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General Information 
YODA Project (Protocol) ID: 2025-0740 

Date Proposal Received by 
YODA Project: 

10-Nov-2025 

Product Name(s): Paliperidone / Paliperidone ER / Risperidone / Paliperidone 
Palmitate 

Condition(s) Studied: Schizophrenia / Bipolar Disorder / chronic psychosis / Depressive 
Disorder, Major / Autistic Disorder / Anxiety Disorders / Dementia / 
Alzheimer Disease /Conduct Disorder, Attention Deficit 
Hyperactivity Disorder, Attention Deficit and Disruptive Behavior 
Disorders 

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

Paliperidone or Paliperidone ER  
 

1. NCT00566631 - R076477SCH3018 
2. NCT00105326 - R076477-SCH-1010/CR002281 
3. NCT00524043 - R076477SCH4012 
4. NCT01662310 - R076477-SCH-3041 
5. NCT00085748 - R076477-SCH-302 
6. NCT00078039 - R076477-SCH-303  
7. NCT00083668 - R076477-SCH-305 
8. NCT00077714 - R076477-SCH-304  
9. NCT00752427 - R076477-SCH-702  
10. NCT00412373 - R076477SCA3002 
11. NCT00397033 - R076477SCA3001 
12. NCT00086320 - R076477-SCH-301 
13. NCT00334126 - R076477SCH3015 

 
Risperidone 
 

14. NO NCT# - RIS-BEL-7  
15. NO NCT# - RIS-INT-85  
16. NCT00297388 - RIS-SCH-401  
17. NCT00236379 - RIS-USA-275 
18. NCT00369239 - RISSCH4043 
19. NCT00216671 - RISSCH4045 
20. NCT00249223 - RIS-INT-61 
21. NO NCT# - RIS-USA-72 
22. NCT00253136 - RIS-USA-121/CR006055 
23. NO NCT# - RIS-USA-1 (RIS-USA-9001) 
24. NCT00088075 - RIS-SCH-302/CR003370 
25. NCT00378092 - CR011992, RISSCH3024 
26. NCT00216476 - RISSCH3001 
27. NCT00249132 - RIS-INT-3 
28. NCT00034749 - RIS-USA-231 

 
Paliperidone or Paliperidone Palmitate 
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29. NCT03345342 - R092670PSY3015 
30. NCT01515423 - R092670PSY3011 
31. NCT01299389 - PALM-JPN-4 
32. NCT01193153 - R092670SCA3004 
33. NCT01529515 - R092670PSY3012 
34. NCT00074477 - R092670-SCH-201 
35. NCT00101634 - R092670PSY3004 
36. NCT00210548 - R092670PSY3003 
37. NCT00210717 - R092670PSY3002 
38. NCT00111189 - R092670PSY3001 
39. NCT00590577 - R092670PSY3007 
40. NCT00589914 - R092670PSY3006 

 

Proposal Review 
Question 1: 
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? 

No 

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’:  
 


