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Objective:
To desaibe a deep brain stimulation (DES) regitry propms al forthe purpose of improving DES therapy and
outcomes for Parkims on's disese (PO patents.

Background:

® Considerable evidence favors DES ower continued best medicl management when bothersome motor
amplications are present in PO

* Variability in outmmes are not well understood, best practioes are not welk defined, and prospedive, lone-
term health emnomics data and mmpansons of treatment techniques are lading.

* FRandomiedtrials areimpractical to investigate thes e questioms.

RAD-FD wa @noeptualized with the following goals [Fig. 1)
1. Identifiy the best practices surrounding DEBS therapy
= Patients election
" Operativefactors
® Post-operative management
2. ldentify the adverse effects (and determinants ) of DES therapy
= Surgical/peri-op
* Long-term device-related

" Falls

* Hospitalzatiom

" Death
3. ldentify the health economics and d& parities related to DBES
thempy

® Motor outcomes

® Mon-maotor outcomes
" Treatment msts

= OALY/ICER

Fig. 1: Gools of RAD-PD

et bods:

= Asurveyof potential clinic@lsites (members of the Functional Neurms urgical Waorking Group) investigated
which clinical dataare routinely @ptured (Table 11

® With @mntribution frmm multiple stakeholdergroups, a RAD-FD propms al was developed & aquality
improwement effort (Table 2)

® Propmedinfrastructure & des qibed in Table 2

® Alage and heterogeneous FD mhbort undergoing DES will be pros pe dively and mmprehensiveby
characterized using a standard assessment battery and image analysis.

1% o [z 1o ek the folowing ind il ik 1o rthe i comtibuton tothe RAD-RD proposal:
Ire e Zyung | MPAL: Pieme D Heee, PhO |Me urcie eting | Amy Bromn |Medtront | Ce ks Peiche 1o nd Thci B ooks |Abbott]: 4 18 on Yaille, B Wite
Jermm koowicz, MD; Pt NECE e e Ouicomes Fe porting s ubcommitiee : hewin Beok, Chorks Hodgman Yeonne Hybon, hichoe |By me, Girijp um i e

Results

Tahle 1. Survey resed s (N wmber of responding sites = 25)

MWDS-UPDRS 11 96% Mon-motor symptoms 0 perative rik
MWIDE-UPDRE I, 11, Iv F0-77% Impuk & control disorders Patient satisfadion
Hoehn & YahrStaging 91%
MoCA 559
PDO-28 B2%

Table 2. Qulity impraovement ()] Regisiry Design

anzup

® Sharing performance on quality
messurss with partidpants

Clearly defined quality measures ®  Cleary defined

Semndary analyses

® Spedficdata elements to calalate samplesize * Linkazetoother datmets (e, Medicare)
thesememsures " Cleadydefined [* Somesites participate in "sub-studies”
®* Continuous data mllecion endpoint with additional data mllection

Accessto a de-identified dataset to
amwer additional research questiom

Table 2. Proposed Registny Inf rosiv ucture
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* A comprehensiveset of dataelements (Table 4) wis devsedto besystematically @ptured and benchmarked
for anaks & in RAD-PD. The majority are patient reported outcomes.

® Dxhboardingto participatings ites will enable them to comsid er implementing changes in therapeutic
strategies to improve the quality of DEE care and out@mes for PD patients.

® Clinicianr-mezxsured and patient-reported outmmes and imaging will be gathered from ower 1,000 participants
at up to 40 clinical sites (Table 5)aaoss 5years of DES therapy (Fig.2).

Toble J. Proposed dote elemenis for RAD-PD
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Figure 2. Time pointsand potient reporied o wicomes Table 5. Proposed Site Actividy
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® With adldesign, the primarygoal is improving DES
therapy and outmmes .

* Results will hawe broad appli@bility to arange of
practice scenarios and patient characterstics.

® Theinfrastructure can be applied to other deease
states where DES is 3 wiable treatment st Etemy.
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