune-mediated outcomes were
grouped into system organ classes (SOCs) 

Conclusion
By exploiting VigiBase®, an extensive analysis of
the largest series of Portuguese cases related to
ICIs exposure and irAE reporting was conducted.
Immune-mediated outcomes were identified in
12.51% of all SRs associated with ICIs. Given the
growing use of ICIs as antineoplastics,
continuous surveillance by clinicians and
pharmacovigilance experts within large-scale
spontaneous reporting systems is needed.


