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6.2. Study Endpoints

The AIM Study 1s an exploratory study and no formal endpoints or hypothesis testing are
planned in the study. This study is not designed to collect data for a product approval and as
such does not have a safety or efficacy endpoint.

Exploratory endpoints include but are not limited to (the study assessment used to derive
each endpoint 1s denoted in parentheses):

e Percent change in perception threshold from sitting to standing (Physiologic
Thresholds)

Additional endpoints will be evaluated post-hoc for data collected in assessments not listed in
the predefined clinical endpoints.

7. Study Design

The AIM study is a prospective, multi-center, non-randomized, exploratory, single-arm
study. Patients meeting the inclusion/exclusion criteria will be considered for enrollment in
the study. Subjects will be considered enrolled after signing the informed consent.

7.1. Scale and Duration

This study will be conducted in up to 5 centers and will enroll subjects who are undergoing
an SCS trial with a BSC neurostimulation system, per local directions for use (DFU). Up to
25 subjects who complete the Programming Visit will be enrolled. There is no maximum or
minimum enrollment for sites participating in the study, but investigators will be asked to
communicate with the sponsor regarding screened patients per Section 10.2. The stud
requires a screening visit and a programming visit.

Unscheduled Visits are allowed after enrollment and prior to study completion provided no more than 7 days have passed since the
Programming Visit
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Participation in the study is considered complete when a subject completes their study visits, withdraws, completes their SCS trial, or

at most 15 days after the Screening Visit if a Programming Visit is not completed (whichever occurs first).

Figure 7.1-1 shows the study design.
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Unscheduled Visits are allowed after enrollment and prior to study completion provided no more than 7 days have passed since the

Programming Visit
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Participation in the study is considered complete when a subject completes their study visits, withdraws, completes their SCS trial, or

atmost 15 days after the Screening Visit if a Programming Visit is not completed (whichever occurs first).

Figure 7.1-1: AIM Study Design

7.2. Treatment Assignment

Consecutive eligible patients who consent to participation and have met all of the inclusion
and none of the exclusion criteria will be enrolled and assigned a unique subject identifier.

7.2.1. Treatment

The study treatment will consist of acute changes to neurostimulation trial therapy for pain
programmed according to investigator discretion and within Boston Scientific’s currently
commercially approved rate, amplitude, pulse width. Automatic stimulation intensity
adjustments (“automatic program’) will be individualized and are designed to only be within
comfortable ranges (as measured by physiologic thresholds).
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The Principal Investigator or his/her designee will take measures to prevent accidental or
premature destruction of these documents. If for any reason the Principal Investigator or
his/her designee withdraws responsibility for maintaining these essential documents, custody
must be transferred to an individual who will assume responsibility and BSC must receive
written notification of this custodial change. Sites are required to inform Boston Scientific in
writing where paper or electronic files are maintained in case files are stored off site and are
not readily available.

12.4. Study Assessments
12.4.1. Adverse Events

Adverse event evaluation will be conducted to i1dentify adverse events occurring during the
study and classify them in regard to seriousness, relationship to the procedure and/or device,
action taken and outcome. Safety events will be reported as specified in the Safety Reporting
Section.

12.4.2. Demography
Demographic information will include date of birth, gender, and race/ethnicity.
12.4.3. Device Deficiency Evaluation

Device Deficiency evaluation will be conducted to i1dentify deficiencies occurring during the
study and device type and action taken. Safety events will be reported as specified i the
Safety Reporting Section.
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of the study. Boston Scientific adheres to the Contributorship Criteria set forth in the
Uniform Requirements of the International Committee of Medical Journal Editors (ICMIJE;
http://www.icmje.org). In order to ensure the public disclosure of study results in a timely
manner, while maintaining an unbiased presentation of study outcomes, BSC personnel may

assist authors and investigators in publication preparation provided the following guidelines
are followed:

e All authorship and contributorship requirements as described above must be followed.

¢ BSC involvement in the publication preparation and the BSC Publication Policy should
be discussed with the Coordinating Principal Investigator(s) and/or Executive/Steering
Committee at the onset of the project.

e The First and Senior authors are the primary drivers of decisions regarding publication
content, review, approval, and submission.

The data, analytic methods, and study materials for this clinical trial may be made available
to other researchers in accordance with the Boston Scientific Data Sharing Policy
(https://www .bostonscientific.com/).
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