
Official Title:  An Open-Label, Real World Study Evaluating the Long-Term Quality of Life   
of Tildrakizumab in Adult Patients With Moderate to Severe Plaque Psoriasis 

Document:   Statistical Analysis Plan (SAP) 

NCT number: NCT03718299 

Date: 24-FEB-2021 



  Page 1 of 28 
 

CONTROLLED & CONFIDENTIAL 

STATISTICAL ANALYSIS PLAN 
 

VERSION: 1.0 
 

DATE: 24-FEB-2021 
 

 
SPONSOR: Sun Pharma Global FZE 

PROTOCOL NUMBER: TIL2018-1 

 PROJECT NUMBER: 177-11151-401 

PROTOCOL TITLE: An Open Label, Real World Study Evaluating the Long-Term 
Quality of Life of Tildrakizumab in Adult Patients with 
Moderate to Severe Plaque Psoriasis 

 

 

 

  

  
 
 
 
 
 
 
 
 
 
  
 
 
 
 
 
 
 
 



Statistical Analysis Plan, v1.0  Sponsor: Sun Pharma Global FZE 
 Project: 177-11151-401  Protocol Number: TIL2018-1 

  Page 2 of 28 
  

CONTROLLED & CONFIDENTIAL 



Statistical Analysis Plan, v1.0  Sponsor: Sun Pharma Global FZE 
 Project: 177-11151-401  Protocol Number: TIL2018-1 

  Page 3 of 28 
  

CONTROLLED & CONFIDENTIAL 



Statistical Analysis Plan, v1.0  Sponsor: Sun Pharma Global FZE 
 Project: 177-11151-401  Protocol Number: TIL2018-1 

  Page 4 of 28 
  

CONTROLLED & CONFIDENTIAL 

ABBREVIATIONS 
 
AE Adverse Event 
BSA Body Surface Area 
CSR Clinical Study Report 
dL Deciliter 
DLQI Dermatology Life Quality Index 
eCRF Electronic Case Report Form 
HIV Human Immunodeficiency Virus 
I-NRS Itching Numeric Rating Scale 
ITT Intent-to-Treat 
MedDRA Medical Dictionary for Regulatory Activities 
mL Milliliter 
mIU Milli-International Units 
P-NRS Pain Numeric Rating Scale 
PASI Psoriasis Area and Severity Index 
PP Per-Protocol 
PT Preferred Term 
PGWB Physical General Well-Being  
QoL Quality of Life 
S-NRS Scaling Numeric Rating Scale 
SAE Serious Adverse Event 
SAP Statistical Analysis Plan 
SD Standard Deviation 
SOC System Organ Class 
sPGA Static Physician’s Global Assessment 
TB Tuberculosis 
TSQM Treatment Satisfaction Questionnaire for Medication 
TEAE Treatment Emergent Adverse Event 
UPT Urine Pregnancy Test 
WOCBP Women of Childbearing Potential 
WPAI-PSO 
 

Work Productivity and Activity Impairment scale - Psoriasis 
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1. INTRODUCTION 

This Statistical Analysis Plan (SAP) describes the planned statistical analyses to be performed for 
data from Protocol TIL2018-1, “An Open Label, Real World Study Evaluating the Long-Term 
Quality of Life of Tildrakizumab in Adult Patients with Moderate to Severe Plaque Psoriasis”. 
  
This SAP was created using Clinical Protocol TIL2018-1 Version 1.3 dated 02Jan2020, and the 
electronic Case Report Forms (eCRFs) Version 2.0 dated 02Jul2020. 

2. PURPOSE OF THE ANALYSES 

The purpose of this SAP is to outline the planned analyses to be completed to support the Clinical 
Study Report (CSR) for Protocol TIL2018-1. Any post-hoc or unplanned analyses not identified 
in this SAP will be clearly identified in the CSR. 

3. STUDY OBJECTIVES AND ENDPOINTS 

3.1 Objectives 

The primary objective is to demonstrate improvement from baseline in patient quality of life (QoL) 
after 28 and 52 weeks of treatment with tildrakizumab, under real world conditions, as measured 
by Psychological General Well-Being scale (PGWB). 
 
Secondary objectives include assessment of patient quality of life as measured by the Dermatology 
Life Quality Index (DLQI), work productivity and activity impairment, psoriasis symptom control, 
patient satisfaction, long-term efficacy, and safety. 

3.2 Efficacy Endpoints 

3.2.1 Primary 

Improvement in quality of life measured by change from baseline in total PGWB score at Week 
28 and Week 52 

3.2.2 Secondary 

1. Improvement in quality of life measured by change from baseline in total PGWB score as 
well as PGWB scores for subscales in anxiety, depression, positive-well being, self-control, 
general health and vitality over time (weeks 4, 8, 12, 16, 40, 64) 

2. Improvement in quality of life measured by change from baseline in DLQI over time 
(weeks 4, 8, 12, 16, 28, 40, 52, 64) 

3. Proportion of subjects with DLQI score of 0 or 1 at weeks 4, 8, 12, 16, 28, 40, 52, and 64  
4. Proportion of subjects with DLQI score <5 at weeks 4, 8, 12, 16, 28, 40, 52, and 64  
5. Proportion of subjects with a reduction of ≥ 5 points in DLQI from baseline at weeks 4, 8, 

12, 16, 28, 40, 52, and 64  
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6. Efficacy of drug as measured by change in percent affected body surface area (BSA), 
change in Static Physician’s Global Assessment (sPGA), and/or BSAxPGA over time 
(weeks 4, 8, 12, 16, 28, 40, 52, 64)  

7. Efficacy of drug as measured by Psoriasis Area Severity Index (PASI) (% of PASI 
improvement from baseline, absolute PASI) over time (weeks 4,16, 28, 52)  

8. Improvement from baseline in itch, pain, and scaling using numerical rating scales over 
time (weeks 4, 8, 12, 16, 28, 40, 52, 64)  

9. Proportion of patients with itch score of 0, pain score of 0, and scaling score of 0, 
respectively, at weeks 4, 8, 12, 16, 28, 40, 52, and 64  

10. Improvement from baseline in work productivity measured by change in Work 
Productivity and Activity Impairment scale (WPAI-PSO) over time (weeks 16, 28, 40, 52, 
64)  

11. Assessment of patient satisfaction with treatment measured with Treatment Satisfaction 
Questionnaire for Medication (TSQM) over time (weeks 4, 8, 12, 16, 28, 40, 52, 64) 

12. Tildrakizumab overall satisfaction over time (weeks 4, 8, 12, 16, 28, 40, 52, 64)  
13. Patient happiness with psoriasis control over time (weeks 4, 8, 12, 16, 28, 40, 52, 64)  

3.3 Safety Endpoints 

Incidence (severity and causality) of any local and systemic adverse events (AEs). 

4. STUDY DESIGN 

This is a Phase 4 multicenter, uncontrolled open-label study design. There will be a total of 10 
study visits at Screening, Baseline, Week 4, Week 8, Week 12, Week 16, Week 28, Week 40, 
Week 52 and Week 64, with subjects receiving tildrakizumab injections at Week 0, Week 4, Week 
16, Week 28, Week 40, and Week 52. The total study duration will be approximately 64 weeks, 
excluding a screening period. Approximately 60 subjects will be enrolled into the study at two 
sites. For an individual subject, the study duration should be approximately 64 weeks. The duration 
of the study as a whole will vary based upon the rate of recruitment and completion of subjects. 
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AE listing will be provided and CTCAE grade will be included. 

8.11.3 Clinical Laboratory Tests 

All laboratory data (hematology, chemistry, and serum) will be listed and reported in the units 
received by the laboratory. Descriptive statistics will be provided for Screening visit. 
 
A listing of UPT results will also be provided. 
 
Result from QuantiFERON-TB Gold test and chest x-ray during Screening period if result of 
QuantiFERON-TB Gold test is positive will also be provided in a subject listing. 

8.11.4 Prior and/or Concomitant Medications and Procedures/ Therapies 

Prior and/or concomitant medications and concurrent therapies/procedures will be provided in 
subject listings.   

9. CHANGES TO PLANNED PROTOCOL ANALYSIS 

None. 


