NBCD

1. NBCD A/S, Sgborg, Denmark ; 2. Department of Health Science and Technology, Center for Neuroplasticity and Pain (CNAP), Faculty of Medicine, Aalborg University, Aalborg, Denmark ; 3. AKL Therapeutics, Stevenage, United Kingdom ; 4. Doron Therapeutics, Durham, United States ; 5. Sanos Clinics, Gandrup; Herlev; Vejle, Denmark

Background

» Many osteoarthritis (OA) trials allow controlled use
of rescue medication (RM), commonly paracetamol,
with various restrictions.

e The purpose of RM is to offer pain relief for
participants on placebo or if the investigational
product is ineffective.

 Poor control of RM use may affect the interpretation
of trial results and contribute to explaining PR.

« To identify typical RM usage patterns and explore
associations with clinical and demographic
characteristics in OA trials.

« This is a post-hoc analysis of three phase 2,
multicenter, randomized, double-blind, placebo-
controlled trials for knee OA in adults

» These 3 studies involved a total sample size of 638.

« The population was a typical knee OA population in
terms of radiographic severity and WOMAC pain
score.

« \We analyzed the participants receiving placebo.

 Tests for differences on dichotomization were done
with two-sided t-tests.

« Multivariate relationships with use of RM among
variables were analyzed using multiple regression;
RM doses were logarithmically transformed for
normal distribution.

In knee
osteoarthritis
trials, female sex
and greater BMI
are associated
with higher use
of rescue
medication.
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Average RM use by sex
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Average RM use by BMI median
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Average RM use by age median
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Average RM use by WOMAC pain score median
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« 283 participants receiving placebo completed
« Baseline demographics include overall mean (SD):
 Age 61.1(8.5) years
* Female sex 60.8%
« BMI 30.7 (5.0) kg/m?
« WOMAC pain score 34.2 (8.5)
 RM usage:
* 68.6% took at least 1 dose during the study
* Average use for RM users was 2656 mg/week
« Average use for population was 1876 mg/week

Relevance for Clinical Trials
 RM use characterization is important for accurately
Interpreting trial results.

« Helps differentiate between the effects of the
Investigational medicinal product and additional pain
relief measures.

 Crucial for designing trials that identify true
treatment effects.

 Contributes to improve trial design and advance
patient care by addressing RM use.
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