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Population characteristics
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Note that full information on the approval of the study protocol must also be provided in the manuscript.

Clinical data
Policy information about clinical studies
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Clinical trial registration

Study protocol

Data collection

Outcomes

No sample-size calculation was performed as this was a registry study.

No data was excluded from the analyses

Not applicable as this is a registry study.

A randomised controlled design was not suitable as in this study, investigations of long-term effects would otherwise have resulted in
withholding an effective therapy from severely affected patients for 3 years

As the present work analyzed data from an observational study, we did not conduct blinded assessments of clinical outcomes

The mean age at baseline was 62.0 years (SD=8.3) and disease duration 10.3 years (SD=4.7). PD diagnosis was based on the
UK Brain Bank criteria and patients were screened for DBS treatment according to the guidelines of the International PD and
Movement Disorders Society.

This was a multicenter international registry study (Cologne, London, Manchester). Patients with PD undergoing STN-DBS
were recruited and examined as part of the DBS arm of the NILS study.

Study protocols had been approved by the local ethics committees (Cologne, study no.: 12-145; German Clinical Trials
Register: DRKS00006735; United Kingdom: NIHR portfolio, number: 10084; National Research Ethics Service South East
London REC 3, 10/H0808/141).

German Clinical Trials Register: DRKS00006735

The study protocol is available upon reasonable request.

In this ongoing, prospective, observational, multicenter international study (Cologne, London, Manchester), we examined patients
with PD undergoing STN-DBS as part of the DBS arm of the NILS study at preoperative baseline, 6-month, and 36-month follow-up
postoperatively. Patients were screened between 06/2011 and 07/2017.

The following scales and questionnaires were assessed:

1) QoL was investigated with the PD Questionnaire-8 (PDQ-8) reported as PDQ-8 Summary Index (PDQ-8 SI).

2) The clinician-rated NMS Scale (NMSS) contains 30 items covering nine domains of NMS.

3) Motor examination, activities of daily living, and motor complications were assessed with the Scales for Outcomes in PD (SCOPA) -
motor examination, -activities of daily living, and -motor complications.




