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METASTASES FROM COLORECTAL CANCER (CRC):

A PHASE Il CLINICAL STUDY.
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* Increase palliation in patients with liver metastases from CRC

= Evaluate capacitatively coupled low-frequency 13.56 MHz deep
hyperthermia combined with thermo-active drugs

From April 2006 to February 2010, 60 heavily pretreated patients at advanced stage of CRC with not operable liver metastases have
been cured with deep hyperthermia at an applied adsorbed power of 80-150 Watt equivalent to 41°- 47" for 60-75 minutes, 3
times/w for 3 weeks in combination with thermo-active drugs.

Thermo active drugs were:
cisplatin 30 mg/sqm on D 1,8, 15 in the first subset of 28 patients (Group A) then with oxaliplatin 50 mgr/sgmon D 1,8,15in a
second subset of 32 patients (Group B). Hyperthermia was achieved by arrangements of capacitative electrodes with a
radiofrequency field of 13.56 Mhz (RF-DHT).
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Capacitively coupled low-frequency 13.56 deep-HPT is feasible for chemo-refractory malignant liver involvement from CRC. Significant increase of
QoL was shown. 12 pts reported a control of disease, Oxaliplatin showed a more effective thermo-enhancement respect cisplatin in liver metastases
from CRC. Based on these results and on ethical reasons we abandoned cisplatin and we are planning a further randomized trial comparing FOLFOX 4

plus hyperthermia versus FOLFOX 4. These interesting results deserve to be confirmed in further clinical studies.
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