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Sponsor 

Novartis Pharmaceuticals 

 

Generic Drug Name 

Secukinumab 

 

Trial Indication(s) 

Psoriasis 

 

Protocol Number 

CAIN457AUS31 

 

Protocol Title 

Impact of Secukinumab on Clinical and Patient Reported Outcomes in Patients with Psoriasis in a Real World Setting in the US (Bionaive 

Secukinumab Users NVS 521) 

 

Clinical Trial Phase 

NA 

 

Phase of Drug Development 

NA 

 

Study Start/End Dates   

Study start date: 21/03/2021 
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Study Completion date: 31/08/2021 

 

Reason for Termination  

NA 

 

Study Design/Methodology 

This was a retrospective analysis of a prospective observational cohort using CorEvitas’ PsO registry of adult PsO patients. This study 

described clinical and patient reported outcomes among adult patients initiating Secukinumab (SEC). Biologic experienced and naïve patients 

were examined separately. This study also described changes in clinical and patient reported outcomes over time. 

CorEvitas’ Psoriasis Registry is a prospective, observational cohort of adult PsO patients starting systemic therapy, launched in April 2015 

with sites in the US and Canada. Data collection occurs every ~6 months at routine dermatology visits. This study included US PsO patients 

who initiated secukinumab at or after enrollment and had a subsequent 6- and/or 12-month follow-up visit (Apr 2015 to Dec 2020).The index 

date is defined as the date of the first SEC initiation at or after enrollment. 

 

Centers 

Novartis Investigative Site 

Objectives: 

Primary objective(s) 

In Milestone 1, The objective was to characterize the demographics, disease characteristics, comorbidities, disease specific measures, patient 

reported outcomes (PROs), and reasons for initiation at baseline among PsO patients initiating SEC. 

Secondary objective(s) 

For Milestone 1:  
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• To characterize the demographics, disease characteristics, comorbidities, and patient reported outcomes (PROs) of the patients 

initiating SEC in the PsO Registry, stratified by prior exposure to biologic therapies (i.e. classified as Biologic Naïve or Biologic 

Experienced).  

• To describe change in clinical and patient reported outcomes relative to baseline at both 6- and 12-month follow-up visits. Change will 

be reported for all patients with follow-up visits, as well as stratified by prior exposure to biologic therapies (i.e. classified as Biologic 

Naïve or Biologic Experienced).  

• To characterize reasons for discontinuation of SEC among patients who discontinued at or before the 6-month and 12-month follow-

up visits.  

 

For Milestone 2a:  

In Milestone 2A, the objective was to explore evolving treatment approach with SEC over the years, by summarizing: 

1. Percent of Bio-naive vs. Bio experienced patients initiating treatment with SEC by year of initiation 

2. Patient and disease characteristics at the time of SEC initiation by year of initiation. 

 

In addition, inclusion of only patients who remain on SEC at the follow-up visit (as was done for Milestone 1) has the potential for bias, since 

patients who remain on SEC may be doing better than those who discontinue and/or switch. To address this, a limited sensitivity analysis were 

performed, evaluating change from baseline to follow-up for the BSA (continuous, clinical outcome) and DLQI (continuous, PRO), based on 

the following criteria: 

• Patients who discontinue SEC and begin a new biologic prior to the follow-up visit were excluded. This was necessary to avoid 

conflating the impact of SEC with that of other biologics. 

• Patients who remain on SEC until the follow-up visit were included. 

• Patients who discontinue SEC before the follow-up visit but have not begun treatment with a new biologic prior to the follow-up visit 

were included, in order to capitalize on as much information as possible and to mitigate possible bias due to only including persistent 

SEC patients. 

 

Change was evaluated at appropriate follow-up visits for the 6-month, 12-month, and 6 + 12-month cohorts. 

 
Test Product (s), Dose(s), and Mode(s) of Administration 

 NA 
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Statistical Methods  

Primary Statistical Analyses 

Milestone 1: Summary tables include selected baseline characteristics among SEC initiators with an index visit.  

Secondary Statistical Analyses 

Milestone 1: Summary tables for selected baseline characteristics among SEC initiators with an index visit were stratified by prior biologic 

usage (biologic naive versus experienced). For continuous variables, the tables included the mean, standard deviation, median, first and third 

quartiles (interquartile range, IQR), minimum, maximum, and non-missing n. For categorical variables, the tables included the percent, the 

number of observations in each category, and the number of non-missing observations. 

Milestone 1: Information on change in clinical and patient reported outcomes relative to baseline at both 6- and 12-month follow-up visits 

were presented. Change was reported for all patients, as well as stratified by prior biologic usage. For continuous variables, the tables included 

the mean, standard deviation, median, IQR, minimum, maximum, and non-missing n. For categorical variables, the tables included the percent, 

the number of observations in each category, and the number of non-missing observations. 

Milestone 1: Reasons for discontinuation were reported for patients who discontinued at or before their 6- or 12-month follow-up visit. 

Milestone 2a: Summary by year of SEC initiation was presented for bionaive status and patient and disease characteristics, as described above. 

Milestone 2a: Information on change in BSA and DLQI relative to baseline at both 6- and 12-month follow-up visits was presented as described 

among the sensitivity analysis cohort. Change was reported for all patients, as well as stratified by prior biologic usage. 

 

Study Population: Key Inclusion/Exclusion Criteria  

Inclusion criteria  

The patient must: 

• Have been diagnosed with PsO by a dermatologist. 

• Be at least 18 years of age. 

• Be willing and able to provide written informed consent for participation in the registry. 

• Have started on or switched to an eligible systemic PsO treatment at enrollment1 or within the previous 12 months of the date  of 

enrollment. 
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Exclusion criteria 

• Patient is participating in or planning to participate in an interventional clinical trial with a nonmarketed or marketed investigational 

drug (i.e. phase I-IV drug trial). 

 

Participant Flow 
This study was based on the February 10, 2021 data download with a cutoff date for visits of December 10, 2020. In total, there were 1,518 

individuals who initiated SEC at or after enrolment in the PsO registry and had baseline visit information, 980 (65%) of whom were biologic 

experienced and 538 (35%) of whom were biologic naïve. There were 652 individuals with both a baseline and 6-month visit (43% of 

individuals with a baseline visit): 460 (71%) biologic experienced, and 192 (29%) biologic naïve. Further, 390 (26%) patients had both a 

baseline and 12-month visit: 288 (74%) biologic experienced, 102 (26%) biologic naïve. The majority of individuals with a visit at 12 months 

also had a 6-month visit (n=326 overall, 244 biologic experienced, and 82 biologic naïve). 

 

Baseline Characteristics 
Baseline characteristics are reported in the primary outcome results section 

 

Primary Outcome Result(s) 
 
Baseline characteristics of all SEC initiators in PsO registry by prior biologic usage 
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Secondary Outcomes Result(s) 
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Disposition of SEC initiators remaining on SEC at their 6-month follow-up visit in PsO registry, by prior biologic usage 

 
 

Disposition of SEC initiators remaining on SEC at their 12-month follow-up visit in PsO registry, by prior biologic usage 
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Changes in continuous outcomes between baseline and 6-month follow-up visit among patients remaining on SEC at 6 months, by prior biologic 

use 
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Changes between baseline and 12-month follow-up among SEC initiators remaining on SEC at 12 months by prior biologic use 
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Safety Results 
NA 
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Other Relevant Findings 
None  

 
Conclusion 
The proportion of SEC initiators who are biologic-naïve has increased since the approval of SEC in 2015. Among biologic experienced 

patients, their number of prior biologic exposures and use of concomitant non-biologic systemics have declined over time. There was no 

clear trend over time in PASI, IGA, or BSA. 

 

Date of Clinical Study Report 
March 31 2022 


