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INTRODUCTION

The FDA Adverse Reporting SyStem (FAERS) is a tOOI to VOIuntary Click on a year and then choose ASCII or XML for the desired quarter to download FAERS data files Figureslandz: FAERS download
report adverse events (AE), These data can be downloaded and | orea and database structure.
used to apply “Machine learning” (ML) techniques. The =
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;Qué delimitador separa los campos? Seleccione el delimitador apropiade y compruebe como se ve afectado el texto en la vista previa
que aparece abajo.

To test a tool of ML to develop a potential predictive model of AE R -
caused by immune checkpoint Inhibitors (ICl), using FAERS data e commcon e
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M AT E R I A L A N D M ET H O D S Figure 3: FAERS data import tool to the local database in Access.
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All FAERS records from 2022 were downloaded, selecting those of
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the group ICIs notified as “main suspected drug” (inclusion e
criteria). Collected variables from FAERS data set were: AE, age, e [ [ e o
drug and sex. The ML decision tree classification algorithm J48 S e

7 Adrenal insufficiency 394

8 Adrenocorticotropic ho... 136

implemented in the Weka application (version 3.8.6) was used to Figure 5: Example of analyzing e ——-
a subset of data with the | = clase (Nom) v | visuatize Al

elaborate the ML model. The RM was built using a spreadsheet to “explorer” tool.
tabulate and analyze the data (pivot tables and descriptive . L
statistics). (i '
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Test options Classifier output
Use training set Correctly Classified Instances
Supplied test set Incorrectly Classified Instances 23173

o Fappa statistic 0.1873
Cross-validation Folds 10

1,702,222 notifications were downloaded and 86,053 records o e e ey
were selected according to inclusion criteria. The J48 algorithm v

Root relative squared error

Total Number of Instances 0 40643

=== Detailed Accuracy By Class ===
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allowed us to estimate, for each AE the most likely responsible Tl
ICI drug. The metrics of the ML model obtained were satisfactory — b 1T ET N m S
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of AE). The application of J48 on another subset that includes T e U mm o e

More options. Attributes: 3

“adverse effect”, “age” and “drug”, had a lower predictive - . .=
capacity, due to the lower consistency of the data (age is only cise o
recorded as younger or older than 65 years) and that there is a Flgure 6 and 7: Exampe of app.ying the

J48 algorithm to a subset of data (metrics oo E?iiif%ﬁif.éiig?éf"°’

higher proportion of missing values. The RM allows the results and tree). e
obtained with ML to be easily explained and understood. LRI
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The results of the J48 algorithm were useful for the association
between AE, sex and drug. Despite the inherent limitations of
voluntary AE reporting, this study will serve as a starting point for
applying ML techniques in any other group, using FAERS data.
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