Enrollment

Follow-up

No. Assessed for eligibility

n=300

Excluded =284

(Not meeting inclusion criteria)

Baseline

n=16

IPG Implantation

n=16

>

Group A

DB Stimulation ON

2 months (secondary study endpoint)

n=8

Group B
DB Stimulation OFF

2 months (secondary study endpoint)

n=8

l

l

Long- term Follow-up

10- months constant DBS ON
(primary study endpoint)

End of Study: 12 months after
surgery

Long- term Follow-up

12- months constant DBS ON
(primary study endpoint)

End of Study: 14 months after

Analysis

surgery

/

Analyzed

No. included in analysis = 16
(intent to treat analysis)

No. excluded from analysis = 0
No. lost to follow-up = 2

(1 exclusion month 4; 1 stim off
month 7)




