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OBJECTIVE

To evaluate post hoc the baseline characteristics of patients with advanced Parkinson’s disease (PD) from two phase 3 clinical trials who received 24-

hour/day continuous subcutaneous infusion (CSCI) therapy of foslevodopa/foscarbidopa (LDp/CDp) and achieved up to 100% improvement in “Off”
time responses

This cluster analysis identified patient profiles with “Off’ time These post hoo data highlight the potential for personalised

improvement up to 100%, and those with the greatest improvement The patients with 100% “Off” time improvement were the largest approaches to optimise outcomes with LDp/CDp CSCI therapy,

were characterised by less PD duration (since onset), cluster and approximately 50% of which had a baseline PD duration and support the consideration of using LDp/CDp earlier in the

equivalent daily dose (LEDD), and less “Off" time hou s, of < 10 years as well as a baseline “Off” time of < 5 hours/day advanced PD treatment algorithm; even as a viable first option
for patients when symptoms are uncontrolled on oral therapy

INTRODUCTION - - METHODS
*As Parkinson’s disease (PD) progresses, patients on oral

S - N *This post hoc analysis examined the pooled baseline demographics and
levodopa (LD) medication experience motor fluctuations at

clinical characteristics from two phase 3 clinical trials of patients with

varying rates due to reduced dopaminergic neuron buffering advanced PD who received CSCI of LDp/CDp for 24 hours/day,
capacity as well as inconsistent oral LD absorption secondary including:

to reduced gastric motility; resulting in fluctuations in plasma _a 12-week, active-controlled, double-blind, randomised trial
1 1
LD concentrations comparing the efficacy of LDp/CDp infusion vs oral LD/CD

+Due to the heterogeneous nature and progression of PD, immediate-release (LD/CD-IR) therapies (NCT04380142)"

treatment responses also vary among patients? —a 52-week, open-label trial evaluating the safety and efficacy of
LDp/CDp infusion (NCT03781167)%

*Foslevodopalfoscarbidopa (LDp/CDp) is a soluble formulation

of levodopalcarbidopa (LD/CD) prodrugs, administered as a *The study designs, patient eligibility criteria, and primary results of both
24-hour/day continuous subcutaneous infusion (CSCI), which the 12-week, active-controlled as well as the 52-week, open-label clinical
has demonstrated significant and sustained “Off’ time trials have been previously published"?

reductions as well as a benefit-risk profile that was considered

c ) *Patients with non-missing “Off” time data at baseline and at Week 12 or
favourable in randomised controlled and open-label phase 3

Week 13 in their Hauser diaries (based on the prespecified assessment

trials*? time points in the active-controlled and open-label trials, respectively)
“This analysis aimed to explore the baseline characteristics of were grouped into clusters based on their “Off’ time improvement ranging
o o
patients from the active-controlled and open-label phase 3 from 0%-100%
LDp/CDp clinical trials who achieved “Off” time responses, e X o .
including up to 100% improvement *No statistical comparisons were performed in this exploratory analysis
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Baseline Demographics and Clinical Characteristics in the Age Categories and LEDD in the “Off” Time Improvement Patient
Pooled Active-Controlled and Open-Label LDp/CDp-Treated Population
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«Cluster analysis in the baseline population of N=1582
patients showed the largest cluster corresponded to those
with 100% improvement (27% of patients)
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o Abbreviations: %, percent; n, number of patients included in the analysis subgroup or cluster; PD, Parkinson's disease
5
E The 100% improvement cluster was characterised by patients with < 10
] years since PD onset (ie, PD duration) and < 5 hours/day “Off” time at
baseline
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Abbreviations: %, percent; N, total number of patients in the analysis population; n, number of patents  included

in the analysis subgroup o cluster

= Only patients with non-missing values for both the Baseline and Week 12 (in the Active-Controlled Tria)  or References
Week 13 (in the Open-Label Trial) were indluded in the calculation of “Off” Time percent improvement,  based on
the prespecified study visit and assessment schedule (e, time points) in each tial
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