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Sustained Clinically Meaningful Improvement in Quality of Life
at 24 months After Initiation of Carbidopa/Levodopa Enteral
Suspension (CLES) in Advanced Parkinson’s Disease (APD)

These results show that CLES Clinically meaningful improvements Despite changing their treatment This evidence suggests that CLES
treatment provides sustained In QoL are observed early and are regimen from oral to a device-aided has sustained effects in controlling
clinically meaningful reduction maintained over 24 months after therapy (i.e., CLES), patients feel motor fluctuations and improving
In ‘OFF’-time in the real-world initiation of treatment with CLES; more satisfied with CLES treatment patient’s QoL in the real-world.
US setting that is similar to these are similar in magnitude to than their previous treatment
Improvements reported in clinical the improvement observed in a regimens, and there is a possible
trials.*> meta-analysis of other published trend for increasing satisfaction
CLES studies.™ with more prolonged use of CLES.
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CONCLUSIONS

) Patient characteristics Effectiveness of CLES at follow-up * QoL also significantly improved throughout the treatment period as Figure 3. Change in treatment satisfaction (measured by TSQM-
: » The analytical sample consisted of 38 patients. . After initiation of CLES, the normalized hours of ‘OFF'-time per day de_monstrated .by.the PDQ-8 score reductions from baseline at all time 9 score) for u!o to 24 months after |n|t|a.t|.on of CLES
> - In the study sample, the baseline mean (SD) normalized ‘OFF’-time (adjusted for variables in the mixed effect model) were reduced points (p<0.05; Figure 2). | | . | treatment (adjusted for age, gender, ability to walk,
/) was 6.2 (2.2) hours, mean (SD) PDQ-8 score was 43.4 (19.6), and significantly by 3 hours or more from baseline at all timepoints up to 24 -Achange of -5.7 p0|n1t231?f)n PDQ-8 Is considered clinically meaningful number of years since PD, and previous DBS treatment)
LLI mean (SD) TSQM-9 Global Satisfaction score was 44.9 (15.5) (Table 1). months (p<0.0001; Figure 1). improvement in QoL."™
Y _ ‘ o - This clinically meaningful improvement in QoL is sustained over a
Table 1. Selected baseline characteristics of the sample (n=38) - After 24 months of treatment with CLES, the mean (SD) ‘OFF'-time oeriod of 24-months after CLES initiation. .
per day was 2.7 hours compared with 6.2 hours before starting CLES
Baseline characteristic’ treatment (p<0.0001). Figure 2. Change in QoL (measured by PDQ-8 score) for up to 24 - B
 ale g . 4 =
- A reduction by 1 hour of ‘OFF’-time is considered clinically meaningful months after initiation of CLES treatment (adjusted for o S5
Mean (SD) age, years 66.6 (8.0) improvement.}; 4 J age, gender, ability to walk, number of years since PD, and 4 5 ¥ o
o | | | - | previous DBS treatment)  Ea . -
Gender - This clinically meaningful improvement in ‘OFF’-time is sustained over < > : )
Il\:”;/’fa P ?g Egig; a period of 24-months after CLES initiation. A Time since baseline (months) @ %’g 10 —
2 3 6 12 18 24 ]
| | | | Figure 1. Reduction in ‘OFF’-time per day (hormalized to 16 h 3 0 ' = 5
Mean (SD) time since PD diagnosis, years 11.5(6.0) waking day) for up to 24 months after initiation of CLES & = ;
Y SD) ‘OFF"t ived to 16 h waking d treatment (adjusted for age, gender, ability to walk, o @ N 3 6 12 18 24 3 6 12 18 24 3 6 12 18 2
" ean/g ) -ime (norma 1Z€d 10 waking ay), 6.2 (22) number of years since PD diagnosis, and previous DBS 8 .GEJ 4 imeparglvnegmuent Effectiveness Convenience Global satisfaction
ours/day treatment) @ g . : in QoL Time since baseline (months)
Mean (SD) PDQ-8 score 43.4 (19.6) % - 6 ) h
Time since baseline (months) = ":_J ) * “p-value <0.05; “p-value <0.001; *“p-value <0.0001 - o o o o
Mean (SD) TSQM_Q Score 3 6 12 18 24 % -10 - reviations: , carblaopa/ievodopa entera suspension; , Farkinson s disease, , deep prain stimuiation; Q , reatment satistaction questionnaire 1or medication
Global Satisfaction 44.9 (15.5) =~ s Strengths
| 3 - 5 -12 . .
ggiig‘,/ﬁg,fs; jg'g gigi S > 2 « The PROVIDE study has one of the largest US-specific cohorts of
| | E g Meaningfu patients with APD receiving CLES with a long-term follow-up in the
PreV|OUS DBS 11 (290) E _c.cg -15 IIrT'%'IC;\II:?-?rigE Z’?F;b-lzi)z:/ieazgﬁos?;C*Iig;,aIctjae;t;g;)Opoa1/Ievodopa enteral suspension; PD, Parkinson’s disease; DBS, deep brain stimulation; PDQ, Parkinson’s disease questionnaire; QoL, quality real-WOrld
§ S Treatment satisfaction sianificantly i 4 after initiation of CLES * This is the first study examining treatment satisfaction with CLES over
Ability to walk o "é 2.5 (Frieaurrge;) satisfaction significantly improved after initiation o the long-term.
Able to walk without support 10 (26.3) - J - S |
Usually use a walking aid, such as cane or walker 20 (52.6) ia - The greatest improvements were in satisfaction with the effectiveness Limitati
Usually use the support of another person 2 (5.3) g S of treatment (p<0.0001 at all timepoints). CLES treatment also Imitations
Limited ability to walk and primarily use a wheelchair 6 (15.8) = 4 significantly improved satisfaction with treatment convenience - Limitations include the risk of self-reporting bias, the interim nature
T | — | | (p<0.05; except at 3 months when the improvement was non- of the data, and the exclusion of patients with ‘OFF’-time <3 hours or
:fbabs;‘zsiZ’(ri]oiastlelgég(,az-erzgjilani?\,st?r:]t?::oor:.hligg-:,SJlfat(:Ifir:r;(l?’czr;zggcsoelu&ne-stionnaire. TSQM-9, Treatment Satisfaction Questionnaire for Medication. :;E-r\sli:(’;:nos.:ogogES, carbidopa/levodopa enteral suspension; PD, Parkinson’s disease; DBS, deep brain stimulation SlgnlfICant) and gIObaI Sat|SfaCt|0n Wlth treatment (p<005) >1 2 hOurS/day
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Objectives
* To examine the long-term impact of CLES on QoL in patients with APD in controlling for age, gender, ability to walk, number of years since PD, and o (R R ettt Adh Mher U B 15):P3.8-033.
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previous deep brain stimulation (DBS) treatment.
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