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Sponsor 

Novartis Pharmaceuticals 

 

Generic Drug Name 

Secukinumab 

 

Trial Indication(s) 

Plaque Psoriasis 

 

Protocol Number 

CAIN457AGB06 

 

Protocol Title 

An analysis of the improvement and quality of life trends for UK/ROI patients treated with Cosentyx (Secukinumab) in a retrospective analysis 

of the BADBIR data source 

 

Clinical Trial Phase 

NA 

 

Phase of Drug Development 

NA 

 

Study Start/End Dates   

Study start date: 07/12/2020 
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Study Completion date: 06/05/2021 

 

Reason for Termination  

NA 

 

Study Design/Methodology 

This was a retrospective, observational study of psoriasis patients treated with secukinumab, using secondary data from BADBIR. BADBIR 

is a UK/ROI pharmacovigilance registry that was initiated in 2007 to monitor the long-term safety of biologic drugs used to treat psoriasis. 

The study used longitudinal data within the registry to track the trends relating to the disease. For the analysis of improvement and patient 

reported QoL, patients with a minimum of one follow-up visit were included. The index date was defined as the date of initiation of 

secukinumab treatment, and follow-up visits were at 6-, 12-, 18-, & 24-months post-index.  

The BADBIR data was current up until the 31st August 2019 for this analysis.  

Study period: From 1st July 2015, as secukinumab was included in BADBIR in January 2016 and patients backdated 6 months, to 31st August 

2019.  

Identification period: From 1st July 2015 to 31st August 2019 was used to identify applicable patients for analysis. 

Index date: Initiation of secukinumab treatment within the BADBIR database. 

 

Centers 

Novartis Investigative Site 

Objectives: 

Primary objective(s) 

• To assess the patient reported QoL for five specific DLQI domains from baseline up to 24 months of UK/ROI psoriasis patients enrolled 

in BADBIR who were initiated on secukinumab treatment. 
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Secondary objective(s) 

• To describe the baseline demographics, of all psoriasis patients, to be stratified by PsA or not, and stratified by no nail involvement 

and nail involvement further stratified by <5 nails, ≥5 nails or all nails involved at baseline. 

• To assess the improvement and patient reported QoL changes from baseline up to 24 months of UK/ROI psoriasis patients enrolled in 

BADBIR who were initiated on secukinumab treatment, using absolute Psoriasis Area Severity Index (aPASI) and total DLQI scores 

stratified by no nail involvement and nail involvement further stratified by <5 nails, ≥5 nails or all nails involved at baseline. 

• To assess improvement and patient reported QoL changes of patients with PsA diagnosis at baseline enrolled in BADBIR who were  

initiated on secukinumab treatment, using aPASI and total DLQI scores at defined intervals from baseline up to 24 months. 

• To assess the improvement and patient reported QoL changes from baseline up to 24 months of UK/ROI psoriasis patients with PsA 

enrolled in BADBIR who were initiated on secukinumab treatment, using aPASI and total DLQI scores stratified by no nail 

involvement and nail involvement, further stratified by <5 nails, ≥5 nails or all nails involved at baseline. 

• To assess the improvement and patient reported QoL changes from baseline of psoriasis patients enrolled in BADBIR, initiated on 

secukinumab treatment, using aPASI and total DLQI scores, stratified by biologic naive/experienced status at Baseline (BL). 

 

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

Statistical Methods  

All planned analysis for the primary and secondary objectives were descriptive with no comparison of patient groups. 

For descriptive analyses: 

• Continuous variables were summarized using patient counts, missing, mean, standard deviation, range, median, and interquartile range 

(25%, 75%). 

• Categorical variables were summarized using frequency counts and percentages. 

• Missing data were considered a separate category in all analyses and were described using frequency counts and percentages 
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Study Population: Key Inclusion/Exclusion Criteria  

 

Inclusion criteria  

 

Inclusion criteria for the biologic cohort: 

• Age ≥18 years at initiation of secukinumab. 

• At least one follow-up visit post-registry enrollment. 

• On-label dosing of secukinumab of 300mg. 

Inclusion criteria for the PsA biologic cohort: 

• Age ≥18 years at initiation of secukinumab. 

• At least one follow-up visit post-registry enrollment. 

• On-label dosing of secukinumab of 300mg. 

• Diagnosis of PsA at baseline. 

 

Exclusion criteria 

• The patient did not meet the criteria stated above. 

 
 

Participant Flow 
A total of 1093 patients were ≥18 years old and contained within the BADBIR database for the study period. A further 783 patients had at 

least one follow-up visit post-registry enrollment. Overall, 767 patients were prescribed an on-label secukinumab dose of 300mg with a weekly 

loading dose for five consecutive weeks followed by monthly dosing and were included in our main study cohort. 

 
Baseline Characteristics 

Refer to secondary outcome results for baseline characteristics 
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Primary Outcome Result(s) 
 

Patient reported QoL in five specific DLQI domains from baseline up to 24 months 
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Secondary Outcome Result(s) 
 

Demographic and clinical characteristics of psoriasis patients 
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QoL changes from baseline up to 24 months, stratified by no nail involvement and nail involvement 

 
 
 
 

 
 
 

 
 
 

 
 

 

 
 
 



  Page 18 of 26 

Clinical Trial Results (CTR) 

  CAIN457AGB06 

 

 
 

QoL changes of patients with and without PsA diagnosis at baseline, using aPASI and total DLQI scores at defined intervals  
 

 
 



  Page 19 of 26 

Clinical Trial Results (CTR) 

  CAIN457AGB06 

 

 
 
 

 
 
 

 
 
 

 
 
 

 
 
 

 
 
 

 



  Page 20 of 26 

Clinical Trial Results (CTR) 

  CAIN457AGB06 

 

QoL changes from baseline of PsA patients, using aPASI and total DLQI scores, stratified by nail involvement 
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QoL changes from baseline of biologic naïve and experienced patients, using aPASI and total DLQI scores 

 

 



  Page 24 of 26 

Clinical Trial Results (CTR) 

  CAIN457AGB06 

 

 
 

 
 
 

 
 

 



  Page 25 of 26 

Clinical Trial Results (CTR) 

  CAIN457AGB06 

 

 
 
 



  Page 26 of 26 

Clinical Trial Results (CTR) 

  CAIN457AGB06 

 

Safety Results 
NA 

 
Other Relevant Findings 
None  

 
Conclusion 
This analysis of real-world data from BADBIR suggested that many patients with psoriasis have a large QoL burden prior to starting 

biologic therapy. Secukinumab treatment up to 24 months produced a sustained improvement in QoL, including for those patients with PsA 

and nail involvement.  

 

Date of Clinical Study Report 
14 April, 2022 

 


