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2. List of Abbreviations and Definitions of Terms

Abbreviation Definition 

AE Adverse Event 

aDBS Adaptive Deep Brain Stimulation 

AT As Treated 

BrainSense™ The family of features in the Percept PC system that make use of the 

system 

BKS Bradykinesia Score 

cDBS Continuous Deep Brain Stimulation 

cc Complete-Case 

CIP Clinical Investigation Plan 

CONSORT Consolidated Standards of Reporting Trials 

CRF Case Report Form 

DBS Deep Brain Stimulation 

DD Device Deficiency 

DKS Dyskinesia Score 

Five-dimensional five-level generic measure designed to measure, 

EQ-SD-SL compare and value health status across disease areas; developed by the 

EuroQol Group. 

Event markers 
Used to capture and record patient triggered events and provide 

additional information for analysis around patients outside the clinic. 

GIC Global Impression of Change 

ICH International Conference Harmonization 

LCC Lead Complete Case 

LFP Local Field Potential 

INS Implantable Neurostimulator 

JSON JavaScript Object Notation, a data file format 

LEDD Levodopa Equivalent Daily Dose 

LFP Local Field Potential 

MedDRA Medical Dictionary for Regulatory Activities 

MDS-UPDRS Movement Disorder Society-Sponsored Revision of the Unified 

Parkinson's Disease Rating Scale 

PD Parkinson's Disease 

PDQ-39 The 39-item Parkinson's Disease Questionnaire 

PDQ-39 SI PDQ-39 summary index 

SAP Statistical Analysis Plan 

STN Subthalamic Nucleus 

TEED Total Electrical Energy Delivered 

UDysRS Unified Dyskinesia Rating Scale 

VAS Visual Analog Scale 
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Parkinson's disease (PD) is a chronic, progressive neurodegenerative disease associated with both motor 

and non-motor symptoms. In the initial stages of PD, motor symptoms are often well controlled using 

dopaminergic drugs. However, chronic use of these levodopa medications is associated with symptom 

fluctuations, dyskinesia and other motor complications. Deep Brain Stimulation (DBS) Therapy may be 

used to treat some of the motor complications of PD that are not adequately controlled with 

medication. Deep Brain Stimulation Therapy is currently delivered in a continuous fashion (cDBS) where 

stimulation settings are constant over time and do not adjust to fluctuations in symptoms typically 

experienced by Parkinson's disease patients during medication On and Off states. 

To make DBS more responsive to an individual patient's clinical state, investigators have explored the 

use of adaptive DBS (a DBS) therapy. Evidence generated by previous studies has demonstrated that 

a DBS is feasible. In addition, both dual and single threshold a DBS algorithms were well tolerated, were 

as effective or more effective than cDBS, may reduce DBS induced side effects and were associated with 

a significant reduction in DBS power usage compared to cDBS. Based on this evidence, this study will 

evaluate the efficacy of a DBS (preferred mode, single or dual threshold) in comparison to conventional 

cDBS. 

The Early Adapter II trial is a prospective, randomized, single-blind, crossover, multicenter study of aDBS 

in subjects with Parkinson's disease. 

3.2 Purpose 
The purpose of this statistical analysis plan (SAP) is to document the analyses for the final study report. 

Revisions to the SAP may be required if the protocol changes impact to the analyses planned. The SAP 

has been prepared in agreement with Medtronic internal procedures and using the extension of 

Consolidated Standards of Reporting Trials (CONSORT) Statement3 for crossover trial and International 

Conference Harmonization {ICH) guidelines E3, E6 and E9 as guidelines. The purpose of the study is to 

evaluate the efficacy of a DBS (preferred mode, single or dual threshold) vs standard continuous DBS 

(cDBS) in decreasing Total Electrical Energy Delivered (TEED). 

3.3 Documents used to create SAP 
Documents used to create the SAP include: 

• Early Adapter Part II Clinical lnvestigational Plan

• Early Adapter Part II Data Management Plan

• Early Adapter Part II eCRF Requirement

4. Study Objectives

4.1 Primary objective 
To demonstrate decreased Total Electrical Energy Delivered (TEED) during adaptive (aDBS) as compared 

to continuous DBS (cDBS). 
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Figure 5.�•]-1. Study Schematic 
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Figure 5--2. Study Procedures and Data Colledion by Visit 
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