Cancer Patient Fracture Evaluation:
CAFE

A Multinational Controlled Study to Compare Balloon

Kyphoplasty to Non-Surgical Fracture Management in

the Treatment of Painful, Vertebral Body Compression
Fractures in Cancer Patients




Study Objective & Design

The primary objective of the CAFE study was to evaluate the safety
and effectiveness of balloon kyphoplasty treatment for painful VCFs as
compared to standard non-surgical therapy in patients with cancer.

® Multicenter, randomized, controlled trial.
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Study Design: major inclusion/ exclusion

Inclusion criteria Exclusion criteria
® Adult patients diagnosed with ﬁSpinal cord compression X
variety of cancers

° _ 'Primary bone tumors at index VCF
< 3 painful acute VCFs T5-L5

®Score = 4 on 0 to 10 numeric
. [ ] .
pain scale Solitary plasmacytoma at the

fracture site

® Osteoblastic tumors at index VCF




_© Clinical endpoints

Primary endpoint

Change in functional status from baseline to 1 month as assessed by the
Roland Morris Disability Questionnaire

Secondary endpoints

Change in Quality of Life as assessed by the SF-36v2™

Change in Karnofsky Performance Scale




_© Patient Enrollment

>500 patients screened

134 patients enrolled
and randomized
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{Change In Back Pain Score from Baseline }
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SF-36 PCS Karnofsky Performance Scale
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iInical endpoints
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@ arety evaluation
(Medical Adverse Events are similar between groups \

® One kyphoplasty patient had an intraoperative non Q-wave MI with
intermittent atrial fibrillation SAE that was attributed to anesthesia and
resolved

® One kyphoplasty patient with a cement leakage to the disc had an
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@ onclusions

Kr he primary endpoint (RMDQ) was statistically significant \

greater following BKP compared to NSM

® The secondary clinical endpoints (SF-36 PCS, VAS back pain,
Karnofsky score, pain medication) demonstrated greater
improvements at 1 month with BKP compared to NSM.

® Patients who crossed over to BKP showed similar results to
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