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1. Pravni predpisy
Regulatory Requirement(s)

Klinickd data jsou shromazdovana v souladu se zdkonem ¢. 268/2014 Sb., o zdravotnickych
prostfedcich, vsouladu se smérnici 93/42/EHS a v souladu s pfiruckou MEDDEV. 2.7/1 Rev. 4.
(Guidelines on medical devices clinical evaluation: A guide for manufacturers and notified bodies
under directives 93/42/eec and 90/385/eec), a MEDDEV. 2.12/2 Rev. 2 (Guidelines on medical
devices. Post-Market Clinical Follow-up study).

Clinical data are collected in accordance with the provisions of Act No. 268/2014 Coll., On Medical
Devices, in accordance with Directive 93/42/EEC and in accordance with the MEDDEV Manual. 2.7 / 1
Rev. 4 (Guidelines for Medical Devices Clinical Evaluation: Guidelines for manufacturers and notified
bodies under Directives 93/42 / EEC and 90/385 / EEC), and MEDDEV. 2.12 / 2 Rev. 2 (Guidelines on
Medical Devices, Post-Market Clinical Follow-up Study).

Tato zprava PMCF studie je soucasti klinického hodnoceni v technické slozce (00-TF-JPLM).
This report is a part of the clinical evaluation in the technical file (00-TF-JPLM).

2. Dokumenty dostupné pred zahajenim PMCF studie
Documents available before the start of the PMCF study

UloZeno u
zkousejiciho ¢i | UloZzeno u
: o . ., zdravotnického | zadavatele
Nazev dokumentu Ucel uchovavani dokumentu v s
Document name Purpose of document retention zarizen
Saved by Saved by
examiner or | the client
medical facility
Protokol PMCF studie . v o
. v doloZeni souhlasu zkousejiciho a
podepsany zkousejicim, S
(y zadavatele s protokolem i jeho
zadavatelem a formulare pro ¥inadnvmi doblik
zaznamy subjekt’ hodnoceni pripaciny . pinky X X
. documenting the consent of the
PMCEF study protocol signed by | . . .
. . investigator and the sponsor with the
investigator, sponsor and form . .
. . protocol and its possible supplements
for subject evaluation records
Pisemny informovany souhlas . . .
Y . . y doloZeni obsahu pisemného
poskytnuté subjektu . .
, informovaného souhlasu
hodnoceni . . X
. . substantiating the content of written
Written informed consent to |,
. . informed consent
the evaluation subject
Zivotopisy a Udaje o kvalifikaci |dolozeni kvalifikace a zpGsobilosti k
zkousejiciho/zkousejicich provadéni PMCF studie X X
Vs and examiner / examiner evidence of qualification and
qualifications competence to conduct the PMCF study
ol vy . . dolozZeni, Ze zkousejici a osoby podilejici
Pribézina zprdva monitora s . .
Y . se na provadéni PMCF studie byli
béhem PMCF studie " . v .
. . proskoleni o provadéni PMCF studie X
Monitor Continuous Report . .
. evidence that the examiners and
during PMCF Study . . . ;
persons involved in the implementation
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of the PMICF study have been trained to
conduct the PMICF

k zaznamenavani vsech informaci, které
jsou podle protokolu PMCF

CRF formulare elektronické studie predavany zadavateli o kazdém
podobé subjektu studie X X
CRF forms electronic form to record any information that is
transmitted to the sponsor by the PMCF
study protocol for each study subject

3. Prabéh studie
Progress of the study

PMCF studie byla zapocata 2. 8. 2018. Jedna se o nerandomizovanou, prospektivni, kontrolovanou a
multicentrickou studii.

The PMCF study was initiated on August 2, 2018. It is a non-randomized, prospective, controlled, and
multicentre study.

Pfipravu, provedeni i financovani PMCF studie proved| zadavatel COMPEX, spol. s r.o. podle evropské
legislativy a doporuéenych dokumentd MEDDEV. Studie se fidila protokolem, coZ je dokument, ktery
popisuje cil(e), plan, metodologii, statistickou rozvahu a usporadani studie. Protokol PMCF studie je
uveden 19.1-TF-JPLM.

The preparation, implementation and financing of the PMCF study was carried out by the contracting
entity COMPEX, spol. s r.o. according to European legislation and recommended MEDDEV documents.
The study followed the protocol, which is a document that describes the objective (s), plan,
methodology, statistical balance and study layout. The PMCF study protocol is presented in 19.1-TF-
JPLM.

Uc&ast na multicentrické studii byla pacientovi nabidnuta o3etfujicim Iékafem, ktery zvéiil vyhody i
mozna rizika navrhované lécby. Vycet kontraindikaci je uveden v protokolu. Pacient, ktery se rozhodl
vstoupit do studie splioval urcita vstupni kritéria a pred vstupem do studie podepsal informovany
souhlas, ktery je soucasti prilohy 3 dokumentu 19.1-TF-JPLM. Zplsob osetfeni je zaznamenan v
postupech k osetreni jednotlivych indikaci nachazejici se v prilohdch 2 dokumentu 19.1-TF-JPLM.

Participation in a multicenter study was offered to the patient by the attending physician who
considered the benefits and potential risks of the proposed treatment. The list of contraindications is
given in the protocol. The patient who decided to enter the study met certain entry criteria and signed
informed consent prior to entering the study, which is included in Annex 3 of 19.1-TF-JPLM. The
method of treatment is recorded in the procedures for treating individual indications in Annexes 2 to
19.1-TF-JPLM.

Kazdému pacientovi byl pridélen zkousSejicim identifikacni kéd subjektu hodnoceni (Subject
Identification Code) s cilem chranit prozrazeni totoznosti subjektu, a/nebo jiné Udaje souvisejici s
klinickym hodnocenim.

Each subject was assigned a subject identification code by the examiner to protect the subject's
identity and / or other clinical trial data.
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Do studie byly zahrnuti pacienti s benignimi dermatologickymi lézemi ve schvalenych indikacich. Byli
vybirani bez ohledu na vék, pohlavi a narodnost. Podle Fitzpatrickovy skaly mohou byt do PMCF
studie zahrnuty vsechny typy pokozky (I-VI).

The study included patients with benign dermatological lesions in the approved indications. They
were chosen regardless of age, gender and nationality. All skin types (I-VI) may be included in the
PMCEF study according to the Fitzpatrick scale.

Vymezeni cilové populace bylo uréeno vstupnimi a vylucovacimi kritérii. Pacienti, ktefi splfiovali
alespon jedno z vyludujicich kritérii, byli ze studie vylouceni.

The definition of the target population was determined by entry and exclusion criteria. Patients who
met at least one of the exclusion criteria were excluded from the study.

Sbér dat byl zajistén vypliovanim CRF formulare (Case Report Form, formulaf pro individudlni
zaznamy subjekttd hodnoceni) Iékafem ve spolupraci s pacientem pfi jeho oSetreni, pfi kontrole po 10
az 14 dnech, popf. i dalSich kontroldch v zavislosti na oSetfeni dermatologickych i oftalmologickych
indikaci. CRF formular zaznamu oSetfeni je uvedeny v pfiloze 1 dokumentu 19.1-TF-JPLM.

Data collection was ensured by filling in a CRF form (Case Report Form, individual subject records
form) by the physician in collaboration with the patient during treatment, at 10 to 14 days of follow-
up, or by the patient. other controls depending on the treatment of dermatological and ophthalmic
indications. The treatment record CRF is shown in Annex 1 of 19.1-TF-JPLM.

Vyplnéné CRF formulare pribéziné sbiral klinicky monitor, ktery je zaroven zodpovédny za spravnost
a uplnost jejich vyplnéni a také sestavil pribéznou zpravu (19.1-TF-JPLM Ptiloha 7). Ve spolupraci
s odbornym hodnotitelem (dermatolog) data vyhodnocuje a zpracovava. Vyplnéné CRF formulare se
zadznamem oSetfeni jsou v priloze 2 tohoto dokumentu.

Completed CRF forms have been continuously collected by a clinical monitor, who is also responsible
for the correctness and completeness of their completion and also draws up an interim report (19.1-
TF-JPLM Appendix 7). In cooperation with the expert evaluator (dermatologist), he evaluates and
processes the data. Completed treatment record CRF forms are provided in Annex 2 to this document.

4. Zkousejici a mista provedeni PMCF studie
Examiners and locations of PMCF study

Do studie se doposud zapojilo 10 pracovist ze 3 zemi (Tab. 1). VSem zkousejicim, osobam odpovédné
za provadéni PMCF studie v misté jeji realizace, byly poskytnuty potfebné informace tykajici se studie
uvedené v protokolu 18.2-TF-JPLM. Také byly poskytnuty informace formou osobni nebo telefonické
konzultace. Zkousejici porozuméli pozadavkim studie a pfijali odpovédnost za provedeni. Také
vsichni podepsali prohlaseni o stfetu zajm( uvedenych v pfiloze 2 dokumentu 19.1-TF-JPLM.

So far, 10 sites from 3 countries have been involved in the study (Tab 1). All investigators, those
responsible for conducting the PMCF study at the site of its implementation, were provided with the
necessary information regarding the study in the 19.1-TF-JPLM protocol. Information was also
provided through personal or telephone consultation. The examiners understood the study
requirements and accepted responsibility for implementation. Also, everyone has signed a conflict of
interest statement in Annex 2 of 19.1-TF-JPLM.

Zkousejici i osoby pracujici na PMCF studii méli dostate¢ny casovy prostor k provedeni studie. Mista
studie jsou odpovidajicim zplsobem vybavena prostoroveé, zafizenim, pfistroji i personalné.

Both the examiners and workers had sufficient time to conduct the PMCF study. The study sites are
adequately equipped with space, equipment, devices and personnel.
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Tab. 1
Zemé Zkousejici
Country Examiner
Prof. MUDr. Vlkova
Brno

MUDr. Sarka Skalova
Uherské Hradisté
MUDr. Svobodovd
Praha

Doc. MUDr. Jifi Pasta,
Ceska Republika Praha

Czech Republic MUDr. Milos$ Kravciv
Praha

MUDr. Veronika Flasarova
Brno

MUDr. Lenka Kukulkova
Uherské Hradisté
MUDr. Tomas Kubek

Brno
Brazilie .
| Dr. Tadaaki Yamada
Brazil
Jihoafricka republika
Dr.Y L
South African Republic r. Yvette Lambert

5. Dohled nad pribéhem PMCF studie
Supervision of PMCF study

Dohled nad pridbéhem PMCF studie véetné zajiSténi, bylo provddéno, zaznamendvano a hlaseno
prabézné monitorem studie.

The supervision of the PMCF study, including ensuring, was performed, recorded and reported,
continuously by the clinical monitor of the study.

Celkem bylo shromazdéno 181 CRF formulard, z toho 158 pacientl bylo zahrnuto do experimentalni
skupiny a 23 pacientl do kontrolni skupiny. Jeden pacient trpici ektropiem byl na vlastni zadost ze
studie vyloucen, celkem tedy do statistiky bylo zahrnuto 157 CRF formuldf( pro experimentalni
skupinu. Vyplnovani elektronickych i papirovych CRF formuldiQ bylo spravné a presné v souladu s
pozadavky studie a zadavatelem studie. Drobné nedostatky byly zaznamenany u Mudr. Yvett
Lamber, kterd neuvedla vék pacienta, Mudr. Skalova neuvedla fototyp pokozky pacientek a také u
pacienty s identifikacnim cislem 11 a 13 byl doplnén datum posledni kontrola, Mudr. Flasarova u
pacienta ¢. 15 neuvedla datum kontroly. VSe bylo doplnéno na zakladé telefonické, e-mailové
komunikace nebo osobni komunikace.

A total of 181 CRF forms were collected, of which 158 were included in the experimental group and 23
patients in the control group. One patient suffering from ectropia was excluded from the study on his
own request, thus a total of 157 CRF forms were included in the statistics of experimental group.
Filling in both electronic and paper CRF forms was correct and accurate in accordance with the study
and sponsor requirements. Minor deficiencies were noted in Mudr. Yvett Lamber, who did not
mention the patient's age, Mudr. Skdlovd did not mention the patient's phototype and patients with
identification numbers 11 and 13 were given a date of last check-ups. Mudr. Flasdrova did not include
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the date of the check on patient # 15. Everything was completed by telephone, e-mail communication
or during the personal communication.

6. Nové poznatky ve vztahu k bezpecnosti a ic¢innosti JETT PLASMA LIFT MEDICAL

Po celou dobu studie nebyly hlaseny zadné nezadouci prihody v souvislosti s oSetfenim JETT PLASMA
LIFT MEDICAL.

During the study, no adverse events have been reported with the treatment of JETT PLASMA LIFT
MEDICAL.

7. Vysledky studie
Results of the study

Do studie bylo zahrnuto 158 pacient( oSetfenych JETT PLASMA LIFT MEDICAL. Jeden pacient trpici
ektropiem byl na vlastni Zadost ze studie vyloucen. Osetfeno bylo tedy celkem 157 pacientl a 338
|ézi (34 benigni cévni léze, 218 koini léze, 14 infekéni léze, 11 hyperpigmentace, 61 ocni), znazornéno
prehledné v Grafu 1.

In total, 158 patients treated using JETT PLASMA LIFT MEDICAL have been included in the study so
far. One patient suffering from ectropion was excluded from the study at his request. Thus the total of
157 patients and 338 lesions (34 benign vascular lesions, 218 skin lesions, 14 infectious lesions, 11
hyperpigmentations, 61 ophthalmological indications) were treated; comprehensive illustration in
graph Graf 1.

Indikace: poéty pacientl, pocty 1ézi

Indications: number of W

PP 20
benigni cévni léze _
BPRTS z 34
benign vascular lesion
e 76
kozni léze 718]
skin lesion 2
10 L] pocet pacientl
infekéni léze E :
infectious lesion 14 B umber (of patides
' 10 = pocet lézi
h_vperpxgmenta;e 11 1 B number of lesions
hyperpigmentation
o 41
ocni léze 61
ophtalmologic lesion
O ——

80 120 160 200 240
20 60 100 140 180 220

o
Pl
o

Graf 1

Tab. 2. popisuje osetfené indikace, celkovy pocet osetfenych pacientl a pocet vSech oSetrenych lézi.
Uvadi také zastoupeni jednotlivého pohlavi a vék pacientll. Podle dosavadnich vysledkll pfevazuje
oSetfeni zen nad muzi (99/58). Primérny vék osetfeni u vSech pacientu je 54,4 + 17,9.
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Tab. 2 describes treated indications, total number of treated patients and number of all treated
lesions. It also indicates representation of individual gender and age of patients. According to PMCF
study, treatment in women significantly prevails treatment in men (99/58). The average age of all
treated patients is 54,4 £ 17,9.

Tab. 2
Celkovy pocet pacienti/
Indikace Pocet o3etienych lézi Pohlavi Z/M | Vé&k (primér  STD)
Indication Number of patients / Sex F/M Age (mean + STD)
Number of lesions treated
Benigni cévni léze 20/34 18/2 45,8 +13,6
Benign vascular lesions
Kozni léze 76/218 51/25 51,1+15,4
Skin lesions
Infekéni l1éze 10/14 5/5 48,0+ 23,1
Infectious lesions
Hyperpigmentace 10/11 8/2 41,3 +15,2
Hyperpigmentation
O¢ni 41/61 17/24 69,4 + 14,4
Ophthalmology lesions
Celkem 157/338 99/58 54,4 +17,9
Total

Nejcastéji oSetfovanym utvarem dle PMCF studie byly fibromy z koZnich |ézi (175), z benignich
cévnich lézi hemangiomy (25), veruky z infekcnich 1ézi (13), z hyperpigmentaci nevus intradermalis
(10) a z ocnich lézi trichiasis (25), viz. Tab. 3.

According to PMCF study the most frequently treated formations were fibromas in the group of skin
lesions (175), hemangiomas in the group of benign vascular lesions (25), verrucas in the group of
infectious lesions (13), nevus intradermalis in the group of hyperpigmentation and trichiasis in the
group of eye lesions (25), see Tab. 3.

Tab. 3
Indikace Pocet lézi Utvar Pocet lézi
Indication Number of lesions Formation Number of treated lesions
L teleangiectasia 6
Benigni cévni léze -
) . 34 hemangioma 25
Benign vascular lesions P
naevus capilaris 3
Kosni léze veruca seboroica 19
. . 218 fiboromma molle 175
Skin lesions - -
keratosis seboroica 24
Infekéni 1éze 14 veruca plana 13
Infectious lesions moluscum 1
Hyperpigmentace 11 nevus intradermalis 10
Hyperpigmentation melasma 1
., xanthelasma 10
OcCni .
Ophthalmology lesions 61 blepharitis 11
- =i ectropion 10

Stranka 8 z 24



Dokument: 19.3-TF-JPLM

COMPEX, spol. s r.o. Revize: novy
Nahrazuje: -
trichiasis 25
stenosis puncti 5
lacrimalis

8. Analyza klinickych dat
Analysis of clinical data

Celkové se hodnotilo pocet sezeni, bolestivost zdkroku, fototyp pacienta, spokojenost pacienta na
stupnici 1 - 5 a Uspésnost I1éCby na stupnici 1-5.

The number of sessions, pain of the procedure, patient satisfaction on the scale 1 - 5 and the success
rate of treatment on the scale 1-5 were evaluated.

8.1. Pocet sezeni
Number of session

U vSech koZnich lézi bylo postacujici jen jedno sezeni. 14 ze 50 pacientd, ktefi méli diagnostikovano
ocni onemocnéni, vyjma blefaritidy, potfebovalo 2 a vice sezeni k Uplnému zhojeni. Jednalo se o
ektropion, trichiasis a xanthelasmu. Pocet sezeni byl zavisly na rozsahu onemocnéni (Tab. 4).

One session was sufficient in all skin lesions. 14 out of 50 patients who were diagnosed with eye
disease needed 2 and more sessions for full healing. Ectropion, trichiasis and xanthelasma were
concerned. The number of sessions depended on the scope of disease (Tab. 4).

Pacienti trpici chronickou zadni blefaritidou jsou z hodnoceni poctu sezeni vyjmuti. OSetfeni pomoci
JETT PLASMOU LIFT MEDICAL umozZni pacientovi trpici chronickou blefaritidou ulevu od pfiznakd
onemocnéni po dobu 3 aZz 6 mésicl. Poté je tfeba oSetfeni znovu opakovat.

Patients with chronic posterior blepharitis are excluded from the assessment of the number of
sessions. Treatment with JETT PLASMA LIFT MEDICAL will allow the patient suffering from chronic
blepharitis to relieve the symptoms of the disease for 3 to 6 months. Thereafter, the treatment should
be repeated.

Tab. 4
Pocet sezeni 1 2 3 4
Number of sessions
Pocet pacientt 132/91 % 8/5 % 5/3 % 1/1%
Number of patients ° ’ ’ °

8.2. Fototyp
Phototype

Fototyp je dan intenzitou pigmentace (mnoZstvi a rozmisténi melaninu v klzi). Fototypy délime podle
numerické klasifikace, tzv. Fitzpatrickovy Skaly fototypu. Jedna se o zplsob klasifikace odezvy rliznych
typl kdZe na ultrafialové (UV) zareni. Se stoupajicim cislem fototypu odolnost klze vici slunecnimu
zareni stoupa.
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The phototype is determined by the intensity of pigmentation (amount and distribution of melanin in
the skin). Phototypes are classified according to numerical classification, so-called Fitzpatrick scale of
phototypes. It is a method of classifying the response of different skin types to ultraviolet (UV)
radiation. As the phototype number rises, the sun's resistance to sunlight rises.

Podle Fitzpatrickovy Skaly byly do 1éCby zahrnuty vSechny typy pokozky (I-VI). Osetreni vsak bylo
poskytnuto pacientim s typem pokozky I, Il, Il a IV. Pacienti s typem pokozky V a VI se na osSetreni
nedostavili, viz Tab. 5. Je to ddno prevaziné lokaci zdravotnickych zafizeni v evropskych oblastech.

According to Fitzpatrick scale, all skin types (I-VI) can be included into the treatment. So far, however,
treatment has been provided to patients with skin type I, Il, Il and IV. Patients with skin type V and VI
have not yet received treatment, see Tab. 5. This is mainly due to the location of healthcare facilities
in European regions.

Tab. 5
Fototyp | I I Iv v vi
Phototype
Pocet pacient( o 0 0 o
T 1/1% 48/31% | 105/67 % 3/2% 0 0
muzi (58)
0/0 % 25/43 % 31/53 % 2/3% 0 0
male (58)
Zeny (99)
1/1% 23/23 % 74175 % 1/1% 0 0
female (99)
Fototyp (muz1, Zeny, vichni pacienti)
Phototype (men, women, all pacients)
120 =
1 450 105
2 8 ] l
g 5 80°f 74 : i
‘3 é B muz
8. S 60} 48 1 Il men
>8 .5:) 40 + - 31 - :I zeny
m 5 20 25 23 [ women
;’. L B -
0 1 1 2 1.3 B cetkem
0 n X N A - a[[
I II 1 IV —
Fototyp
Phototype
Graf. 2

8.3. Hodnoceni bolestivosti zakroku
Assessment of painfulness of the treatment
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Dle subjektivniho hodnoceni pacienta, pacienti hodnotili bolestivost zakroku podle vizualni analogové
Skaly (Obr. 1) na stupnici od 0 nebolestivé - 10 extrémné bolestivé.

According to the patient's subjective evaluation, patients evaluated the pain of the procedure by
visual analogue scale see Fig. 1 on a scale of 0 painless - 10 extremely painful.

No Moderate Worst
Pain Pain Pain
—_— g _—

] ] 1 1 ] ]
T I 1 T I 1 T T T 1 1
0 1 2 3 4 5 6 7

8
%) (@) (29) (&) () (4
e R e R A AT A
0 2 4 8 10

6

9 10

Obr. 1 Vizualni analogova stupnice bolestivosti; Visual analogue scale of painfullness

U 60 % pacientll bylo oSetfeni nebolestivé. Pouze jeden pacient ohodnotil osetfeni znamkou 6 (Graf

evyvys

hyperpigmentaci a koZnich lézi. Mirné vyssi bolestivost byla zaznamenana u muzl (Tab. 6.)

In 60% of patients, the treatment was painless. Only one patient rated treatment 6 (Chart 3). The
highest rate of pain was seen in ocular lesions with an average of 2.41, the lowest was in
hyperpigmentation and skin lesions. Slightly higher pain was observed in men (Tab 6.)

Tab. 6 Bolestivost zakroku (Skala 0-nejméné, 10-nejvice); Pain of intervention (0-least, 10-most)

Indikace Pocet Primér Smérodatna odchylka Nejnizsi Nejvyssi
Indication Number | Average Standard deviations Minimum | Maximum
Benigni cévni léze 20 1,10 1,48 0 4
Benign vascular
lesions
Kozni léze 76 0,16 0,63 0 5
Skin lesions
Infekcni léze 10 0,90 0,99 0 2
Infectious lesions
Hyperpigmentace 10 0,20 0,42 0 1
Hyperpigmentation
Oc¢ni 41 2,41 1,40 0 6
Ophthalmology
lesions
Celkem 157 0,92 1,39 0 6
Total
Zeny 99 0,82 1,44 0 6
Women
Muzi 58 1,09 1,30 0 5
Men
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Bolest pfi zdkroku
Pain during treatment

Graf 3.

Primérna bolestivost dle pohlavi i indikace je zaznamenana v Grafu 4. Vyssi bolestivost Zen byla
zjiSténa u ocnich, infekénich a benignich cévnich Iézi, naopak vy3si bolestivost muzd byla zjisténa u
hyperpigmentace. Vzhledem k vysokym smérodatnym odchylkdm se ale nejedna o vyrazné rozdily dle
pohlavi.

The average painfulness according to sex and indication is shown in Graph 4. Higher painfulness of
women was found in ophthalmologic, infectious and benign vascular lesions, while higher pain in men
was found in hyperpigmentation. However, due to high standard deviations, these are not significant
differences by gender.

Bolestivost na zakladé indikace a pohlavi
Pain based on indication and gender

LA

4
3 2,657
z 5] 2250 | lMuzi
o= . x B Men
7§ 1,17 20 en
AR i 0,50 = 0,60 1 BZeny
3 ol 0,16&", s l%‘o’ls v | B Women
1 i B L B B B
gp' i léze hyperpigmentace ofni
SKin [eSIONS ponioni cévni léze ,Pe’.ﬂfamemmf’ infekéni léze ophtalmologic
benign vascular lesions infectious lesions
Graf 4.
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Vzhledem ktomu, Ze data jsou vyrazné asymetrickd (vétSina pacientd uvedla bolestivost 0), je
vhodné se podivat kromé priméru a smérodatné odchylky i na median, pop¥. dolni a horni kvartil
(Graf 5). U koZnich lézi je median, dolni i horni kvartil roven 0, Ize tedy konstatovat Ze vétsina muzd i
Zen uvedla bolestivost 0. U ocnich |ézi uvedly Zeny v medidnu vyssi bolestivost nez muzi (3 vs 2) (Graf
5).

In view of the fact that the data are significantly asymmetric (most patients reported pain 0), it is
advisable to look beyond the mean and standard deviation also for the median, respectively lower
and upper quartile (Chart 5). For skin lesions, the median, lower and upper quartiles are equal to 0O, so
most men and women have reported pain of 0. In eye lesions, women reported more pain in the
median than men (3 vs 2) (see. Chart 5).

Krabicovy graf: Bolestivost na zakladé indikace a pohlavi
Box plot: Pain based on indication and gender

7
6| |
51 1 lMuzi
- 4t 1 ..}’Ien
=] 3r | BZeny
2 CE 2t = 1 B Women
) 1t D 1 © Median
m c el T [e] H ﬁ | Das%s%
S . . : . T Min-Max
kozni léze hyperpigmentace océni
skin lesions benigni cévni léze @pe',__p‘igmmmio_” infekéni 1éze ophtalmologic
benign vascular lesions infectious lesions
Graf 5.

8.4. Spokojenost pacienta s oSetfenim
Patient satisfaction with treatment

Dle subjektivniho hodnoceni spokojenosti pacienta s osetfenim (stupnice 1-5: 1 velmi spokojen, 2
spokojen, 3 spiSe spokojen, 4 spiSe nespokojen, 5 velmi nespokojen). Toto hodnoceni bylo provedeno
po ukonceni oSetfeni po 1. kontrole do 14 dn( a 2. kontrole po zakroku. 92,23 % pacient(l bylo velmi
spokojeno s osetfenim (Tab. 7).

Based on patients' subjective evaluations of their satisfaction with treatment (scale 1-5: 1 very
satisfied, 2 satisfied, 3 rather satisfied, 4 rather dissatisfied, 5 very dissatisfied). The evaluation was
done after the termination of treatment after the last check-up. 92.23% of the patients were very
satisfied with the treatment (Tab. 7).

Tab. 7 Spokojenost pacienta s oSetfenim; Patient satisfaction with treatment

Velmi Spise Spise Velmi

Indikace Pocet spokojen | Spokojen | spokojen | nespokojen | nespokojen
Number Very Satisfied Rather Rather Very

satisfied satisfied | dissatisfied | dissatisfied
Benigni cévni léze 20 18/90 % 1/5 % 1/5 % 0/0 % 0/0 %
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Benign vascular
lesions
Sni A 0, 0, o)
Sinlesions | 7| 7sfesw | waw | 0% | 0% ) O0F
Infekéni 1éze 10 10/100 % 0/0 % 0/0 % 0/0 % 0/0 %
Infectious lesions
Hyperpigmentace
Hyperpigmentation
Oc¢ni
Ophthalmology 41 22/54 % 11/27 % 6/15 % 2/5% 0/0 %
lesions
Celkem
Total
Zeny
Women
Muzi
Men

0, 0, o o
10 10/100 % 0/0 % 0/0 % 0/0 % 0/0 %

157 135/86 % 13/8 % 7/4 % 2/1% 0/0 %
0/0 % 0/0 %

99 87/88 % 9/9 % 3/3%

58 48/83 % 4/7 % 4/7 % 2/3% 0/0 %

8.5. Uspésnost o3etieni (Spokojenost lékare s osetfenim)
Treatment success (Doctor's satisfaction with treatment)

Spokojenost lékare s ucinnosti oSetfeni je uvedena v Tab. 5. Lékar hodnotil UspéSnost odstranéni
podle $kdly od 1 do 5, kde 1 byla vynikajici Uspésnost (100 % odstranéni lézi), 2 — velmi dobra
(odstranéni vice nez 80 % uUspésnost), 3 dobra Uspésnost (odstranéni 65-80 %), 4 — spiSe
nedostatecna (méné nez 65 %) a 5 — nedostatecna (méné nez 50 %).

Doctor's satisfaction with the efficiency of the treatment is indicated in Tab.5, Graph 4. The physicians
assessed the success of removal in accordance with the scale from 1 to 5 where 1 was excellent
success (100% removal of lesions), 2 — very good (removal of more than 80%), 3 good (removal of 65-
80%), 4 — rather insufficient (less than 65%) and 5 — insufficient (less than 50%). The treatment was
successful in all treated patients.

U vétsiny pacientll bylo oSetfeni Uspésné. U 131 pacientl tj. 83 % byly vysledky vynikajici. Vysoka
mira spokojenosti |ékafe byla zaznamenana u vSech typl lézi kromé ocni. U ocnich |ézi byla varianta
maximalni spokojenost zastoupena pouze 49 %. Ve 2 ptipadech (5 %) byla u o¢nich lézi zaznamenana
nespokojenost. Pfi porovnani spokojenosti dle pohlavi byla vy3si spokojenost zaznamenana u Zen.

In most patients, the treatment was successful. In 131 patients, ie 83%, the results were excellent. A
high degree of physician satisfaction has been reported for all types of lesions except ophthalmologic.
For eye lesions, only 49% was the maximum satisfaction option. In 2 cases (5%), discontent was
recorded in eye lesions. Gender satisfaction was higher in women.

Tab. 8 Hodnoceni ucinnosti podle spokojenosti |ékare; Evaluation of effectiveness according to
physician's satisfaction

Velmi Spise Spise Velmi

Indikace Pocet spokojen | Spokojen | spokojen | nespokojen | nespokojen
Number Very Satisfied Rather Rather Very

satisfied satisfied | dissatisfied | dissatisfied
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Benigni cévni léze

Benign vascular 20 19/95 % 1/5% 0/0 % 0/0 % 0/0 %
lesions

Si?;?;;f;ss 76 73/96 % | 3/4% 0/0 % 0/0 % 0/0 %

Infekéni l1éze 10 9/90 % 1/10 % 0/0 % 0/0 % 0/0 %

Infectious lesions

1 [v) o) 0,
Hyper|:'>|gmenta§e 10 10/100 % 0/0 % 0/0 % 0/0 % 0/0 %
Hyperpigmentation
Ocni
Ophthalmology 41 20/49 % 13/32 % 6/15 % 1/2,4 % 1/2,4 %
lesions
C;Lk;'l“ 157 | 131/83% | 18/11% | 6/4% 1/0,6 % 1/0,6 %
vi 0 0
WZ;r:Z’n 99 90/91% | 7/7% 2/2 % 0/0 % 0/0 %
MUiI 0, o) [v) o) o,
Men 58 41/71 % 11/19 % 4/7 % 1/2 % 1/2 %

8.6. Korelace mezi spokojenosti Iékafe a spokojenosti pacienta
Correlation between doctor satisfation and patient satisfation

Spearmanuyv koeficient R udava korelaci mezi spokojenosti |ékafe a spokojenosti pacienta, viz Tab. 9.
Spearman coefficient R gives a correlation between physician satisfaction and patient satisfaction,
see Tab. 9.

Tab. 9
Hodnota R p-hodnota
Value R p-value
0,63 0,001

Vysledek je statisticky vyznamny na hladiné vyznamnosti 0,001, tj. je prokdzdno, Ze spokojenost
|ékare a pacienta spolu pozitivné koreluji, tedy s vyssi spokojenosti Iékare je silné spojena i vyssi
spokojenost pacienta.

The result is statistically significant at the level of significance of 0.001, ie it is proven that the
satisfaction of the physician and patient correlates positively, ie higher satisfaction of the patient is
strongly associated with higher satisfaction of the doctor.

8.7. Nezadouci ucinky
Side effects
NeZadouci ucinky se vyskytly u 10 pacientl ze 157 (néktefi méli i vice nezadoucich ucinkd) osetfenych
pacientl tj. 7,64 %, Tab. 10. Z nezadoucich ucinkd byly doposud zaznamendany pfechodné barevné
zmény, zarudnuti, otok a jizvy. Ty souvisely s osetfenim a vymizely do 1 mésice po osetreni.
Z celkového poctu 157 osetfenych pacientll byla zaznamendna recidiva u 2 pacientd s entropiem a
trichidzou. Béhem osetreni se nevyskytly Zadné komplikace.

Adverse effects occurred in 10 patients out of 157 (some had more adverse effects) treated patients,
i.e. 7,64 %, Tab. 10. Temporary changes of colour, redness, swelling and scar are the adverse effects
that have been reported so far. They were related to the treatment and disappeared within 1 month
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after the treatment. Relapse was reported in 2 patients out of the total number of 157 treated
patients with entropion and trichiasis. No complications occurred during the treatment.

Tab. 10

Pocet pacientt s vedlejsSimi
ucinky /celkovy pocet Docasné Jizva
osetifenych pacientt Recidiva | barevné zmény | Zarudnuti Otok Scar
Number of patients with side Relapse Temporary Redness Edema
effects / total number of color changes
patients treated
10/157 2 3 5 3 1
o e~ R TI
7'6;, :4n;Z;fd§;:;2c:cct|:ku 1,27 % 1,91% 3,18 % 1,91% | 0,63%

Vsechny nezadouci Ucinky jsou povaZovany za pfijatelné.
All side effects are considered acceptable.

8.8. Délka sledovani
Length of observation

114 pacientl bylo sledovano od osetfeni po dobu 1 mésice. 8 pacientl bylo sledovano od 1 do 2
mésicl, 16 pacientl bylo sledovano v rozmezi 2 az 4 mésicl po 1écbé, 5 pacient od 4 do 6 mésicl a 2
pacienti do 8 mésicu.

114 patients were monitored after treatment for 1 month. 8 patients were observed from 1 to 2
months, 16 patients were observed between 2 and 4 months after treatment, 5 patients from 4 to 6
months and 2 patients up to 8 months.

Pacienti trpici blefaritidou (11) jsou sledovani pravidelné. Ptichazeji po 3 az 6 mésicich na dalsi
osetfeni zdravotnickym prostfedkem, proto jsou z hodnoceni délky sledovanosti vylouceni.

Patients with blepharitis (11) are monitored regularly. They come after 3 to 6 months for further
treatment with a medical device, so they are excluded from the evaluation of length of observation.
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Délka sledovani

18 Length of observation

16
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Pocet pacienta
Number of patients

8
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4
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0
do 2 mésicl do 4 mésicl do 6 mésicl do 8 mésicl
up to 2 months up to 4months | up to 6 months up to 8 months
Cas ( mésice)

Time (months)
Graf 6

8.9. Kontrolni skupina
Control group

Celkem bylo do kontrolni skupiny zahrnuto 23 pacientd oSetfenych CO, laserem. Jeden pacient
s xantelasmou podstoupil 2 sezeni. OSetfeno bylo 23 pacientd a 25 lézi (14 koini léze, 10
hyperpigmentace, 1 oc¢ni léze), zndzornéno v Grafu 7.

In total, 23 patients treated with CO, laser were included in the control group. One patient with
xanthelasma had 2 sessions. 23 patients and 25 lesions (14 skin lesions, 10 hyperpigmentations and 1
ophtalmologic lession) were treated as shown in the Graph 7.

Klinicka data ziskana na zakladé pribéhu vysetfeni uvadi Tab. 11. Popisuje oSetrfené indikace, celkovy
pocet osSetfenych pacientl a pocet vSech osetfenych lézi. Uvadi také zastoupeni jednotlivého pohlavi
a vék pacientd. Z nasbiranych dat je patrné, Ze prevazuje oSetfeni Zzen nad muzi (17/6). Primérny vék
osetieni u vSech pacient( je 50,50 + 13,30, porovnani smérodatné odchylky s primérem véku je 26,3
%, medidn véku je 53 let.

Clinical data obtained from the course of the examination are shown in Tab. 11. It describes the
treated indications, the total number of patients treated and the number of all lesions treated. It also
lists the gender and age of the patients. The collected data show that the treatment of women over
men (17/6) prevails. The mean age of treatment in all patients is 50.50 + 13.30, comparison of
standard deviation with average of age is 26.3 %, median of age is 53 years.
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Indikace
Indications
W Kozni léze
Skin lesions

B Hyperpigmentace
Hyperpigmentation

Oc¢ni indikace

Ophtalmologic lessions

Graf 7
Tab. 11

Celkovy pocet pacientii/Pocet

osetrenych lézi
Indikace Number of patients / Number |PohlaviZ/M | Vék (primér + STD)
Indication of lesions treated Sex F/M Age (mean £ STD)
Kozni léze
Skin lesions 14/14 11/4 54,50 + 13,58
Hyperpigmentace
Hyperpigmentation 8/10 6/2 42,50 + 13,00
Oc¢ni indikace
Ophtalmologic lessions 1/1 1/1 62
Celkem
Total 23/26 17/6 50,50 + 13,30

Fototyp (CO; laser)

Phototype

Osetfovani pacienti byli fototypu Il (svétla plet, pihy fidké, svétlé vlasy, modré, zelené ¢i Sedé odi,
opaluji se do Cervena, €asto se spali) a fototypu Il (svétle hnéda plet, hnédé az tmavé vlasy, hnédé

oci, dobfe se opaluji, malokdy se spali, spaleni mirné), viz Tab. 12.

Treated patients were phototype Il (light skin, freckles thin, light hair, blue, green or gray eyes, tan
red, often burn) and phototype Ill (light brown skin, brown to dark hair, brown eyes, sunbathe well,
rarely burns, mild burns), see Tab 12.
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Tab. 12
Fototyp | I 1l \, v VI
Phototype
Pocet pacientl
4 1
Number of patients 0 ? 0 0 0
Zeny/Muzi
Women/men 0/0 4/0 13/6 0/0 0/0 0/0
Nezadouci ucinky (COz laser)
Side effects (CO; laser)
Pfi vySetieni pomoci CO; laseru se prechodné barevné zmény a zarudnuti, viz Tab. 13.
When using CO; laser, temporary color changes and redness have occurred, see Tab. 13.
Tab. 13
Pocet pacienti s vedlejSimi
ucéinky /celkovy pocet Doéasné Jizva
osetifenych pacientt Recidiva | barevné zmény | Zarudnuti Otok Scar
Number of patients with side Relapse Temporary Redness Edema
effects / total number of color changes
patients treated
3/23 0 3 1 0 0
13 % nezadoucich Gcinkl 0 0 0 0 0
13 % of side effects 0% 13% 43% 0% 0%

8.10.

Srovnani experimentalni a kontrolni skupiny

Comparison of experimental and control group

FisherQv exaktni test byl pouZit pro srovnani kvalitativnich proménnych. Pro srovnani kvantitativnich
proménnych byl pouzit Studentiv t-test (vék). Normalita dat byla ovéfena pomoci Shapiro-Wilkova
testu. P-hodnoty nizsi nez 0,05 jsou povaZovany za statisticky vyznamné.

Fisher’s exact test was used for comparison of qualitative variables. For comparison of quantitative
variables we applied Student’s t-test (age). The normality of the data was assessed with the Shapiro-
Wilk test. P-values lower than 0,05 are considered statistically significant.

Tab. 14
ety | serveusuaue [ copm p
MEDICAL

n 157 23
Zeny 99 (63,1 %) 17 (73,9 %) 0,359
Female
Vék - primér 54,5+17,9 50,5+13,3 0,220
Age — mean
Kvartil 1 43 40,5
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Quartile 1

Median
Median

55

53

Kvartil 3
Quartile 3

67

61

Minimum

21

Maximum

92

67

Indikace
Indications

Kozni léze
Skin lesions

76 (48,4 %)

14 (60,9 %)

Hyperpigmentace
Hyperpigmentation

10 (6,4 %)

8 (34,8 %)

Benigni vaskularni léze
Benign vascular lesion

20 (12,7 %)

Infekéni |éze
Infection lesions

10 (6,4 %)

Oc¢ni indikace
Ophthalmology indications

41 (26,1 %)

1(4,3 %)

Fototyp
Phototype

Fototyp |
Phototype |

1(0,6 %)

Fototyp Il
Phototype Il

48 (30,6 %)

4(17,4 %)

Fototyp Il
Phototype Il

105 (66,9 %)

19 (82,6 %)

Fototyp IV
Phototype IV

3(0,9 %)

Bolestivost
Painfulness

Bolestivost 0 (Zadna bolest)
Painfulness 0 (no pain)

94 (59,9 %)

17 (73,9 %)

Bolestivost 1 22 (14,0 %) 2(8,7%)
Painfulness 1
Bolestivost 2 17 (10,8 %) 2(8,7%)
Painfulness 2
Bolestivost 3 15 (9,6 %) 2(8,7%)

Painfulness 3

Bolestivost 4 3(1,9%)
Painfulness 4

Bolestivost 5 (mirna bolest) 5(3,2%) ---
Painfulness 5 (moderate pain)

Bolestivost 6 1 (0,6 %) ---

Painfulness 6

0,191

Spokojenost pacienta

s oSetienim

Patient satisfaction with
treatment
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Velmi spokojen 135 (86,0 %) 18 (78,3 %) 0,072
Very satisfied
Spokojen 13 (8,3 %) 5(21,7 %)
Satisfied
Spise spokojen 7 (4,5 %) --- ---
Rather satisfied
Spise nespokojen 2(1,3%) --- ---

Rather unsatisfied
Velmi nespokojen - - -
Very unsatisfied
Uspésnost osetieni
Treatment success
Uplné odstranéni 131 (83,4 %) 20 (87,0 %) 1
Complete removal
Odstranéni vice nez 80 % 18 (11,5 %) 3(13,0%)
Removal of more than 80 %
Odstranéni 65-80 % 6 (3,8 %)
Removal 65-80 %
Odstranéni 65-80 % 1(0,6 %)
Removal 65-80 %
Odstranéni 65-80 % 1(0,6 %)
Removal 65-80 %

Porovnani bolestivosti

Osetfeni pomoci JETT PLASMA LIFT MEDICAL je nebolestivé u 59,9 %, u CO; laseru je bezbolestné
oSetfeni u 73,9 %. Dlvodem pro vyssi bolestivost béhem oSetteni je prevaha ocnich osetreni, tedy
oSetieni v oblasti s vyssi citlivosti na bolest, u JETT PLASMA LIFT MEDICAL, u kterych bylo oSetfeno 61
pacientd, u CO; laseru byl oSetfen pouze 1 pacient. Na zakladé tohoto zjisténi je tfeba upravit postup
ocnich osetfeni pro JPLM, aby se sniZila bolestivost a zlepsil komfort pacienta béhem osetieni.

Treatment with JETT PLASMA LIFT MEDICAL is painless in 59.9%, with €Oy laser the painless
treatment is 73.9%. The reason for the higher pain during treatment is the predominance of
ophthalmic treatments, ie treatment in the area with higher pain sensitivity, in JETT PLASMA LIFT
MEDICAL, in which 61 patients were treated, only 1 patient was treated withiCOZIGSEer! Based on this
finding, the JPLM eye treatment procedure needs to be adjusted to reduce pain and improve patient
comfort during treatment.

9. Zaveér
Conclusion

Multicentricka, prospektivni, nerandomizovana, kontrolovand PMCF studie je ve vSech
zdravotnickych zafizenich provadéna v souladu se schvalenou verzi protokolu, standardnimi
pracovnimi postupy a pravnimi predpisy. Zaznamenané Udaje jsou spravné, Uplné a ovéfitelné na
zakladé zdrojovych dokumentt. VSichni zkousejici porozuméli pozadavkim klinického hodnoceni a
pfijali odpovédnost za jeho provedeni.

The multicentre, prospective, non-randomized, controlled PMCF study is conducted in all healthcare
facilities in accordance with an approved protocol version, standard workflows and legislation.
Recorded data is correct, complete, and verifiable based on source documents. All examiners
understood the clinical trial requirements and accepted responsibility for its implementation.
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Do studie bylo zahrnuto 158 pacient( oSetfenych JETT PLASMA LIFT MEDICAL. Jeden pacient trpici
ektropiem byl na vlastni Zadost ze studie vyloucen. OSetfeno bylo tedy celkem 157 pacientl a 338
|ézi (34 benigni cévni léze, 218 koini léze, 14 infekcni léze, 11 hyperpigmentace, 61 ocni). Do
kontrolni skupiny bylo zahrnuto 23 pacient(i osetfenych CO, laserem. Jeden pacient s xantelasmou
podstoupil 2 sezeni. OSetfeno bylo 23 pacientl a 25 |ézi (14 koZni léze, 10 hyperpigmentace, 1 o¢ni
léze).

In total, 158 patients treated using JETT PLASMA LIFT MEDICAL have been included in the study. One
patient suffering from ectropion was excluded from the study at his request. Thus the total of 157
patients and 338 lesions (34 benign vascular lesions, 218 skin lesions, 14 infectious lesions, 11
hyperpigmentations, 61 ophthalmological indications) were treated. In total, 23 patients treated with
CO; laser were included in the control group. One patient with xanthelasma had 2 sessions. 23
patients and 25 lesions (14 skin lesions, 10 hyperpigmentations and 1 ophtalmologic lession) were
treated.

V experimentalni skupiné, u vsech koznich lézi bylo postacujici jen jedno sezeni. 14 ze 50 pacientd,
ktefi méli diagnostikovano ocni onemocnéni, vyjma blefaritidy, potfebovalo 2 a vice sezeni
k Uplnému zhojeni. Jednalo se o ektropion, trichiasis a xanthelasmu. Pocet sezeni byl zavisly na
rozsahu onemocnéni. Pacienti trpici chronickou zadni blefaritidou byli z hodnoceni poctu sezeni
vyjmuti. OSetfeni pomoci JETT PLASMOU LIFT MEDICAL umozZni pacientovi trpici chronickou
blefaritidou Ulevu od priznakdl onemocnéni po dobu 3 aZ 6 mésic. Poté je tfeba oSetfeni znovu
opakovat.

In experimental group, one session was sufficient in all skin lesions. 14 out of 50 patients who were
diagnosed with eye disease needed 2 and more sessions for full healing. Ectropion, trichiasis and
xanthelasma were concerned. The number of sessions depended on the scope of disease. Patients
with chronic posterior blepharitis were excluded from the assessment of the number of sessions.
Treatment with JETT PLASMA LIFT MEDICAL will allow the patient suffering from chronic blepharitis
to relieve the symptoms of the disease for 3 to 6 months. Thereafter, the treatment should be
repeated.

Osetreni bylo poskytnuto pacientlim podle Fitzpatrickovy Skaly s typem pokozky |, II, Il a IV. Pacienti
s typem pokozky V a VI se studie nezucastnili, ddvodem muzZe byt lokace zdravotnickych zafizeni,
kterd je chuda na danou populaci pacientl s timto typem pokozky. V dalsi PMCF studii je tfeba se
zaméfit na skupinu pacientd s typem pokozky V a VI a zvolit takova zdravotnickd zafizeni, kterd by
byla dobfe lokalizovédna pro tento typ pokozky s cilem posoudit Iépe vhodnost a bezpecnost pro tuto
skupinu pacienta.

Treatment has been provided to patients with Fitzpatrick scale skin type I, Il, lll and IV. Patients with
skin type V and VI have not participated in the study. This is mainly due to the location of healthcare
facilities that are poor in the patient population of this type of skin. In next PMCF study, a group of
patients with skin type V and VI should be targeted. Also, health facilities should be chosen with great
location (for example in India) for this skin type to assess better suitability and safety for this patient

group.
Osetfeni pomoci JETT PLASMA LIFT MEDICAL je nebolestivé u 59,9 %, u CO; laseru je bezbolestné

oSetfeni u 73,9 %. Dlvodem pro vyssi bolestivost béhem oSettfeni je prevaha ocnich osetreni, tedy
oSetfeni v oblasti s vySsi citlivosti na bolest, u JETT PLASMA LIFT MEDICAL, u kterych bylo oSetfeno 61

Stranka 22 z 24



Dokument: 19.3-TF-JPLM

COMPEX, spol. s r.o. Revize: novy
Nahrazuje: -

pacientd, u CO; laseru byl oSetfen pouze 1 pacient. Na zakladé tohoto zjisténi je tfeba upravit postup
ocnich osetfeni pro JPLM, aby se sniZila bolestivost a zlepsil komfort pacienta béhem oSetteni.

Treatment with JETT PLASMA LIFT MEDICAL is painless in 59.9%, with COZMIGSér the painless
treatment is 73.9%. The reason for the higher pain during treatment is the predominance of
ophthalmic treatments, ie treatment in the area with higher pain sensitivity, in JETT PLASMA LIFT
MEDICAL, in which 61 patients were treated, only 1 patient was treated with €Oz laser. Based on this
finding, the JPLM eye treatment procedure needs to be adjusted to reduce pain and improve patient
comfort during treatment.

Subjektivni hodnoceni spokojenosti pacienta s oSetfenim u experimentalni skupiny na stupnici 1 az 5
bylo provedeno po ukonceni osetreni. 92,23 % pacientl bylo velmi spokojeno s osetfenim.

In experimental group, the evaluation of patients' subjective satisfaction with treatment on the scale
of 1 to 5 was done after the termination of treatment after the last check-up. 92.23% of the patients
were very satisfied with the treatment.

U experimentalni skupiny, lIékaf hodnotil Uspésnost odstranéni podle Skaly od 1 do 5 (1 byla vynikajici
Uspésnost - 100 % odstranéni lézi). U 131 pacientu tj. 83 % byly vysledky vynikajici. Vysoka mira
spokojenosti Iékare byla zaznamenana u vsech typQ 1ézi kromé ocnich. U ocnich lézi byla varianta
maximalni spokojenost zastoupena pouze 49 %. Ve 2 ptipadech (5 %) byla u o¢nich lézi zaznamenana
nespokojenost. Tato nizsi Ucinnost se vyskytuje u oSetfeni pacientl s trichidzou. Limitem tohoto
oSetfeni je nedostate¢né zniceni vlasového folikulu. Je proto tfeba metodiku postupu oSetfeni
trichiasis upravit, aby doslo k totdlnimu zniceni folikulu a tim definitivnimu odstranéni trichiatické
rasy.

In experimental group, the physicians assessed the success of removal in accordance with the scale
from 1 to 5 (1 was excellent success - 100% removal of lesions). The treatment was successful in all
treated patients. In 131 patients, ie 83%, the results were excellent. A high degree of physician
satisfaction has been reported for all types of lesions except ophthalmologic. For eye lesions, only
49% was the maximum satisfaction option. In 2 cases (5%), discontent was recorded in eye lesions.
This lower efficacy occurs in the treatment of patients with trichiasis. The limit of this treatment is the
lack of destruction of the hair follicle. Therefore, it is necessary to modify the methodology of the
trichiasis treatment procedure in order to completely destroy the follicle and thereby ultimately
remove the trichiasis lashes.

Je prokazano, Ze spokojenost lékarfe a pacienta spolu pozitivné koreluji, tedy s vyssi spokojenosti
|ékare je silné spojena i vyssi spokojenost pacienta (Spearmaniv koeficient R 0,63).

It is proven that the satisfaction of the physician and patient correlates positively, ie higher
satisfaction of the patient is strongly associated with higher satisfaction of the doctor (Spearman
koeficient R 0,63).

U experimentalni skupiny, se vyskytly nezadouci G¢inky u 10 pacientl ze 157 osetfenych pacientd tj.
7,64 %. Z nezadoucich ucink( byly doposud zaznamenany prechodné barevné zmény, zarudnuti, otok
a jizvy. Ty souvisely s osSetfenim a vymizely do 1 mésice po oSetreni. Z celkového poctu 157
oSetfenych pacientll byla zaznamenana recidiva u 2 pacientll s entropiem a trichidzou. V kontrolni
skupiné se vyskytly nezadouci Ucinky u 3 pacient(l ze 23 oSetfenych pacientl tj. 13 %. Z nezadoucich
ucinkl byly doposud zaznamenany prechodné barevné zmény a zarudnuti. Ty souvisely s oSetfenim a
vymizely do 1 mésice po oSetfeni. Béhem oSetfeni se nevyskytly Zzadné komplikace. VSechny
nezadouci Ucinky jsou povazovany za prijatelné.
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In experimental group, adverse effects occurred in 10 patients out of 157 treated patients, i.e. 7,64 %.
Temporary changes of colour, redness, swelling and scar are the adverse effects that have been
reported so far. They were related to the treatment and disappeared within 1 month after the
treatment. Relapse was reported in 2 patients out of the total number of 157 treated patients with
entropion and trichiasis. In control group, adverse effects occurred in 3 patients out of 23 treated
patients, i.e. 13 %. Temporary changes of colour and redness are the adverse effects that have been
reported. They were related to the treatment and disappeared within 1 month after the treatment.
No complications occurred during the treatment. All side effects are considered acceptable.

10. Prilohy
Annexes

Priloha €. 1: Vyplnéné CRF formulare od lékarl
Annex 1: Completed CRF forms from doctors

Priloha €. 2: Shrnuti vSech oSetfeni JETT PLASMA LIFT MEDICAL v tabulce
Annex 2: Summary of all treatment JETT PLASMA LIFT MEDICAL in table

Zkratky:

Abbreviations:

CRF (case report form) — Formular pro individudIni zdznamy subjektu hodnoceni
VAS (visual analog scale) — vizudlni analogova stupnice

JPLM - JETT PLASMA LIFT MEDICAL
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