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*1: Study Details | Study of Efficacy and Safety of Secukinumab in Patients With Non-radiographic Axial Spondyloarthritis | ClinicalTrials.gov
Improvement of Signs and Symptoms of Nonradiographic Axial Spondyloarthritis in Patients Tre tdWEhS kmmevR ults of a Randomized, Placebo-Controlled Phase Ill Study - PubMed (nih.gov)

*2: Non steroidal anti-inflammatory drugs (NSAIDs)


https://clinicaltrials.gov/study/NCT02696031
https://pubmed.ncbi.nlm.nih.gov/32770640/
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*1: EMA Guideline on the clinical investigation of medicinal products for the treatment of Axial Spondyloarthritis - Adopted guideline (CPMP/EWP/4891/03 Rev.1) 12 October 2017
*2: Assessment of SpondyloArthritis international Society
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SHSBIORa)LTFTL—b: TransCelerate - Clinical Content & Reuse Assets - Clinical Studies (transceleratebiopharmainc.com) (“what is to be

estimated™)


https://www.transceleratebiopharmainc.com/assets/clinical-content-reuse-solutions/
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Protocol template from transcelerate

Estimand(s) for Primary Objective(s)
[Primary estimand / coprimary estimands / Multiple primary estimands]

=Start of example text>

The primary clinical question of inferest is:

What is the [population-level summary] in [endpoint] in [patients with [condition/diseaselindividuals]
treated with intervention X vs. intervention Y regardless of discontinuation of investigational intervention
for any reason and regardless of inifiafion of rescue medication or change in background medication
{dose and product)?

The estimand is described by the following atfributes:
» Fopulation:
[patients with [condition/diseaselindividuals]
« Endpoint:
change from baseline fo [fimepoint] in [health measurement/outcome]
o Treatment condition:

the investigational interventions regardless of discontinuation for any reason, with or without
rescue medication or change in background medication (treatment policy strategy).

« Remainingfintercurrent events:

The infercurrent events “infervention discontinuation for any reason” and “initiation of rescue
medication or change in background medication {dose and product)” are addressed by the
treatment condition of interest attribute. There are no remaining intercurrent events anticipated at
this time.

o  Fopulation-level summary:

difference in mean changes between treatment conditions 15
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