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Postmarket Outcomes Study for Evaluation of the Superion Spacer
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Figure 5-1: Superion Indirect Compression System
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6. Study Objectives and Endpoints

6.1. Study Objectives

The primary objective of this study is to compile real-world outcomes for Boston Scientific
commercially approved Indirect Decompression Systems (IDS) in routine clinical practice,
when used according to the applicable Instructions for Use.

6.2. Clinical Endpoints
The following clinical endpoints will be included in this registry. Study assessments used to
derive each endpoint is denoted in parenthesis:

e Proportion of subjects with an improvement of 20 mm for low back pain at 3 months,
6 months, 1 year, 2 years and 3 years post-procedure compared with Baseline (VAS)

e Proportion of subjects with an improvement of 20 mm for leg pain at 3 months, 6
months, 1 year, 2 years and 3 years post-procedure compared with Baseline (VAS)
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Subjects using a BSC mobile app have the option of providing access to mobile app data at
any time as part of the study.

The clinical database will reside on a production server hosted by Medidata EDC System. All
changes made to the clinical data will be captured in an electronic audit trail and available for
review by the sponsor or its representative. The associated Rave software and database have
been designed to meet regulatory compliance for deployment as part of a validated system
compliant with laws and regulations applicable to the conduct of clinical studies pertaining to
the use of electronic records and signatures. Database backups are performed regularly.

The Investigator provides his/her electronic signature on the appropriate electronic case
report forms (eCRFs) in compliance with local regulations. A written signature on printouts
of the eCRFs must also be provided if required by local regulation. Changes to data
previously submitted to the sponsor require a new electronic signature by the Investigator
acknowledging and approving the changes.

Visual and/or electronic data review will be performed to identify possible data
discrepancies. Manual and/or automatic queries will be created in the Medidata EDC system
and will be 1ssued to the site for appropriate response. Site staff will be responsible for
resolving all queries in the database.

All access to the clinical database will be changed to “Read only” after all data is either
“Hard Locked” or “Entry Locked”. Once acceptance of the final report or finalization of
publications (as applicable) is received, final database storage and archiving activities can
begin. Once all of the closeout activities are completed a request to IT is submitted to have
the “Database Locked” or Decommissioned and all database access revoked.

12.2. Electronic Questionnaires

Questionnaires in electronic form may be collected directly using an electronic data
collection platform at the clinical site (e.g. 1Pad). After completion by the subject or a
clinician, data from the electronic questionnaires are transmitted directly mnto the EDC
system.

12.3. Study Assessments
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laws or regulations or this protocol or by the IRB/EC/REB, and supply BSC with any
additional requested information related to the safety reporting of an event.

e Ensure devices are used in accordance with the Instructions for Use.

e Allow the sponsor to perform monitoring and auditing activities and be accessible to the
clinical research monitor or auditor and respond to questions during monitoring visits or

audit(s).

e Allow and support regulatory authorities and the IRB/EC/REB when performing auditing
activities.

e Ensure that informed consent is obtained in accordance with applicable laws, this
protocol and local IRB/EC/REB requirements.

e Provide adequate medical care to a subject during and after a subject’s participation in a
clinical study in the case of adverse events, as described in the Informed Consent Form

(ICF).
e Inform the subject of the nature and possible cause of any adverse events experienced.

e As applicable, provide the subject with necessary information on the IDS system,
treatment and follow-up instructions and care.

e Inform the subject of any new significant findings occurring during the clinical
investigation, including the need for additional medical care that may be required.

e Provide the subject with well-defined procedures for possible emergency situations
related to the clinical study and make the necessary arrangements for emergency
treatment.

e Ensure that clinical medical records are clearly marked to indicate that the subject is
enrolled in this clinical study.

e Ensure that, if appropriate, subjects enrolled in the clinical investigation are provided
with some means of showing their participation in the clinical investigation, together with
identification and compliance information for concomitant treatment measures (contact
address and telephone numbers shall be provided).

e Inform, with the subject’s approval or when required by national regulations, the
subject’s personal physician about the subject’s participation in the clinical investigation.

e Make all reasonable efforts to ascertain the reason(s) for a subject’s premature
withdrawal from clinical investigation while fully respecting the subject’s rights.

e Ensure that an adequate investigation site team and facilities exist and are maintained and
documented during the clinical investigation.

All investigators will provide their qualifications and experience to assume responsibility for
their delegated tasks through up-to-date curriculum vitae or other relevant documentation and
disclose potential conflicts of interest, including financial, that may interfere with the conduct
of the clinical study or interpretation of results.
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15. Monitoring

Monitoring will be performed during the study to assess continued compliance with the
protocol and applicable regulations. In addition, the clinical research monitor verifies that
study records are adequately maintained, that data are reported in a satisfactory manner with
respect to timeliness, adequacy, and accuracy, and that the Principal Investigator continues to
have sufficient staff and facilities to conduct the study safely and effectively. The Principal
Investigator/institution guarantees direct access to original source documents by BSC

personnel, their designees, and appropriate regulatory authorities.

The sponsor will put a plan in place to document the specific monitoring requirements.
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Table 24.1-1: Abbreviations

Abbreviation/Acronym
ICF
ICH
IDS
IFU
IPD
IRB
ISO
ITT
ODI
PF
PGI-C
REB
PPR
RUI
SADE
SAE
UADE
USADE
VAS
ZCQ

Term

Informed Consent Form

International Conference on Harmonization
Indirect Decompression System
Instructions for Use

Interspinous Process Decompression
Institutional Review Board

International Organization for Standardization
Intent to treat

Oswestry Disability Index

Physical Function

Patient Global Impression of Change
Research Ethics Board

Percent Pain Relief

Resource Utilization Inventory

Serious adverse device effect

Serious adverse event

Unanticipated adverse device effect
Unanticipated serious adverse device effect
Visual analog scale

Zurich Claudication Questionnaire

24.2. Definitions

Detailed definitions or descriptions are provided in applicable sections of the protocol.
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