
Listing of Participants With Serious Adverse Events 
Weeks 0 to 12 

All Participants as Treated 

USUBJID ASTDY Adverse Event Duration Intensity Serious Related Action Taken Outcome 
Low Dose 
Subject ID = 01-718-1170, Gender = F, Race = WHITE, AGE = 80 Years, TRT = Xanomeline Low Dose 
01-718-1170 27 SYNCOPE 2 Day SEVERE Y Probable None Resolved 
High Dose 
Subject ID = 01-709-1424, Gender = M, Race = WHITE, AGE = 77 Years, TRT = Xanomeline High Dose 

 



 

Listing of Participants With Serious Adverse Events 
Weeks 0 to 12 

All Participants as Treated 

USUBJID ASTDY Adverse Event Duration Intensity Serious Related Action Taken Outcome 
High Dose 
Subject ID = 01-709-1424, Gender = M, Race = WHITE, AGE = 77 Years, TRT = Xanomeline High Dose 
01-709-1424 5 SYNCOPE 1 Day MODERATE Y Possible None Resolved 
Subject ID = 01-718-1371, Gender = F, Race = WHITE, AGE = 69 Years, TRT = Xanomeline High Dose 
01-718-1371 38 PARTIAL 

SEIZURES 
WITH 

SECONDARY 
GENERALISA

TION 

4 Day SEVERE Y None None Resolved 

Related: Investigator-assessed relationship of the adverse event to study medication. Y = RELATED, N = NOT RELATED 
Action Taken: Discontinued = DRUG WITHDRAWN, Interrupted = DRUG INTERRUPTED, Reduced = DOSE REDUCED, Increased = DOSE INCREASED, 
None = DOSE NOT CHANGED, N/A = NOT APPLICABLE. 
Outcome: Resolved = RECOVERED/RESOLVED, Resolving = RECOVERING/RESOLVING, Sequelae = RECOVERED/RESOLVED WITH SEQUELAE, Not 
resolved = NOT RECOVERED/NOT RESOLVED. 
Adverse event terms are from MedDRA Version 25.0. 

Source:  [CDISCpilot: adam-adsl; adae] 


