ADVERSE EVENTS INDUCED BY ANTI-INFECTIVES IN
HOSPITALIZED PATIENTS
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ABSTRACT

Introduction. The objective of this study was to obtain
accurate data about adverse events (AEs) related to anti-
microbial therapy, including rate, causality, outcome and
circumstances in which they occurred.

Methods. Hospitalizised patients undergoing treat-
ment with one or more anti-infective drugs were eligible for
the study. The main outcome measures were any adverse
clinical signs, symptoms or laboratory test abnormalities
that had likely been induced by an anti-infective agent. The
seriousness and causality of the AEs were classified on the
basis of WHO recommendations and compared with re-
sults from the Naranjo Probability Scale, European Cau-
sality Categories (ABO system) and French Imputation
System assessments.

Results. During the 6-month study period, 421 patients
(72.84%) received at least one anti-infective drug. Thirty-
one patients (7.36%) were found to have anti-infective-
induced AEs. Anti-tuberculosis agents caused the highest
percentage of AEs (38.7%) during the period of observation.
The majority of AEs presented as disorders of the gastroin-
testinal tract (41.9%).

Conclusion. AEs in females tend to last longer than
in males. Males have a greater risk of experiencing AEs
caused by fluoroquinolones (e.g., ciprofloxacin), while
female patients have a greater risk of experiencing AEs
caused by anti-tuberculosis agents. The incidence of
AEs in inpatients receiving anti-infectives in our study
(7.36%) is within the range reported from other studies.
There is a great need for the development of new cau-
sality assessment scales that have better sensitivity and

specificity.
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SAZETAK

Uvod. Cilj studije je da se utvrde precizni podaci o
nezeljenim dogadajima uzrokovanim primenom antimikrobne
terapije, o stopi njihove ucestalosti, uzrocnosti, ishodu i okolnos-
tima pod kojima su se pojavile.

Metode. Posmatrani su pacijenti koji su tokom hospital-
nog lecenja bili tretirani anti-infektivnim lekovima i kod kojih
je doslo do pojave nezeljenog klinickog znaka, simptoma ili ab-
normalnosti laboratorijskih nalaza, za koje se moze postaviti
sumnja da su indukovani primenom anti-infektivne terapije.
Tezina i uzrocnost nezeljenih dogadaja vezanih za primenu lek-
ova (NDL) su klasifikovane na osnovu preporuka SZO i potom
poredene sa rezultatima dobijenim iz analize Naranjo skale
verovatnoce, Evropskih kategorija kauzalnosti (ABO sistem) i
Francuskog sistema za utvrdivanje kauzalnosti.

Rezultati. Tokom 6-mesecnog studijskog perioda, 421 paci-
jent (72.84%) je dobio najmanje jedan anti-infektivni lek. Kod 31
pacijenta (7.36%) je uocen nezeljeni dogadaj, za koji je postav-
ljena sumnja da je uzrokovan primenom anti-infektivne terapije.
Najvedi procenat NDL u posmatranom periodu je bio uzrokovan
antituberkuloticima (38.7%). Veéina nezeljenih dejstava lekova
se pojavila kao poremeclaji digestivnog trakta (41.9%,).

Zakljucak. Nezeljena dejstva kod Zena imaju tendenciju
da traju duze nego kod muskaraca. Muskarci imaju veci rizik
da iskuse nezeljene dogadaje uzrokovane fluorohinolonima
(ciprofloksacin) od Zena, dok su zZene u veem riziku da iskuse
nezeljene dogadaje uzrokovane antituberkuloticima. Incidenca
NDL kod pacijenata u nasoj studiji koji su primali antiinfek-
tiviu terapiju (7.6%) je u proseku rezultata koje su dale druge
studije koje su se bavile slicnim problemom. U zakljucku se
namece velika potreba za razvojem novih skala za procenu
kauzalnosti, sa boljom senzitivnoséu i specificnoscu.

Kljucne reci: nezeljeni dogadaj povezan sa primenom
leka, anti-infektivni agensi, hospitalizacija.
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