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2.2.3.2 Other efficacy variables for subjects with erythrodermic PSO or 
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2.2.4 Pharmacokinetic/pharmacodynamic variable 

 

2.2.5 Immunological variable 
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Figure 2‒1: PS0017 study design 

2.3.1 Study design for subjects with moderate to severe chronic plaque 
PSO 

2.3.1.1 Period 1: Screening 

2.3.1.2 Period 2: Initial Period - Week 0 to Week 16 
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2.3.1.3 Period 3: Maintenance Period - Week 16 to Week 52 

 

 

 

 

2.3.1.4 Period 4: Safety Follow-up: Week 52 to Week 60 

2.3.2 Study design for subjects with erythrodermic PSO or generalized 
pustular PSO 

2.3.2.1 Period 1: Screening 

2.3.2.2 Period 2: Initial Period - Week 0 to Week 16 
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2.3.2.3 Period 3: Maintenance Period - Week 16 to Week 52 

 

 

2.3.2.4 Period 4: Safety Follow-up: Week 52 to Week 60 
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2.3.4 Planned number of subjects, region and sites 

3 DATA ANALYSIS CONSIDERATIONS 

3.1 General presentation of summaries and analyses 
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4.4 Multicenter studies 
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4.7 Active-control studies intended to show equivalence 

4.8 Examination of subgroups 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

5 STUDY POPULATION CHARACTERISTICS 
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5.2 Protocol deviations 

6 DEMOGRAPHICS AND OTHER BASELINE 
CHARACTERISTICS 

6.1 Demographics 
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8.2.1 Physician’s Global Assessment (PGA) Clear or Almost Clear (with 
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8.2.2 PASI90 at Week 16 

8.2.3 Change from Baseline in DLQI at Week 16 

Table 8‒2: DLQI scoring 
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8.2.4 Change from Baseline in Itch Numeric Rating Scale at Week 16 

8.3 Analysis of other efficacy variables 
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8.3.5 Time to PASI50, Time to PASI75, Time to PASI90, Time to PASI100 

8.3.6 BSA affected by PSO (absolute, percent change) 
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8.3.7 Change from Baseline in DLQI, percent of subjects achieving 
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8.3.8 Change from Baseline in Itch Numeric Rating Scale, percent of 
subjects achieving MCID or remission 

8.3.9 ACR20, 50, 70 response criteria and change from Baseline in all 
individual ACR core components 
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8.3.10 Swollen and tender joint counts (66/68 joints evaluation) 
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Table 8‒5: Swelling and tenderness grading 
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8.3.15 Disease Activity Score DAS28(CRP) (28 joints evaluation) 
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8.3.16 mNAPSI (change from Baseline) 

8.3.17 Clinical Global Impression of Improvement (CGI-I) 

8.3.18 Global Improvement Score for Pustular PSO 
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Table 8‒6: Global Improvement Score 

8.3.19 JDA Severity Index Score for generalized pustular PSO 

Table 8‒7: JDA severity index or generalized pustular PSO 
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Table 8‒7: JDA severity index or generalized pustular PSO 

9 PHARMACOKINETICS AND IMMUNOLOGICAL 
PROCEDURES  

9.1 Pharmacokinetics 

9.1.1 Available data 

9.1.2 Analysis 
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9.3 Relationship between immunogenicity and pharmacokinetics 
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Table 10‒2: Definitions of markedly abnormal hematology values 
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13.1 Schedule of study assessments 
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