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A randomized controlled trial of agomelatine combined with second—generation antipsychotics in the

treatment of negative symptoms and cognitive function in schizophrenia

FAN Yuanyuan, CHEN Zuowei, WANG Yuan, et al. Jingzhou Hospital Affiliated with Yangtze University ,
Jingzhou 434000, China

[ Abstract ] Objective To investigate the efficacy and safety of agomelatine combined with second—generation an—
tipsychotic drugs in the treatment of negative symptoms and cognitive function in schizophrenia. Methods A 24-week
open—label randomized controlled trial was conducted, enrolling 83 schizophrenia patients primarily exhibiting negative
symptoms. Participants were randomly assigned to two groups: the experimental group received agomelatine (25 mg/
day) combined with second—generation antipsychotic medication, while the control group received only second—gener—
ation antipsychotic drugs. Follow—up assessments were conducted at weeks 2, 4, 8, 16, and 24. The primary assess—
ment tools included the Scale for the Assessment of Negative Symptoms (SANS), Positive and Negative Syndrome Scale
(PANSS), Clinical Global Impressions (CGI), Repeatable Battery for the Assessment of Neuropsychological Status
(RBANS), and the Treatment Emergent Symptom Scale (TESS) . Results The experimental group showed significant
time X group interactions on the total SANS score and subscales, including emotional blunting, poverty of speech, an—
hedonia/social withdrawal (P<0.001, P<0.01) . Similar significant interactions were observed in the PANSS total score,
negative symptom, and general psychopathology subscales (P<0.01), and in CGI-E (P<0.05) . By week 24, the ex—
perimental group significantly outperformed the control group in RBANS scores, particularly in immediate and delayed

memory. The incidence of adverse events was similar between the two groups. Conclusion Agomelatine combined with
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second—generation antipsychotic drugs effectively improves negative symptoms and cognitive function in patients with

schizophrenia, with a good safety profile.

[ Key words ] Agomelatine; Schizophrenia; Negative symptoms; Cognitive function; Randomized controlled trial
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