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CONTEXT: Vinquering is a recently developed antipsychotic drug with full agonistic activity at muscarine and MMDA receptors and concomitant B i ¢y iewire: foe sl 73 shemnin i
partial agonistic activity at dopamine2 (D2) receptors. In this multicenter prospective trial, we examined the efficacy, safety, and tolerability of g, a e ol die e e S ] el 200

vinguerine in patients with first-episode psychosis (FEP).
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METHODS: In this 4-week double-blind open randomized study, 303 FEP patients received vinquerine (300 mg/day, n = 101), placebo (n = 103), or
olanzapine (15 mgfday, n = 99). Efficacy assessments included Positive and Negative Syndrome Scale (PANSS) scores and Clinical Global

Impression (CGI) scores. Safety and tolerability evaluations included assessment of extrapyramidal symptoms and effects on weight. prolactin levels, *w&eJ=sre
and the corrected QT (QTc) interval. Patients who discontinued treatment for any reason within 4 weeks were excluded from analysis.
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RESULTS: Vinquerine and olanzapine resulted in significantly lower PANSS scores compared to placebo on all outcomes (olanzapine -15 points,
vinguerine -17 points, P<0.01). Compared to placebo, effects on the total PANSS scores were significantly reduced after 1 week. In a direct
comparison with olanzapine, PANSS positive symptom scores were significantly higher for vinquerine (vinquerine 78% decrease vs. olanzapine 54% P all
decrease, p<0.01). A similar benefit was found for PANSS negative symptom scares (58% vs 11% decrease, p<0.01). No significant differences were

present between vinguerine. olanzapine and placebo in occurrence of extrapyramidal symptoms. Mean prolactin |evels decreased with vinquerine (5%}

but increased 2-fold compared to olanzapine (p<0.001). Mean change in QTc interval did not differ significantly from placebo for any of the active Crtwd by ZFubMed Central articles
treatment groups. Vinquerine and placebo groups showed a similarly low incidence of clinically significant weight gain, whereas weight gain (>5kg v

increase from baseline) was significantly increased in the olanzapine treatment group (24%, p<0.01). i gy SH0A

HrE P

e omer il

CONCLUSIONS: Vinguerine is an effective, safe, and well-tolerated drug for the treatment of positive and negative symptoms in FEP. With a unique g e, Favke [heacpsye b s e 204

pharmacological profile. this novel drug represents a novel treatment option in FEP. Future research should investigate the possible benefits of
vinguerine in the treatment of the negative symptoms of schizophrenia.
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Efficacy and safety of the novel antipsychotic vinquerine in the treatment of first-episode psychosis: a
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Abstract

CONTEXT: Vinquerine is a recently developed antipsychotic drug with full agonistic activity at muscarine and NMDA receptors and concomitant
partial agonistic activity at dopamine2 (D2) receptors. In this multicenter prospective trial, we examined the efiicacy, safety, and tolerability of
vinguerine in patients with first-episode psychosis (FEP)L

METHODS: In this 4-week double-blind open randomized study, 303 FEP patients received vinquerine (300 mg/day, n = 101), placebo (n = 103), or
olanzapine (15 mg/day, n = 99). Efficacy assessments included Positive and Negative Syndrome Scale (PANSS) scores and Clinical Global
Impression (CGl) scores. Safety and tolerability evaluations included assessment of extrapyramidal symptoms and effects on weight, prolactin levels,
and the corrected QT (QTc) interval. Patients who discontinued treatment for any reason within 4 weeks were excluded from analysis.

RESULTS: Vinguerine and olanzapine resulted in significantly lower PANSS scores compared to placebo on all cutcomes (olanzapine -15 points,
vinguerine -17 points, P<0.01). Compared to placebo, effects on the total PANSS scores were significantly reduced after 1 week. In a direct
comparison with olanzapine, PANSS positive symptom scores were significantly higher for vinguerine {vinquerine 78% decrease vs. olanzapine 54%
decrease, p<0.01). A similar benefit was found for PANSS negative symptom scores (58% vs 11% decrease, p<0.01). MNo significant diffierences were
present between vinquerine, olanzapine and placebo in occurrence of extrapyramidal symptoms. Mean prolactin levels decreased with vinquerine (5%)
but increased 2-fold compared to olanzapine (p<0.001). Mean change in QTc interval did not differ significantly from placebo for any of the active
treatment groups. Vinguerine and placebo groups showed a similarly low incidence of clinically significant weight gain, whereas weight gain (=5kqg
increase from baseline) was significantly increased in the olanzapine treatment group (24%, p<0.01).

CONCLUSIONS: Vinquerine is an effective, safe. and well-tolerated drug for the treatment of positive and negative symptoms in FEP. With a unique
pharmacological profile, this novel drug represents a novel treatment option in FEP. Future research should investigate the possible bensfits of
vinguerine in the treatment of the negative symptoms of schizophrenia.
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Efficacy and safety of the novel antipsychotic vinquerine in the treatment of first-episode psychosis: a
randomized, controlled multicenter trial.
Friedman J, Gillingham GT‘, Tierney JK, Yogel C, Cazorla P, Steimbeck Y.

Author information

Abstract

CONTEXT: Vinguerine is a recently developed antipsychotic drug with full agonistic activity at muscarine and NMDA receptors and concomitant
partial agonistic activity at dopamine2 (D2} receptors. In this multicenter prospective trial, we examined the efficacy, safety, and tolerability of
vinguerine in patients with first-episode psychosis (FEP).

METHODS: In this 4-week double-blind open randomized study, 303 FEP patients received vinquerine (300 mg/day. n = 101), placebo (n = 103). or
olanzapine (15 mg/day, n = 99). Efficacy assessments included Positive and Negative Syndrome Scale (PANSS) scores and Clinical Global
Impression (CGl) scores. Safety and tolerability evaluations included assessment of extrapyramidal symptoms and effects on weight, prolactin levels,
and the comrected QT (QTc) interval. Patients who discontinued treatment for any reason within 4 weeks were excluded from analysis.

RESULTS: Vinquerine and olanzapine resulted in significantly lower PANSS scores compared to placebo on all outcomes (olanzapine: 15 points,
vinguerine: 17 points, P<0.01). Compared to placebo, effects on the total PANSS scores were significantly reduced after 1 week. In a direct
comparison with olanzapine, vinquerine PANSS positive symptom scores were slightly lower for vinquerine (vinquerine 48% decrease vs_ olanzapine
54% decrease, p = 0,15). A similar result was found for PANSS negative symptom scores (18% vs 11% decrease , p=0.45). No significant differences
were present between vinquerine, olanzapine and placebo in the occurrence of extrapyramidal symptoms. Mean prolactin levels increased 2-fold with
vinguerine but increased slightly (5%) with olanzapine (p<0.001). Mean change in QTc interval did not differ significantly from placebo for any of the
active treatment groups. Placebo groups showed a low incidence of clinically significant weight gain, whereas weight gain (=5kg increase fram
baseline) was significantly increased in both active treatment groups (14% for vinquerine and 17% for olanzapine. p<0.01).

CONCLUSIONS: In this 4-week follow up study. vinquerine appeared to be effective for the treatment of positive symptoms in FEP. Nevertheless,
significant increases in prolactin levels and weight gain occurred, and no significant differences were found between olanzapine and vinquerine. Future
research and larger studies with a longer follow up period should investigate the possible benefits of vinquerine in the treatment of schizophrenia.
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METHODS: In this 4-week double-blind open randomized study, 303 FEP patients received vinquerine (300 mg/day, n = 101), placebo (n = 103), or
olanzapine (15 mg/day. n = 99). Efficacy assessments included Positive and Negative Syndrome Scale (PANSS) scores and Clinical Global
Impression (CGl) scores. Safety and tolerability evaluations included assessment of extrapyramidal symptoms and effects an weight. prolactin levels,
and the corrected QT (QTc) interval. Patients who discontinued treatment for any reason within 4 weeks were excluded from analysis.
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RESULTS: Vinguerine and olanzapine resulted in significantly lower PANSS scores compared to placebo on all outcomes (olanzapine: 15 points,
vinguerine: 17 points, P<0.01). Compared to placebo, effects on the total PANSS scores were significantly reduced after 1 week. In a direct
comparison with olanzapine, vinquerine PANSS positive symptom scores were slightly lower for vinquerine (vinguerine 48% decrease vs. olanzapine
54% decrease, p = 0,15). A similar result was found for PANSS negative symptom scores (18% vs 11% decrease . p=0.45). No significant differences
were present bglween \nﬂqgerme. olanzgpme and g\acebo in the occurrence of extrapyr.amldal symptoms. Mgaq prolactin levels increased 2-fold with CIvBS DY £ PULNIE CRMIrEl Arucies
vinguerine but increased slightly (5%) with olanzapine (p<0.001). Mean change in QTc interval did not differ significantly from placebo for any of the T

active treatment groups. Placebo groups showed a low incidence of clinically significant weight gain, whereas weight gain (>5kg increase from an b gk o on sz g e WHE ige. 2]
baseline) was significantly increased in both active treatment groups (14% for vinquerine and 17% for olanzapine, p<0.01).
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CONCLUSIONS: In this 4-week follow up study, vinguerine appeared to be effective for the treatment of positive symptoms in FEP. Nevertheless, g wlans Feacpsab ea b oee, 2U)
significant increases in prolactin levels and weight gain occurred. and no significant differences were found between olanzapine and vinguerine. Future

research and larger studies with a longer follow up period should investigate the possible benefits of vinquering in the treatment of schizophrenia.
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