
Real-World Outcomes Using a Novel Directional Lead from a Deep Brain Stimulation (DBS) Registry for

Parkinson’s Disease
Jan Vesper; Roshini Jain; Heleen Scholtes; Alex Wang; Michael Barbe; Andrea Kuhn; Monika Potter-Nerger; Jens Volkmann;

Steffen Paschen; Günther Deuschl
1. Heinrich Heine Univ., Germany  2. Boston Scientific, USA 3. Boston Scientific, Belgium  4. Univ. Hospital Cologne, Germany  5. Charité Universitätsmedizin, Germany 6. Univ. Hospital

Hamburg-Eppendorf, Germany   7. Univ. Hospital Wuerzberg, Germany 8. Charing Cross Hospital, United Kingdom  9. Univ. Hospital Schleswig-Holstein, Germany

Introduction
Deep Brain Stimulation (DBS) systems have
historically used ring-shaped electrodes that produce
stimulation fields with limited control over the shape of
the field and volume of tissue activated. Directional
current steering may permit a more personalized DBS
approach with respect to the individualized shape and
pattern of the electrical field and corresponding volume
of tissue activated. This analysis reports initial real-
world outcomes using a directional lead with a DBS
System capable of multiple independent current source
control (MICC) for use in managing symptoms of
levodopa-responsive Parkinson’s disease (PD).

Methods

Key Inclusion Criteria:
Understands study requirements and treatment
procedures and provides written informed
consent

•

Meets criteria established in locally applicable
Directions for Use (DFU)

•

Key Exclusion Criteria:
Meets any contra-indication in applicable DFUs•

Study Schematic

Results

Parkinson’s Disease Questionnaire

*Negative scores indicate improvement

Clinical Global Impression of Change (6

months)

Over 90% of subjects, physicians and

caregivers noted an improvement in PD

symptoms at 6 months post-implant

Clinical Global Impression of Change

(12 months)

Improvement in PD symptoms at 12

months post-implant was sustained as

reported by subjects, physicians and

caregivers

Safety

A total of 91 adverse events in 50
subjects were reported in the study

•

77 Serious Adverse Events in 42
subjects

•

Conclusions

Data presented here as part of an on-going
registry represents the first comprehensive,
large scale collection of real-world outcomes
using a directional lead and an MICC-based
DBS system.

Preliminary analysis at 6 and 12 months post
-lead implant demonstrate:

Overall improvement in Quality of Life
(PDQ-39, EQ-5D-5L scores)

•

Improvement in motor function
demonstrated by change in MDS-
UPDRS III scores (meds off condition)

•

>90% subjects, caregivers, clinicians
reported improvement in PD symptoms

•

The overall safety profile of the directional
lead appears acceptable.


