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the purpose of this research study is to compare the "real-world" effectiveness of two injectable antipsychotic drugs approved by the fda and widely used in the long term (palitate paliperidone and haloperidol decanoate) in patients with schizophrenia or schizoaffective disorder that is expected to benefit from the best conformity of drugs associated
with injectable drugs. the goal is to assess the effects of drugs on the important results for patients (relax, symptoms, adverse effects, operation) as well as policy makers (all higher costs.) condition or disease Intervention/treatment stage schizophrenia schizoaffective disorder drug: haloperidol decanoate drugs: paliperidone palmitate phase 4 the
purpose of this research study of comparative effectiveness is to learn more about different drugs called antipsychotics that are used to treat schizophrenia or schizoaffective disorder. In particular, we are looking at long-acting drugs that are administered by injection every month instead of being taken by mouth every day. in this multi-site study, we
are comparing the risk and benefits of two injectable drugs approved by fda (palitate paliperidone and haloperidol decanoate.) study participants with schizophrenia or schizoaffective disorder should benefit from the improved drug program. This study aims to enroll 360 people with schizophrenia or schizoaffective disorder for those who treatment
with a long-term injectable antipsychotic drug is likely to be useful. the participants of the study will be randomly assigned to the treatment with the decanoate paliperidone palmitato and haloperidol up to 24 months. participants will have the same chance to be assigned to each drug, however participants will not know what medication they are
taking. Intervention/treatment of the experimental arm: paliperidone palmitate intramuscular injections of paliperidone palmitate 39-234 mg every month drug: paliperidone palmitate injections of palmitate paliperidone, 39 mg - 234 mg once a month other name: invega sustenna active comparator: haloperidol decanoate intramuscular injections of
haloperidol decanoate 25-200 mg each month drug: haloperidol decanoate efficacy fall [ time frame: 24 months Jefficacy fail as indicated by psychiatric ospedalization, need for crisis intervention, clinical decision that the oral antipsychotic drug can not be interrupted in less than eight weeks, a clinical decision to stop the drug due to an inadequate
benefit, or the continuous or repeated need of antipsychotic drugs. secondary income measures: changes in psychiatric symptoms [ time frame: baseline at 6 months ]Jthe scale of positive and negative syndrome measures the main symptoms associated with schizophrenia. the measure includes 30 elements classified by 1=absent to 7= extremely
severe.scores are 30-210 with higher scores representing a more severe disease. Reductions of symptoms over time are an improvement. Criteria for inclusion: Schizophrenia diagnosis or schizoaffective disorder as defined by DSM-IV-TR criteria Age 18-65 years Ability to provide informed consent Patients who may benefit from treatment with
injectable paliperidone long-term palmitato or haloperidol decanoate Women of the child potential that bring potential must have a negative test of serum pregnancy at the screening visit. Exclusion criteria: Patients who are currently stable and who do well on an antipsychotic regimen Patients do not expect to benefit from the medicines of study due
to past experience with heridon, paliperidone or haloperidol Patients with late dyskinesia who are moderate or severe patients with any medical condition that, in the opinion of the investigator, could preclude the safe completion of the study United States Chicago, United States of America78A 711 United States, Washington Frontier Institute
Spokane, Washington, United States, 99A 204 VA Puget Sound Health Care System Tacoma, Washington, United States, 98A 493 New York State Psychiatric Institute National Institute of Mental Health (NIMH) University of North Carolina, Chapel Hill Layout table for investigator information Principal investigator: Scott Stroup, MD, MPH Columbia
University Principal Investigator: Joseph P McEvoy, MD Duke University Publications of results: McEvoy JP, Byerly M, Hamer RM, Dominik R, Swartz MS, Rosenheck RA, Ray N, Lamberti JS, Buckley PF, Wilkins TM, Stroup TS. Efficacy of paliperidone palmitate vs haloperidol decanoate for maintenance treatment of schizophrenia: a randomised
clinical trial. JAMA. 2014 May 21;311 (19):1978-87. doi: 10.1001/jama.2014.4310. Erratum in: JAMA. 2014 Oct 8; 312 (14):1473. Publications automatically indexed to this study by ClinicalTrials.gov Identifier (NCT Number): Additional Relevant MeSH Terms: Layout Table for MeSH Terms Schizophrenia Psychotic Disorders Schizophrenia Spectrum
and Other Psychotic Mental Disorders Haloperidol Paliperidone Palmitate Haloperidol Decanoate Anti-agents Psychotics Central nervous system tranquillizers Depressants Physiological effects of drugs Psychotropic drugs Serotonin receptor antagonists 5-HT2 Serotonin antagonists Neurotransmitter agents Molecular mechanisms of pharmacological
action Dopamine receptor antagonists Dopamine antagonists Dopamine antagonists Aminergic Autonomous agents Peripheral nervous system agents Gastrointestinal agents Antidyskinesia agents
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