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Bringing a quantitative approach to drug development
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What age?
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• Cosentyx® (Secukinumab) 
• human IgG1 monoclonal antibody 
• interleukin-17A antagonist 
• 150 or 300 mg injection approved in adults 

○ moderate to severe plaque psoriasis in patients who are candidates 
for systemic therapy or phototherapy

○ psoriatic arthritis 
○ ankylosing spondylitis

• Potential treatment in pediatric population
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https://metrumrg.shinyapps.io/mrgsolve-demo-acop7/
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• Interactive simulation for 

decision makers

• Support for regulatory 

interactions

• Exploration of pediatric 

dosing rules
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• Pediatric Study Plan (FDA)
○ https://www.fda.gov/regulatory-information/search-fda-guidance-documents/pediatric-study

-plans-content-and-process-submitting-initial-pediatric-study-plans-and-amended
• Pediatric Investigation Plan (EMA)

○ https://www.ema.europa.eu/en/human-regulatory/research-development/paediatric-medici
nes/paediatric-investigation-plans

• Shiny app 

○ https://metrumrg.shinyapps.io/mrgsolve-demo-acop7/
• mrgsolve

○ https://mrgsolve.github.io/
• Lee et.al., Effect of Body Weight on Risk‐Benefit and Dosing Regimen Recommendation of 

Secukinumab for the Treatment of Moderate to Severe Plaque Psoriasis, Clin. Pharm & Ther (2019)
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THANK YOU!


