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General Information 
YODA Project (Protocol) ID: 2025-0716 

Date Proposal Received by 
YODA Project: 

10-Oct-2025 

Product Name(s): Paliperidone Palmitate 
Risperidone 

Condition(s) Studied: Schizophrenia, Schizoaffective 

NCT Numbers(s), Protocol 
Number(s) and Title(s): 

1. NCT03345342 - R092670PSY3015 
A Double-blind, Randomized, Active-controlled, Parallel-
group Study of Paliperidone Palmitate 6-Month 
Formulation 

2. NCT02713282 - R092670SCH3015 
A 52-Week, Open-Label, Prospective, multicenter, 
International Study of a Transition to the Paliperidone 
Palmitate 3-Month Formulation In Patients With 
Schizophrenia Previously Stabilized on the Paliperidone 
Palmitate 1-Month Formulation 

3. NCT01529515 - R092670PSY3012 - A Randomized, Multi-
center, Double-Blind, Relapse Prevention Study of 
Paliperidone Palmitate 3 Month Formulation for the 
Treatment of Subjects With Schizophrenia 

4. NCT01515423 - R092670PSY3011 - A Randomized, Multi-
center, Double-Blind, Non-inferiority Study of Paliperidone 
Palmitate 3 Month and 1 Month Formulations for the 
Treatment of Subjects With Schizophrenia 

5. NCT01281527 - R092670SCH3010 - A 6-month, Open Label, 
Prospective, Multi-center, International, Exploratory Study 
of a Transition to Flexibly Dosed Paliperidone Palmitate in 
Patients With Schizophrenia Previously Unsuccessfully 
Treated With Oral or Long-acting Injectable Antipsychotics 

6. NCT01258920 - PALM-JPN-5 - A Long-Term, Open-Label 
Study of Flexibly Dosed Paliperidone Palmitate Long-Acting 
Intramuscular Injection in Japanese Patients With 
Schizophrenia 

7. NCT01157351 - R092670SCH3006 - A Fifteen-month, 
Prospective, Randomized, Active-controlled, Open-label, 
Flexible Dose Study of Paliperidone Palmitate Compared 
With Oral Antipsychotic Treatment in Delaying Time to 
Treatment Failure in Adults With Schizophrenia Who Have 
Been Incarcerated 

8. NCT01081769 - R092670SCH3005 - A 24-month, 
Prospective, Randomized, Active-Controlled, Open-Label, 
Rater-Blinded, Multi-center, International Study of the 
Prevention of Relapse Comparing Long-Acting Injectable 
Paliperidone Palmitate to Treatment as Usual With Oral 
Antipsychotic Monotherapy in Adults With Schizophrenia 
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9. NCT00378092 - CR011992, RISSCH3024 - A Prospective 
Study of the Clinical Outcome Following Treatment 
Discontinuation After Remission in First-Episode 
Schizophrenia 

10. NCT00369239 - RISSCH4043 - Is Premorbid Functioning a 
Predictor of Outcome in Patients With Early Onset Psychosis 
Treated With Risperdal Consta? 

11. NCT00299702 - RISSCH4060 - A 2-year, Prospective, 
Blinded-rater, Open-label, Active-controlled, Multi-center, 
Randomized Study of Long-term Efficacy and Effectiveness 
Comparing Risperdal(R) Consta(R) and Abilify(R) 
(Aripiprazole) in Adults With Schizophrenia 

12. NCT00297388 - RIS-SCH-401 - A 52-wk Prospective, 
Randomized, Double-blind, Multi-center Study of Relapse 
Following Transition From Oral Antipsychotic Medication to 
2 Different Doses (25 or 50 mg Every 2 Wks) of Risperidone 
Long-acting Microspheres (RISPERDAL CONSTA) in Adults 
With Schizophrenia or Schizoaffective Disorder 

13. NCT00236457 - RIS-INT-62 - Randomized, Multi-center, 
Open Label Trial Comparing Risperidone Depot 
(Microspheres) and Olanzapine Tablets in Patients With 
Schizophrenia or Schizoaffective Disorder 

14. NCT00236379 - RIS-USA-275 - A Six-month, Double-blind, 
Randomized, International, Multi-center Trial to Evaluate 
the Glucoregulatory Effects of Risperidone and Olanzapine 
in Subjects With Schizophrenia or Schizoaffective Disorder 

15. NCT00216671 - RISSCH4045 - Early Versus Late Initiation of 
Treatment With Risperdal Consta in Subjects With 
Schizophrenia After an Acute Episode 

16. NCT00216632 - RISSCH4026 - Treatment Success in Patients 
Requiring Treatment Change From Olanzapine to 
Risperidone Long Acting Injectable (TRESOR) 

17. NCT00216476 - RISSCH3001 - CONSTATRE: Risperdal(R) 
Consta(R) Trial of Relapse Prevention and Effectiveness 

18. NCT00589914 - R092670PSY3006 - A Randomized, Double-
Blind, Parallel-Group, Comparative Study of Flexible Doses 
of Paliperidone Palmitate and Flexible Doses of Risperidone 
Long- Acting Intramuscular Injection in Subjects With 
Schizophrenia 

19. NCT00604279 - R092670PSY3008 - A Randomized, Open-
Label, Parallel Group Comparative Study of Paliperidone 
Palmitate (50, 100, 150 mg eq) and Risperidone LAI (25, 
37.5, or 50 mg) in Subjects with Schizophrenia 

20. NCT00590577 - R092670PSY3007 - A Randomized, Double-
Blind, Placebo-Controlled, Parallel-Group, Dose Response 
Study to Evaluate the Efficacy and Safety of 3 Fixed Doses 
(25 mg eq., 100 mg eq., and 150 mg eq.) of Paliperidone 
Palmitate in Subjects With Schizophrenia 
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21. NCT00111189 - R092670PSY3001 - A Randomized Double-
blind Placebo-controlled Parallel Group Study Evaluating 
Paliperidone Palmitate in the Prevention of Recurrence in 
Patients With Schizophrenia. Placebo Consists of 20% 
Intralipid (200 mg/mL) Injectable Emulsion 

22. NCT00210717 - R092670PSY3002 - A Randomized, Double-
Blind, Parallel Group, Comparative Study of Flexibly Dosed 
Paliperidone Palmitate (25, 50, 75, or 100 mg eq.) 
Administered Every 4 Weeks and Flexibly Dosed RISPERDAL 
CONSTA (25, 37.5, or 50 mg) Administered Every 2 Weeks in 
Subjects With Schizophrenia 

23. NCT00119756 - R092670PSY3005 - A Randomized, 
Crossover Study to Evaluate the Overall Safety and 
Tolerability of Paliperidone Palmitate Injected in the Deltoid 
or Gluteus Muscle in Patients With Schizophrenia 

24. NCT00210548 - R092670PSY3003 - A Randomized, Double-
Blind, Placebo-Controlled, Parallel-Group, Dose-Response 
Study to Evaluate the Efficacy and Safety of 3 Fixed Doses 
(50 mg eq., 100 mg eq., and 150 mg eq.) of Paliperidone 
Palmitate in Subjects With Schizophrenia 

25. NCT00101634 - R092670PSY3004 - A Randomized, Double-
blind, Placebo-controlled, Parallelgroup, Dose-response 
Study to Evaluate the Efficacy and Safety of 3 Fixed Doses 
(25 mg eq, 50 mg eq, and 100 mg eq) of Paliperidone 
Palmitate in Patients With Schizophrenia 

26. NCT00074477 - R092670-SCH-201 - A Randomized, Double-
Blind, Placebo-Controlled Study to Evaluate the Efficacy and 
Safety of 50 and 100 Mg-eq of Paliperidone Palmitate in 
Patients With Schizophrenia 

27. NCT01193153 - R092670SCA3004 - A Randomized, Double-
Blind, Placebo-Controlled, Parellel-Group Study of 
Paliperidone Palmitate Evaluating Time to Relapse in 
Subjects With Schizoaffective Disorder 

28. NCT01051531 - R092670SCH3009 - Safety, Tolerability, and 
Treatment Response of Paliperidone Palmitate in Subjects 
With Schizophrenia When Switching From Oral 
Antipsychotics 

29. NCT01527305 - R092670SCH4009 - An Open-Label, 
Prospective, Non-Comparative Study to Evaluate the 
Efficacy and Safety of Paliperidone Palmitate in Subjects 
With Acute Schizophrenia 

30. NCT01299389 - PALM-JPN-4 - A Randomized, Double-Blind, 
Placebo-Controlled, Parallel-Group, Fixed-Dose, Multicenter 
Study of JNS010 (Paliperidone Palmitate) in Patients With 
Schizoprenia 

Proposal Review 
Question 1: No 
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The clinical trial data from the study/studies listed above were previously 
identified and approved as being available for a data sharing request.  Is 
there any reason why the study/studies listed should no longer be shared? 
Comments if ‘Yes’:  
Question 2: 
On review of the proposal, is there any data that has been requested that 
may be missing from the clinical database? 

No 

Comments if ‘Yes’:  
Question 3: 
Is a similar analysis underway, or completed and pending disclosure by J&J? 

No 

Comments if ‘Yes’:  
 
 


