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The study has been funded by the National Research Foundation (South Africa)

and the device used has been supplied by Oncotherm

AIM

Preliminary results: Ongoing Phase lll clinical study

Addition of mEHT to chemoradiotherapy protocols for locally
advanced cervical cancerin a low resource setting.

* 555 000 new cervical cancer cases per year

* 80% in developing countries

* Upto 20% HIV incidence in South Africa

* Survival rates for cervical cancer up to 50% lower in

developing countries
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Number of Linear Accelerators in Gauteng Province
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METHODOLOGY

We report on 129 participants with 6 month post

treatment data

Randomisation Stratum: HIV, FIGO stage and Age group
Exclude: Bilateral hydronephrosis, renal /immune impairment
Treatment:

* 50Gy External Beam Radiation

* 3x8GyHDRdoses

* Cisplatin 80mg/m2

Hyperthermia: 2 x 55 minutes mEHT /week directly before EBR

METHODOLOGY

OUTCOMES

 Local disease control at 6 months (PET/CT)
* Adverse events + Early toxicity (CTCAE v4)
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Active arm .. Control arm
6 months post rx n=49 randomization 6 months post rx n=80

Screening failure: 28%
Mostly due to advanced
disease found on PET/CT after
enrollment

73.92 Gy

(max 74Gy min 68Gy 73.9Gy

Cisplatin: (mean 1.4) 6 week, 3 month 6 month QoL (max 74Gy min 68Gy

37% had 1 dose, 3 3 s 3
53% had 2 doses, 3 month early toxicity Cisplatin: (mean: 1.3)

41% had 1 dose,
10% had 0 doses 6 month survival 44% had 2 doses,

) 15% had 0 doses
9.65 mEHT treatments 6 month local disease control

RESULTS

Age Group FIGO Stage 5%

53% 509

| = Control

2% 1%

e R—
T —

<30years 30-50years >50 years
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Some South African Optimism
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QUALITY OF LIFE

6 WEEKS

mMEHT had significant improvement in:

* Social functioning

* Nausea and vomiting

Control had significant worsening in: ii

* Emotional function
* Appetite

Both showed a significant worsening in:
Fatigue, insomnia, pain, body image, symptom experience,

Menopausal symptomes, financial difficulties

QUALITY OF LIFE

3 MONTHS

MEHT: showed significant improvement in:
Emotional functioning

Mobility
Global health

Pain

Diarrhoea TT
Both showed improved body image.

Both showed worse symptom scores and worse insomnia at 3 months. il

Only 5 responded to the sexual health and sexual worry questions.
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EARLY TOXICITIES: Gr 3 and 4

Radiation Grade 3 Toxicities:
Proctitis  op Rx, 6weeks and 3 months post Rx

VRF Grade 4 Toxicities:
1% on Rx, 6weeks and 3 months post Rx

H mEHT
H Control
7.0% 5.6%
i
Complete Partial Stable disease  Progressed
response response before 6
months
Demised before 6 month PET/CT: 1: unable to have PET/CT due to renal failure.
Study group — 3 (6%) Local disease control is assessed by PET/CT
Control group —9 (11%) at 6 months post completion of treatment.
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CONCLUSION

The preliminary results continue to show a

positive trend in local disease control in the

group treated with mEHT combined with
chemo-radiation

» The availability of mEHT in a developing country has the
potential to increase the clinical outcomes in a population in
which their resources, options and outcomes are limited.

» The mEHT devices are affordable, easy to use, safe and
practical and are therefore suitable for the South African
market.

» Further applications and benefits of mEHT in low income /
low resource settings need further urgent investigations.

Oncothermia Journal, Volume 22, February 2018 65



v B w N

10.

11.
12.

13.

14.

REFERENCES

. American Cancer Society (2007) Global Cancer Facts & Figures 2007, pp: 8; 23,

http://www.cansa.org.za/cause data/images/1056/Research - Global Facts & Figures 2007.pdf

. UNAIDS (2009) South Africa http://www.unaids.org /en/regionscountries/countries/southafrica/

. Keeton C.(2010) Bridging the Gap in South Africa Bulletin of the World Health Organization 88(11):797-876

. Mallik S., Talapatra K., Goswami J. (2010) AIDS: a radiation oncologist's perspective J. Cancer Research and Therapeutics 6(4)432-441

. Baeyens A, Slabbert J.P., Willem P, et al. (2010) Chr I radi sitivity of HIV positive individuals Int. J Radiation Biology 86(7):584-

592

. Ousri N., Yarchoan R. and Kaushal A., (2010) Radiotherapy for patients with the human immunodeficiency virus: are special precautions

necessary? Cancer 116(2):273-283

. Fiorentini G. and Szasz A. (2006) Hyperthermia today: Electric energy, a new opportunity in tr t Journal of Cancer Research

Therapy Vol. 2, No. 2, pp: 41-46

. Van der Zee J. (2002) Heating the patient: a promising approach? Annals Oncology Vol. 13, No. 8, pp: 1173-1184
. Overgaard J. (1989) The current and potential role of hyperthermia in radio-therapy International Journal of Radiation, Oncology, Biology

and Physics Vol. 16, No. 3, pp: 535-549

Hehr T., Wust P., Bamberg M., Budach W. (2003) Current and potential role of thermoradiotherapy for solid tumours Onkologie Vol. 26, No.
3, pp: 295-302

Horsman, M. R., Overgaard J. (2007) Hyperthermia: a Potent Enhancer of Radiotherapy Clinical Oncology Vol. 19, pp: 418-426

Szasz A., Szasz O., Szasz N. (2001) Electrohyperthermia: A new paradigm in cancer therapy Wissenschaft and Forschung [In German]
Deutsche Zeitschrift Fiir Onkologie Vol 33, pp: 91-99

Griffin R.)., Ogawa A., Williams B.W., Song C.W. (2005) Hyperthermic Enhancement of Tumor Radiosensitization Strategies Immunological
Investigations Vol. 34, No. 3, pp: 343-359

Song C.W., Shakil A., Griffin R.J., Okajima K. (1997) Improvement of tumor oxygenation status by mild temperature hyperthermiaalone or
in combination with carbogen Seminars in Oncology Vol. 24, No. 6, pp: 626-632

The study has been funded by the National Research Foundation (South Africa) and the device used has been supplied by Oncotherm Gmbh

35t ICHS
5t WFCMS

Annual
Conference

THANK YOU
FOR YOUR
KIND ATTENTION!

66

Oncothermia Journal, Volume 22 February 2018




