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Deep Brain Stimulation

e Used for idiopathic PD with
disabling symptoms, despite
optimized meds, in patients
without dementia

e DBS of GPi or STN can
improve bradykinesia,
rigidity, tremor, gait and
moblllty problems dyskinesia

) i<_;|orous evidence for
fficacy desired

e DBS at the two targets never
before compared head-to-
head in a rigorous, large-
scale manner




VA CSP#468: Objectives

» Goals: In patients with moderate-severe PD
experiencing excessive “off’ time
(> 3hours/day) and/or excessive time with

troubling dyskinesia (> 3 hours/day), determine

— |If patients have better function when they proceed immediately
to surgery vs. receiving “best medical therapy”

— Comparative benefits of deep brain stimulation (DBS) therapy
of the globus pallidus (GPi) vs. DBS of the subthalamic
nucleus (STN)



VA CSP#468: Overview

Landmark study on treatment of PD with DBS in 316
people
Conducted by 6 VA PADRECCs (Parkinson’s Disease
Research, Education, & Clinical Centers) & affiliated
university medical centers

— Houston PADRECC & Baylor

— Los Angeles (Southwest) PADRECC & UCLA

— Philadelphia PADRECC & Univ. of Pennsylvania

— Portland (Northwest) PADRECC & OHSU

— Richmond (Southeast) PADRECC & Medical College of

Virginia

— San Francisco PADRECC & UCSF
Sponsored by VA, VA Cooperative Studies, NINDS (NIH)
Enrollment: May 2002 through October 2006



CSP #468

Baseline

Best Medical Immediate Surgery
Management

Bilateral STN DBS  Bilateral GPi DBS

I

Amount of “ON” Time

6 Months without Dyskinesia

Bilateral STN DBS  Bilateral GPi DBS

24 Months Change in UPDRS Motor Score off meds




VA CSP#468: Progress

Study finished two-year follow-up in October
2008

“Phase 1" (BMT vs. DBS) at 6 months
published in January 2009

“‘Phase 2" (GPi vs. STN DBS) at 2-3 year
follow-up data pending publication

Approval recently granted for long-term
(additional 5 years) follow-up study!




Follow-~Up Study

* Original study represents the largest prospective,
randomized, controlled, blinded assessment clinical
trial ever to be undertaken to assess DBS for PD

* The cohort of study subjects represents the largest
number of longitudinally followed, well-characterized
patients treated with DBS

* Leveraging this study population and the unparalleled
iInfrastructure created to conduct CSP#468 provides
the singular opportunity to answer important long-term
guestions pertaining to the outcomes of PD patients
treated with DBS and the predictors of those outcomes
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VA CSP#468: Conclusions

» Contributions of study

— Class | evidence for efficacy

— Detailed analysis of efficacy in multiple
domains (motor function, QoL, post-DBS
medication requirements, etc.)

— Updated safety information
— Increased clarity re: target selection
— Intermediate-term outcome data

— Long-term outcome data from follow-up
study, now beginning




