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reports have shown that many physicians modify the urethral N =189 100.0 +\\ AUASS improvement from baseline was statistically significant (p <

temperature set point from the default 40°C to positively impact 90.0 0.001) in all three temperature groups at 1 year from baseline.
patient comfort during the procedure. The objective of this : Over 60% of patients Mean Qmax improvement was also significant (p < 0.02) for the

The Urologix Cooled ThermoTherapy™ (CTT) System employs
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60.0 MERSSAN =35:38C, mean VAS score was 4.3 with the group scores being 3.7, 5.4 and

Methods: 189 men with original control unit treatment files were
examined from a pooled database of previous CTT System multi- QOL Score 3.9 0-6
center studies?!. All subjects had baseline AUASS score of >7 and
a Qmax <15. Each file was analyzed to determine different

) 4.1 from low to high temperature groups. The study was not
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powered to evaluate differences in VAS score as the power was
adjusted for patient comfort. 70% of the patients completed the
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treatment sensor readings, including the maximum urethral Prostate Weight (g) 403 19-101 20.0 N\ 4.1. Data from intra-prostatic temperature mapping studies? have
temperature sustained for at least 7 minutes (approximately 25% i ' .\\. confirmed the temperatures reached are similar to thermal model

of treatment time). Sensor readings were compared to 10.0

projections. MRI analysis and pathology studies* have confirmed
‘ the presence of significant tissue necrosis at these temperatures.

corresponding percent AUASS change and Qmax change at both
6 and 12 months using simple linear regression. Treatment files
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