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VIVASKIN BY ANTONIO VIRZI'

XLASE - ALEXPRO

Epilation on subjects of phototype lii with dark brown

hair Background

The demand for epilation of large areas of the body is constantly
growing, but the technologies used to date have shown some
limitations, due in many cases to the excessive time required to
achieve definitive results, safety and tolerability, and the difficulty of
treating different phototypes.

In the face of this development in Aesthetic Medicine, the biggest
application limitation remains being able to universalize treatment to
different phototypes, for different hair types and textures without
causing skin damage. For this reason, the use of the latest technologies
may prove decisive.

Goals

To show how through the use of dual-wavelength laser technology
with cooled optics and repeated laser pulses up to a frequency of 10
pulses per second, rapid and successful results were achieved in
reducing hair growth.

Evaluate four months after completion of the treatment protocol the
treatment efficiency and patient satisfaction with Likert scale
guestionnaire {5-point scale, 1 Not Satisfied at all 5, Extremely
Satisfied).

In addition, the tolerability of the treatment was assessed by Vas scale
guestionnaire (How painful do you rate the treatment? From 1to 5
where: 1- No pain; 2- Very mild pain; 3- Mild pain; 4- Severe pain; 5-
Very severe pain).



Materials and Methods

The technology used was Biotec Italia's Xlase Plus platform with AlexPro
handpiece, dual wavelength 760/808nm diode, which allows the
emission of a single wavelength or both at the same time, dosing to the
desired percentage of each in relation to the patient's phototype and hair
characteristics (color and texture).

A homogeneous cohort of 20 female patients, aged 25-35 years, with
phototype lii classified according to the Fitzpatrick scale and dark brown
hair color and medium texture was recruited.

Patients who were pregnant, lactating and being treated with
photosensitizing drugs were excluded from the study.

The body areas treated were thigh and leg.

Each patient underwent a protocol of 5 epilation sessions, at intervals of
4 weeks apart, with fluences between 9 and 17 J/Cm 2 for the 808 nm
wavelength and between 7 and 12 J/Cm 2 for the 760nm wavelength.
The procedure used was "motion speed," with an emission frequency of
|OHz.

All patients were asked to shave 24 hours before the treatment. Before
starting the hair removal treatment, the skin was cleansed with "Oxyclear
cleansing Mousse" from the Rejuve line and then "Oxylaser" also from the
Rejuve line was applied to the area to be treated.

Tattoos, nevi, and spots were covered.

After each treatment, patients were applied soothing balm "Skin Rehab"
and cream with protection factor "SF Face Block 50" by Rejuve.

The safety of the procedure was monitored during the study.

All patients completed and signed informed consent before treatment.
The study was performed at the aesthetic medicine clinic "Vivaskin" in
Catania, Italy.

Results

The study demonstrated a 98 percent reduction in hair growth four
months after the protocol was completed.



100% of patients were Extremely Satisfied d'zl result obtained at

Four months since the last session.
100% of patients of patients would like to treat other areas and would

recommend the treatment.
No adverse events occurred and the treatment was well

tallerated by 100% of patients.

Conclusions
AlexPro hair removal treatment for permanent hair growth reduction

was well tolerated and proved effective, with highest level of
satisfaction, in all patients.

Dr. Antonino Virzi

0.d.M. 5573
P 1. 00431830827
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MEDJCO ES5TETICO

CHIRURG OMAXILO FACCIAL
CHIJRURG OESTET}CO
XLASE PL US - LPG

Background
Pulsed light is also used to rejuvenate v so tissues. Data about the efficacy and safety of this procedure on oazienli with phototypes | Il and 1V are insufficient.

Goals

Following a protocol of 6 sessions with CPL pulsed luce whose facial tissues to evaluate the safety of the method and the results obtained using the GAIS scale
(Global Aesthetic Improvement Scale where 1=very noticeable improvement 2'moderate improvement 3'mild migliation 4-no improvement 5=worsening) dooo the
fourth and seska treatment sessions. To assess the maintenance of the risul'tate, the GAIS scale was exploited at two months after the last session. To assess
whether there are differences between the results obtained according to phototype

Materials and Methods

A cohort of 20 patients (100% women) with a mean eto of 40.4 years (etd comDresa between 38 years and 64 years) with a medium to severe degree of aging, and
phototiDo | Il and IV was recruited for this study. Excluded from the study were p atients who were pregnant or lactating. with ongoing Datolog ie cutan ee, with
neurological and autoimmune diseases, in teraoia cortisone, collagenopathies, and taking photosens b zzan medication

Patients were subdued ta treatment protocol of six sessions with pulsed luce every three weeks (ores so Egidi Sara's S.M. center in Palombara Sabina IT with XLASE
PLUS technology by Biotec ltalia srl) using the CPL handpiece (calibrated pulsed lucel. No anesthetic cream was a oplicated.

pre-treatment. The skin before sed uta was cleansed with Spray Mist Cleanser, and a generous layer of Oxylaser Conjuctive Gel (Aqua. Carbomer. Sodium
Hyaluronate, Sod ium H ydroxide, Imid azolidinyl Urea, Disodium EDTA, Methylch loroisothiazolinone. Methylch loroisothiazolinone) is both to aDplicated on the
treatment area. Moles, dark lesions, and tattoo agiwere co oert.

The parameters suggested by Br otec Italia related to the Volumetrie Toning program i oendon o from the patient's phototype. Il phototioo I Il be treated with Filter 550-1200,
Fluence 1 2J/cm2, IMDulse Duration 2ms, Pulse Train 15, Delay 30ms. Il type IV photo is treated with' Filter 695-1 200 luency 1 2J/cm 2 Duration Pulse 2ms, Pulse
Train 15. Delay 35ms.

The treatment technique, according to the corporate ali guidelines. pre sees to keep the handpiece perpendicular to the skin super ficie. with the guide glass in contact
with the skin. Areas of the face such as the frontal and periocular areas were treated a oplicand or on the guide glass of mini -soot adapters of square and rectangular
shape. The area was evenly treated with multiple passes until homogeneous heating and mild erite ma were achieved. Il posi-treatment involves the application of
soothing Skin 'ehab crerra and so a e protection.

The safety of the procedure was monitored during the study.

Results

The study showed significant improvements in reducing facial wrinkles. improving lexuti firmness. Dooo 4 sedulas of Irattement, the mean GAIS score is 2.8 After G
sessions of treatment. the mean GAIS score is 2.05 At* the fourth sed uta only 15% of the oatients had no improvement isi known count are patients o\ er 60 years).
At the sixth session no patient reported a GAIS score Ui 4 or higher. Forty-five percent of the patients had oropressive improvement in the two months following
completion of the protocol (GAIS score meiiO .s 0 Two months after the end of the orotocollo, no differences in mean suore GAIS were recorded among the
group of patients with phototioo | Il or IV. Only one patient recorded a GAIS store 4 one month after treatment. and the same a GAIS suore 2 eight weeks later.
Twenty-five percent of patients reported an improved outcome at 8 weeks after treatment, compared with the pia positi 0 obtained at 4 weeks after treatment. No
patients at two months after treatment had a GAIS score of 4 or 5 (laughably, no improvement and worsening).

No undesirable effects were detected, while a transient lepSero erythema %for more than 24 oren was detected in 5% of cases (1 oazientj.

Conclusions
Volumetrie Toning treatment of the face with PL pulsed light in patients with phototioo I Il and 1V is an effective and safe procedure. And a protocol that has been steto well
tolerated and showed improvement in 100% of treated patients.




DOCTOR ESTE/I "ICO
SURGEON MAXILLO ACCIAL
SURG OESTHETICO

Patient initials Age Sex Phototype GAIS at 4 session GAIS at 6 session GAIS at 2 months

D.l. 38 F lii 2 2 2 100%WOMEN.
R.S. 43 F lii 3 2 1
& s F B3 3 }
5.5 62 F lii 4 2 1
A.B. 39 F lii 3 2 1
CE. 4  F lii 3 2 2
H.S. 56 F lii 3 2 2
L.L. a5 F lii 2 2 2 1.6 average lii
LU. 59 F li 3 3 2
T.G. 58F \4 3 2 2 1.6 average IV
R.C. a7 F v 2 2 1
F.M. 45 F v 2 1 1
S.T. 64 F \Y 4 3 2
R.L. 55 F v 3 2 2
P.I. a v 2 2 2
D.P. [ v 2 2 2
LL 61 F I\ 4 2 1
Al 57 F v 3 2 1
E.F. 39 F v 2 2 2
media 49,4 2,8 2,05 1.6
GAIS SCALE: How do you rate the improvement? 1 to 5 where:
1 - very noticeable improvement: 2 - moderate impro 5 3 - slight impr ; 4 - no improvement; 5 - worsening

December 2022 Dr.
Egidi

Viale Tivoli, 98 - 00018 Palombara Sabina (RM)
0774 634117 - 333 2204719

www.egidisara.com
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Dr.Arianna Facchini

The treatment of pigmented and vascular lesions CPL
(Calibrated PulsedLight )
Dr.Arianna Facchini
Date (1/18/2023

signature

Device :
Xlase Plus Laser Plattform With CPL (Calibrated Pulsed Light ) handpiece

Manfactured by Biotec Italia


















Effect of Alex Pro Diode dual Wave length
(760/810nm) handpiece on treatment of hirsutism

Background: Hirsutism is a common disorder in women. Hirsutism is usually the result of an
underlying endocrine imbalance, which may be adrenal, ovarian, or central. It can be caused by
increased levels of androgen hormones.

Objective: The aim of this study was to evaluate the effects and efficiency of the Alex pro
handpiece XLASE Plus device Manufactured by Biotec Italia on Hirsutism treatment .it is evaluated
the degree of discomfort, satisfaction experienced by patients after Hirsutism treatment.

Methods: Thirty-one hirsute women above 18 years were treated 3 sessions with 2 months of
intervals with the handpiece Alex pro from XLASE Plus device. Endpoints were reduction in hair
regrowth counts assessed by Patients’ satisfaction in 6 months after final treatment. Patients
evaluated reduction in hair regrowth, satisfaction, treatment-related pain and adverse effects.

The Fitzpatrick of patients presents in current study were II_IV. Treatment areas included: face, neck,
axilla, upper and lower limbs, suprapubic, and bikini line. Patients excluded were those who were
lactating or pregnant, having skin injuries in the area to be treated, had used other hair removal
methods within the last 6 months, history of photosensitivity, or on any photosensitive drugs.

Chilled gel was applied to allow easy movement of the handpiece and topical cooling of the
epidermis.

Treatments parameters included fluency was up to 60 J/cm2, and pulse repetition rate of 10 Hz.
parameters were set according to the skin type, color, site, density, and thickness of the hair.

Treatment technique was motion speed where handpiece kept in full contact with the skin and
moved continuously over the entire treatment area until the endpoint (a little redness in the area)
was reached.

Hair reduction was assessed using the physician GAIS (global esthetic improvement scale) score: 0_
no results reduction, 1_poor reduction, 2_average reduction ,3_good reduction and 4_excellent
reduction.

Results: All 31 patients (mean age 32 years, range 18-50 years old) completed all three sessions of
the study. The satisfaction of patient showed significant improvements 6 month after treatment.

For most patient the treatment was painless, they felt the heat during the treatments.

No serious adverse effects were observed during this study.


https://en.wikipedia.org/wiki/Endocrine_system
https://en.wikipedia.org/wiki/Adrenal_gland
https://en.wikipedia.org/wiki/Ovary
https://en.wikipedia.org/wiki/Hypothalamus
https://en.wikipedia.org/wiki/Androgen

Conclusion: This current study shows that Alex Pro Dual wavelength (760, 810) Hand piece of XLase Plus
used for hirsutism treatment is effective and safe to use in patients with skin types from Il to IV for facial
and body hair. Another effective feature of Xlase Plus is its usage of motion speed technique of the hand
piece to provide high frequencies and short pulses resulting in gradual heating of the dermis to reduce hair
growth and cause minimal damage to skin and less pain.

FEBRUARY 2023



Patient score after 2 and 6 months

0_ no results reduction, 1_poor reduction, 2_average reduction ,3_good reduction and
4 excellent reduction.

Patient satisfaction score

The treatments

Any adverse

Recommended Alex

Continue with

After 2 After 6 was painful effects Pro to others Alex Pro
months months
1 3 No No Yes Yes
2 3 No No Yes Yes
2 4 No No Yes Yes
3 4 No No Yes Yes
2 4 No Yes, after first Yes Yes

treatment redness

last for 3 hours
3 4 No No Yes Yes
2 3 No No Yes Yes
1 3 No No Yes Yes
2 3 No No Yes Yes
3 4 No No Yes Yes
3 4 No No Yes Yes
3 4 No No Yes Yes
3 4 No No Yes Yes
p 4 No No Yes Yes
1 3 No No Yes Yes
0 3 No No Yes Yes
p 3 No No Yes Yes
p 4 No No Yes Yes
p 3 No No Yes Yes
3 4 No No Yes Yes
p 4 No No Yes Yes
3 4 No No Yes Yes
3 4 No No Yes Yes
2 4 No No Yes Yes
3 4 No No Yes Yes
3 4 No No Yes Yes
2 4 No No Yes Yes
2 3 No No Yes Yes
3 4 No No Yes Yes
3 4 No No Yes Yes
3 4 No No Yes Yes
Media =2.29 | Media =3.67 100% 100% 100%
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Ablative Fractional Erbium:YAG Laser Resurfacing:
A Treatment Option for Acne
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5 pp ; 5 5
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Introduction

Acne vulgaris is a disease of the pilosebaceous unit, charac-
terized by a hyper keratinization process, comedo formation,
and inflammatory reactions [1]. The use of lasers for the
treatment of acne has been described, but the role of resur-

facing lasers for active acne has not been clarified yet.

Case Presentation

We present the cases of 3 women with noninflammatory
and inflammatory acne lesions. They received laser therapy
because they refused prolonged topical treatments or other
systemic acne therapies. No treatment was given to the pa-

tients in the previous 6 months prior to laser treatment. The

Research Letter | Dermatol Pract Concept. 2022;12(1):e2022024

patients gave informed consent to mild laser rejuvenation
therapy with ablative fractionated erbium:YAG laser, (Xlase
plus; Biotec Italia srl, Dueville, VI).

These patients were treated using the standard protocol
for mild resurfacing and rejuvenation. Employed parameters
were 1.5 ms, 3.5 mJ/cm?, 5 Hz on the cheeks and the chin,
and the rest of the face was treated with 1.0 ms, 2.8 m]/cm?,
6 Hz. One laser session per month for 3 months was per-
formed for each patient. Overlapping pulses were performed
over inflammatory lesions. After the laser sessions, the pa-
tients were instructed to apply sunscreen SPF 50+ and a
hydrating cream for 30 days. All 3 patients tolerated the
treatment without any reported side effects. They showed a
visible improvement of the skin texture and a reduction of

active acne.



The average value for the Investigator Global Assessment
scale (IGA) was indicative of a mild-moderate acne at base-
line (IGA 1-2) and decreased consistently to the almost-clear
stage (IGA 0-1) at the last follow-up visit 3 months after the
last laser session (Figures 1 and 2).

One paper describes the application of multiple sessions
of erbium:YAG laser treatment for active acne on 2 patients
with inflamed cystic acne [2]. Singh et al hypothesized that
the mechanism of action of this laser source might be related
to the photothermal effect acting on follicular hyperkeratosis

and contributing to skin microbe modulation.

The short follow-up period of our patients represents
a limitation of this case report. Further studies are needed
to investigate the anti-acne effect of erbium: YAG laser and
its mechanism of action with respect to comedogenesis and

inflammation.

Conclusions

Acne is one of the most common skin diseases. Many ther-
apeutic approaches are currently available for active acne,

including laser treatments. However, the role of resurfacing

Figure 1. Clinical pictures of a 34-year-old woman. (A) Before the last erbium:YAG laser session. (B) 3 months after the last

erbium:YAG laser session, showing the reduction of active acne lesions.

Figure 2. Clinical pictures of a 25-year-old woman. (A) Before the last erbium:YAG laser session. (B) 3 months after the

last erbium:YAG laser session, highlighting a consistent reduction of both inflammatory and noninflammatory acne skin

lesions.

Research Letter | Dermatol Pract Concept. 2022;12(1):€2022024



with erbium:YAG laser has not been clarified yet. Results R eferences

from clinical practice, such as in the cases presented herein,

highlight the importance of further investigations in 1. Manfredini M, Greco M, Farnetani F, et al. In vivo monitoring

chis field. of topical therapy for acne with reflectance confocal microscopy.
Skin Res Technol. 2017;23:36-40. DOI: 10.1111/srt.12298.
PMID: 27273850.

2. Singh MZ, Singh SI, Basra PS. Erbium:YAG laser resurfacing
in patients with inflamed cystic acne. | Cosmet Laser Ther.
2006;8(4):163-166.D0OI:10.1080/14764170601034711. PMID:

19839167.

Informed consent: Written informed consent for publication
of their clinical details and clinical images was obtained from

all patients.

Research Letter | Dermatol Pract Concept. 2022;12(1):e2022024 3
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Melasma treatment using Erbium Yag 2940 nm

Dr.Arianna Facchini

Device :
Xlase Plus Laser Plattform With ER Yag 2940 nm (ablative and fractional spacer )handpiece

Manfactured by Biotec Italia



DR.ARTANNA FACCHINI

Melasma treatment using Erbium Yag 2940 nm

Er Yag 2940 nm Handpiece Mechanism Of Action

Er YAG 2940 laser works by emitting high-energy light that is absorbed by the water in the
skin cells. This leads to the vaporization of the top layers of the skin, which stimulates the
production of collagen and promotes the growth of new, healthy skin cells. In the case of
melasma, the laser targets the excess melanin (pigment) in the affected areas, breaking it
down into smaller particles that can be absorbed by the body's natural processes.

Overall, the mechanism of action of Er YAG 2940 laser on melasma involves both the
removal of the damaged top layers of the skin and the targeted destruction of excess melanin
Parameters and specification Of Er yag 2940 Handpiece

Many factors influence the efficacy of Er Yag 2940 nm handpiece such as spot size(ablative

or fractional ), pulse duration, energy per microbeams.

Specification of ER vag 2940 handpiece

Frequency Hz 1-4 Hz

Energy | Upto2]
Wave length nm 2940 nm
Pulse Duration 0.5-2 ms

Material and Methods

The aim of the present study was to evaluate the efficacy of the Er Yag 2940 laser in the

treatment of Melasma.25 subjects with ages ranging from 32 to 52 years with dermal and


















Results of fractional facial skin resurfacing with the
ER: YAG 2940 nm handpiece

Background: ER :yag 2940 nm handpiece manufactured by Biotec Italia is used to resurface the
epidermis and, at the same time, to heat the dermis to promote safely the formation of new
collagen. The untreated healthy skin remains intact.

Objective: The aim of this study was to evaluate the efficiency of ER YAG 2940 nm handpiece for
skin resurfacing and wrinkles and scar improvements.

Methods: twenty-two women participated in the study, with ages ranging from 30 years to 55
years (mean age 39.09 years). All patients were with Fitzpatrick II_IV. Patients with pregnancy,
lactation , inflammatory skin diseases, open wounds, active herpes simplex, facia
congenital/acquired naevi were excluded from current study.

The laser used was Xlase Plus system manufactured by Biotec Italia ER: yag 2940 nm handpiece.
The fractional window of the laser handpiece was 9 mmx9mm, supporting 81 microbeams. The
system has Four programmes for treatment pulse width: superficial (0.5 ms pulse width), superficial
(1 ms) and Medium (1.5 ms) and Deep (2 ms). The fluency range was 0.7-2.1 J/CM2.All patients
were treated one session. Each area was treated with one pass in vertical and horizontal directions
with 30% overlapping with fractional spacer. Patients were asked to return 7 day and 2 months
after treatment for evaluation the results. Scar and wrinkles improvement was assessed using the
physician GAIS (global esthetic improvement scale) score: Doctor evaluation: 0= no improvement, 1
= moderate, 2 = good, 3 = excellent.. In addition, each patient scored their satisfaction after
treatment and also scored their overall satisfaction with their improvement at the end of the 2
months on a scale of 1 to 5, as follows: 1-not satisfied; 2-slightly satisfied; 3-satisfied; 4-very
satisfied; 5-extremely satisfied. This questionnaire also included several questions about the
patients' satisfaction of treatment results, their assessment of adverse effects.

Results: All 22 patients (mean age 39.09years, range 30-55 years old) were treated 1 session with
ER YAG 2940 nm handpiece from Xlase Plus Device manufactured by Biotec Italia. All patients
showed improvements. In some patients, it is observed some side effects like redness and swelling
that disappeared after 2 days.

Conclusion: This current study shows efficiency and safety of ER Yag 2940 nm Hand piece of XLase Plus
used for scar and wrinkle improvements.



April 2022

Dott. Domenico Pugliese

4



9'z: uea 0'T ‘ues 60'6€:UEIN

3uyems 4 z 8 W
ssaupay € T 1174 W
ssaupay € 1 0¢ i
ssaupay € T [43 E|
ssaupay 4 0 [43 N
Ssaupay [4 0 9¢ k|
ssaupay [4 T 8¢ N
- € 0 13 W

- [4 T [43 q

- € T 1% W

- € [4 0§ W

- € T 4 4

- € [4 0s 1
Bulpms 4 1 474 1
SSaUp3Y € T i k|
€ [4 or 4

€ T 9¢ 1

ssaupay 4 0 9¢ 1
ssaupay € T 13 1
ssaupay € T 43 |
ssaupay € [4 or W
SSaupay [4 T 0¢ W
Yyiuows 2 sAep aby X35

S)09JJ9 9pIS  J9)jE uoneNnjeAd s, 10)0og [ 19}k uoljenjeas s, 10300(Qq uoljewiojul Jusned

‘JusPdX® = ¢ ‘poob = z ‘ajesspow = | ‘Juswaroidwi ou =@ :uoien|eAs 10oq



Z°€: ueln 1'2: Uesnl 60°6£:UEdN

SIA SaA sulems € r4 8¥ W
S9A SOA ssaupay € 4 15174 N
SOA SOA ssaupay € Z 0g¢ |
SaA SaA ssaupay € 4 [43 k|
SA SOA ssaupay € 1 43 W
SOA SIA ssaupay € 1 9¢ |
SOA SaA ssoupay € Z 1213 A
SaA SOA - [4 T 13 W
S9A S9A - € [4 [43 E|
SaA SOA - € [4 14 W
S9A SAA - € T 0s 4]
SaA SDA - 14 € (4 |
SIA SIA - v € 0s i
S9A S3A Sujjlams v € (474 4
SaA S9A ssaupay € 4 L 4
SOA S9A v € oy i
SOA SIA € [4 9¢ E|
SaA S9A ssaupay € € 9¢ k|
SIA SAA ssaupay v € 19 k|
SIA SOA ssaupay € r4 [43 3
S9A S9A ssaupay v € oy N
S9A SaA ssaupay € r4 o€ W
Yyjuown 2 sAep

Jusweal} siayjo 19)je uonoejsipes / Idyje uoljdejsijes aby X9
y3im anunuo) 0} SN papudIWI0IY S LEITERET. TS ,Ss1uaned ,s1usned uonjeuriojul judized

paysnes Apwanxa-g paysnes A1an-p ‘paysnes-¢ ‘paysnes Apybijs-z paysnes jou-| :uondejsnes s jusned



XLase Plus
Sapphire Cooling specification

Study conducted by Sheyda Mavisat {Bioengineer} in collaboration with Dr. Vincenzo Bucaria

9" December 2022

Dr. Vincenzo Bucaria Eng. Sheyda Mavisat

U e

Introduction

The most laser systems have Sapphire Skin cooling. Sapphire Skin cooling can be used to
reduce epidermal thermal discomfort in laser procedures (such as hair removal) where the target
structures are located up to several millimetres below the skin surface.

Purpose
The purpose of this document is to report and analyze XLase Plus diode and CPL Sapphire Skin
cooling and to demonstrate safety of the XLase Plus diode and CPL handpiece cooling system.

1. Sapphire cooling Description

Among solids contact cooling, sapphire is nearly ideal for Skin cooling. Sapphire is transparent
in the 0.2-5 m wavelength range, has a high optical damage threshold, and is close to metal
with respect to its thermal conductivity. Sapphire cooling assures reliable and constant cooling
result for skin surface with maximum comfort and safety.

1.1 Principles of Operation

Sapphire cooling arrangement is illustrated in Fig.1. XLase Plus diode and cpl handpieces
sapphire cooling System lowers the epidermal temperature through contact of handpiece with
its actively cooled sapphire window.
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1.2 Handpieces sapphire cooling specs
Subject device Predicate device
i ~ XlasePlus L ____ Elyson Pro K193367 |
[_Iia_rvld_p‘i_evgg - Cooling specs Handpiece Cooling specs _
Diode . _method | Temperature | Elyson diode = method | Temperature
808/760nm | Sapphire | 5°c Sapphire 5°c %
(Alexpro  jcooling | | | coolng |
S & _ XLase Plus PR s e o _ LightsheerDuet |
Diode 1200w |  method _rTem_pe_raggre | Lightsheer ET |  method |_Temp¢r_¢_:t_tqre
810 nm Sapphire ' 5°c Sapphire ‘ 5°C Ref2,3,4
| | cooling | | B 17 SN
Diode 2800 w | _method | Temperature i Lightsheer HS = method JEmperatqr_e“‘]
810 nm | Sapphire : 5r¢ i =% ‘ =3
| | cooling | ..l 3
L __ Xlase Plus _ | Dekaluxea
Cpl _method | Temperature | LilacPulsed | method | Temperature |
Calibrated Sapphire | 15°-25°c Light | Sapphire 15°-25°¢c
Pulse Light | cooling - handpiece | cooling -
integrated- | integrated-
| provided | provided
via the ‘ via the
handpiece | handpiece
| light guide e = 1220 | light guide | N T

%



2.Skin response to the sapphire cooling
2.1 Methods

A sapphire window is at the tip of the handpieces. For testing the cooling system of the

Handpieces , the handpieces are pressed against the patient's skin.

Because the sapphire window is above freezing ,there is no risk of skin damage as a result of

overcooling. Cooling system is tested on two different types of skin II and VI . The patients

skin are treated with diode and CPL handpieces with below parameters.

The skin surface’s temperature is measured before and after treatment by a termocamera
during 20 minutes .

_ Next Calibration
Instrument Use S\N Calibration date: Due Date

Termocamera FLIR TG167 74701-010672 28/09/2021 28/09/2022

2.2 Parameters
For testing cooling system per each handpiece is used 3 parameters low ,media, high

Diode 808/760 nm 4000W Alex Pro

Pulse duration Pulse repetition Fluency Spot size
frequency
10 ms 1HZ 24 J/cm2 9x9 10x15
50 ms _ 4 HZ 28 J/cm2 9x9 10x15
100ms 8 HZ 32 J/cm2 9x9 10x15

Diode 1200 w 810 nm

Pulse duration Pulse repetition Fluency Spot size
| frequency
10 ms 0.8 Hz 81/ecm2 9x9
40 ms _ 1Hz 40 J/cm?2 _ 9Xx9
60 ms _ 24 hz 80J/cm2 _ 9X9
Diode 2800 w 810 nm
Pulse duration Pulse repetition Fluency Spot size
frequency

10 ms 0.8 Hz 10 J/cm2 9X9
100 ms 1HZ 40 J/cm2 9X9

400 ms ' 2.4 hz 100J/cm2 9X9



CPL Calibrated Pulse Light

i Pulse duration Pulse repetition | Fluency fSpot size
g | frequency | | 1
1ms 0.5 HZ 1J/cm2 10X50
30 ms 0.5 HZ  154/cm2 10X50
50 ms 0.5 HZ _ 20 J/cm2 _ 10X50

2.3 Specification
According to sapphire cooling studies, the skin epidermis temperature after cooling with
sapphire window can’t go below 8 °C and above 35°c .k 156

2.4 Results
After treatment there wasn’t no ice formation on the skin surface. Results from diode and
CPL handpieces are shown in Fig 2 and the below tables.

Diode 808/760 nm 4000W Alex pro Results
Pulse duration Pulse Fluency Spot size Contact duration Skin temperature
repetition (minutes) (°c)
frequency
10 ms 1HZ  24lfcm2 9x9 0 ‘ 318
10 ‘ 15.2
| . . | | 20 _ 14.8
50 ms 4 HZ 28 J/cm2 10x15 _ 1 D | 318
10 I 18.2
o ' _ ol | P 20 | 17.8
100ms 8HZ  32J/cm2 9x9 0 . 308
| S e | 19.2
20 17.5

Average of
temperature °C

During 20 minutes




Diode 1200 w 810 nm

Pulse duration Pulse Fluency
repetition
_ | frequency | -
10 ms 0.8 Hz 81i/cm2
— ——— — | - -—
40 ms ' 1HZ 40 J/cm?2
60ms  24hz  80Jfcm2 |

Average of
temperature °C

During 20 minutes

Results

| Spot Contact duration TISkin temperature

| size (minutes) (°c)
| _

I 0 303
FEE E=nn
20 B 116
9x9 gOs= T 30.4
‘ | 10 B 20.2
| 20 19.8
9X9 _ o 30.8
‘ S T 20.9
20 - 203

~ Diode 2800 w 810 nm

Resuits
Pulse Pulse | Fluency | Spot i Contact duration | Skin temperature
duration repetition | size (minutes) II {°c)
8 . frequency | | = . . e | Rt |
10ms 08Hz = 10J/cm2 9x9 0 322
| ‘ i_ 10 | 152
. - | e 20 14.9
100ms | 1HZ  40J/em2  9X9 o 33.0
‘ ‘ 10 20.2
_‘_ | A B e e ~ 18.8
400 ms 24hz  100/cm2  9X9 0 . 314
| | | 10 2a09
20 20.3

Average of
temperature °C

During 20 minutes




CPCalibrated Pu@Light Results

Pulse ' Pulse Fluency | Spotsize | Contact duration Skin temperature
duration | repetition | (minutes) (°c)
| frequency | _ _ PR R o =

Ims 0.5 HZ 1J/cm2 10x50 o 328
10 112
. _ | _ 20 _ 10.8
30ms | 05HZ 15J/cm2 = 10X50 0 S ]
10 158

| | | _ 20 | 15.2 |
50ms 0.5 HZ 20J/cm2 ‘ 10X50 0 | 32.6

j 10 R
| 20 | 17.5

Average of
temperature °C

During 20 minutes

B
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Diode 1200 w 810 nm
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Fig 2.

2.5 Conclusion
According to the results, the skin temperature with cooling system of Diode and CPL handpieces meet

the specification and they are safe.
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Use of short Long Pulse Nd:YAG 1064nm Laser for
Treatment of vascular Lesions

Background: 1064 nm short -long-pulsed Nd:YAG laser has been proven to be effective for the
treatment of Vascular Lesions because of its deep penetration into the skin and homogenous
heating of large vessel walls.

Objective: The aim of this study was to evaluate the efficiency of SLP ND YAG handpiece for
treating various vascular disorders such as port wine stain, hemangioma, telangiectasia and leg
veins , angioma rubino and spider nevus . In this study, it is evaluated the clinical efficacy, side
effects, and subjective satisfaction of patients after SLP Nd:YAG Handpiece ‘s treatment for diverse
vascular disorders.

Methods: 26 patients with Different cutaneous vascular disorders were treated in current study.

The Fitzpatrick of patients presents in current study were IL_IV. Patients with a history of deep vein
thrombosis, connective tissue disease, keloids, immunosuppression, or who were pregnant or
lactating were excluded from study. All patients underwent a single treatment session using a SLP
Nd:YAG handpiece from XLase Plus Device manufactured by Biotec ltalia. . To treat vessels with a
diameter of <0.5 mm , the following treatment parameters were used: 12.0 ms pulse width and 61-
81 J/cm?2of fluence using a 2.5 mm spot. Larger dilated vessels with a diameter of 0.5-1 mm were
treated with a pulse width of 15.0 ms and 64_80 J/cm2 using a 4 mm spot. vessels with a diameter
of >1 mm were treated with a puise width of 18.0 ms and 56-96 J/cm2 using a 6 mm spot.

When the vessel was treated with the SLP ND YAG handpiece, the immediate vessel response was
carefully observed. If the vessel disappeared immediately, the next laser shot was applied at the
point where the vanishing point stopped. If the vessel did not show any response after the first
shot, the fluence was raised to next step.

The doctor using physician Global Assessment (PGA) of pretreatment and posttreatment after 1
month after the last treatment. Improvement was assessed on a scale from 1to 4 (1 = no
improvement, 2 = moderate, 3 = good, 4 = excellent). Also, patients were asked to rate their
satisfaction with the cosmetic results (1 = not satisfied, 2 = a little satisfied, 3 = somewhat satisfied,
4 = satisfied, 5 = very satisfied). Side effects after treatment were also assessed.

Results: All 26 patients (mean age 36.38 years, range 27-50 years old) were treated 1 session with
SLP ND YAG handpiece from Xlase Plus Device manufactured by Biotec Italia. Eleven patients
showed excellent improvement, Fifteen Patients showed good improvement.in some patient.

In some patients, it is observed erythema that disappeared after 2 days.




Conclusion: This current study shows efficiency and safety of SLP ND YAG Hand piece of XLase Plus used
for different vascular disorders.

Novembre 2022

Dott. Domenico Pugliese
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