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INTRODUCTION:

Rapid bone loss is a universal accompaniment of acute spinal cord injury (SCI) and leads to severe loss of
bone mass and bone strength with a marked increased risk of fracture. The study proposed is a 2 year,
randomized, double-blind placebo-controlled study of zoledronic acid to evaluate its efficacy and safety
for the prevention of bone loss and maintenance of bone strength in individuals with recent onset SCI
(see diagram below). At the end of the first year of the study, each treatment groups will be re-
randomized to either zoledronic acid or placebo to evaluate the durability of response to zoledronic acid
and the utility of serum bone markers to guide therapeutic decision making. DXA imaging, CT imaging
and bone markers will be obtained at baseline, 3 months, 6 months, 12 months, 18 months and 24

months.
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OVERALL PROJECT SUMMARY:

All objectives outlined in the Statement of Work to be completed during the first year have been
completed. All regulatory approvals have been obtained (Specific Aim 1, Major Task 1) and all study
documents and materials prepared and deployed (Specific Aim 1, Major Task 2). Screening, enroliment
and treatment of participants (Specific Aim 1, Major Task 3) has also commenced, with 12 participants
currently randomized and active in the study. Data are being obtained and entered into the study
database, and study materials are being collected and maintained for future assay (biomarkers; part of
Specific Aim 2, Major Task 1)) or for image analysis (CT bone scans; part of Specific Aim 3, Major Task 1).
As the investigators remain blinded to allocation of treatment assignment, it is not possible to know
efficacy results until the end of the study. No unexpected safety concerns have arisen. One participant
developed a high fever, coincident with infusion and possible urinary tract infection. One data safety
monitoring meeting has been held with the internal medical monitor with the conclusion being to
continue the study without any changes.

Recruitment has been largely on track after a slightly delayed start due to delay from what was
anticipated of regulatory approvals. There have been no impediments and treatment and data
collection are proceeding without issues. No changes have been made in the statement of work and
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only minor modifications of the protocol have been made to permit more efficient management of the
study.

KEY RESEARCH ACCOMPLISHMENTS:

There are no outcome data available to date. As this is a blinded clinical trial, scientific data relating to
study objectives will not be available until all participants have concluded the study, data cleaned and
data base locked, and analyses completed.

CONCLUSION:

This project has not progressed to the point of being able to provide any conclusions in regard to the
effect of these specific interventions on bone mass or bone quality in people after spinal cord injury. If
benefit is shown, this intervention has the potential to reduce fracture incidence in people experiencing
acute SCI.

PUBLICATIONS, ABSTRACTS AND PRESENTATIONS:

None.

INVENTIONS, PATENTS AND LICENSES:

None.

REPORTABLE OUTCOMES:

None.

OTHER ACHIEVEMENTS:

None.

REFERENCES:
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