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Literature analysis of neuropsychiatric adverse reactions induced by montelukast

HUI Hong-yan!, ZHOU Xiang? GUO Xiao-he®, DENG Zhi-jian®

1. Department of Clinical Pharmacology, the First Affiliated Hospital of Xinxiang Medical College, Xinxiang 453100, China

2. One Ward of Department of Neurosurgery, the First Affiliated Hospital of Xinxiang Medical College, Xinxiang 453100, China

3. One Ward of Department of Gastroenterology, the First Affiliated Hospital of Xinxiang Medical College, Xinxiang 453100,
China

Abstract: Objective To understand the relevant rules and characteristics of neuropsychiatric adverse reactions induced by
montelukast, and to search for risk factors, and provide references for safe drug usage. Methods In the pharmacovigilance system
(CHPS v2.0) drug evaluation system of First Affiliated Hospital of Xinxiang Medical College, the cases occurred in the process of
“excited”, “anxiety”, “depression”, “lost or chaos”, “concentration” and “the nightmare” and “illusion”, “insomnia”, “vibration”,
“upset”, “angry”, “sleepwalking”, “suicide”, “obsessive compulsive disorder”, “anxiety”, “stuttering”, and “involuntary muscles nerve
cases” of using montelukast through the doctor’s advice retrieval and case retrieving these two dimensions were retrieved from
January2019 to February 2020. At the same time, the neuropsychiatric adverse reactions related to montelulast in Wangfang Database,
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Chinese Academic Journal (online), Chinese Science and Technology Journal Full-text Database (VIP) were searched. The literature
cases were combined with the hospital cases. The patients’ gender, age, original disease, dosage, combination of drugs, adverse
reactions, occurrence time, severity, treatment, and outcome were analyzed retrospectively. Results 15 Cases in hospital were
collected, and 12 cases were obtained by literature retrieval, and 27 cases were included in total. The results of correlation evaluation
showed that 4 cases were “probably related” (14.8%), and 23 cases were “probably related” (85.2%). The incidence of adverse
reactions in hospital cases was 0.33%. The incidence of adverse events was highest in the 40 — 65 ages old group. There were 13 cases
of adverse reactions without indications of montelukast. No correlation was found between dose and adverse reactions. Adverse
reactions include anxiety, nightmares, irritability/agitation/verbal hyperactivity, and more aggression, as well as enuresis, headache,
head distension, and limb numbness. The time of occurrence was mostly within 7 d after the use of the drug, and the fastest was half an
hour, but also may be delayed to several weeks later. Most of them can return to normal and recover quickly after stopping the drug.
Conclusion Montelukast may cause neuropsychiatric adverse reactions, therefore clinical application should strictly grasp the
indications of drug use and strengthen the monitoring of drug use. In the clinical application of children patients should be more
attention, once the occurrence of adverse reactions the use should be immediately stopped, especially within a week after the start of
drug use to strengthen the clinical observation. Related neuropsychiatric adverse reactions can be recovered after drug withdrawal.
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Table 1 Age distribution of neuropsychiatric adverse reactions

induced by montelukast

RS n/ il F4) % EL %
0~6 4 14.8
6~17 1 3.7
17~40 2 7.4
40~65 13 48.1
>65 7 25.9
Hit 27 100.0
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Table 2 Primary disease distribution of neuropsychiatric
adverse reactions induced by montelukast

Ji B0 n/l F4 % EE /%
SCRE G 1 40.7
W8 A% S 28 1 i 1 3.7
A 2 7.4
XRER 4 14.8
2 4 BEL 2 4 i 0 3 11.1
AEY IRIE 2 7.4
JI ] 3 9 A% 1 37
W RT3 4 25 5 A 1 37
e L& 1 3.7
JIt 8 e 1 37
it 27 100.0
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Table 3 Combined drug use of neuropsychiatric adverse reactions induced by montelukast
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Table 4 Occurrence time of neuropsychiatric adverse reactions
caused by montelukas
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