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Model : SBChemoPlus

Scalp cooling device to avoid or reduce
chemotherapy induced alopecia

Sarma Behboud Sepanta Medical Industries
Mashhad Health Science and Technology Park,
Bu-Ali Square, Mashhad,Iran
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How cooling works

noduced Metabolism 4

Scalp Cooling

Reduced Perfusion 4

Cooling Cap Timeline

15 min. cooling during
pre-infusion reacclimation

Cap stabilization

& premed Infusion Duration and continuous cooling
Temperature Stabilization process during post
infusion

Recommended post-infusion times

1 hour
1.5 hours

2 hours

Succesful cases with AC-T regimen
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@® Technical Specifications ~ @ Model : SBChemoPlus

Regarding the wheels 110 50 50 CM™M

il

3

80 k¢

Power source [rded o [T | I, H

Power consumption 1300 watt

Temperature accuracy [l | B 1C

F

Reserve coolant tank m Main coolant tank 3.5 lit
b

Non-spill quick couplings User Interface Cooling system

» Fluid level sensor in main and reserve tanks
= Fluid flow sensor in hoses

= Main tank coolant temperature sensor

= CDC couplings = 7-Inch touch screen = Hermetic compressor with
R404 / R134 refrigerant
Coolant fittings Heat exchanger
= Anti rust brass fittings = Danfoss brazed plate = Antifreeze fluid based on water
and propylene glycol
Cap insulation cover Head wraps Permissible environmental conditions
= Two pieces of neoprene = Two polymer wraps of same size = Allowable temperature18-26°C
= BOA Fit System = Allowable humidity 30%-70%

= Maximum allowable height 2200 m
above sea level

= Metal structure with a double—layer heat treated paint
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Poster Presentation

Published results of the clinical trials

11 International Congress of Breast Cancer (TBCC1)

Efficacy Evaluation of Cooling Cap Device for Patients Having Breast
Cancer and Undergoing Chemotherapy

Mitra Fazl Ersi', Fatemeh Varshoee Tabrizi', Mahdich Dayyani', Mahdi Abachizadeh®

1 Heza Radiotherapy and Onealogy Center, Masihad, franr
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Hair
and woublesome side effeets of chemotherapy.
Using a cooling cap during chemodherapy is the
only recognized way to prevent cf I

during 3

Results: All paticnts were evaluated for hair

loss based on WHO grading after completion or
ithdrmwal from In ¥ patients, severe

mduced alopecin. The aim of this sudy was
to evaluate this supportive method on female
patienis with breagl cancer,

Methods: This Sludy was performed on 24
female patients with non-metastatic breast cancer
with a mean age of 43.1 years who referred o
Reza Radiotherapy and Onocology Center in
Mashhad during 2019 - 2020, Based on IHC
results, paticnts received AC-T+H, TCH or TC
chemotherapy regimens, An lranian cooling
cap deviee (brand TARA®, Madel SBChemo
by Sarma Behboud Ind.) was used 30 mimutes
before, during and according to the treatment
regimen 1.3 o 2.5 hours after chemotherapy. In
this device. the temperature of the scalp in the
frontal arca was measured by a skin probe, and
was kept constant by continuous in the range of
310 8 degrees Celsius by an electronic controller

12-15 January 2022
Motamed Cancer Institute, Tehran,
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or total hair loss {grade 4) occurred afier 2 or 3
sessions of chemotherapy, Four patients were
excluded from the Study due o intolerance to cold.
In 12 remained patients, hair was preserved based
on grading eriteria. 4 out of these 12, suffered
grade 2 alopecia and 8 had none or negligible hair
loss, Chnly one patient complained for neck pain
but completed her treatment.

Conclusion: Regarding the suceess rate

in literature for large multi-center fudics (48%
and 50%), the success rate of the Iranian device
{5(1%) shows acceptable consislency. Subscquent
larger studies are expected to assess key variables
of gender, age, tvpe of cancer, and drug regimen
on theatmen! suceess.

Keywords: Breasl Neoplasms; Chemotherapy;
Cooling Cap
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CERTIFICATE
No. 21-B-0871 Rev. 1

Sarma Behboud Sepanta Medical Industries
Mo 22, 3nd Danidsapervahkan S1., Vakilshad Bho,, Mashhad, IRAN.
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Medical Devices Quality Management System
for.
hsigs, Productien, Sales wad Afier-Sakes Services of Cooling Cag System
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