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Background

Pancreatic adenocarcinoma is one of the cancers with the poorest prognosis, resulting in a <10% survival
rate at 5-years. Modulated electro- hyperthermia (mEHT) combines the heat-therapy with an electric field
and has been increasingly used for cancer therapy alone or in combination with radiotherapy and
chemotherapy. Clinical researchers show that hyperthermia is feasible not only for palliative care but has
also therapeutic effects in pancreatic cancer.

Purpose
To monitor the efficacy and safety of mEHT for the treatment of pancreatic cancer.

Methods

We collected data retrospectively on 170 patients affected by stage llI-IV pancreatic adenocarcinoma, and
106 were considered for this study. The sample was divided in two groups: patients that did not receive
mMEHT (no-MEHT) and patients that were treated with mEHT.

mMEHT was performed using a capacitive coupling technique keeping the skin surface at 26 C° and 40-42.5
C°inside the tumor for > 90% of treatment duration (40-90 minutes). The applied power was 60-150 Watts.
mEHT was performed in association with chemotherapy in 32 (82%) of patients whereas 7 (18%) received
mMEHT alone. The maijority (54%) of no-mEHT group received a second line chemotherapy, whereas 31(46%)
did not receive any further treatment.

Results

106 consecutive patients were enrolled in this study, median age of the sample was 65 (range 31-80) years.
After three months of therapy, tumor response in mMEHT group was: partial response (PR) in 22 (56%)
patients, stable disease (SD) in 15 (38%) patients and progression disease (PD) in 2 (5%) patients. Tumor
response in no-mEHT group was: partial response (PR) in 4 (119%) patients, stable disease (SD) in 11 (31%)
patients and progression disease (PD) in 21 (58%) patients.

The median overall survival (0S) of mEHT group was 17.23 (range 2.6-30.4) and 11,33 months (range 0.4-
56.25) for non-mEHT group.

Conclusions
mEHT may improve tumor response and survival of pancreatic cancer patients.
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BACKGROUND

» Pancreatic adenocarcinoma has poor prognoses,
resulting in @ <10% survival rate at five years.

* Modulated electro-hyperthermia (mEHT) combines heat-
therapy with an electric field and has been increasingly
used for cancer therapy alone or in combination with
radiotherapy and chemotherapy.

« Clinical research shows that hyperthermia is beneficial
not only for palliative care but also has therapeutic effects
in pancreatic cancer.
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to motor the efficacy and
safety of modulated
electrohyperthermia
(mEHT) for the treatment
of Pancreatic cancer.

METHODS

* We collected data on 170 patients affected by stage IlI-IV pancreatic
adenocarcinoma, and 106 were considered for this study.

» The sample was divided in two groups: patients that did not receive
mEHT (no-mEHT) and patients that were treated with mEHT.

+ mEHT was performed using a capacitive coupling technique keeping
the skin surface at 26 C° and 40-42.5 C° inside the tumor for > 90% of
treatment duration (40-90 minutes).

» The applied power was 60-150 Watts. mEHT was performed in
association with chemotherapy in 32 (82%) of patients whereas 7 (18%)
received mEHT alone.

» The majority (54%) of no-mEHT group received a second line
chemotherapy, whereas 31 (46%) did not receive any further treatment.
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Description of the sample

All patients with mEHT without mEHT
Ages = = =
mean |median| mean |median| mean median
average age (y) 64.5 65.3 61.8 62.6 66 67.8
Groups All patients with mEHT without mEHT
n % n % n %
males 59 55.7 24 61.5 38 56.7
females 47 443 15 38.5 29 43.3
non-metastatic 44 41.5 14 35.9 30 44.8
metastatic 62 585 25 64.1 37 552
. All patients with mEHT without mEHT
site of metastases . . e
n % n % n %
liver 47 75.8 19 76.0 28 75.7
liver & elsewhere 4 6.5 4 16.0 0 0.0
lung 5 8.1 1 4.0 4 10.8
lymphnodes 2 3.2 0.0 2 5.4
peritoneum 1 1.6 0.0 1 2.7
bones 2 32 0.0 2 54
pelvis 1 1.6 1 4.0 0.0

Types of first line chemotherapy

; All patients with mEHT without mEHT
type of first line CHT . o . ” . %

gemcitabine oxaliplatin 49 46.2 14 359 39 822
gemcitabine 30 28.3 B 154 24 358
gemcitabine abraxane g Fit - 5 128 3 45
gemcitabine FU B 38 2 5.1 2 30
other 8 15 5 12.8 3 45
no ¥ 6.6 j 179 0 0.0
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Types of second line chemotherapy

- All paiients with mEHT without mEHT
continuing of chemo
n % n % n %

gem citabine oxaliplatin 4 38 1 2.6 3 45
gem citabine-carboplatin 3 28 0 0.0 3 45
gem citabine abraxane 7 6.6 5 128 2 30
gem citabine 31 29.2 23 59.0 8 1.9
folfiri or folfirinox 7 6.6 1 2.6 B 90
folfox 8 1.5 0 0.0 8 1.8
other 10 94 3 7.7 i 10.4
no 36 340 4] 154 30 44 8

RESULTS

» 106 consecutive patients were enrolled in this
study, median age of the sample was 65 (range 31-
80) years.

+ After three months of therapy, tumor response in
MEHT group was: partial response (PR) in 22 (56%)
patients, stable disease (SD) in 15 (38%) patients
and progression disease (PD) in 2 (5%) patients.

* Tumor response in no-mEHT group was: partial
response (PR) in 4 (11%) patients, stable disease
(SD) in 11 (31%) patients and progression disease
(PD) in 21 (568%) patients.

» The median overall survival (OS) of mEHT group
was 17.23 (range 2.6-30.4) and 11,33 months (range
0.4-56.25) for non-mEHT group.
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Tumor response at three months
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The solid line was the survival of mEHT group and the dashed line the non-mEHT. The
x showed the censored patients.
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OS grouped by metastatic patients
of the two groups of the study
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The solid line was the survival of mEHT group and the dashed line the non-mEHT. The

x showed the censored patients.
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The solid line was the survival of mEHT group and the dashed line the non-mEHT. The

x showed the censored patients.
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OS grouped for non-resected
patients of the two arm of the
. study
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ADVERSE EFFECTS AND SAFETY

 Out of a total of 499 mEHT delivered sessions, the
safety assessment of mEHT showed a limited
number of adverse events 20/499 (4%).

 mEHT toxicity consisted of skin pain in 12 (2%)
sessions and grade 1 burns in 6 (1%) patients and
grade 2 burns in 2 patients.

» All these side effects were G1-G2 intensity and
resolved with local medications and discontinuation
of treatment for one week.
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PT 26 - PANCREATIC CANCER (BODY) PROGRESSED AFTER 6 C.
OF GEMOX, RESPONSE AFTER MEHT+ GEM ( 32 MEHT SESSIONS
AND 8 C. OF GEM)

PT 33-PANCREATIC CANCER (HEAD) AFTER DRAINAGE RECEIVED
MEHT (28 SESSIONS) PLUS GEM 9 C. SEE EVIDENCE OF
RESPON
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baseline after 3 cycles

CONCLUSION

* Longer median OS and better tumor response were
observed for mEHT group than for the control group.

« These results may suggest a beneficial effect of mMEHT
when combined with chemotherapy increasing response
and OS for patients with locally advanced and metastatsic
pancreatic cancer.

* The results of this study suggested also that mEHT could
be safe for pancreatic cancer therapy, resulting in very
limited side effects.

 Our data suggest to carry out further randomized trials
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Thank you
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