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Aim: to determine the efficacy and safety of clobetasol propionate compared with fluticasone propionate in the form of ointment
for the treatment of psoriasis patients.

Materials and methods. A total of 65 psoriasis patients were included in the study, 40 healthy individuals were included in
the control group, all aged 14 to 65. Psoriasis patients were divided into 2 therapeutic groups: | — received topical treatment
with fluticasone propionate; Il — with clobetasol propionate. The severity of psoriasis was assessed by BSA and PASI index.
Assessment of itching severity was carried out by a ten-point visual analogue scale. The quality of life was assessed according
to the Ukrainian version of DLQI questionnaire.

Results. PAS| index averaged 16.50 + 0.65 points, and BSAindex was 9.30 + 0.94 % in the examined patients before the treat-
ment. On average, the DLQI index in patients with psoriasis before the treatment was 13.80 + 0.27 points. PASI index was lower
in psoriasis patients treated with clobetasol propionate compared with the therapeutic group | patients. The APASI indicator (%) at
the end of the treatment was significantly lower in patients from the | therapeutic group, compared with the group of patients who used
clobetasol propionate for treatment of psoriasis. Patients who used clobetasol propionate had lower scores for pruritus and excoriation
atthe end of the treatment compared with patients from the | therapeutic group. The DLQI index at the end of the treatment was signifi-
cantly higher in the | therapeutic group compared with its values in patients who used clobetasol propionate in the complex treatment.

Conclusions. The use of topical corticosteroid clobetasol propionate in the form of ointment is the effective treatment for
psoriasis, which causes a rapid regression of psoriatic rashes, a decrease in PASI and BSA indices, a decrease in pruritus
and its objective signs, and indirectly improves the quality of life.

AochipkeHHA epeKTUBHOCTI Ta 6€3neYHOCTi 3aCTOCYBaHHSA TONIYHUX KOPTUKOCTEPOIAIB
y AiKyBaHHi ncopiasy B NipAITKIB i AOPOCANX

H. 0. Pe3HiueHko, 0. I. Pe3HiueHko

MeTta po60Ti — Br3HA4eHHS eheKTUBHOCTI Ta GE3NeYHOCTi 3aCTOCYBaHHS KNobeTasory NponioHaTy NOPIBHSHO 3 pryTUKa3oHY
nponioHaToM y popMi Magi nig Yac NikyBaHHS XBOPUX Ha Ncopias.

Marepianu Ta MeToau. Y SOCTimKeHHs 3any4mnmu 65 XBopyx Ha ncopias, y KOHTponbHY rpyny —40 3noposux oci6 ikoM Big 14 10 65
poKiB. XBOpUX Ha ncopias noainunu y 2 TepaneBTuYHi rpynut: | — nauieHTw, siki oTpMyBanyt TomivHe NikyBaHHS GonyTkasoHy nponio-
Hatom; |l — knoBetasony nponioHar. TKKICTb Ncopiady ouiHtoBany 3a iHaekcamu BSA, PASI. TsxkicTb cBepOexy LUKipy BU3Ha4anm
3a AecsTMOanbHOLO BidyarbHOK aHanoroBoko LKamno. AKICTb XUTTS OLHKOBaNM 3a yKpaiHCbKOK Bepcieto onuTyBarnbHuka DLQI.

PesynktaTi. Y XBOpuX, Skux 0beTexunu, 4o noyatky nikysaHHs inaekc PASI B cepegHbomy ctaHoemB 16,50 + 0,65 6ana, iHaekc
BSA -9,30 £ 0,94 %. Y cepenHbomy iHaekc DLQI y xBopux Ha ncopia3 go nodarky nikysaHHs ctaHosus 13,80 + 0,27 6ana.
IHoekc PASI ByB HMx4MM y XBOPUX Ha Ncopias, siki 3acTOCoBYBasu knobeTasorny nponioHaTt, NopiBHSHO 3 | TepaneBTUYHOI0 rpynoto
naujeHTi. MokaaHnk APASI (%) HanpukiHLi nikyBaHHS BIpOrigHO HWKYMIA Y NaLieHTiB | TepaneBTUYHOI rpyni NOPIBHAHO 3 rpynoto
XBOPMX, sIKi B KOMINIEKCHIN Teparnii ncopiasy BUKOpUCTOBYBany krobeTasony nponioHar. MawjieHTw, siki 3actocoByBany knobeTasony
nponioHaT, HanpyKiHLi NikyBaHHS Manu HkYi BanbHi ouiHkK cBepOeXy Ta ekckopiaLii NopiBHAHO 3 ocobamu 3 | TepaneBTUYHOI
rpynu. Inaekc DLQI HanpukiHLi nikyBaHHS BIPOTiAHO BULLMIA Y | TepaneBTUYHIRA rpyni XBOPUX MOPIBHSHO 3 MOT0 3HAYEHHAMU B
navieHTiB, siki B KOMMIIEKCHOMY NikyBaHHi 3acTOCOBYBanu krnobetasony nponioHar.

BucHoBku. 3acTocyBaHHs TONIYHOTO KOPTUKOCTEPOiaa knobeTasony nponioHaty y hopmi Masi — edheKTUBHUIN METOL NiKyBaH-
HS Ncopiasy, Lo Crpusie WBUAKOMY perpecy NcopiatuyHnx BUCHNaHb, 3HKeHHIO iHaekciB PASI, BSA, 3MeHLUEHHIO BigvyTTs
cBepbexy Ta oro 06’'eKTUBHUX 03HAK, @ OTXe OMocepeaKOBaHO 3yMOBIIHOE MOMIMLLIEHHS SKOCTi XWTTS.

UccrepoBaHue 3pPeKTMBHOCTU U 6€30NaCHOCTU NPUMEHEHUA TONMUUYECKUX
KOPTUKOCTEPOUAOB B A€YEHUU NCOPUA3a y NOAPOCTKOB U B3POCABIX

H. 0. Pe3HuueHko, 1. I. Pe3aHnueHko

Llenb pa6oTbl — onpeaeneHne adeKTMBHOCTY 1 Be30NacHOCTY NpUMeHeHHs knobeTasona Npon1oHaTa Nno CPaBHEHMIO C
hryTUKA30Ha NPONMOHATOM B (DOPME Maai Mpy nedeHn BoNbHbIX NCOPUasoM.

Matepuans! n meTofbl. B uccnenosarue Bkioumnm 65 GoNbHbIX NCOPUA30M, B KOHTPOMbHYtO rpynny — 40 300poBbIX nuL, B
Bo3pacTe oT 14 10 65 neT. BonbHbIX NCOPHUa3oM NoAenunm B 2 TepanesTUYecKUe rpynnbl: | — NaLUeHTbl, Nony4YaBLUMe TONMYECKOE
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neyeHue ryTukaoHa nponuoHatom; Il — neyerme knobetasona nponroHaToM. OLEeHVBaNK TSHKECTb Ncopuasa no uHaekcy BSA,
nHaekcy PASI. TsxecTb 3yaa onpenensny no aecatubannbHol BU3yanbHO aHanoroBoii Lkane. KayecTBo XM3HW oLeHnBanm
Mo yKpamHcKow Bepcum onpocHika DLQI.

Pesynbrartbl. Y 0bcnegoBaHHbIX 60MbHbIX 40 Havana neveHns ukaekc PASI B cpenHem coctaensan 16,5 + 0,65 6anna, nHagekc
BSA -9,30 + 0,94 %. B cpenHem nHgekc DLQI 'y 6onbHbix ncoprasom o Havana nevenuns coctaensan 13,80 + 0,27 6anna.
WHaekc PASI Gbin Hke y GonbHbIX NCoprasoM, nomnyyaBLUMX knobeTasona nponuoHaTt, Mo cpaBHEHMIO C | TepaneBTnYeckoin
rpynnoi naumenToB. Mokasatens APASI (%) B KOHLe NeYeHnst JOCTOBEPHO HIKE Y NaLMEHTOB | TepaneBTYecKom rpynmbl Mo
CpaBHEHWHO C rpynnovi 6oMbHbIX, KOTOPbIE B KOMMIIEKCHOM Tepaniv ncoprasa nenonb3oBanu knobeTasona nponvoHar. MauneHTs,
npUMeHsiBLUKE KnobeTa3ona NponMoHaT, B KOHLE NieYeHns nmenu 6onee Huskue BansbHble OLEeHKM 3yaa 1 SKCKOpUaLmii no cpas-
HeHuio ¢ 6onbHbIMK | TepaneBTUyeckoi rpynnbl. MHaeke DLQI B KOHLe neveHunst LOCTOBEPHO BhILLE B | TEpaneBTMYeckon rpynne
60MbHbIX N0 CPABHEHMIO C €70 3HAYEHWSAMM Y NALMEHTOB, KOTOPbIE B KOMMIIEKCHOM fIEYEHNW NPUMEHSANK KnobeTasona nponuoHar.

BbiBoabl. [puMeHeHNe TONMYeckoro KopTukocTepouaa knobetasona nponuoHaTa B hopme Masn — aheKTUBHbIA MeTog,
NeYeHns ncoprasa, KOTopbIN Bbi3biBAET ObICTPbLIA PETPECC NCOPUATUYECKMX BbICkINaHWIA, CHKEHWe nHaekcoB PASI, BSA,
yMeHbLLEeHWe 3yaa 1 ero 06beKTUBHBIX NMPU3HAKOB U, TaKUM 06pa3oM, KOCBEHHO CMOCOBCTBYET YryYLLEHWNIO Ka4eCTBa XN3HW.

To date, psoriasis is one of the most actual medical and
social problems [1,2]. The effect of psoriasis is a significant
decrease in the quality of life, disability of patients, difficulties
in starting a family and deterioration of the family relation-
ships, significant psychological discomfort [3,4].

The prevalence of psoriasis in the population is high
and composes from 0.1t0 3.0 % of the world’s population,
according to various authors. In the general structure of
the incidence of dermatological diseases, the proportion
of patients with psoriasis is 8-15 % [5,6]. In Ukraine,
psoriasis has increased in recent years [5,6]. There is also
an increase in the number of patients with severe forms of
psoriasis, which are resistant to various therapies [7]. This
happens due to many factors, including urbanization and
the negative impact of the environment, especially in large
industrial cities.

The treatment of psoriasis requires some algorithms
that lead to regression of rash without causing systemic or
topical side effects [8-10]. Standard treatment of psoriasis
includes diet, sedatives, detoxifying and hypo-sensitizing
medicines, hepatoprotectors, vitamins (A, E, C, group B),
nonspecific stimulating therapy, physiotherapy, as well as
methotrexate, leflunamide and immune biologic therapy in
severe cases [11-13]. Topical treatment of psoriasis consists
of topical corticosteroids and, in some cases, in combination
of topical corticosteroids with keratolytics [14—-16].

The primary choice of topical corticosteroids in the treat-
ment of progressive stage of psoriasis is important due to
their marked anti-inflammatory, antipruritic, antiproliferative
and immunosuppressive effects [17]. According to the
European Classification of Topic Corticosteroid Activity, first
proposed by J. A. Miller, D. D. Munro, four classes of topical
corticosteroids are distinguished: | —with the lowest activity,
IV —with the highest activity [18]. However, today there is
alot of debate about the choice of the most optimal topical
corticosteroid. Some authors point to the priority of using
short courses of high potency topical corticosteroids over
long-term use of low potency class | topical corticosteroids
[19]. Other researchers, on the contrary, say that moderate
and low potency topical corticosteroids are optimal sub-
stances for the treatment of psoriasis [5,20].

Aim
The objective of the study was to determine the effective-

ness and safety of the use of clobetasol propionate com-
pared with fluticasone propionate in the form of ointment

Zaporozhye medical journal. Volume 22. No. 6, November — December 2020

for the treatment of psoriasis patients in adolescence and
adulthood.

Materials and methods

Atotal of 65 patients with psoriasis aged 14 to 65 years were
included in the study. The control group included 40 healthy
individuals of the same age. The recruitment of psoriasis
patients and persons from the control group, as well as
all the examinations of the enrolled patients, were carried
out at the Community Institution “Zaporizhzhia Regional
Dermatovenereology Clinical Dispensary” of Zaporizhzhia
Regional Council.

Inclusion criteria for participation in the study:

1. Signed informed consent to participate in the study.

2. Male or female aged 14 to 65 years with diagnosis of
chronic plaque psoriasis (for therapeutic groups) or without
dermatological pathology (for the control group).

3. Consent to use highly effective methods of contra-
ception throughout the study.

4. Patients who are not candidates for systemic pso-
riasis therapy.

Exclusion criteria for participation in the study:

1. The presence of active dermatological diseases,
in addition to psoriasis, which may affect the results of
the study in the opinion of an investigator.

2. The presence of other uncontrolled diseases that may
affect the study results or lead to the risk of participation
in the study.

3. Surgery performed within 12 weeks prior to enroll-
ment in the study or planning of surgery during the study.

4. The presence or a history of oncological diseases.

5. Pregnancy or lactation in females.

6. Chronic alcohol or drug abuse.

7. The use of medications that may affect the study
results within 12 weeks before inclusion in the study in
the opinion of the investigator.

8. The presence of hypersensitivity to any component
of the topical agents used in the study.

Psoriasis patients were randomized into 2 therapeutic
groups: Group | — 28 patients who received topical treat-
ment with fluticasone propionate; Group Il — 37 people
who received topical treatment with clobetasol propionate.

The prevalence of psoriatic process was assessed
using a standardized BSA index, which determined the per-
centage of psoriasis-affected body area. The severity of
psoriasis was assessed according to PASI index, which
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determined the severity of peculiar manifestations (ery-
thema, infiltration and scaling) and area of involvement
(head, upper limbs, trunk, lower extremities). Changes
in PASI index during treatment are an objective indicator
of treatment outcomes. Therefore, in order to evaluate
the effectiveness of the proposed treatment, we determined
percentage decrease in PASIindex (APASI, %), APASI-50
(which corresponds to a decrease in PASI index by 50 %).

The severity of itching was assessed on a ten-point
visual analog scale, with 0 points being the total absence
of itching and 10 points being its maximum intensity. In
addition, objective itching features, such as excoriations
and nail plate changes (polished surface, thinning of
the free edge) were evaluated. Each of the objective signs
of itching was evaluated on a point scale, where 0 points
was the absence of a sign, 1 point — its weak expression,
2 points —moderate sign, 3 points — a significant severity.

Assessment of the life quality in patients with psoriasis
was conducted according to Ukrainian version of DLQI
questionnaire. Changes in DLQI index during treatment are
an objective indicator of treatment outcomes. Therefore,
to evaluate the effectiveness of treatment we determined
the percentage decrease in DLQI index (A DLQI, %) [1].

All obtained digital data were processed statistically.
A paired Student’s criterion or Wilcoxon’s Rank-Sum cri-
terion was used to compare the pre- and post-treatment
group scores depending on the normality of the diffe-
rences distribution. The normality of the data distribution
was checked using the Shapiro-Wilk test at a significance
level of 0.01. When using all statistical methods (except
the Shapiro-Wilk test), the significance level was 0.05.
Statistical processing of the results was performed using
the software package Statistica for Windows 13 (StatSoft
Inc., Ne JPZ8041382130ARCN10-J).

Results

Before the treatment, PASI index averaged 16.50 + 0.65
points in the examined patients, and BSA index was
9.30 £ 0.94 %.

In contrast to healthy individuals, in some patients
with psoriasis, the clinical examination revealed objective
signs of itching, such as excoriation and changes in the nail
plates (polished surface, thinning of the free margin). The
score of changes in the nail plates before the treatment
averaged 0.23 + 0.04 points, and the score of excoriations
was 0.33 + 0.07 points. In addition, patients with psoriasis
assessed the intensity of itching on a 10-point visual analog
scale. On average, they rated itching at 4.57 + 0.54 points.

Deterioration of skin in general, the presence of skin
rash and itching led to a decrease in the quality of life in
psoriasis patients. This caused an increase in DLQI index.
The average DLQI index in patients with psoriasis before
the treatment was 13.80 + 0.27 points.

We analyzed the study results at the end of the treat-
ment course. First of all, good tolerability of fluticasone
propionate and clobetasol propionate should be noted. The
course of topical corticosteroids did not exceed 10 days, and
during this time, neither local nor systemic side effects were
noted. Although it should be emphasized that long-term
and intensive treatment with highly active corticosteroids
can lead to dilation of superficial blood vessels, thinning of

skin, formation of stretch marks, hypertrichosis and other
adverse effects. Therefore, the data obtained have proved
the safety of fluticasone propionate and clobetasol propio-
nate application during 10 days.

The use of clobetasol propionate caused rapid re-
gression of psoriatic lesions. The area of the affected skin
and PASI index changed in patients with psoriasis during
treatment. The results of skin assessment are given in
Table 1. This table shows, that there was a significant de-
crease in BSA and PASI indices after treatment in patients
from both treatment groups, compared with the group of
patients before the treatment. These data indicate an
improvement in clinical picture of the disease, reduction
of skin lesions, regression of erythema, infiltration and
peeling. It should be noted that PASI index was lower in
psoriasis patients who received clobetasol propionate,
compared with therapeutic group | of patients. The rate
of APASI (%) at the end of the treatment was significantly
lower in patients from therapeutic group I, compared with
the group of patients who used clobetasol propionate in
therapy of psoriasis.

In addition, there was a higher percentage of patients
who reached PASI 50 (patients in whom PASI index
decreased by 50 %) in the group of patients who used
clobetasol propionate, compared with therapeutic group
| of patients. These data have proved the positive clinical
effect of clobetasol propionate in the treatment of psoriasis.

The decrease in skin itching and its objective signs
(changes in the nail plates and the presence of excoria-
tions) were fixed after treatment in patients with psoriasis
(regardless of the therapeutic group) (Fig. 7). We obtained a
significant difference in the score of itching before the treat-
ment and after its completion between the patients of both
study groups. When comparing the scores of itching and
the severity of its objective signs in patients from different
therapeutic groups after treatment, we have found that
patients who used clobetasol propionate had lower scores
of itching and excoriation, compared with subjects from
therapeutic group .

We also evaluated the effect of clobetasol propionate
on the quality of life in patients with psoriasis. Table 1
shows, that in patients from both therapeutic groups on
the treatment, DLQI index was significantly reduced, which
indicates an improvement in their quality of life compared
with patients before the treatment. It should be noted that
DLQI index at the end of the treatment was significantly
higher in the therapeutic group | patients, compared with
its values in patients who used clobetasol propionate. In
addition, we have found a significant difference in DLQI
(%) between therapeutic groups of patients | and II. These
data once again emphasize the effectiveness of clobetasol
propionate in the treatment of patients with psoriasis. The
results suggest a significant positive effect from the use of
topical corticosteroid clobetasol propionate for both — re-
duction of clinical manifestations of psoriasis and indirect
improvement in the quality of life.

Discussion

According to studies conducted by some authors [5,16,20],
mometasone furoate, hydrocortisone hydroxybutyrate,
methylprednisolone aceponate and fluticasone (topical cor-
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ticosteroids of low and moderate activity) are recognized as
optimal for the treatment of psoriasis. This is due to the lower
incidence of side effects when using topical corticosteroids
of low and moderate activity. The difference in the strength
of action is associated with different ways of implementing
the anti-inflammatory activity of the topical steroid: the extra-
genomic pathway (transactivation), carried out by binding
to DNA and activating the synthesis of anti-inflammatory
proteins; and extragenomic pathway, carried out by inter-
acting with transcription factors and reducing the synthesis
of pro-inflammatory proteins [5,19]. Some authors [5,19,20]
consider the extragenomic pathway to be preferable
due to low possibility of side effects. At the same time,
Ya. F. Kutasevich et al. [5] found that topical low-potency
corticosteroids were most active in inhibiting the synthesis of
pro-inflammatory cytokines. The authors noted the fact that
topical low-potency corticosteroids (mometasone furoate,
fluticasone propionate) had minimal systemic absorption,
predominantly extragenomic mechanism of action, minimal
atrophogenic effect, optimal efficacy-to-safety ratio. High
therapeutic efficacy of these corticosteroids was observed
in90.6 % of patients [5].

However, the effect of the using topical corticosteroids
of low and medium strength occurs much later compared
to high-strength topical corticosteroids. An extremely im-
portant point in order to avoid side effects from the use of
topical corticosteroids with high activity is strict adherence
to the instructions for the drug. According to Ukrainian and
International recommendations [19], it is restricted to apply
highly active topical corticosteroids to large areas of skin, to
areas with thin skin (face, genitals, skin folds), and during a
prolonged course (more than 10 days). We recommended
the use of clobetasol propionate during 10 days on limited
areas of the skin in our clinical study. Thanks to such mea-
sures, no side effects were noted in any patient.

This proves the safety of the use of topical corticoste-
roids with high activity when applying in short courses. Asig-
nificant decrease in PASI and BSA indices is the evidence
of greater efficacy of clobetasol propionate compared with
topical corticosteroids of lower strength. Our clinical study
has shown that the rate of APASI (%) at the end of the treat-
ment was significantly lower in patients who used fluticasone
propionate as compared with the group of patients who
used clobetasol propionate. The same tendency was fixed
for reduction of itching. These data have shown that short
courses of high potency topical corticosteroids are safe
and more effective that the use of fluticasone propionate.

Conclusions

1. The use of clobetasol propionate for psoriasis treat-
ment caused significant decrease in PASI index. The rate of
APASI (%) at the end of the treatment was significantly higher
in patients who used clobetasol propionate, compared with
the group of patients who used fluticasone propionate.

2. Patients with psoriasis who used clobetasol propio-
nate had lower scores of itching and excoriation compared
with subjects who used fluticasone propionate.

3. DLQI index at the end of the treatment was sig-
nificantly higher in therapeutic group using fluticasone
propionate compared with its values in patients who used
clobetasol propionate.

Zaporozhye medical journal. Volume 22. No. 6, November — December 2020
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Table 1. PASI, BSA and DLQI indices in patients with psoriasis during treatment

Patients
before

therapeutic group |
(who used fluticasone
propionate)

treatment

PASI index, scores 16.50 + 0.65 10.7 + 1.0*
APASI, % 575+ 25
APASI>50, % 61.1
BSAindex, % 9.30 + 0.94 420 + 0.62*
DLQI index, scores 13.80 + 0.27 10.50 + 0.31*
ADLQI, % 313 £ 17

Patients after treatment

therapeutic group II
(who used clobetasol
propionate)

84 + 0.9*
654 + 2.1%
69.9

2.70 + 0.67*
8.90 + 0.23*
387 £ 1.9

*: significant difference (P < 0.05) when compared with the corresponding indicators in the group
of patients before the treatment; #: significant difference (P < 0.05) when compared with

the corresponding indicators in therapeutic group | after the treatment.

Scores

5

457+0.33

4.5
4
35
3
25
2

1.5

0 0.330.04

0234003 (194002 020£0.03 0274003024 + 0.02

0

nail changes excoriation

m before treatment
o therapeutic group |
o therapeutic group Il

21£0.24*

0.7%0.12%

itching

itching manifestations

Fig. 1. ltching and severity of its objective signs in patients with psoriasis before and after

the treatment (scores).

4. The use of the topical corticosteroid clobetasol
propionate in the form of ointment is an effective treatment
for psoriasis, which caused a rapid regression of psoriatic
rash, reduced PASI and BSAindices, decreased itching and
its objective symptoms, and indirectly improved the quality
of life.

Prospects for further research. Further research will
be devoted to comparison of safety and efficacy of topical
corticosteroids with different potency for allergic dermato-
logical diseases. The practical significance of the study is to
expand the use of topical corticosteroids with high potency
in the treatment of patients with psoriasis.
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3anopoXCKUi rOCyAaPCTBEHHBIA MEAULIMHCKII YHUBEPCUTET,
YkpauHa.

PesHunueHko K. T, A-p MeA. Hayk, npodeccop Kad. rocnutabHoOM
neavatpuu, 3anopoXcKUi rocyAapPCTBEHHBIN MEANLIMHCKUI
yHUBepcuTeT, YKpanHa.
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