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Sponsor 
Novartis Pharmaceuticals 
 
Generic Drug Name 
Secukinumab 

 
Trial Indication(s) 
Plaque Psoriasis 

 
Protocol Number 
CAIN457ATR02 

 
Protocol Title 
A retrospective multicenter study for the assessment of effectiveness of secukinumab as assessed by Psoriasis Area and Severity Index with 
subcutaneous administration in adult patients with moderate to severe plaque psoriasis in Turkish population 

 
Clinical Trial Phase 
NA 
 
Phase of Drug Development 
NA 
 
Study Start/End Dates   
Study start date: 09/07/2020 
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Study Completion date: 31/08/2021 
 
Reason for Termination  
NA 
 
Study Design/Methodology 
The study was a retrospective, multicenter, cohort study which was based on data collection at week 4,16 and 52 of secukinumab treatment 
for treatment of moderate to severe plaque psoriasis. 
 
The observational design of the study allowed data collection about secukinumab treatment patterns and clinical and demographic 
characteristics of plaque psoriasis patients treated with secukinumab for 52 weeks in Turkey. The adults included in the study were treated 
with secukinumab for 52 weeks. The adults with no available data of PASI scores at specific time points (4, 16 and 52 weeks) and no 
definite description of treatment cessation were excluded. The study population consisted of adults treated with secukinumab for 52 weeks 
and adults dropped out before 52 weeks with available data of PASI scores at 4, 16 and 52 weeks and definite description of treatment 
cessation. 
 
Retrospective data collection from secondary sources (hospital medical records) allowed time and cost saving since description of patients’ 
characteristics, analyses of outcomes of interest and their determinants could be made in a short period of time. 
 
The study consisted of the following periods: 
• The index date was the date of initiation of secukinumab 
• The study (index) period is between 18 May 2018 to 31 May 2020 
• The follow-up (post-index) period is 4,16 and 52 weeks post-index 
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Centers 
Novartis Investigative Site 

Objectives: 

Primary objective(s) 
 

• Assessment of the effectiveness of secukinumab in subjects with moderate to severe plaque psoriasis based on the percentage of 
patients have absolute PASI ≤3 at week 52 in Turkey  

Secondary objective(s) 
Assessment of: 
• the speed of PASI response at week 4 and percentage of PASI 75 responders at week 16. 
• the sustainability of PASI 90 scores between week 16 and 52 
• the PASI 100 response rate at week 52. 
• PASI 90 response rates for biologic naïve vs.non- naïve patients at week 52. 
• the comparative effectiveness of secukinumab via PASI in smokers vs. non-smokers at week 52. 
• the effectiveness of secukinumab in patients with very severe (PASI>20 ) psoriasis at week 52. 
• the effectiveness of secukinumab in psoriatic manifestations such as nail, palmoplantar, scalp and arthritic involvements at week 52. 
• describe secukinumab treatment utilization patterns 
 
Test Product (s), Dose(s), and Mode(s) of Administration 
 NA 

Statistical Methods  
Mean, standard deviation (SD), min-max, median, interquartile range (IQR), number of non-missing data (n) are used to summarize the 
quantitative variables. 

The qualitative variables are summarized using number of non-missing data (n), counts and percentages 
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Study Population: Key Inclusion/Exclusion Criteria  
 
Inclusion criteria  

• A diagnosis of psoriasis  
• Age ≥ 18 years at registry baseline  
• Patients with a firm diagnosis of chronic plaque psoriasis for at least 6 months before enrollment 
• Secukinumab treatment should be initiated 52 weeks before data collection date 
• Moderate to severe plaque psoriasis with PASI score of ≥10 before initiating secukinumab. 

 
Exclusion criteria 

• Patients diagnosed with others types of psoriasis (pustular psoriasis, erythrodermic psoriasis etc) are excluded.  
• Previous exposure to secukinumab or any other biologic drug directly targeting IL-17A or IL-17RA  

 
Participant Flow 
A total of 277 patients from 14 study sites were included in the study. In line with the study design, all data about the study outcomes available 
in the hospital records were collected. 
 
Baseline Characteristics 
Of 277 patients included in the study, 160 (57.8%) were male and the mean age of the group was 47.2. The mean age at diagnosis was 
around 30. Smokers constituted 39.4% of the study population. More than half of the participants were actively working (54.9%).  
 
Hypertension was the most common comorbidty (23.5%) followed by hyperlipidemia (17.3%) and diabetes mellitus (16.2%). Scalp (64.3%) 
and nail psoriasis (52.7%) were the most common additional involvement sites.  
 
Overall, 167 patients had been previously treated with biologics. Adalimumab was the most commonly used previous biologic medication 
(70%). 
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Primary Outcome Result(s) 
Absolute PASI scores were available for 257 patients at week 52. Of these patients, 223 (86.8%) had absolute PASI score ≤3. The table below 
summarizes the PASI scores at the pre-determined observation time-points following initiation of secukinumab. A sharp decrease was observed at 
week 4. 
 
PASI scores at observation time-points following initiation of secukinumab 

 
 
Secondary Outcome Result(s) 
 
Speed of response to secukinumab according to previous biologic use 
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PASI 75 response to secukinumab according to previous biologic use 

 
 
Achievement of PASI 75/90/100 with secukinumab at week 4, 16 and 52 and their sustainability between weeks 4-16 and 16-52 
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PASI 75/90/100 response rates for biologic naïve vs. non- naïve patients at week 52  

 
 
Impact of smoking habit on PASI scores in patients treated with secukinumab 
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Impact of severity of psoriatic lesions on PASI 75/90/100 achievement with secukinumab 

 

 
 
Impact of secukinumab treatment on PASI scores in patients with additional psoriatic manifestations at study time-points 

 
 
Secukinumab treatment utilization patterns  
Out of 277 patients in whom secukinumab was initiated on Day 0, 257 (92.8%) were on this treatment at week 52. Four of the remaining 20 
patients were lost to follow up. The reason for stopping secukinumab was insufficient effectiveness in 11 patients. Interruption of 
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secukinumab was reported in 4 patients. The reason for interruption was reported to be surgical operations in 2 cases. One of these patients 
reinitiated treatment following surgical operation during the observation period 
 
Safety Results 
NA 
 
Other Relevant Findings 
None  
 
Conclusion 
This study confirmed the effectiveness profile of secukinumab in patients with moderate-to-severe psoriasis that were treated for 52 weeks 
irrespectve of BMI, smoking status, sex and prior biologic use. 
 
Date of Clinical Study Report 
23 December, 2021 
 


