CLINICAL SUMMARY Boston

1entifi
Space OAR V'llem HYdrogel AdSvaEiingescientce for Ef:e'”

The Role of a Radiopaque Hydrogel Spacer
in Image-Guidance for Prostate Stereotactic Radiotherapy

0. Icht, S. Schlosser, Y. Landman, M. Rephael, A. Moore,
D. Silvern, D. Bragilovski, D. Limon, E. Fredman

Davidoff Comprehensive Cancer Center, Rabin Medical Center,
Radiation Oncology, Petah Tikva Israel

The purpose of this study was Per standard practice, patients underwent placement of three intraprostatic

to evaluate the potential of a gold markers for alignment and a SpaceOAR Vue Hydrogel to decrease

rectal radiation dose before planning prostate SABR. During treatment, table

. shifts based on conebeam CT to the planning CT were performed by three-

serve as a surrogate fiducial dimensional alignment of the SpaceOAR Vue Hydrogel (experimental arm)

marker for prostate IGRT. and then the fiducial markers (standard arm). Six directional shifts, three linear
and three rotational, were recorded and the differences were compared.

CT-visible hydrogel spacer to

An evaluation of 140 fractions across 41 patients showed the mean/median
differences between SpaceOAR Vue Hydrogel and fiducial based in the
three linear and three rotational shifts were 0.9/0.6mm, 0.8/0.5mm and
0.6/0.4mm and 0.38/0, 0.62/0 and 0.35/0 degrees, respectively. There was
no gland volume correlation with shift differences. A learning curve was
present with significantly less variability between alignment methods in the
second half of fractions compared to the first in five of the six axes. There
were no differences observed between alignment methods of the three
rotational shifts in the latter 70 fractions.

Thus, proving daily alignment with visible SpaceOAR Vue Hydrogel was highly
comparable to intraprostatic gold fiducial markers with an observed rapid
learning curve for precise IGRT in prostate SABR.

Table 1: SOv-based vs. fiducial-based daily target alignment

Overall Differences
Median (IQR)  Mean # Std Mean: Fx1-70  Mean: Fx71-140  Pvalue

Linear (mm)
Vertical 0.6(0.2-1.2) 0.9+0.9 11 0.6 0.0032
Longitudinal | 0.5(0.1-1.3) 0.8+9 1.0 0.7 0.0464
Lateral 0.4(0.1-0.8) 0.6+1 08 05 01244
Rotational (degrees)
Results from case studies are not necessarily predictive Rotation 0(0-0.3) 0.381.15 0.7 0.02 <.0001
of results in other cases. Results in other cases may vary.
The content of this article/publication is under the sole Pitch 0 (0'0-5) 0.62+.85 1.2 0.8 <.0001
(eesent he opinion of Boson Scentfc. Roll 0(0-04)  035:81 065 0.05 <0001
GADIIERE T2 2 RESEs iese CRutas to sz IQR = interquartile range; std = standard deviation; Fx = fraction

by or on the order of a physician. Indications,
contraindications, warnings, and instructions for use
can be found in the product labelling supplied with each
device or at www.IFU-BSCl.com. Products shown for
INFORMATION purposes only and may not be approved
or for sale in certain countries. This material not
intended for use in France.
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