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Supplementary Table 1. Disposition of Patients and Summary of Adverse Events in the Combined 52-Week 

and Long-term Studies (Safety Population) 

Patients, n (%) 

AL 441 mg 
every 4 weeks 

n = 110 

AL 882 mg 
every 4 weeks 

n = 368 
Total 

N = 478 
Completed 52-week safety studya 75 (68.2) 251 (68.2) 326 (68.2) 
Entered LTE study 65 226 291 
Completed LTE study 61 (93.8)b 198 (87.6)b 259 (89.0)b 
Reasons for early discontinuation in the 
combined 52-week and LTE studies 

Withdrawal by patient 23 (20.9) 60 (16.3) 83 (17.4)
Lost to follow-up 3 (2.7) 32 (8.7) 35 (7.3) 
Adverse event 3 (2.7) 31 (8.4) 34 (7.1) 
Lack of efficacy 6 (5.5) 7 (1.9) 13 (2.7) 
Other (unspecified) 2 (1.8) 8 (2.2) 10 (2.1) 
Physician decision 1 (0.9) 4 (1.1) 5 (1.0) 
Protocol violation 1 (0.9) 1 (0.3) 2 (0.4) 
Noncompliance with study drug 0 1 (0.3) 1 (0.2) 
Pregnancy 0 1 (0.3) 1 (0.2) 

Any AE 58 (52.7) 217 (59.0) 275 (57.5)
Drug-related AE 35 (31.8) 130 (35.3) 165 (34.5) 
Any SAE 0 18 (4.9) 18 (3.8) 
SAEs leading to death 0 2 (0.5) 2 (0.4) 
AEs occurring in ≥2% of patients overall  

Insomnia 8 (7.3) 53 (14.4) 61 (12.8) 
Headache 12 (10.9) 20 (5.4) 32 (6.7) 
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Patients, n (%) 

AL 441 mg 
every 4 weeks 

n = 110 

AL 882 mg 
every 4 weeks 

n = 368 
Total 

N = 478 
Weight increased 10 (9.1) 19 (5.2) 29 (6.1) 
Anxiety 4 (3.6) 23 (6.3) 27 (5.6) 
Nasopharyngitis 8 (7.3) 17 (4.6) 25 (5.2) 
Akathisia 5 (4.5) 18 (4.9) 23 (4.8) 
Schizophrenia 6 (5.5) 17 (4.6) 23 (4.8) 
Tremor 3 (2.7) 18 (4.9) 21 (4.4) 
Injection site pain 1 (0.9) 18 (4.9) 19 (4.0) 
Diarrhea 6 (5.5) 11 (3.0) 17 (3.6) 
Weight decreased 3 (2.7) 14 (3.8) 17 (3.6) 
Nausea 4 (3.6) 11 (3.0) 15 (3.1) 
Hypertension 3 (2.7) 12 (3.3) 15 (3.1) 
Dizziness 4 (3.6) 9 (2.4) 13 (2.7) 
Toothache 5 (4.5) 8 (2.2) 13 (2.7) 
URTI 1 (0.9) 12 (3.3) 13 (2.7) 
Agitation 2 (1.8) 10 (2.7) 12 (2.5) 
Arthralgia 4 (3.6) 8 (2.2) 12 (2.5) 
Asthenia 3 (2.7) 9 (2.4) 12 (2.5) 
Cough 3 (2.7) 9 (2.4) 12 (2.5) 
Influenza 3 (2.7) 8 (2.2) 11 (2.3) 
Back pain 2 (1.8) 8 (2.2) 10 (2.1) 

aThese patients were censored for Kaplan-Meier analysis. 
bPercentage is based on the number of patients who entered the long-term extension study. 
AE, adverse event; SAE, serious adverse event; LTE, long-term extension; URTI, upper respiratory tract infection. 
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