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Pesiome

JlyueBas tepanusa (JIT) — WMPOKO 1 NOBCEMECTHO UCMOMNb3yeMas ONuUKA B JIeYeHNM HOBO-
06pa3oBaHNIi CambIX Pa3HbIX JIoKkanusauui. NMpumepHo y 95% pecrnoHAeHTOB, Noyyato-
wux J1T, BO BpeMA nnv nocsie Kypca leueHns pa3BUBatoTCA JlyueBble peakuun, Yto BnmsaeT
W Ha pe3ynbTaTbl IEYEHUS, U Ha KaueCTBO XM3HU NauueHTa. Takas BblCOKas YyacToTa ¢pop-
MVPOBaHUA HeXenaTenbHbIX peaKkuuii, CONPOBOXAAIOWNXCA pa3BUTEM MECTHOro BOC-
naneHns, OObACHAETCA TeM, UTO KIETKU KOXM OTHOCATCA K MNysly ObICTPOOOGHOBAAEMBIX.
HekoTopbie 13 3Trx peakuui, Hanpumep, paguogepmatut (PL) n pekonn-deHomeH (recall
phenomenon, nnu Radiation recall dermatitis (RRD)) — BO3HUKHOBEHME KNMHUKN OCTPOrO
[LepmaTrTa Ha KOXe B MeCTe npeabiayLiero pagmaLiOHHOro BO3AeNCTBMA B OTBET Ha BBe-
[leHVe onpeaeneHHbIX IeKapCTB), LUIMPOKO PacnpoCTpaHeHbl B MpaKTUKe Bpavyen-gepma-
TOJIOrOB U BPayen-OHKOJIOrOB.

MaymeHTaM OHKONOTMYECKUX KAWHUWK, npoxofawum JIT, HacToATENbHO peKoMeHayeT-
CA UCNOJb30BaTb YBAXHAOLWME TONNYECKNE CPEACTBA ANA CHUKEHNA HeXenaTenbHbIX
BOCMaNUTENbHbIX PeaKLUn CO CTOPOHbI KOXK. OCHOBbIBaACb Ha 3aeNCTBOBAHHbIX Me-
XaHV3MaX U KIIVHUYECKMX XapaKTepUCTMKax OHKOMOMMYeCKUX MalumeHToB, HEOOXOAUMO
NMOCTOAHHO KOHTPONMPOBATb 1 yNyylwaTte Npodusib AeanbHOro MeCTHOMO NPOoAyKTa AJis
neyeHua PL; Takoe CpefcTBO AOMKHO NMETb OrPaHNYEHHbIN PUCK HEXeNaTenbHbIX ABNe-
HWUW, CUCTEMHOV afcopbunn 1 NEKapCTBEHHOTO B3aUMOAENCTBUSA, XapaKTePr30BaTbCA
MHOTFOUYMUCTIEHHBIMU KIUHNYECKUMU dbdeKTamm ¢ 0COObIM aKLLIEHTOM Ha MPOdUNAKTUKY
MECTHbIX 60NEBbIX OLLYLIEHWU, UMETb TLLATENIbHO BbIBEPEHHbIN COCTAB, MOCKOJbKY HEKO-
TOpble CpeacTBa MoryT 6110KnpoBathb fgerictaue J1T.

Llenb HacToALLero nccnefoBaHUs COCTOANA B OLEHKE NEPEHOCUMOCTA 1 3GHEKTUBHOCTU
npumeHeHus Kpema Bioake Xerophy y naLmeHTOB C 0nyxonsamum rosioBbl U LLEeW, NpoxXoas-
LMX NyYeBYHO Tepanuio.
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B nccneposaHue 66111 BKoUeHbl 60 B3pOC/bIX NaLMEHTOB 060MX MOMOB C COMUAHBbIMM
OMNyXONAMU FONOBbI U LWEKW, MPOXOAMBLUMX PagMoTepanmio No paguKkanbHOW nporpaMmme
unu noctonepauyunoHHo. Nccnegyemas (rpynna 1; n=30) n KoHTposbHaA (rpynna 2; n=30)
rpynnbl cGopmMrpoBaHbl PaHJOMHO. [PyNMbl CXOXKW MO NOIOBOMY 1 BO3PAaCcTHOMY COCTa-
BaM, IOKanM3aLuum onyxonesoro npouecca. lNaumeHTbl 1- rpynnbl exeHEBHO NCNOJb30-
Banu Kpem Bioaké Xerophy Ha npoTaxeHumn Bcero Kypca JIT 1 ganee cnycta ase Hefenu
nocne ee OKOH4YaHuA. MNaLneHTbl BTOPOW rpynnbl MOMIN UCMONIb30BaTh MO CBOEMY »Kefa-
HUIO Ntobble HenlekapCTBEHHble TONUYeCKre NPOAYKTbI, JOCTYMHbIE B PO3HMYHOWN anTey-
HOW 1 TOProBOW CeTAX.

MepBrYHanA KOHeYHaA TOUKa NCCnejoBaHKA — oLeHKa 3bPeKTUBHOCTM NpogyKTa Npu no-
Mo Tecta RTOG (the Radiation Therapy Oncology Group / European Organization for
Research and Treatment of Cancer; RTOG/EORTC). BropryHas KOHeYHaA TouKa — oLleHKa
KOXKHOW TOKcMUHOCTM no cucteme Kputepues CTCAE (Common Terminology Criteria for
Adverse Events, version 4); 6onv/3yna B mecte nposefeHua JIT no 10-6annbHON WKane;
NOKanbHOro CTaTyca Mo KpUTEPUAM «3putemMar, «GoNNNKYINTbI», <LIenyLIeHne», «3Nuns-
LMA», «CYXOCTb», «OTEK», «yblLiepaLuna, HeKPO3, reMopparnmy»; Kauectsa *M3HU Mo aep-
MaTONOrMyeckoMy MHAEKCY KauecTBa Xn3Hu (JUNKK). MHeHve nauneHTOB O Kpeme oLie-
HMBanu no wkane JlankepTta. Bce BO3HMKatowWme HexkenaTenbHble ABeHUA GUKCMpoBanu.
Wcnonb3oBaHue Kpema Bioake Xerophy y naLymeHTOB C onyxonamu ronosbl U Leun No3Bo-
NAET CHU3UTb TAXECTb COMYTCTBYIOLMX PaANOAEPMATUTY TOKCUUECKNX KOXKHbIX peakLuii
B 30He 00J1yueHA BO BpeMs NPOXOXAeHWA NyYyeBoil Tepanuu, a Takxke obecneumsaet Obl-
CTpoe BOCCTaHOBIeHMe 6bapbepHO QYHKLMUM KOXNM NOC/e ee 3aBepLUeHus.

KnioueBble cnoBa: nyyeBas Tepanus, onyxonu rofiosbl 1 Wew, pagnuogepMaTnT, SMONeH-
Tbl, YBNaXXHAOLME TONMYECK/e CPeacTBa, PagnNoONHAYLMPOBaHHAA KOXHaA TOKCUYHOCTb
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Abstract

Radiation therapy (RT) is a widely and universally used treatment option for tumors of
various organs. About 95% of patients receiving RT develop radiation side effects during
or after treatment, affecting both the treatment outcomes and the patient’s quality of
life. This high frequency of adverse effects is due to the fact, that skin cells are among
the rapidly renewing cell types. Some of these side effects, such as radiodermatitis (RD)
and radiation recall dermatitis (RRD) — a phenomenon characterized by signs of acute
dermatitis in previously irradiated skin areas following the administration of certain
drugs - are commonly encountered in dermatological and oncological practice.

In oncology patients undergoing RT, the use of topical moisturizers is strongly
recommended to reduce unwanted inflammatory skin reactions. Considering the
mechanisms involved and the clinical characteristics of cancer patients, there is a need
for continuous monitoring and optimization of the ideal topical product for the treatment
of RD. An ideal product should have a minimal risk of adverse events, limited systemic
absorption, and minimal drug interactions. It should also be effective in preventing local
pain, with a carefully formulated composition, as some products can interfere with the
effects of RT.

The purpose of this study was to evaluate the tolerability and effectiveness of Bioake
Xerophy repairing anti-scratching cream in patients with head and neck tumors
undergoing radiotherapy and its impact in ameliorating the quality of life of the same
patients.

The study included 60 adult patients of both sexes with solid tumors of the head and neck,
who underwent radiotherapy as part of a radical program or postoperatively. The study
(group 1; n=30) and control (group 2; n=30) groups were randomly formed. The groups
were similar in terms of gender and age composition and tumor localization. Patients in
group 1 used Bioake Xerophy repairing anti-scratching cream daily throughout the entire
course of radiation therapy and for two weeks after its completion. Patients in the control

266 "Dermatovenereology Cosmetology", 2024, volume 10, N 3



OpuirvHanbHble nccnefoBaHmA
Original Research

group were allowed to use any non-medicinal topical products available in pharmacies
and retail stores, at their discretion.

The primary endpoint of the study was to assess product efficacy using the RTOG scale
(Radiation Therapy Oncology Group / European Organization for Research and Treatment
of Cancer; RTOG/EORTC). Secondary endpoints included the assessment of skin toxicity
according to the CTCAE criteria system (Common Terminology Criteria for Adverse Events,
version 4); evaluation of pain and itching at the RT site on a 10-point scale; and assessment

of local status based on the criteria of "erythema", "folliculitis", "desquamation’, "epilation",
"dryness", "edema’, "ulceration’, "necrosis" and "hemorrhage." Quality of life was evaluated
using the Dermatological Quality of Life Index (DQLI). Patient opinions about the cream
were assessed using a Likert scale, and all adverse events were recorded.

The use of Bioake Xerophy repairing anti-scratching cream in patients with head and neck
tumors reduced the severity of toxic skin reactions associated with radiodermatitis during
radiation therapy and facilitated the rapid restoration of skin barrier function after the
completion of treatment.

Keywords: radiotherapy, radiation oncology, head and neck tumors, radiation dermatitis,

radiation-induced skin toxicity, skin care, emollients

B BBEJAEHWE

PagvaumoHHo-nHAYUMPOBaHHbIA fepMaTuT (paguogepmaTuTt, PL, nyyeBon fgepmatuT,
MOCT/yYeBOIN AePMaTUT) OTHOCUTCS K YAaCTO BO3HUKAIOLMM MOOGOYHbBIM peakLrsaMm, pa3Bu-
BaOLMMCA Y MaLUEeHTOB, MPOXoAALWMX NyyeByto Tepanuio (JIT) paka cambix pasHbIX JIOKa-
nu3aumii. PI1 BO3HMKaeT B pe3yfibTaTe NOBPEXKAEHNA KOXN U ee NPUAATKOB, NOANEXKaLUmX
TKaHel, BbI3BAHHOTO BHELWHMM fly4yeBbiM 06NlydeHneM. bbiio nokasaHo, YTo NprMepHO
y 95% nauneHToB, nonyyvatowux JIT, B KOHEYHOM uTore pasoBbetca PL Bo Bpema munu
rocse Kypca fieyeHus], YTo Hanpsimyto OyfeT BAMATb Ha KaueCTBO »KU3HU 1 MPUBEPMKEH-
HOCTb fleYeHnto HAMBUAYYyMa. Takum obpa3om, PL] B 3HAaUMTENbHOWN CTEMEHMN CMOCOGEH
yXyALWaTb NPOrHO3bl KIMHUYECKUX Pe3ynbTaToB fieyeHuna [1-3]. EguHOro MHeHus o npa-
BUIbHOM MeHe[PKMEHTe MOCTyYeBOro epmatiTa 4O HaCcToALEero BpemeHu HeT. Cyule-
CTBYET OCTpasi HEOOXOAUMOCTb B PACLLUMPEHMMN 3HAHWIA, YTOObI rapPaHTMPOBATb HAaAEXKHble
BapuaHTbl leyeHna n npodunaktukm PL [1]. MocnegHve gaHHble CBUAETENLCTBYIOT O TOM,
UTO NleKapcTBeHHble cpepcTsa (JIC) MeCTHOrO NPYMEHEHUA MOTYT ObiTb SPHEKTUBHO UC-
NoJib30BaHbl A1 3alUKTbl U BOCCTAHOBNEHNA TKaHel y naumeHToBs ¢ P, B TomM uncne ana
ero npoounakTnku [4, 5.

B LEJTb NCCJIEOOBAHUA
Onpepenutb 3PpPeKTUBHOCTb M NEPEHOCUMOCTb KpeMa Bioake Xerophy B neueHum n
npodunakTrike pagnuogepMaTiTa y NayMeHToB C OMyXOJAMY FOSIOBbI U LLEW.

B MATEPWAJIbI U METObI

B npocnekTrBHOe KOropTHoe ob6cepBaLMOHHOe WCCNefoBaHe Obiny BKIOYEHDI
60 B3pOCSIbIX NALMEHTOB OOOMX MOSTOB C CONUAHBIMU OMYXONAMM FONIOBbI U LIEW, NMPOXO0-
AVBLUMX pagroTepanuio No paguKanbHOM NporpamMmme Uian noctonepaymoHHo. Viccneny-
emas (rpynna 1; n=30) 1 KoHTponbHaA (rpynna 2; n=30) rpynnbl 66111 cGOpPMUPOBaHbDI
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paHAoMHO. [PYNMnbl CXOXKM MO NOAOBOMY M BO3PAacTHOMY COCTaBaM, JIOKanmn3aLmm onyxo-
nesoro npotecca. MegmaHbl cymmapHou ouarosoi go3bl (COJM) — 70 p (min/max : 60/70)
1 pa3oBoii oyarosoii fo3bl (POL) - 1,8-2 I'p 6binun cpaBHUMBbI B 06eunx rpynnax. MpakTuye-
CKW BCe NauMeHTbl Noflyyanu xumuoTtepanestuyeckoe (XT) neveHue (tabn. 1).

CocTosiHME NaLVeHTOB OLEHUBaNN B NATW TOUKax OT Hynesoro AaHaA (TO — Hayano pa-
ouoTtepanuun) v fanee Kaxgple ase Hegenu (T1, T2, T3, T4); Taknum obpa3om, MHANBULY-
anbHoe BpemsA HabnoheHNA 3a NaLuMeHTOM CoCTaBnAano 56 cyTok. MayuneHTbl 1-11 rpynnbl
exeflHeBHO rcnonb3oBany Kpem Bioake Xerophy ¢ TO Ha npoTaxeHun Bcero Kypca JT u
[anee cnycTa ABe Hefenu nocne ee okoH4YaHUA fo T4. KpeM HaHOCUIIM Ha CyXYyt0 YNACTYIO
KOy AiBaX[bl B IeHb, @ TakXe No mepe HeobxoanmMocTu. MNaureHTam pekoMeHA0Banu He
MCMOoMb30BaTb MbISIO B 30HE HaHeceHWA rccnefyemon cybctaHumn. MaureHTbl BTOPO
rpynnbl MOFAW MCMONb30BaTb MO CBOEMY XefaHuio Niobble HeneKkapcTBEHHbIe Tonuye-
CKMe NPoAYKTbl, [OCTYMHblE B PO3HNYHOW anTe4YHOl Y TOProBOW CETAX, OfHAKO OONbLUNH-
CTBO MpeanounTano o6xoanTbca 6e3 HuX.

ABTOpamu paspaboTaHbl KPUTEPUN BKIIOYEHUA/UCKIOUEHMA B/U3 UCCNefoBaHWA, B
CTPOrom COOTBETCTBUM C KOTOPbIMU 1 Obin NpoBeaeH Habop MaTeprana Ana nocnegyto-
wen obpaboTkM 1 aHanu3sa (Tabn. 2).

CocTtaB BoccTaHaBnuBawLlero kpema Bioake Xerophy npusegeH B 1abn. 3. Ha Kpem
nonyyeHa fdeknapauma EBpasunckoro skoHomuuyeckoro coto3a (E3C) o cooTBeTcTBUM
TexHMUYeckoro pernameHTa TamoXkeHHOro coto3a «O 6e3onacHoCTM NapdroMepHO-KoCMe-
Tuyeckon npogykumm» (T3 TC 009/2011). Ha Kpem Ha Tepputopun cTpaH ESC gencrsy-
eT cepTndrKaT COOTBETCTBMA NPOMN3BOACTBA KOCMETUYECKON NpoayKumnn TpeboBaHnAM

Ta6bnuua 1
XapaKkTepucTuKa nauyeHToB Ncc/iefyeMoii i KOHTPONbHO rpynn
Table 1
Characteristics of patients in the study and control groups
Bcero, lpynna 1, lpynna 2,
n=60 n=30 n=30
Bo3pacT, cpegHee (min/max) 56,6+8,9 (37/79) 57,4+10,1 (37/79) 55,8+7,5(42/71)
Mon:
—  MYy>K4uHbI, abc. (%) 18(30,0) 13 (43,3) 5(16,7)
—  KeHLWKHbI, abc. (%) 42 (70,0) 17 (56,7) 25(83,3)
CeMmeliHbI aHamHe3, aa (%) 14 (23,3) 7(23,3) 7 (23,3)
AHamHe3 KypunbluvKa 31(51,7%) 11 (36,7%) 20 (66,7%)
Jlokannsauua onyxonu:
—  MonocTb pTa 9 5 4
— poTorfioTka 12 6 6
—  ropTaHornoTKa 15 8 7
— TropTaHb 15 7 8
— ppyraa 9 4 5
JlyyeBas Tepanusa:
—  pajukanbHaa nporpamma 34 18 16
—  nocneonepaumnoHHbIN Kypc 26 12 14
— COQA, T'p, megmaHa (min/max) 70 (60/70) 70 (60/70)
- POLTp 1,8-2 1,8-2
XT:
— HeoapbtoBaHTHaA XT 14 13
— B COCTaBe XMMMOJTyYeBON Tepanmu 14 16
268
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Ta6nuua 2
Kputepun BknioueHUa/ncknioueHns B/us nccnegoBaHns
Table 2
Inclusion/exclusion criteria for/from the study

Kputepun BknioueHunsa

Kputepun ncknioueHunsn

KomnnaeHTHble
naumneHTbl 060Mx Nonos
Bo3pacTt nauneHToB
18-70 net

MauneHTbl, AaBLwne
NUCbMeHHoe cornacue
Ha yyacTtue B
nccnepoBaHnn
MauneHTbl C
CONVAHBIMMN
OnNyXONAMU ronoBbl

1 Wew, NnpoxoasLyme
pagvoTepanuio

no pagnKanbHoWn
nporpamme
[onyckanocb
nposegeHne
OfiHOBPEMEHHON
X“MuoTepanmmn

MauneHTbl, NPOXoAMBLLIME paHee NlyyeBoe neyeHne

ConyTcTByHOLLME BOCNANMTENbHbIE 3a60NeBaHNA KOXM B Ppaze 060CTpeHNs
(aTonnuecknii fepmaTnT, KOHTaKTHbIN AepMaTUT, NCopras, NIOCKNn
NNLWIAN, PO30BbIV NNLLAN, OTPYOEBUAHbIV NLLAIA)

KonnareHo3bl 1 BaCKynuTbl (BaCKYINT, OrPaHNYEHHbIN KOXeN,
cKnepoaepmua, [epMaToOMUO3UT UM KpacHaa BONTYaHKa)

XpoHunueckme 3aboneBaHmns, 3aMeanatoLne penapaTrBHbIe NPOLECCHI B
KoXe (caxapHblil nabeT, noyeyHas HeJOCTaTOUYHOCTb)

Mcrnonb3oBaHne TKaHe3KBMBANEHTHOrO 60M0Ca NPU NPOBEAEHNUN
Nly4eBo Tepanuu

Hanunure KoXXHOM CbiNu nm He3aX<mBaloLWMX paH B nosie 0bnyyeHns
HenaBHee npebbiBaHMe Ha CONMHLE

HesaxuBatowme mecta XnMpyprmuyeckoro BMeLlaTenbCTea

MHo>KecTBeHHan Heonnasns

M3BeCcTHble CMHAPOMbI PaAMoYyBCTBUTENBHOCTY (Hanpumep, aTakcma-
TeneaHrnsKTasmsa)

M3BeCTHan rmnepyuyBCTBUTENBHOCTD XOTA Obl K OHOMY 113 KOMMOHEHTOB
NPUMeHAEMbIX TOMUYECKNX CPeCTB

CuctemMHoe Uy MecTHoe (B TOM YNCIIe UHTaNALMOHHOE UK
VHTPaHa3anbHOe) NCMOoMb30BaHVe CTEPOULOB JIOOro Knacca, B TeyeHme
15 cyTOK, NpefLecTBOBaBLUNX BKIOYEHNIO B CCeoBaHne
Oototepanua (PUVA, UVB) B TeueHwne 4 Hefienb, NpeaLlecTBOBaBLUNX
BKJTIOYEHUIO B UCCIeJoBaHME, U/ KOTOPYIO MNaHNPOBanoch NPOBOAUTb
B XOAie UCCNeaoBaHnA

BepemeHHble nnn KopmaLme XKeHLWNHbI

YyacTve nauveHTa B ApYroM KNMHNYECKOM NCCIefoBaHUN (faxe B paMKax
noaAep KMBaloLLero ieyeHuns), BKoYan npenapatbl, Bbi3biBatoLyme
KOMHYIO TOKCUYHOCTb

cTaHpapTa ISO 22716:2007 N218724. Mo cBoew cyTn KOMMNo3uuua aenaetca rugpodunb-
HbIM 6apbepPHbIM SMOJIEHTOM C BbICOKOW BOCCTaHOBUTENbHOW CNOCOOHOCTbIO. PeLienTypa
Kpema Mo3BONAeT ero UCronb3oBaTb B KauecTBe YBaXKHAIOLLEro AnA yXoAa 3a Cyxon 1
NoBpeXAeHHON KoXel nnua 1 Tena. Kpem He cofiepKut cybcTaHUmin, CHKaroLwmx apdek-
TMBHOCTbL JIT.

I'Ipop,yKT MOXeT ObITb MCMONb30BaH npn BoCnaneHnnm KOXu (,u,epmaTMTax) pa3H0|7|

3TNOJIOTNN — KOHTAKTHOM anneprnyeckom, pasgpaKeHHoM aepmatuTe, c]>0TonepmaT|/|Te,

Ta6bnuua 3
CocTaB yBnaxHslouero Kpema (Bioaké Xerophy), ncnonbsoBaHHoro nauveHTamv B rpynne
nccnepgoBaHus
Table 3

Composition of moisturizing cream (Bioaké Xerophy repairing anti-scratching cream) used by patients
in the study group

CocTaB yBnaxHs-
folero Kpema

Aqua, Caprylic/capric triglyceride, Ethylhexyl stearate, Glycerin, Hydrogenated
ethylhexyl olivate, Polyglyceryl- 6 behenate, Prunus amygdalus dulcis oil,
Butyrospermum parkii butter, Panthenol, Ceramide NP, Glyceryl stearate, Tocopheryl
acetate, Polyglyceryl- 6 stearate, Hydrogenated olive oil unsaponifiables, Calendula
officinalis flower extract, Tocopherol, Allantoin, Cetearyl alcohol, Pentylene glycol,
Butylene glycol, Caprylyl glycol, Xanthan gum, Sodium polyacrylate, Ascorbyl palmitate,
Hydroxyphenyl propamidobenzoic acid, Phenethyl alcohol, Ethylhexylglycerin,
Phenoxyethanol
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Ta6bnuua 4

Kputepun oyeHknn RTOG gna ocTpbix pagnaunoHHbIX peakuuii (Taxxectb P/l), B3aTo us [20]
Table 4

RTOG assessment criteria for acute radiation reactions (RD severity), taken from [20]

GO HeT nameHexun

Gl MepudonnukynapHas, cnabas sputema, SMUNALMUA, Cyxoe LWenyLieHne, CHUXKEHWE no-
TooTAEeNeHNA

G2 BonesHeHHaa nnu apkaa sputema, 04aroBoe, Bla)KHoe LenyLeHne, yMepeHHbIN oTek

G3 CnuBatoleecs BNaXKHOe LeNyLIEHWE BHE KOXKHbIX CKaloK, OTeK KOXM C 0bpa3oBaHmem
SK3eMaTO3HbIX KOnofLeB

G4 Ynbuepauua, KpOBOU3NIUAHUA, HEKPO3

pagnogepmMaTiTe 1 fepMaTnTe, pa3BUBLLEMCA Ha poHe XMMUoTepanuu y nayMeHToB OH-
KOJIOrMYECKNX KNMHUK. AKTUBHbIE KOMMOHEHTbI Kpema CrocobCTBYIOT CHATMIO BOCMNane-
HUA, pereHepaLMmn KOXK, YMEHbLUEHNIO pa3aparkeHus, SpuTembl 1 3ya.

CTeneHb OCTPON KOXKHOWM TOKCUYHOCTU (TAxecTb npossneHnin PL) no wkane RTOG/
EORTC (the Radiation Therapy Oncology Group / European Organization for Research and
Treatment of Cancer scale) onpegenanu B Kaxxgoi Touke [2, 20] (Tabn. 4).

JIoKanbHbIN CTaTyC B AMHAMMKE OLLEHMBANN B 3aBUCUMOCTM OT TAPKECTU OCHOBHbIX CUM-
ntomos P: sputema (0-1-2-3), ponnukynutel (0 — HeT; 1-5 - 1; 5-10 - 2; >10 - 3), weny-
weHwue (0-1-2-3; No CpaBHEHWIO C UHTAKTHOM Koxel), anunauma (0-1), cyxocTb (0-1-2-3;
MO CPaBHEHMIO C MHTAKTHOW Koxel), oTek (0-1-2-3), ynbLiepauus, HeKpo3 1 remopparmm
(0-1). Takke B KaXk4OM TOUKe HabNAeHWA NALMEHTbl 3aNoSIHANM ONPOCHUK AepMaToNo-
rMyeckoro MHAeKca Kavectsa »m3Hn (QNKMXK; nocnengHee o6HOBNEHVE BaNnMANPOBAHHOM
pycnduumpoBaHHon Bepcumn — 19.02.2019) [16]. Lindposblie 3HaueHna JUKXK oTpakatoT
CTeneHb HEraTUBHOIO BAIVAHUA KOXHOFO MpoLecca Ha KauyecTBO XKMU3HW PeCcrnoHAeHTa:
yeMm BblLlle MHAEKC, TeM CUiibHee MaToNornyeckuin NpoLuecc yxyawaeT KauecTBO MU3HU.
Ha Kaxzablin BOnpoc npepiaraetcs 4 BapraHTa OTBETA, KaXAbll 13 KOTOPbIX OLLeHNBAeTCA
cooTBeTcTBeHHO OoT 0 fo 3 6annos. MakcmanbHasa cymma 6annos — 30, KauecTBO »KU3HU
nauneHTa 06paTHO NponopLMoHanbHo cymme 6annos. HTepnpeTauna QNKXK:

0-1 6ann — HeT BNMAHNA HA KAYeCTBO XU3HW NaLNEHT];

2-5 6annoB — He3HAUUTENbHOE BAMAHNE Ha KMN3Hb NALUMEHT];

6-10 6annoB — yMepeHHoe BNMAHNE Ha »KN3Hb NauMeHTa;

11-20 6annoB — 0YeHb CUJIbHOE BAUSIHME Ha XN3Hb NaLMeHTa;

21-30 6ann10B — Ype3BblYaltHO CUIbHOE BAUAHME Ha XU3Hb NavuyueHTa [16].
MonyyeHHble faHHble ObiNM 06paboTaHbl C NCNONb30BaHMEM NPOrpaMMHOro obecne-
yeHua Statistical Package for Social Sciences (SPSS) ana Windows 22.0. KateropuasbHble
JaHHble NpefCcTaBieHbl B BUAE YMCIA U NPOLLEHTA, YACNOBbIE — B BUAE CPeAHero 3Haye-
HWA U CTAaHZAPTHOrO OTKNOHEHNUA. TeCT X? CNONb30Banu ANA CPaBHEHMA KaTeropuanbHbIX
nepemeHHbIX Mexxgy rpynnamu. U-kputepun MaHHa - YUTHM ncnonb3oBanu ana cpaBHe-
HMA YNCNOBbLIX AaHHbIX 6€3 HOPMaNbHOro pacnpepeneHna mexay rpynnamu. Pasnuums,
AnA KoTopbix p<0,05, NPUHUMANNCb Kak CTaTUCTUYECKN 3HAUMMbIE.,

B PE3YJIbTATbI N OBCYXXAEHNE

Ona PL xapakTepHO pa3BuTMe Cefyowyx CUMNTOMOB: 60Jb, U3bA3BMEHMWE, OTEK,
3y, XoKeHve, GU3nNYecKuii 1 NCUXONOrMuecknini anckoMmdopt. MiHoraa B npouecce npo-
BeAeHMA v no 3aeeplieHun JIT BO3HUKAIOT ONMOPTyHUCTUYECKUe MHbeKumun [6-9].
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OpHoBpeMeHHbIN npuem cuctemHbix J1C (Hanprumep, cxeMbl Ha OCHOBE MNATUHbI, LeTyK-
cumab, 5-dTopypaumn), Ha3HaYaeMblX 3HaUMTENIbHOM YacTy NaumMeHToB, npoxoaawux J1T,
CnocobeH ycunutb TaxecTb TeueHnsa PO [2, 11].

PaHHMe KOXHble peaKuun Ha obnyyeHre BO3HMKalOT B nepsble 1-4 Hepenu nocne
CTapTa JleueHnA U MOTYT COXPaHATbLCA B TeueHne 2—-4 Hefienb Nocsie ero OKoHYaHusA. Knu-
HUYECKM X NOEHTUOULMPYIOT N KNaccUPULMpPYIOT NO CTeNeHN TAXeCTU B npeaenax ot
3pUTEMbI 1 CYXOro LiefnylweHna A0 BaXHOro LenyuweHns, B 6onee TaXKenbixX cilyyanx
[0 3p03MpPOBaHUA N N3bA3BeHUA. OObIYHO B TeUeHNe NepBbIX 2 HefesNb JlIeUeHUs exe-
LHEBHbIMM GPAKLNOHUPOBAHHBIMU fo3amu oT 1,8 fo 2,0 Ip nauMeHT He UCMbITbIBAET ANUC-
komdopTa. [pexopalan spuTemMa MoXeT BO3HUKHYTb B TeueHre 24 YacoB Nocse Havana
NleYeHna 1 CTAaHOBUTCA 3aMETHO JIOKaSIM30BaHHOM B 06/1aCTX neveHnaA Yyepes 2-3 Hefenu
obnyyeHua. Koxa KpacHeeT, CTaHOBUTCA ropAYell Ha OLLyMb, MOXET MOABNATLCA CbiMb.
B Takmx cnyyasax naumeHTbl ONUCHIBAIOT CBOKO KOXKY Kak YyBCTBUTENbHYIO U CTAHYTYIO.

lMnepnurmeHTauma BO3HUKaET Yepe3 2—-4 Hepenu oT cTapTa nedeHus. Mpu Kymyna-
TUBHOW fj03e, focTuratoert 20 Ip, y naumneHTa MoryT HabnodaTbCA CyxoCTb, 3yf, LWenylue-
HMe KOXM 1nn cyxoe WwenyweHue [12, 14]. 9To ABNAETCA pe3ynbTaTOM CHUXeHMA Crnocob-
HocTU 6a3anbHOro CfoA 3aMellaTb NOBEPXHOCTHbIE CNOW, 3HAYUTENIbHOIO LUEenyLeHNUA
anuaepmmca u CHXeHNA GYHKLMOHMPOBaAHNA MOTOBbIX U CalbHbIX ene3. [pu go3sax
30-40 p npoucxoauT aKCTpaKanuasapHoe NoBpeXaeHne KNeToK C yCUneHmeM Kanun-
NAPHOro KPOBOTOKA, rMMnepemmnent 1 oTeKOM. B TAXenbIX cilyyasx NponcxoauT SNunaums,
npuBoAALLan K BNaXKHOMY LLeyLIeHNIo, KOTOPOe MOXET NPOM30NTU Npu Ao3ax oT 45 fo
60 Ip. Mpwn BnaxxHoMm wenyLieHnn obHaxaeTca 6a3anbHaa MembpaHa 1 gepma. Obnactb
BO3[ENCTBMA BNaXKHasA, Gofie3HeHHaA 1 KpacHas, COUUTCS, NOATEKAET CepO3Has KWA-
KOCTb. ITO TaKXKe MOXET COMPOBOXAATbCA TErKNM NN 06MNbHBIM SKCCyfaToM 1 06pa3o-
BaHMEeM KOpOoK [14].

B HacToAweM nccnegoBaHUM TAXKECTb KOXKHbIX peakuuii B OTBET Ha nposogumyto JIT
HapacTana B 0b6eux rpynnax K KoHLy Kypca, BMecTe C TeM NMMKOBbIe NMOKa3aTesn 3HaueHun
RTOG B nccnegyemon 1 KOHTPOJIbHOW rpynnax NPUXoANINCh Ha pa3Hble TOUKU — T2 n T3
COOTBETCTBEHHO (puc. 1).

BepoATHO, 3TO MOXeT CBMAETENbCTBOBATb O MPOdUNAKTUYECKOM MOTeHLMane uc-
nonb3yemoro nauveHTamu rpynnbl 1 Kpema (3aliyMTHble CBOWCTBA KOMMO3MLMUMN).

2,00
1,80 1,6
1,60
1,40 1,23 13
1,20 1

1,00 093

0,80
0,60 0,50

0,40 0,47

0,20 0,00
0,00

1,8

T0 T1 2 T3 T4

—®&— Group 1 Group 2

Puc. 1. Kpuas RTOG B nccnegyemoii 1 KOHTpPOJ/IbHOI rpynnax B AVHamMnKe HabniogeHna
Fig. 1. RTOG curve for study and control groups during follow-up
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Mokasartenu RTOG B nccnegyemori i KOHTPONbHOI rpynnax B AMHaMuKke Ha6nogeHns
Table 5

RTOG scores in the study and control groups throughout observation period

2o T0 e T2* T3 T4***

np |TPyn-  |Tpyn- |Tpyn- |Tpyn- |Tpyn- |lpyn- |fpyn- | Tpyn- |Ipyn- | [pyn-
nai na2 nai na2 nal na2 nal na2 nai na2

0 30(100) [30(100) |16(53,3)|4(133) [1(333) |- 8(26,7) |2(6,7) |19(63,3)[4(133)

1 - - 14 (46,7) | 22(73,3) | 21(70) |12(40) |16(53,3) |5(16,7) |7(23,3) |13(43,3)

2 - - - 4(13,3) |8(26,7) |18(60) |6(20) 21(70) [4(13,3) |13(43,3)

3 - - - - - - - 133) |- -

4 - - - - - - - 133) |- -

Mpumeyanusa: * p<0,05; ** p<0,01; *** p<0,001.

B uenom kpusble RTOG nosTopaAnu Apyr Apyra, OAHAKo CpefHne 3HauYeHnA Touek T2, T3,
T4 menun [OCTOBEPHYIO pa3HuMLY B NOJb3y NauMeHToB rpynnbl 1 (1abn. 5).

ABTOpbI CBA3bIBaAIOT 6onee MArkoe TeueHvie PLl y pecnoHAeHTOB, MPUMEHSABLUMX KPeM C
NpoTMBOBOCNaANNTENbHBIM 3¢ deKkToM NnocnegHero. CpefHMe NMKOBbIE 3HAYEHWA B UCCIe-
noyemoli rpynne 6binm goctoBepHo Hupke (1,23/1,8), BocctaHoBNEeHUE GYHKLNIA 1 MOBPEX-
[EHHbIX CTPYKTYP KOXM Y HUX Habnofann yxke K kKoHUy Kypca JIT B Touke T3 (0,93/1,8).
Cnycta gBe Hefenu nocsie okoHYaHuaA JIT exxegHeBHOE NpPUMeEHeHMe Kpema NprBOAMIO
NPaKTUYeCcKn K NONHOMY Mc4e3HoBeHMto Bcex npoasneHun PO (0,5), B oTanume OT KOH-
TPONbLHOW rpynmbl, rAe B Touke T4 cpefHUN nokasatenb RTOG 6bi1 cpaBHMM C MUKOBbIM
nokasatenem RTOG B Touke T2 (1,3/1,23), UTO MOXKeT yKa3biBaTb Ha Bblpa)eHHble penapa-
TVBHble/BOCCTaHaBMBAOLLME CBONCTBA Kpema.

BocnaneHune Koxu (gepmatuT) NpakTUYeCKn BCerga COMpPOBOXKAAETCA BO3HUKHOBE-
H1em cyObeKTVBHOM CUMMNTOMATUKIK: 3yloM Uy 6oneBbiMr peakumamm (6osb, XxeHune)
[17-19]. B Hawwem nccnefoBaHnmM NPypUTOreHHbI noTeHuman Pl y naumeHTOB Kak OCHOB-
HOW, TaK U KOHTPONIbHOW FPYMMbl He UMeN 3HaYUMbIX Pa3nuunil. IHTEHCMBHOCTb 3yfa Ha-
pacTana y BCcex BK/OUEHHbIX B MCCNiefoBaHNe NaLMeHTOB O MaKCMabHbIX 3HaUeHWI B

1

0,8
057 0,63
0,6 !
04
0,33
0,2 0,07
0,00
0 ¢ 0,00
TO T T2 T3 T4
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Puc. 2. KpuBas oueHKM 3yaa B UcciefyemMoi 1 KOHTPOJbHOI Fpynnax B AUHaMuKe HabnioaeHus
Fig. 2. Curve of itching assessment in the study and control groups over time
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Ta6bnuua 6

OueHKa 3yAa B CCiefyeMoil 1 KOHTPO/IbHOI Fpynnax B AMHaMuKe HabnioaeHna
Table 6

Assessment of itching in the study and control groups throughout observation period

Ban- TO T T2 T3 T4
np | TPyn-  Tpyn- | Tpyn- fpyn-  |Tpyn- | Tpyn- fpyn- |fpyn- |Tpyn- |[pyn-
nal na2 nail na2 nail naz2 nail na2 nail na2

o 30000 |2° 16(53,3) | 20(66,7) | 15(50) |13 (433) |22 27(90) |30 (100) | 28
(100) (96,7) (93,3)

1 - - 11(36,7) |10(33,3) [14(46,7) |15(50) [1(3,3) |3(10) |- 2(6,7)

2 - - 3(10) - 133) [2(67) |- - - -

3 - - - - - - - - - -

4 - - - - - - - - - -

Toukax T1-2, 3aTeM CTpeMUTENIbHO CHUXKaNacb NPaKTUYECKN [0 ero OTCYTCTBUA K KOHLY
nposegeHua JIT (T3) (puc. 2).

CnepyeT OTMETUTb, UTO 6OJlee UeM B NMOJSTIOBMHE CJlyYaeB 3y[ He pa3BumBanca Boobuue,
YTO, BEPOATHO, CBA3AHO C HealeKBaTHOM CaMOOLIEHKOW CBOEro COCTOAHMNA NaLMeHTamu,
KOTOpble 3a4acTyio He MO ONpPeAeNUTbCA, YTO UX 6eCnoKouT Gonblue — 3yA, XXKeHne
unu 6onesHeHHble oulyLieHNa B ovare (Tabn. 6).

MockonbKy KonnyecTBeHHble 3HaueHUA Wwikanbl RTOG B 06enx rpynnax He npesbiwanu
rpaHuy G2, Mbl He GUKCUPOBANKM TakUX TAXeNbIX NpoasneHnin P, Kak ynbuepauus, He-
KO3, remopparnu H1U B OAHOW U3 KOHTPOMbHbIX Touek (T0-4) (Tabn. 5).

CocyaucTyio peakuuio AepMasibHbIX CTPYKTYP KOXMK MpW AepmatuTax pasinyHoun
3TMONOrMM MPUHATO OLIEHMBATb NO TakKMM KPUTEPUAM, KaK «3puTema» 1 «oTek». [locTo-
BEPHO 6osiee HM3KME MoKaszaTeNn KpuTepua «3puteMa» Habnoganu B NepBon rpynne
NpPaKTUYeCcKn Ha BCEM NPOTAXKeHUU HabnopeHua (T1, T3, T4). OTtek pa3BuBanca boicTpee
B rpynne KOHTPons, a LumdpoBble nokasatenu B Toukax T1 1 T2 y HUX 6binv fOCTOBEPHO
6onee BbICOKMMYM MO CPaBHEHUIO C UCCNIeayeMOol rpynnon B 3 1 2 pa3a COOTBETCTBEHHO
(Tabn. 5, puc. 3).

3anHTepecoBaHHOCTb GONNUKYNAPHOro annapata 6Oblna HU3KOW y npepacTaBuTe-
nen obenx rpynn, GoONANKYyNUTbHI y NaLMeHTOB pa3BUBaNMNCb [OCTaTOUYHO PefKo faxe B
KOHTpOnbHOM rpynne. Tonbko B Touke T3 monyyeHa JOCTOBEpPHaA pasHuua B MOKasa-
Tene. Cnabyto snunaumio B ouarax PO ¢ukcmposanu B Touke T4y 23% npepacraButenei
rpynnbl 1 1y 47% nauyneHTOB rpynnbl 2. [JoCTOBEPHbIX pasnnyuui mexay rpynnamm ns-3a
CTabUNIbHO HMU3KUX 3HAYEHUIA 3TOrO KPUTEPUA HE MOMYUYNSIN HU B OJHOW 13 TOUEK KOHTPO-
nAa (tabn. 6, puc. 3).

LLlenyweHwne focTrrano NMKoBbIX MoKa3saTenen K Touke T3. M36bITouHoe WwenyweHne n
CYXOCTb CBUIETENbCTBYIOT O HapyLUeHW 6apbepHO GYHKLMIN KOXK, fedeKTHOCTM poro-
BOrO CJ10A 3NNAEPMICA, HAPYLIEHMM ero NamenapHON CTPyKTypbl [21-23]. B Touke T4y
90% nauuneHToB rpynmnbl 1 GMKCMpoBany NoOIHOe BOCCTaHOBJIEHNWE JaHHOMO NoKasaTtens,
TOrAa Kak y naumeHToB rpynmbl 2 npaktuyecky B 60% cnyyaes 6apbepHan GyHKLNA KOXN
He 6bl1a BoccTaHoBNeHa. CyxOCTb — BTOPOW Ba)HbI MPU3HAK HECOCTOATENbHOCTU KOX-
Horo 6apbepa. B nccnegyemori rpynne nokasartenv KpUtepus «CyxocTb» Bo Bpems JIT u
no ee 3aBepLeHun (T1-4) 6o JOCTOBEPHO 60J1ee HU3KUMI MO OTHOLLEHWIO K TaKOBbIM
B rpynne KoHTpona (tabn. 7, puc. 3).
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AnHamunuyeckas oLeHKa JIOKanbHOro ctaTyca no KpUTepuam «3putemay, «ponnnKynuTbl», «cyxoe
wenyweHne», «<3NUNALNAY», KCYX0CTb», «OTEK», «yNibliepauna/HeKpos/remopparnmn» B ncciepyemon n
KOHTPOMbHOI rpynnax

Table 7

Dynamic assessment of local status according to the criteria "erythema", "folliculitis", "dry peeling",

"epilation", "dryness", "edema", "ulceration/necrosis/hemorrhage" in the study and control groups

ban- | pyn- Tpyn- Tpyn- Tpyn- Tpyn- Tpyn- Tpyn- Tpyn- Tpyn- Tpyn-
nbl |nail na2 nail na2 nail na2 nail na2 nal na2
SpuTtema

T0 T1** T2 T3*** T4***
0 30(100) | 30(100) |16(53,3) |5(16,7) |1(3,3) 1(3,3) 10(33,3) | 2(6,7) 20 (66,7) | 5(16,7)
1 - - 14 (46,7) | 21 (70) | 20(66,7) | 14 (46,7) | 15(50) |4(13,3) |7(23,3) |13(43,3)
2 - - - 4(13,3) |8(26,7) |12(40) |5(16,7) |21(70) |3(10) 11 (36,7)
3 - - - - 1(3,3) 3(10) - 3(10) - 1(3,3)
4 - - - — - - - - - -
DonnuKynmnTbi

T0 T1 T2 T3** T4
0 30(100) | 30(100) |28(93,3) | 29(96,7) | 26 (86,7) | 26 (86,7) | 30 (100) | 22(73,3) |- -
1 - - 2(6,7) 1(3,3) 4(13,3) [4(13,3) |- 5(16,7) |- -
2 - - - - - - - 3(10) - -
3 _ - _ _ _ - _ _ _ -
4 - - - - - - - - - -
Cyxoe wenyuweHne

T0 T1 T2* T3 T4**
0 30(100) | 30(100) |30(100) |26 (86,7) | 14(46,7) | 15(50) |20 (66,7) | 13 (43,3) | 26 (86,7) | 13 (43,3)
1 - - - 4(13,3) |6(20) 14 (46,7) | 6 (20) 5(16,7) [3(10) 14 (46,7)
2 - - - - - 1(3,3) 4(13,3) |11(36,7) | 1(3,3) 2(6,7)
3 _ _ _ - - - - 1(3.3) - 1(3,3)
4 - - - - - - — - - -
nunauuna

T0 T1 T2 T3 T4
0 30(100) | 30(100) |30(100) |26(86,7) | 27 (90) |25(83,3) |24(80) |22(73,3)|23(76,7)|16(53,3)
1 - - - 4(13,3) |3(10) 5(16,7) |6(20) 8(26,7) |7(233) |14(46,7)
2 — — — — — — — — — —
3 - — - - - — - - - —
4 - - - - - - - - - -
CyxocTb

T0 T1* T2** T3** T4**
0 30(100) | 30(100) |29(96,7) | 22(73,3) | 20 (66,7) | 10(33,3) | 20 (66,7) | 8 (26,7) |26(86,7) | 11(36,7)
1 - - 1(3,3) 8(26,7) |9(30) 8(26,7) |7(233) |7(233) [2(67) 9(30)
2 - - - - 1(3,3) 12(40) [1(3,3) 6 (20) 2(6,7) 8(26,7)
3 - - - - - - 2(6,7) 9(30) - 2(6,7)
4 - - - - - - - - - -
OTtek

T0 T1* T2** T3 T4
0 30(100) | 30(100) |25(83,3) |15(50) |18(60) |9(30) 20(66,7) | 15(50) |25(83,3) | 22(73,3)
1 - - 5(16,7) |11(36,7) | 12(40) |13(43,3) | 6(20) 9 (30) 4(13,3) |7(233)
2 - - - 4(13,3) |- 8(26,7) [4(13,3) |6(20) 1(3,3) 1(3,3)
3 - — - - - — - - - —
4 - - - - - - - - - -
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Ynbuepauns/HeKpos/remopparnm

T0 T1 T2 T3 T4
ban- | pyn- Tpyn- Tpyn- Tpyn- Tpyn- Tpyn- Tpyn- Tpyn- Tpyn- Tpyn-
nbl |nail na2 nail na2 nail na2 nail na2 nail na2
30(100) | 30(100) |30(100) |30(100) | 30(100) | 30(100) |30 (100) |29 (96,7) | 30 (100) | 30 (100)
- - - - - - - 133 |- -

HlwWN|=|O

MNpumeyanua: * p<0,05; ** p<0,01; *** p<0,001.

Erythema Epilation
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0,40 0,27
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Dry Desquamation Edema
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Puc. 3. KpuBble Kputepunes «aputemay, «GONNNKYNNTbI», <CyXoe WeyLeHne», «INUNALNA», «CYXoCTby,
«OTeK», «ynblepaunsa/HeKpo3s/remopparun» B Ucc/iefAyemMoii 1 KOHTPOJIbHOI Fpynnax

Fig. 3. Scores throughout observation period of the criteria "erythema", "folliculitis", "dry peeling",

"epilation", "dryness", "edema", "ulceration/necrosis/hemorrhage" in the study and control groups
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Ta6bnuua 8

OueHKa KauecTBa XKN3HU B UCCIeflyeMoil 1 KOHTPOJIbHOI rpynnax B AUHamMuKe HabnioaeHua
Table 8

Assessment of quality of life in the study and control groups over time

T0 T1 T2 Bk T4
lpynna 1 0 0,57+0,62 0,67+0,80 0,13+0,43 0,03+0,18
lpynna 2 0 0,47+0,57 1,0+0,91 0,5+0,93 0,17+0,75

MpumeyaHue: * p<0,05.

1,20
1,00
1,00

0,80 0,67
0,57

0,60

0,40
0,07

0,20

0,00 0,13

0,03

0,00
TO T1 T2 T3 T4

—®&— Group 1 Group 2

Puc. 4. KpuBas noKasarens «KauecTBO XKU3HU» B CC/ieflyeMoil 1 KOHTPOJNIbHOI rpynnax B AUHaMuKe
HabnogeHna
Fig. 4. Dynamics of the "Quality of Life" score in the study and control groups throughout observation

Kak npasuno, co BpemeHeM nposasneHnsa P[] npoxofATt, HO OHW MOTYT CHUXKaTb Ka-
YeCTBO XM3HM MaLUMeHTa, OrpaHNYKBaTb NPOAOIIKUTENBHOCTD NeYeHna 1 o3y obnyye-
HUSA, HANPAMYIO BANATb HA COCTOATENbHOCTb Tepanuu [4, 10]. B Hawem HabnoaeHUn Mbl
He MoSTyUYUNIN 3HAUMMBbIX N3MeHeHNI LdPoBbIX 3HauYeHNin VKX (Tabn. 8, puc. 4). Mbl ga-
NeKn OT MbICNIN 06 oTCyTCTBUM BANAHMA JIT Ha KauecTBO »KM3HWU HaWKX NaumeHToB. Takue
3KCTpeMarnbHO Hu3Kue nokasatenu VKK cBA3aHbl, Ha Haw B3rnaf, C AByMA OCHOBHbIMU
npuurHamu. Bo-nepsbix, NauneHTbl HAXOAMNNCb BeCb nepuog J1T B cTaumoHape, noatomy
OTBETbI Ha BOMPOCHI, KacaloLmeca MeXINYHOCTHbIX OTHOLIEHWI B CEMbE, C POACTBEHHM-
Kamu, Apy3bAMK 1 Konneramm no pabote, 6biTa, 3aHATUA CNOPTOM, CEKCOM, COLManbHOM
AKTUBHOCTM, UHTEPNPETUPOBANUCL PeCNOHAEHTaMM Kak oTpuLaTtenbHble. Bo-BTopbix, Na-
LMeHTbI C TPYZOM aBanv OLeHKY CyObeKTUBHOWM CUMMTOMATHKE CBOEro COCTOAHMSA, YacTo
nyTaa onpeneneHve NOHATUA «3yf» C onpeaeNeHNAMN NOHATUN «BONby», KKEHUe», «QnNc-
KoMopopT».

Ha ¢oto 1 (A, B, C, D, E) n 2 (A, B, C, D, E) npeactaBneHbl KnvHuyeckme HabnogeHna B
AVHAMKKe 13 uccnegyemMon 1 KOHTposibHOW rpynn. MaumMeHTamy nccnegyemon rpynnbi
[laHa BbICOKaA OLeHKa YBMIaXHALLEMY 1 ycriokarBatoLeMy SdppeKTam NCMbITyeMoro Kpe-
Ma — 4,8 1 4,4 6anna no 5-6annbHOWN LWKane CoOOTBETCTBEHHO. [MaLneHTbl b JOBOJbHbI
TeM, Kak KpeM HaHOCUTCA U BNUTbIBaeTCA. HapekaHuil No UBeTY 1 TeKCTYpe KOMMo3nuum
He 6bI10. 3a Bpema NpoBeAeHNA NCCefoBaHMA Mbl He GUKCMPOBaN HUKAKUX NOOOYHbBIX
peakuuii, B TOM YMCSIe TOKCUYECKUX, KOTOPblE MOXHO Obl10 bl CBA3aTb C KOHTAKTHOW an-
nepruen Ha Kpem.
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B BbIBOJbl

Wcnonb3oBaHue Kpema Bioaké Xerophy y nauveHTOB ¢ onyxonsmu rofnosbl 1 wen

No3BONAET CHU3WTb TSXKECTb COMYTCTBYIOLMX PaAVOAEPMATUTY TOKCMUYECKUX KOXKHbIX
peakumin B NPOEKLMN 30HbI 06yUeHNsA BO BPeMS NMPOXOXKAEHUA NyyeBoi Tepanuu, a
TakXe obecneumBaeT 6bICTPOe BOCCTaHOBEHWE 6apbepHON QYHKLMM KOXU NOCie ee
3aBepLIeHus:

1.

MNMoka3zatenu RTOG B nccnegyemoii rpynne 6biiv 4OCTOBEPHO 60siee HU3KMMM MO CpaB-
HEHWIO C TAaKOBbIMW B KOHTPOJIbHOW rpynme.

OTeK 1 3puTEMa Kak OCHOBHble NPOABIEHUA AepMalibHOro BOCManeHns B 30He dop-
MUPOBAHUA KIMHUKN paguvofepMaTiiTa pa3BUBanncb JOCTOBEPHO valle 1 CTpemMu-
TeNibHee B rpyrnre KOHTPons.

CyxoCTb U LWenyLeHne Kak OCHOBHbIE NPOABAEHUs HapyLleHNa 6apbepHoi GyHKUMK
KOXW N HECOCTOATENIbHOCTU 3NUAEPMMCA (SNUAEPMUT) UMENN MUHMMANbHbIE 3Haye-
HUA B rpynne nccnegoBaHus. B otnnume ot rpynnbl KOHTPONA, rae OTMeYanu nullb
YacTUYHOE BOCCTaHOBIIEHMe 3To GYHKLUMUM Yepe3 2 Hefilenn Nocsie OKOHYaHWA nyye-
BOW Tepanuu, y nauneHToB, KoTopble 1ucrnonb3oBany Kpem Bioake Xerophy, noutn B
100% cnyyaeB OHO 6bIIO AOCTUTHYTO MOSTHOCTBIO.

MauneHTamun nccnefyeMon rpynnbl faHa BblCOKas OLleHKa YBaXXHSALWEeMY 1 YCroKa-
neawoLemy spdektam Kpema Bioaké Xerophy, oTmeueHbl nerkoctb ero HaHeceHusa U
XOpOoLLas BNUTbIBAOLLAA CMOCOBHOCTD.

OTcyTcTBME 3aMeTHbIX NMOOOYHbIX 3PDEKTOB CBUAETENIbCTBYET O BbICOKOW CTEMEHU
6e30MacHOCTM 1 NepeHoCMMOCTI Kpema Bioakeé Xerophy.

PekomeHpaytoTCA fanbHelwne nccnefoBaHna Ana CTaHaapTM3aumnm BOCCTaHaBNUBALO-
wero Kpema Bioaké Xerophy 1 oueHkn 3¢pdeKToB ero 4O3MPOBKY, NPOJOIKUTENIbHO-
CTV Y KPaTHOCTM HaHEeCEH M.

HeBO3MOXHOCTb TOYHO OLIEHUTb COCTOAHME KOXI C MOMOLLbI0 Hrioncum Gbina ogHUM
13 OrpaHMYeHnn aHHOTO UCCNIef0BaHMA.
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Abstract

Radiation therapy (RT) is a widely and universally used treatment option for tumors of various organs.
About 95% of patients receiving RT develop radiation side effects during or after treatment, affecting
both the treatment outcomes and the patient’s quality of life. This high frequency of adverse effects
is due to the fact, that skin cells are among the rapidly renewing cell types. Some of these side effects,
such as radiodermatitis (RD) and radiation recall dermatitis (RRD) — a phenomenon characterized by
signs of acute dermatitis in previously irradiated skin areas following the administration of certain
drugs - are commonly encountered in dermatological and oncological practice.

In oncology patients undergoing RT, the use of topical moisturizers is strongly recommended to
reduce unwanted inflammatory skin reactions. Considering the mechanisms involved and the
clinical characteristics of cancer patients, there is a need for continuous monitoring and optimization
of the ideal topical product for the treatment of RD. An ideal product should have a minimal risk
of adverse events, limited systemic absorption, and minimal drug interactions. It should also be
effective in preventing local pain, with a carefully formulated composition, as some products can
interfere with the effects of RT.

The purpose of this study was to evaluate the tolerability and effectiveness of Bioake Xerophy
repairing anti-scratching cream in patients with head and neck tumors undergoing radiotherapy
and its impact in ameliorating the quality of life of the same patients.

The study included 60 adult patients of both sexes with solid tumors of the head and neck, who
underwent radiotherapy as part of a radical program or postoperatively. The study (group 1; n=30)
and control (group 2; n=30) groups were randomly formed. The groups were similar in terms of
gender and age composition and tumor localization. Patients in group 1 used Bioaké Xerophy
repairing anti-scratching cream daily throughout the entire course of radiation therapy and for two
weeks after its completion. Patients in the control group were allowed to use any non-medicinal
topical products available in pharmacies and retail stores, at their discretion.

The primary endpoint of the study was to assess product efficacy using the RTOG scale (Radiation
Therapy Oncology Group / European Organization for Research and Treatment of Cancer; RTOG/
EORTC). Secondary endpoints included the assessment of skin toxicity according to the CTCAE
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criteria system (Common Terminology Criteria for Adverse Events, version 4); evaluation of pain and
itching at the RT site on a 10-point scale; and assessment of local status based on the criteria of
"erythema', "folliculitis", "desquamation’, "epilation”, "dryness", "edema’, "ulceration", "necrosis" and
"hemorrhage." Quality of life was evaluated using the Dermatological Quality of Life Index (DQLI).
Patient opinions about the cream were assessed using a Likert scale, and all adverse events were
recorded.

The use of Bioake Xerophy repairing anti-scratching cream in patients with head and neck tumors
reduced the severity of toxic skin reactions associated with radiodermatitis during radiation therapy
and facilitated the rapid restoration of skin barrier function after the completion of treatment.
Keywords: radiotherapy, radiation oncology, head and neck tumors, radiation dermatitis, radiation-

induced skin toxicity, skin care, emollients

B INTRODUCTION

Radiation-induced dermatitis (radiodermatitis, RD, radiation dermatitis, post-radiation
dermatitis) refers to frequently occurring adverse reactions that develop in patients undergoing
radiation therapy (RT) for cancer in various locations. RD occurs as a result of damage to the skin, its
appendages, and underlying tissues caused by external radiation exposure. It has been shown that
approximately 95% of patients receiving RT will eventually develop RD during or after treatment,
directly impacting an individual’s quality of life and treatment adherence. Thus, RD can significantly
worsen the prognosis of clinical treatment outcomes [1-3].

B PURPOSE

To determine the effectiveness and tolerability of Bioake Xerophy repairing anti-scratching
cream in the treatment and prevention of radiodermatitis in patients with head and neck tumors
and its impact on quality of life of the patients.

B MATERIALS AND METHODS

A prospective cohort observational study included 60 adult patients of both sexes with solid
tumors of the head and neck who underwent radical or postoperative radiotherapy. The study
(group 1; n=30) and control (group 2; n=30) groups were randomly formed. The groups were similar
in terms of gender and age composition and tumor localization. The medians of the total radiation
dose (70 Gy, min/max: 60/70) and single dose per fraction (1.8-2 Gy) were comparable in both
groups. Almost all patients also received chemotherapy (Table 1).

The patients’ condition was assessed at five time points: day 0 (TO - the start of radiotherapy),
and then every two weeks thereafter (T1,T2,T3, T4). Thus, the individual observation period for each
patient was 56 days. Patients in group 1 used Bioaké Xerophy repairing anti-scratching cream daily
from TO throughout the entire course of RT and for two weeks following its completion until T4. The
cream was applied to dry, clean skin twice a day, and additionally as needed. Patients were advised
not to use soap in the area where the test substance was applied. Patients in the control group
(group 2) were allowed to use any non-medicinal topical products available in retail pharmacies and
stores, but the majority chose not to use any.

The authors developed strict inclusion and exclusion criteria for the study, according to which
the material was collected for subsequent processing and analysis (Table 2).

The composition of the Bioake Xerophy repairing anti-scratching cream moisturizing cream is
presented in Table 3. The cream has been issued a declaration of compliance with the Technical
Regulations of the Customs Union "On the Safety of Perfumery and Cosmetic Products" (TR CU
009/2011) by the Eurasian Economic Union. In EEC countries, the creamis also certified for conformity
with the production requirements of ISO 22716:2007 (Certificate No. 18724). Fundamentally, the
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Table 1

Characteristics of patients in the study and control groups

) All, n=60 Group 1, n=30 Group 2, n=30

Age, average(min/max)
56.6+8.9 (37/79) 57.4+10.1(37/79) |55.8+7.5(42/71)

Sex
Male, No. (%) 18 (30.0) 13 (43.3) 5(16.7)
Female, No. (%) 42 (70.0) 17 (56.7) 25 (83.3)
Family history, positive(%) 14 (23.3) 7 (23.3) 7 (23.3)
Smoker 31(51.7%) 11 (36.7%) 20 (66.7%)
Tumor site:
— oral cavity 9 5 4
— oropharynx 12 6 6
— hypopharynx 15 8 7
- larynx 15 7 8
— other 9 4 5
Radiation therapy:
—  Primary treatment 34 18 16
— Postoperative treatment 26 12 14
— Total focal dose, Gy, median (min/max) 70 (60/70) 70 (60/70)
— Dose/fraction, Gy 1.8-2 1.8-2
Chemotherapy:
— Neoadjuvant treatment 14 13
— Chemoradiation treatment 14 16

composition is a hydrophilic barrier emollient with a high regenerative capacity. The formulation of
the cream makes it suitable for use as a moisturizer for the care of dry and damaged skin on the face
and body. The cream does not contain any substances that reduce the effectiveness of radiation

therapy.

Table 2

Inclusion/exclusion criteria for/from the study

Inclusion criteria

Exclusion criteria

— compliant patients of | —
both sexes -
— age between 18 and
70 years -
—  patients who
provided written -
consent to participate
in the study -
— patients with solid -
tumors of the head -
and neck undergoing | —
radiotherapy with a -
total dose 60-70 Gy | —
— Concomitant -
chemotherapy
allowed -

patients who have previously undergone radiation treatment
concomitant inflammatory skin diseases in the acute phase (e.g., atopic
dermatitis, contact dermatitis, psoriasis, lichen planus, pityriasis versicolor)
collagenoses and vasculitis (e.g., vasculitis limited to the skin, scleroderma,
dermatomyositis or lupus erythematosus)

chronic diseases that slow down reparative processes in the skin (e.g.,
diabetes mellitus, renal failure)

use of a tissue-equivalent bolus during radiation therapy

presence of skin rash or non-healing wounds in the radiation area

recent sun exposure

non-healing surgical sites

multiple neoplasms

known radiosensitivity syndromes (e.g., ataxia-telangiectasia)

known hypersensitivity to at least one of the components of the topical
medications used

systemic or local use of steroids of any class (including inhaled or intranasal)
within 15 days prior to inclusion in the study

phototherapy (PUVA, UVB) during the 4 weeks preceding study entry and/or
planned to be administered during the study

pregnant or breastfeeding women

participation in another clinical trial (even as part of maintenance
treatment), including trials involving drugs that cause skin toxicity
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Table 3
Composition of moisturizing cream (Bioaké Xerophy repairing anti-scratching cream) used by patients
in the study group

Aqua, Caprylic/capric triglyceride, Ethylhexyl stearate, Glycerin, Hydrogenated ethylhexyl
olivate, Polyglyceryl- 6 behenate, Prunus amygdalus dulcis oil, Butyrospermum parkii

Composition butter, Panthenol, Ceramide NP, Glyceryl stearate, Tocopheryl acetate, Polyglyceryl- 6
of moisturizing | stearate, Hydrogenated olive oil unsaponifiables, Calendula officinalis flower extract,
cream Tocopherol, Allantoin, Cetearyl alcohol, Pentylene glycol, Butylene glycol, Caprylyl

glycol, Xanthan gum, Sodium polyacrylate, Ascorbyl palmitate, Hydroxyphenyl
propamidobenzoic acid, Phenethyl alcohol, Ethylhexylglycerin, Phenoxyethanol

The cosmetic product can be used to soothe, moisturize and protect irritated skin in
different situation that involve a damage of the skin barrier, including allergic contact dermatitis,
photodermatitis, radiodermatitis, and dermatitis that develops during chemotherapy in oncology
patients. The active components of the cream help soothe irritation, promote skin regeneration,
and reduce irritation, erythema, and itching.

The degree of acute skin toxicity (severity of RD manifestations) was assessed at each
observation point according to the RTOG/EORTC scale (Radiation Therapy Oncology Group /
European Organization for Research and Treatment of Cancer scale) [2, 20] (Table 4).

Local status over time was evaluated based on the severity of the main symptoms of RD:
erythema (0-1-2-3), folliculitis (0 — none; 1-5 — 1; 5-10 - 2; >10 - 3), desquamation (0-1-2-3;
compared to intact skin), epilation (0-1), dryness (0-1-2-3; compared to intact skin), swelling
(0-1-2-3), ulceration, necrosis and hemorrhages (0-1). At each observation point, patients also
completed the Dermatological Quality of Life Index (DQLI) questionnaire; the latest update of the
validated Russian version was on February 19, 2019 [16]. The digital values of the DQLI reflect the
degree of negative impact of the skin condition on the respondent’s quality of life: the higher the
index, the more the pathological process worsens the quality of life. For each question, there are
four answer options, each scored from 0 to 3 points. The maximum possible score is 30, with the
patient’s quality of life being inversely proportional to the score. Interpretation of DIQL:

0-1 point — no impact on the patient’s quality of life;

2-5 points — minor impact on the patient’s life;

6-10 points — moderate impact on the patient’s life;

11-20 points - very strong impact on the patient’s life;

21-30 points — extremely strong impact on the patient’s life [16].

The obtained data were analyzed using the Statistical Package for Social Sciences (SPSS) for
Windows, version 22.0. Categorical data are presented as numbers and percentages, while numerical
data are presented as mean and standard deviation. The chi-square (x?) test was used to compare
categorical variables between groups, and the Mann — Whitney U test was employed to compare
numerical data without a normal distribution between groups. Differences with a p-value of less
than 0.05 (p<0.05) were considered statistically significant.

Table 4

RTOG assessment criteria for acute radiation reactions (RD severity), taken from [20]
GO No visible change to the skin
G1 Perifollicular, mild erythema, epilation, dry desquamation, decreased sweating
G2 Painful or bright erythema, patchy, moist desquamation, moderate swelling

Confluent moist desquamation outside skin folds, swelling of the skin with the
formation of eczematous wells

G4 Ulceration, hemorrhages, necrosis

G3
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B RESULTS AND DISCUSSION

Radiation dermatitis (RD) is characterized by the development of symptoms such as pain,
ulceration, swelling, itching, burning, and both physical and psychological discomfort. Opportunistic
infections may sometimes occur during or after radiation therapy (RT) [6-9]. The concomitant use
of systemic drugs, such as platinum-based regimens, cetuximab, and 5-fluorouracil, which are
prescribed to a significant proportion of patients undergoing RT, can exacerbate the severity of RD
[2,11].

Early skin reactions to radiation typically occur within the first 1-4 weeks after the start of
treatment and can persist for 2-4 weeks following its completion. These reactions are clinically
identified and graded according to severity, ranging from erythema and dry desquamation to
wet desquamation, and in more severe cases, erosion and ulceration. Generally, patients do not
experience discomfort during the initial 2 weeks of treatment with daily fractionated doses of
1.8 to 2.0 Gy. Transient erythema may appear within 24 hours of starting treatment and becomes
noticeably localized to the treatment area after 2-3 weeks. The skin may turn red, become hot to
the touch, and a rash may develop. In such cases, patients often describe their skin as sensitive and
tight.

Hyperpigmentation typically occurs 2-4 weeks after the start of treatment. With a cumulative
dose reaching 20 Gy, patients may experience dryness, itching, peeling of the skin, or dry
desquamation [12, 14]. This results from decreased ability of the basal layer to replace the superficial
layers, significant epidermal desquamation, and reduced functioning of the sweat and sebaceous
glands. At doses of 30-40 Gy, extracapillary cell damage can occur, leading to increased capillary
blood flow, hyperemia, and edema. In severe cases, epilation and moist desquamation can occur at
doses of 45 to 60 Gy. Moist desquamation exposes the basement membrane and dermis, resulting
in a moist, painful, and red area with oozing of serous fluid and possible light or heavy crusting [14].

In this study, the severity of skin reactions in response to RT increased in both groups towards
the end of the radiation treatment course. However, peak RTOG values in the study and control
groups occurred at different points: T2 and T3, respectively (Fig. 1). This likely indicates the preventive
potential of the cream used by patients in group 1, reflecting its protective properties. Although the
RTOG curves for both groups were similar, the average values at points T2, T3, and T4 showed a
significant difference in favor of patients in group 1 (Table 5).

The authors attribute the reduced side effects of RT in respondents who used the cream to its
soothing, moisturizing and protecting effects. The average peak values in the study group were

2,00
1,80 1,6
1,60
1,40 123 1.3
1,20 1

1.00 0,93

0,80
0,60 0,50
0,40 047

0,20 0,00
0,00

1,8

T0 T1 ™ 3 T4

—®&— Group 1 Group 2

Fig. 1. RTOG curve for study and control groups during follow-up
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Table 5
RTOG scores in the study and control groups throughout observation period
TO T1** T2* T3*** T4***

Score Group 1| Group 2| Group 1| Group 2 | Group 1| Group 2 | Group 1| Group 2 | Group 1| Group 2
0 30(100) |30(100) | 16(53.3)|4(13.3) [1(3.3) |- 8(26.7) |2(6.7) 19(63.3) | 4(13.3)
1 - - 14 (46.7) | 22(73.3) | 21(70) [12(40) |16(53.3)|5(16.7) |7(23.3) |13(43.3)
2 - - - 4(13.3) |8(26.7) |18(60) |6(20) 21(70) [4(13.3) [13(43.3)
3 - - - - - - - 133) |- -

4 - - - - - - - 1(3.3) - -

Notes: * p<0.05; ** p<0.01; *** p<0.001.

significantly lower (1.23/1.8), with restoration of function and damaged skin structures observed by
the end of the RT course at point T3 (0.93/1.8). Two weeks after the end of RT, daily use of the cream
led to almost complete resolution of all RD manifestations (0.5). In contrast, in the control group, the
average RTOG value at point T4 was comparable to the peak RTOG value at point T2 (1.3/1.23), which
may indicate pronounced reparative and restorative properties of the cream.

Skin inflammation (dermatitis) is almost always accompanied by subjective symptoms such as
itching, pain, and burning [17-19]. In our study, the pruritogenic potential of radiation dermatitis
(RD) in patients from both the study and control groups did not show significant differences. The
intensity of itching increased in all patients to maximum values at points T1-T2 and then rapidly
decreased to near absence by the end of RT (T3) (Fig. 2).

It should be noted that in more than half of the cases, itching did not develop at all. This may be
due to inadequate self-assessment by patients, who often had difficulty determining whether they
were more bothered by itching, burning, or painful sensations in the affected area (Table 6).

Since the quantitative values of the RTOG scale in both groups did not exceed G2 limits, no
severe manifestations of radiation dermatitis (RD), such as ulceration, necrosis, or hemorrhage, were
recorded at any of the control points (TO-T4) (Table 5).

The vascular reactions of the dermal structures in dermatitis of various etiologies are typically
assessed by criteria such as «erythema» and «edema.» Lower values for the «erythema» criterion
were reliably observed in the study group throughout most of the observation period (T1, T3, T4).
Edema developed more rapidly in the control group, with digital indicators at points T1 and T2 being
significantly higher — by 3 and 2 times, respectively — compared to the study group (Table 5, Fig. 3).

1

0,8
057 0,63
0,6 !
0,4
0,33
02 0,07
0,00
0 ¢ 0,00
TO T T2 T3 T4
—@— Group 1 Group 2

Fig. 2. Curve of itching assessment in the study and control groups over time
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Table 6
Assessment of itching in the study and control groups throughout observation period
Score T0 T1 T2 T3 T4
Group 1| Group 2 | Group 1| Group 2 | Group 1| Group 2 | Group 1| Group 2| Group 1| Group 2
0 30(100) |30(100) | 16 (53.3) |20 (66.7) | 15 (50) |13 (43.3)|29(96.7) |27 (90) |30(100) | 28(93.3)
1 - - 11(36.7)[10(33.3)| 14 (46.7)| 15(50) |1(3.3) [3(10) |- 2(6.7)
2 - - 3(10) |- 133) [2(67) |- - - -
3 - - - - - - - - - -
4 - - - - - - - - - -

The involvement of the follicular apparatus was minimal in both groups, with folliculitis
developing infrequently even in the control group. A reliable difference in folliculitis was observed
only at point T3. There were no consistent reliable differences between the groups due to the
generally low values of this criterion at any of the control points (Table 6, Fig. 3).

Desquamation peaked at point T3. Excessive desquamation and dryness indicate a disruption in
the skin barrier function, including defects in the stratum corneum of the epidermis and its lamellar
structure [21-23]. By point T4, 90% of patients in the study group showed complete restoration of
this indicator, whereas nearly 60% of patients in the control group had not restored skin barrier
function. Dryness, a key indicator of skin barrier failure, was significantly lower in the study group
compared to the control group throughout RT and upon its completion (T1-T4) (Table 7, Fig. 3).

Table 7
Dynamic assessment of local status according to the criteria "erythema", "folliculitis", "dry peeling",

"epilation", "dryness", "edema", "ulceration/necrosis/hemorrhage" in the study and control groups

Score‘ Group 1 ‘ Group 2 ‘ Group 1 ‘ Group 2 ‘ Group 1 ‘ Group 2 ‘ Group 1 ‘ Group 2 ‘ Group 1 ‘ Group 2
Erythema

TO rifEE T2 TEFEE T4***
0 30(100) |30(100) |16(53.3) |5(16.7) |1(3.3) 1(3.3) 10(33.3) | 2(6.7) |20(66.7) | 5(16.7)
1 - - 14 (46.7) | 21 (70) | 20(66.7) | 14 (46.7) | 15(50) |4(13.3) |7(23.3) [13(43.3)
2 - - - 4(13.3) [8(26.7) |12(40) |5(16.7) |21(70) |3(10) 11(36.7)
3 - - - - 1(3.3) 3(10) - 3(10) - 1(3.3)
4 - - - - - - - - - -
Folliculitis

TO T1 T2 T3** T4
0 30(100) | 30(100) |28(93.3) | 29 (96.7) | 26 (86.7) | 26 (86.7) | 30 (100) | 22 (73.3) | - -
1 - - 2(6.7) 1(33) [4(133) [4(13.3) |- 5(16.7) |- -
2 - - - - - - - 3(10) - -
3 — - — — — - — - — —
4 - - - - — — - - - -
Dry desquamation

TO T1 T2* T3 T4**
0 30(100) |30(100) |30(100) |26(86.7) | 14 (46.7) | 15(50) |20(66.7) | 13 (43.3) | 26 (86.7) | 13 (43.3)
1 - - - 4(13.3) |6(20) 14 (46.7) | 6 (20) 5(16.7) |3(10) 14 (46.7)
2 - - - - - 1(33) [4(133) [11(36.7)[1(3.3) |2(6.7)
3 - - - - - - - 1(3.3) - 1(3.3)
4 - — — — — — - - — —
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Epilation

TO T1 T2 T3 T4
0 30(100) | 30(100) |30(100) |26 (86.7) | 27 (90) |25(83.3)|24(80) |22(73.3) 23(76.7)|16(53.3)
1 - - - 4(133) |3(10) [5(167) [6(20) [8(26.7) |7(23.3) |14(46.7)
2 - - - - - - - - - -
3 - - - - - - - - - -
4 - - - - - — - - - -
Dryness

TO T1* T2** T3** T4**
0 30(100) |30(100) |29(96.7) | 22 (73.3) | 20 (66.7) | 10 (33.3) | 20 (66.7) | 8 (26.7) |26 (86.7) | 11 (36.7)
1 - - 1(3.3) |8(26.7) |9(30) 8(26.7) |7(233) |7(233) [2(6.7) |9(30)
2 - - - - 1(3.3) 12(40) |1(3.3) 6 (20) 2(6.7) 8(26.7)
3 - - - - - - 2(6.7) |9(30) - 2(6.7)
4 — - - - - - — - - -
Edema

TO T1* T2** T3 T4
0 30(100) |30(100) |25(83.3) [15(50) |18(60) |9(30) 20 (66.7) | 15(50) | 25(83.3) [22(73.3)
1 - - 5(16.7) [11(36.7) | 12(40) |13(43.3)|6(20) 9(30) 4(13.3) |7(23.3)
2 - - - 4(133) |- 8(26.7) |4(13.3) |6(20) 1(3.3) 1(3.3)
3 _ _ _ _ _ _ _ _ _ _
4 - - - - - - - - - -
Ulceration/necrosis/hemorrhage

TO T1 T2 T3 T4
0 30(100) |30(100) |30(100) |30(100) |30(100) |30(100) | 30(100) |29 (96.7) | 30 (100) |30 (100)
1 - - - - - - - 1(3.3) - -
2 - - - - - - - - - -
3 - - - - - - - - - -
4 - - - - - - - - - -

Notes: *p<0,05; ** p<0,01; *** p<0,001.

As a rule, the manifestations of radiation dermatitis (RD) typically resolve over time. However,
they can significantly impact the patient’s quality of life, limit the duration of treatment and the total
radiation dose, and directly affect the effectiveness of the therapy [4, 10]. In our observation, we did
not find significant changes in the Dermatological Quality of Life Index (DQLI) scores (Table 8, Fig. 4).
We do not believe that radiation therapy (RT) has no effect on the quality of life of our patients. The
extremely low DQLI values are likely due to two main factors. First, since patients were hospitalized
throughout the entire RT period, their responses to questions about interpersonal relationships,
daily life, and social activities were negatively skewed. Second, patients had difficulty distinguishing
and accurately assessing their subjective symptoms, often confusing "itching" with "pain", "burning"
or "discomfort".

Table 8
Assessment of quality of life in the study and control groups over time
T0 T1 T2 U T4
Group 1 0 0,57%0,62 0,67+0,80 0,13+0,43 0,03+0,18
Group 2 0 0,47+0,57 1,0+0,91 0,5+0,93 0,17+0,75

Note: * p<0,05.
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Fig. 3. Scores throughout observation period of the criteria "erythema", "folliculitis", "dry peeling",
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Fig. 4. Dynamics of the "Quality of Life" score in the study and control groups throughout observation
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Jlwarnos: Pak GoKOBOt CTEHKH POTOTOTKH, KOpHA A36iKa cripasa ¢ MTC b 1y e cripasa
ona oGy ienis: MuEBO epen it wies, COJL (cyMnapias ovarosas 105a) 70 Tp

Photo 1D,
Point 3, RTOG |

Patient U, group 1 (study), 48 y.o.

Diagnosis: Cancer of the laeral wal of the oropharyny, foot eﬂm !ongue on the right with MTS in the lymph nodes of the neck on the right
Irradiation zone: facial skull and neck, TFD (Total Focal Dose) 7

Toxasarean Murencusnocts, Indicator Intensity
RTOG 1 RTOG 1
3w 0 Pruritus. 0
HTCMa. 0 ther 0
onmkymr 0 Folliculitis 0
Ilenymenye 1 Desquamation 1
Orex 0 Edema 0
Vabuepaus 0 Ulceration 0

Touka 4, RTOG 0

Tawsent Y, rpynna | (necieayewmas), 48 ner

Zuario: Pa Gokosof res pOTomIoT, Kopax 73Ea enpasa MTC 3 uly wen crpasa
wmes, C )70 Tp

Photo IE.
Point 4, RTOG 0

Patient U, group 1 (study), 48 y.

Diagnosi: Canter of the tral wall of the oropharyn, oot ofthe Longuc on the right with MTS i the Iymph nodes of the neck on the right
Irradiation zone: facial skull and neck, TFD (Total Focal Dose) 70 Gy

TMokasaren, Murencnsiocts. Indieator Intensity
RTOG 0 RTOG 0
0 Pruritus 0
dpurema 0 Erythema 0
3 DonnmKyaHT 0 Folliculitis 0
— 0 Desquamation 0
Photo 1E Orex 0 Edema 0
Vitbuepaums 0 Ulceration 0
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Poro 24,
Touka 0, RTOG 0

Tauwent A, rpynna 2 (koutpos), S8 ser

Jtwarnos: MTC s 'y wen 3 HTTO (wepunensiii nepaansiit 0sar)

Jona oGnysienws: neBoi sepen i mies, COJI (cymmaphas osarosas 103a) 70 Tp

Photo 24,
Point 0, RTOG 0

Patient A, group 2 (control), 58 y.o.

Diagnosis: metastases to lymph nodes of the neck from unidentified primary tumor
Irradiation zone: facial skull and neck, TFD (Total Focal Dose) 70 Gy

Tokasares Mutencusiocts, Indicator Intensity
RTOG 0 RTOG 0
3va 0 Pruritus 0
Opurema 0 Erythema 0
onmukymr 0 Folliculitis 0
IWenymenne 0 Desquamation 0
Orex 0 Edema 0
Vavuepau 0 Uleeration 0

®oro 2B.

Touxa 1, RTOG |

Tausent A, rpynna 2 (kontpois), S8 ser

Jlwnartio: MTC by west ws IO (emtnmacronii nepwnsi ovar)

3oma obnysenmus: miicnoft uepen 1 wes, COJl (eywnapas ovaropas 105) 70 Tp

Photo 2B.
Point 1, RTOG 1
Patint A, group 2 o), 8 0

\gnosis: metastases to lymph nodes of the neck from unidentified primary tumor
raon sl o neck, TFD (Total Focal Dose) 70 Gy

Tokasaren Hurencusrocts Indicator | Intensity
TO 1 RTOG 1
3yt 1 Pruritus | 1
Spiteva 1 1
OLTHKYIHT ) 0
Illeaymenme 0 Desausmation | 0
Orex 0 Edema 0
Virbuepaus 0 Uleeration 0
o010 2C.
Touka 2, RTOG 2
Tauent A, rpynna 2 (KORTPOS), 58 1
v T ——
Jona oG1yienis: uesoi Hepen  wes, COJL (cymmapias osarosas 105) 70 Tp
Photo 2C.
Point 2, RTOG 2
Patent A, grow 2 (conta), 8 o,
Dingnosis: measases to hymph nodes o the ek fom waidetifed pnmary tumor
n zone: facial skull and neck, TFD (Total Focal Dose) 7
Tokasares Murencusiocts, Indicator Intensity
RTOG 2 RTOG 2
3 1 Pruritus 1
Ipuena 2 Erythema 2
oyt 0 Folliculitis 0
Weavuene 0 Desquamation 0
Orex 1 Edema 1
Vabiepauns 0 Ulceration 0
or0 2D.
Touka 3, RTOG 4
Tawienr A, rpynna 2 (koutpon), 58 et
Jlarios: MTC sy wen s HIIO (nesvisneri mpsmun our)
3ona oGy’ i wepen i wies, COJL ) 70 Tp
Photo 2D.
Point 3, RTOG 4
Patient A, group 2 (control), 38 y.0.
Diagnosis: metastases to lymph nodes of the neck from unidentified primary tumor
Irradiation zone: facial skull and neck, TFD (Total Focal Dose) 70 Gy
Tokasarea, Hurencusiocts, Indicator Intensity
RTOG. 4 RTOG 4
3y, 1 Pruritus 1
Sputema 3 3
oATHKYIHT 0 Folliculitis 0
Illenyuene 1 Dcsauamauon 1
2 Edem 2
Vabuepais 1 Uleeraion 1
Touka 4, RTOG
Hamer A,y 2 Gonmpor, 55
Jtwarnos: M ST (armmasousidh gt onic)
S Gy mienot ncpet i, COM Cymhapria oraronas 103 70 Tp
Photo 2E.
Point 4, RTOG
Patient A, group 2 (control), 58 y.o.
iagnosis: metastases (o lymph nodes of the neck from unidentificd primary twmor
Irradiation zone: facial skull and neck, TFD (Total Focal Dose) 70 Gy
Tokasaren Hurencusrocrs Indieator Intensity.
¢ 1 RTOG. 1
3v1 0 Pruritus 0
Spiteva 1 1
oHKYAHT 0 Folliculitis 0
Illenyuenme 1 ion 1
ex 1 Edema 1
Vinsuepatus ) Ulceration 0
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Bioaké Xerophy Repairing Anti-Scratching Cream in Patients Undergone to Radiotheraphy:
Efficacy and Tolerability in Prevention Radiodermatitis

Photos 1 (A, B, C, D, E) and 2 (A, B, C, D, E) illustrate the clinical observations throughout this
period for both the study and control groups. Patients in the study group rated the moisturizing and
soothing effects of the test cream highly, with scores of 4.8 and 4.4, respectively, on a 5-point scale.
They were satisfied with the cream’s application and absorption and reported no complaints about
its color or texture. During the study, no adverse reactions, including toxic responses, were recorded
that could be attributed to contact allergy to the cream.

B CONCLUSIONS
The use of Bioake Xerophy repairing anti-scratching cream in patients with head and neck

tumors significantly reduces the severity of toxic skin reactions associated with radiodermatitis

during radiation therapy and ensures rapid restoration of the skin’s barrier function after treatment:

1. RTOG Values: The RTOG scores in the study group were significantly lower than those in the
control group.

2. Edema and Erythema: These primary manifestations of dermal inflammation developed
significantly more frequently and rapidly in the control group compared to the study group.

3. Dryness and Desquamation: Indicators of impaired skin barrier function and epidermal failure
(epidermitis) were minimal in the study group. Unlike the control group, where only partial
restoration of skin barrier function was observed 2 weeks after the end of radiation therapy,
patients using Bioake Xerophy repairing anti-scratching cream achieved nearly complete
restoration.

4. Patients in the study group highly rated the moisturizing and soothing effects of Bioake Xerophy
repairing anti-scratching cream, noting its ease of application and good absorption.

5. Furthermore, absence of notable side effects attests to Bioaké Xerophy repairing anti-scratching
cream’s high degree of safety and tolerability, and it may inspire future research into the cream’s
potential as a useful therapy to promote skin wellness and the quality of life of oncological
patients.

6. Further studies are recommended to make Bioaké Xerophy repairing anti-scratching cream
standardized and to assess the effects of its dosage, duration and the repetition of treatments.

7. The inability to accurately assess the status of skin by biopsy was one of the limitations of this
study.
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