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Rezumat

Mutreata este o afectiune frecventd a scalpului,
caracterizatd prin descuamare excesivi si asociatd frecvent
cu productia crescutd de sebum, disconfort si afectarea
calitatii vietii. Datele recente sugereazd cd patogeneza
mdtretii este multifactoriald; prin urmare, un management
eficient necesitd o abordare multimodald, care si vizeze
mecanismele-cheie implicate. Formuldrile dermato-
cosmetice care includ ingrediente active cu rol antifungic si
de reglare a sebumului reprezintd o abordare eficientd
pentru ameliorarea stirii scalpului si reducerea severititii
mdtrefii. Acest studiu a evaluat eficacitatea clinicd si
performanta instrumentald ale Ivatherm - Ivadermaseb Ser
anti-mdtreatd dupd 28 de zile de utilizare regulatd.
Douvizeci de subiecti adulfi cu mitreatd si predispozitie la
scalp gras au aplicat serul o datd la trei zile, pe scalp curat
(dupd spdlarea parului), timp de 28 de zile consecutive.
Severitatea clinicd a mitretii a fost evaluatd de un medic
dermatolog la momentul initial, in Ziua 15 si in Ziua 29,
folosind un scor clinic de mdtreafd standardizat. Nivelul
sebumului scalpului a fost mdsurat instrumental cu un
Sebumeter® SM 815 la momentul initial si in Ziua 29.
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Summary

Dandruff is a common scalp disorder characterized by
excessive flaking and frequently associated with increased
sebum production, discomfort, and impaired quality of life.
Recent data suggest that the pathogenesis of dandruff is
multifactorial; therefore, effective management requires a
multimodal approach targeting the key mechanisms
involved. Dermatocosmetic formulations that include
active ingredients with antifungal and sebum-regulating
roles represent an effective approach to improving scalp
condition and reducing dandruff severity. This study
evaluated the clinical efficacy and instrumental
performance of Ivatherm — Ivadermaseb Anti-Dandruff
Serum following 28 days of reqular use. Twenty adult
subjects with dandruff and oily scalp predisposition applied
the serum every three days, on a clean scalp (after hair
washing) for 28 consecutive days. Clinical dandruff
severity was assessed by a dermatologist at baseline, Day
15, and Day 29 using a standardized clinical dandruff
score. Scalp sebum levels were measured instrumentally
with a Sebumeter® SM 815 at baseline and Day 29. After
15 days, the mean clinical dandruff score was reduced by
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Dupd 15 zile, scorul mediu de mitreatd s-a redus cu
53,29%, ajungind la o reducere de 77,25% dupd 28 de zile
fatd de valoarea initiald (p < 0,0001). Mdsurdtorile
instrumentale au demonstrat o scidere semnificativd, de
23,91%, a nivelului sebumului scalpului dupd 28 de zile (p
= 0,0004). Produsul a fost bine tolerat pe parcursul
studiului, fird raportarea unor reactii adverse. Aceste
rezultate indicd faptul cd Ivatherm - Ivadermaseb Ser anti-
mdtrefd este un produs dermatocosmetic eficient si bine
tolerat pentru reducerea severitdtii mdtretii si a excesului
de sebum la nivelul scalpului.

Cuvinte-cheie: mdtreatd; scalp; sebum; glande
sebacee; cosmetice; agenti dermatologici.
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53.29%, reaching a 77.25% reduction after 28 days
compared with baseline (p < 0.0001). Instrumental
measurements demonstrated a significant 23.91% decrease
in scalp sebum levels after 28 days (p = 0.0004). The
product was well tolerated throughout the study, with no
adverse reactions reported. These findings indicate that
Ivatherm — Ivadermaseb Anti-Dandruff Serum is an
effective and well-tolerated dermatocosmetic product for
reducing dandruff severity and excess scalp sebum in
subjects with dandruff and oily scalp predisposition.

Keywords: dandruff; scalp; sebum; sebaceous glands;
cosmetics; dermatologic agents.
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Introducere

Matreata (pityriasis capitis simplex) este o
afectiune descuamativa a scalpului, care afec-
teazd aproape jumditate din populatia adultd la
nivel mondial, cu o prevalentd similard intre
grupurile etnice sau de gen [1-3]. Este o afectiune
cronicd si recurentd, caracterizatd prin descua-
mare excesivd a scalpului si insotitd adesea de
alte simptome precum prurit, iritatie si disconfort
general al scalpului. Desi este adesea considerata
o problemd cosmeticdi minord, mdtreata poate
afecta semnificativ calitatea vietii, avand atat un
impact fizic, cat si psihologic [4-6]. Datorita
naturii sale cronice si recidivelor frecvente, multi
pacienti necesitd tratament repetat sau continuu
sub diferite forme, pentru a mentine controlul
simptomelor. De asemenea, anumite tratamente,
desi initial eficiente, 1si pierd eficacitatea in timp,
necesitand o noud schema terapeutica. Simpto-
mele reapar frecvent dupa Intreruperea
tratamentului [2, 6].

Maitreata si dermatita seboreica (DS) sunt
considerate afectiuni strans inrudite, care impar-
tdsesc un mecanism patogenic comun. Dovezile
actuale sugereazd cd matreata reprezinta cea mai
usoard manifestare din spectrul DS, intrucat
persoanele afectate nu prezintd in general sem-
nele clinice de inflamatie caracteristice acesteia
din urmi [1,2,7,8]. Desi ambele afectiuni au in
comun existenta scuamelor la nivelul scalpului,
mdtreata se caracterizeaza In principal prin

Introduction

Dandruff (pityriasis capitis simplex) is a
desquamative disorder of the scalp, affecting
nearly half of the adult population worldwide,
with a similar prevalence across different ethnic
or gender groups [1-3]. It is a chronic and
recurrent condition, characterized by excessive
scalp flaking and often accompanied by other
symptoms such as pruritus, irritation and general
scalp discomfort. Although often regarded as a
minor cosmetic concern, dandruff can signifi-
cantly affect quality of life, representing both a
physical and a psychological burden [4-6]. Due to
its chronic nature and frequent relapses, many
patients require repeated or continuous treat-
ment in different forms, in order to maintain the
control of the symptoms. It is also common for
certain treatments, although initially effective, to
lose their efficacy over time, requiring a new
therapeutic regimen, while symptoms frequently
recur once treatment is discontinued [2, 6].

Dandruff and seborrheic dermatitis (SD) are
regarded as closely related conditions that share a
common pathogenic mechanism. Current evi-
dence suggests that dandruff represents the
mildest manifestation within the spectrum of SD,
as affected individuals generally do not show the
clinical signs of inflammation characteristic of the
latter [1,2,7,8]. Although both conditions share a
scaly appearance of the scalp, dandruff is mainly
characterized by diffuse white scales with absent
or minimal visible inflammation, whereas SD
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scuame albe difuze, cu inflamatie vizibila absenta
sau minimd, in timp ce DS se prezintd de obicei
cu placi eritematoase. In ceea ce priveste zona
afectatd, matreata este limitatd la scalp, in timp ce
DS poate implica si alte zone cu densitate mare
de glande sebacee, precum fata si urechile
[2,7,9,10,11].

Patogeneza matretii este un proces complex,
multifactorial. Factori precum disbioza scalpului,
prezenta si activitatea levurilor Malassezia,
hiperactivitatea glandelor sebacee si disfunctia
barierei epidermice pot contribui la aparitia si
persistenta matretii. Un alt aspect esential este
susceptibilitatea individuala a pacientului, care
determind in mare mdasurd cat de puternic
contribuie acesti factori la boala [2,3,11,12]. Toti
sunt strans interconectati si interdependenti, ceea
ce explicd natura cronicd si recidivantd a
afectiunii si necesitatea unei abordari terapeutice
multimodale, deoarece vizarea fiecdarui factor in
mod independent ar putea sa nu Intrerupad
eficient ciclul subiacent [3,8,11,13,14]. Pe masura
ce progresele stiintifice, precum dezvoltarea
tehnicilor de secventierea geneticd, au extins
intelegerea microbiomului scalpului, rolul central
al perturbarii acestuia In madtreatd si dermatita
seboreicd a devenit tot mai evident. Dintre
factorii implicati, influenta speciilor de Malassezia
este centrald. Malassezia spp. sunt levuri lipofile
care secretd lipaze extracelulare, ce metabolizeaza
trigliceridele din sebum in acizi grasi liberi,
inclusiv acid oleic, care pot penetra stratul cornos
si declansa iritatie la persoanele susceptibile
[11,13,17]. Sunt organisme comensale, prezente si
pe pielea umana sdndtoasd, care devin patogene
doar in anumite conditii. Acest lucru indica
faptul ca simpla colonizare fungicd nu este
suficientd pentru a cauza madtreata, suscepti-
bilitatea gazdei si homeostazia scalpului
actionand ca factori adjuvanti importanti [11-13].
Modificari semnificative ale comunitatilor bac-
teriene, in special ale speciilor de Cutibacterium si
Staphylococcus, au fost, de asemenea, asociate cu
matreata, contribuind la o perturbare generald a
echilibrului microbiotei. Un numaér tot mai mare
de dovezi sustin conceptul de disbioza a scalpu-
lui, in care un dezechilibru al interactiunilor
dintre comunitatile fungice si bacteriene deter-
mind o inflamatie persistentd de grad scizut,
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typically presents with erythematous plaques.
With regard to the affected area, dandruff is
confined to the scalp, whereas SD may also
involve other sebaceous-rich areas such as the
face and ears [2,7,9,10,11].

The pathogenesis of dandruff is a complex,
multifactorial process. Factors such as scalp
dysbiosis, the presence and activity of Malassezia
yeasts, sebaceous gland activity (most commonly
overactivity) and epidermal barrier dysfunction
might all play a role in the onset and persistence
of dandruff. Another key aspect is the individual
susceptibility of the patient, which largely
determines how strongly these factors contribute
to the disease [2,3,11,12]. All of them are strongly
interconnected and interdependent, which
explains the chronic and relapsing nature of the
condition and the need for a multimodal
treatment approach, as targeting each factor
independently might not efficiently disrupt the
underlying cycle [3,8,11,13,14].

While recent advances in research tech-
nology, such as genetic sequencing, have
expanded our understanding of the scalp
microbiome, the pivotal role played by the
disruption of its physiological state in dandruff
and seborrheic dermatitis has become increas-
ingly evident. Among the factors involved, the
influence of Malassezia species is central.
Malassezia spp. are lipophilic yeasts that secrete
extracellular lipases, which metabolize sebum
triglycerides into free fatty acids, including oleic
acid, that can penetrate the stratum corneum and
trigger irritation in susceptible individuals
[11,13,17]. However, these are commensal
organisms, also found on healthy human skin,
becoming pathogenic only under specific con-
ditions. This indicates that fungal colonization
alone is not sufficient to cause dandruff, with
host susceptibility and scalp homeostasis acting
as important co-factors [11-13]. Significant
changes in bacterial communities, particularly in
Cutibacterium and Staphylococcus species, have
also been associated with dandruff, contributing
to an overall disruption of the microbial balance.
A growing body of evidence supports the concept
of scalp dysbiosis, in which an imbalance in the
interactions between fungal and bacterial com-
munities drives persistent low-grade inflamma-
tion, disrupts epidermal differentiation and
weakens barrier integrity [15,16]. Consequently,
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perturbé diferentierea epidermica si sldbeste inte-
gritatea barierei cutanate [15,16]. In consecinti,
restabilirea echilibrului este privitd tot mai mult
ca un obiectiv important al formulelor cosmetice
moderne antimétreata.

Un alt factor esential in patogeneza matretii
este activitatea glandelor sebacee. Debutul
madtretii este cel mai adesea observat dupa
pubertate, care reprezintd totodata o perioada de
productie crescutd de sebum. Hiperactivitatea
glandelor sebacee oferd un mediu bogat in lipide,
ideal pentru proliferarea si metabolismul
Malassezia [1,11,17]. In aceastd privint3, la fel ca in
cazul colonizdrii cu Malassezia In sine, aparitia
madtretii nu este direct corelatd cu cantitatea de
sebum, iar multe persoane cu scalp gras nu
dezvoltd niciodatd mitreatd. In schimb, dife-
rentele calitative ale compozitiei sebumului par
sd joace un rol mai important in exprimarea bolii
[11,12,17]. Cu toate acestea, atunci cand maétreata
este deja prezenta, controlul sebumului scalpului
poate contribui la ameliorarea simptomelor. Din
acest motiv, masurarea instrumentald a pro-
ductiei de sebum prin sebumetrie reprezinta un
parametru obiectiv valoros pentru evaluarea
eficacitatii produselor antimétreatd [1,11,17].

Afectarea functiei de barierd a scalpului este
un alt factor tot mai bine documentat de studiile
recente privind fiziopatologia matretii. Persoa-
nele afectate prezintd adesea semne precum
alterarea structurald a stratului cornos, niveluri
reduse de lipide structurale, pierderea trans-
epidermica de apa (TEWL) crescutd si un turn-
over accelerat al corneocitelor, chiar si in absenta
inflamatiei vizibile clinic observate in dermatita
seboreica [12,18,19]. S-a demonstrat cd resta-
bilirea integritdtii barierei se coreleazda cu
ameliorarea clinicd, ceea ce sugereazd cd un
management eficient al matretii ar trebui sa
vizeze si normalizarea homeostaziei epidermice
[3,18,19].

Schemele de tratament disponibile pentru
maétreatd combind in general abordéri terapeutice
si cosmetice, cu scopul de a reduce descuamarea
vizibild si simptomele asociate si de a preveni
recidiva. Mai multi agenti topici sunt bine re-
cunoscuti pentru eficacitatea lor, printre care
agenti antifungici, keratolitice si corticosteroizi
topici. La randul lor, produsele dermatocosme-
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the restoration of microbial balance is increas-
ingly seen as an important goal of modern anti-
dandruff cosmetic formulations.

Another key factor in the pathogenesis of
dandruff is sebaceous gland activity. It is worth
noting that the onset of dandruff is most often
observed after puberty, which also represents a
period of increased sebum production. The
overactivity of the sebaceous glands provides a
lipid-rich environment that is ideal for the
proliferation and metabolism of Malassezia
[1,11,17]. In this respect, as in the case of Malas-
sezia colonization itself, dandruff occurrence is
not directly correlated with sebum quantity, and
many individuals with an oily scalp never
develop dandruff. Instead, qualitative differences
in sebum composition appear to play a more
pronounced role in disease expression [11,12,17].
Nevertheless, when dandruff is already present,
controlling scalp sebum may contribute to
symptom improvement. For this reason,
instrumental measurement of sebum production
by photometric sebumetry represents a valuable
objective parameter for assessing the efficacy of
anti-dandruff products [1,11,17].

Impaired scalp barrier function is another
factor that has been increasingly substantiated by
recent studies on dandruff pathophysiology.
Affected individuals often exhibit signs such as
structural alteration of the stratum corneum,
reduced levels of structural lipids, increased
transepidermal water loss (TEWL) and accele-
rated corneocyte turnover, even in the absence of
the clinically visible inflammation seen in
seborrheic dermatitis [12,18,19]. Restoration of
barrier integrity has been shown to correlate with
clinical improvement, suggesting that effective
dandruff management should also address the
normalization of epidermal homeostasis
[3,18,19].

Available treatment regimens for dandruff
generally combine therapeutic and dermato-
cosmetic approaches, aiming to reduce visible
scaling and associated symptoms and to prevent
relapse. Several topical agents are well
recognized for their efficacy, including antifungal
agents, keratolytics and topical corticosteroids.
Dermatocosmetic products, in turn, incorporate
active ingredients that modulate the scalp
microbiome, improve barrier function and
enhance the overall acceptability of treatment
[20-25]. Topical pharmacological treatments are




tice includ ingrediente active care moduleaza
microbiomul scalpului, imbunatétesc functia de
barierd si cresc acceptabilitatea generald a
tratamentului [20-25]. Tratamentele farmaco-
logice topice sunt in general foarte eficiente in
reducerea simptomelor in timpul exacerbarilor
acute. Cu toate acestea, reactiile adverse relativ
frecvente si acceptabilitatea cosmetica limitata
reprezintd limitdri importante pentru utilizarea
prelungita [7,21,24,25]. In acest context, formu-
larile dermatocosmetice reprezinta un interes tot
mai mare ca optiuni potrivite pentru intretinerea
pe termen lung, precum si ca alternative potential
eficiente In managementul activ al maétretii.

Tindnd cont de patogeneza multifactoriald a
matretii, un management cosmetic eficient ar
trebui sd vizeze simultan dezechilibrul micro-
bian, descuamarea excesivd a scalpului si afec-
tarea barierei scalpului. Prin urmare, serul
investigat a fost formulat folosind ingrediente
complementare, cu beneficii cosmetice consacrate
pentru scalpul predispus la matreatd. Piroctone
olamina este larg utilizatd in formuldrile cos-
metice antimdtreatd datorita capacitatii sale de a
reduce colonizarea scalpului cu specii de
Malassezia, mentinand totodata o buna toleranta
cosmeticd [20,21]. Formularea contine, de ase-
menea, extract din scoartd de Ziziphus joazeiro, un
ingredient de origine vegetald utilizat in formu-
larile cosmetice pentru ingrijirea scalpului. In
plus, emolientii (ulei de migdale dulci) si umec-
tantii contribuie la hidratarea suprafetei scalpului
si sustin mentinerea functiei de barierd, com-
pletand strategia cosmeticd generald de
restabilire a homeostaziei scalpului.

Prin urmare, prezentul studiu a urmadrit eva-
luarea clinicd si instrumentald a eficacitatii
Ivatherm - Ivadermaseb Ser anti-matretd dupd 28
de zile de utilizare regulatd In conditii normale,
prin evaluarea modificarilor severitatii clinice a
miatretii, ale nivelului sebumului scalpului si ale
perceptiei pacientilor asupra performantei
produsului.

Materiale si Metode
Designul studiului si participantii

Acesta a fost un studiu monocentric, deschis,
care a evaluat eficacitatea antimitreats, efectul
asupra sebumului scalpului si acceptabilitatea
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generally highly effective in reducing symptoms
during acute exacerbations. However, relatively
common adverse reactions and their limited
cosmetic acceptability represent important
limitations for prolonged use [7,21,24,25]. In this
context, dermatocosmetic formulations are
gaining increasing interest as options suitable for
long-term maintenance as well as potentially
effective alternatives in the active management of
dandruff.

Considering the multifactorial pathogenesis
of dandruff, effective dermatocosmetic manage-
ment should simultaneously target microbial
imbalance, excessive scalp desquamation and
impairment of the scalp barrier. The investigated
serum was therefore formulated using comple-
mentary ingredients with established cosmetic
benefits for dandruff-prone scalp. Piroctone ola-
mine is widely incorporated into dermato-
cosmetic anti-dandruff formulations because of
its ability to reduce scalp colonization by Malas-
sezia species while maintaining good cosmetic
tolerability [20,21]. The formulation also contains
Ziziphus joazeiro bark extract, a botanical ingre-
dient used in scalp-care dermatocosmetic formu-
lations. In addition, emollients (sweet almond oil)
and humectants contribute to hydration of the
scalp surface and support the maintenance of
epidermal barrier function, complementing the
overall dermatocosmetic strategy of restoring
scalp homeostasis.

Therefore, the present study aimed to
clinically and instrumentally evaluate the efficacy
of Ivatherm — Ivadermaseb Anti-Dandruff Serum
after 28 days of regular use under normal
conditions by assessing changes in clinical
dandruff severity, scalp sebum levels and
subjects’ perception of product performance.

Materials and Methods
Study design and participants

This was a monocentric, open-label study
evaluating the anti-dandruff efficacy, effect on
scalp sebum and cosmetic acceptability of a
leave-on serum (Ivadermaseb Anti-Dandruff
Serum, ref. IV0042) under normal conditions of
home use over 28 consecutive days (March-April
2024). The study was conducted in accordance
with the Declaration of Helsinki and applicable
Good Clinical Practice and cosmetic-product
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cosmeticd ale unui ser fard clitire (Ivatherm -
Ivadermaseb Ser anti-mitreta, ref. IV0042) in
conditii normale de utilizare la domiciliu, pe
parcursul a 28 de zile consecutive (martie-aprilie
2024). Studiul a fost efectuat in conformitate cu
Declaratia de la Helsinki si cu ghidurile aplicabile
de Bund Practicd Clinicd si pentru produse
cosmetice; toti participantii si-au dat consimta-
mantul informat in scris Inainte de inrolare.

Au fost inrolati doudzeci de pacienti adulti
sdnatosi (18-70 de ani, ambele sexe, fototipuri
Fitzpatrick II-IV) cu madtreatd usoard pana la
moderatd (scor clinic 1-3) si predispozitie la scalp
gras. Nu au fost inclusi subiectii cu afectiuni ale
scalpului sau sistemice susceptibile s interfereze
cu evaluarea sau care urmau tratamente
concomitente ce afecteazd scalpul (de ex.
psoriazis, dermatitd atopicd sau de contact, tinea
capitis, imunodeficientd, utilizarea curenta de
antibiotice sau antifungice, sarcind sau aldptare).
Pe durata studiului, participantii si-au mentinut
rutina obisnuitd de Ingrijire a parului, si au fost
rugati s nu supuna parul la tratamente chimice.

Produsul si protocolul de aplicare

Produsul investigat a fost un ser fara clatire
pentru scalp (Ivatherm - Ivadermaseb Ser anti-
matretd, ref. IV0042), cu aspect de lichid limpede,
galben-pal. Formularea a combinat piroctone
olamina si extractul din scoartd de Ziziphus
joazeiro ca ingrediente pentru ingrijirea scalpului,
ulei de migdale dulci ca emolient si umectanti
(glicerind, butilenglicol, propanediol) menite sa
sustind hidratarea scalpului. Subiectii au aplicat
serul pe scalp o datd la trei zile, timp de 28 de zile
consecutive, in conditii normale de utilizare la
domiciliu. Produsul a fost masat usor pe scalpul
curat, dupa spalarea si uscarea parului.

Evaluarea eficacitatii

Severitatea matretii a fost cuantificata de un
medic dermatolog in trei regiuni ale scalpului
(frontald, parietald si occipitald) la momentul
initial (TO), in ziua 15 (D15) si in ziua 29 (D29),
folosind o scald ordinald cu sase puncte (0 =
absentd pand la 5 = severa; Tabelul 1). Nivelul de
sebum de la nivelul scalpului a fost médsurat prin
sebumetrie (Sebumeter® SM 815, Courage +
Khazaka, Germania) la nivelul zonei frontale, la
momentul initial (T0) si dupa 28 de zile (D29), si
exprimat in pg/cm? Calitdtile cosmetice si
eficacitatea perceputd au fost evaluate printr-un
chestionar specific produsului, completat de
fiecare subiect in D29, folosind o scald ordinalad cu
patru puncte (0 = dezacord péand la 3 = acord);
rezultatele au fost exprimate ca procentul de
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guidelines; all participants gave written informed
consent before enrolment.

Twenty healthy adult subjects (18-70 years,
both sexes, Fitzpatrick phototypes II-IV) with
mild-to-moderate dandruff (clinical score 1-3)
and a predisposition to oily hair were enrolled.
Subjects with scalp or systemic conditions liable
to interfere with the assessment, or receiving
concomitant treatments affecting the scalp (e.g.
psoriasis, atopic or contact dermatitis, tinea
capitis, immunodeficiency, current antibiotic or
antifungal use, pregnancy or breastfeeding), were
not included. During the study, participants
maintained their usual haircare routine and
refrained from chemical hair treatments or
introducing new cosmetic products.

Product and application protocol

The investigational product was a leave-on
scalp serum (Ivatherm - Ivadermaseb Anti-
Dandruff Serum, ref. IV0042), presented as a
clear, pale-yellow liquid. The formulation com-
bined piroctone olamine and Ziziphus joazeiro
bark extract as scalp-care ingredients, sweet
almond oil as an emollient, and humectants
(glycerin, butylene glycol, propanediol) intended
to support scalp hydration. The subjects applied
the serum to the scalp once every three days for
28 consecutive days, under normal conditions of
home use. The serum was applied after washing
and drying the hair, then gently massaged into
the scalp.

Efficacy assessment

Dandruff severity was scored by a
dermatologist in three scalp regions (frontal,
parietal and occipital) at baseline (T0), day 15
(D15) and day 29 (D29), using a six-point ordinal
scale (0 = none to 5 = severe; Table 1). Scalp
sebum was measured by grease-spot photometry
(Sebumeter® SM 815, Courage + Khazaka,
Germany) at the forehead, at baseline (T0) and
after 28 days (D29), and expressed in pg/cm?.
Cosmetic qualities and perceived efficacy were
assessed through a product-specific question-
naire completed by each subject at D29, using a
four-point ordinal scale (0 = disagree to 3 =
agree); results were expressed as the percentage
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Tabelul 1. Scala de cuantificare a scorului pentru severitatea clinica a matretii

Scor |Severitate |Descriere
0 Absenta —
1 Foarte Descuamare abia perceptibila; scuame mici asemanatoare
usoara unei pudre gri-grosiere
2 Usoara Descuamare minima pana la intermediara
y Descuamare evidenta; scuame mari, slab aderente, formand
3 Moderata N .. o o
o suprafata albicioasa neregulata
. | Descuamare proeminenta; scuame aglutinate in placi galbui
4 Pronuntata P ' 9 P 9
’ aderente la scalp
o Scuame aderente excesive, groase, galbutu aspect de
5 Severa crusts 9 galbue P

Scald ordinald cu sase puncte utilizatd de medicul dermatolog pentru a cuantifica severitatea mdtretii in fiecare
regiune a scalpului.

Table 1. Clinical dandruff severity scoring scale

Score |Severity Description
0 None —
. Barely perceptible scaling; small flakes resembling a coarse

1 Slight .
greyish powder

2 Mild Minimal to intermediate scaling

3 Moderate !I)eflnlte sca!lpg; large, loosely attached flakes forming an
irregular whitish surface

4 Pronounced Proml_nent scaling; flakes congealed into yellowish plates
adhering to the scalp

5 Severe Excessive, thick, yellowish and crusted adherent scaling

Six-point ordinal scale used by dermatologist to grade dandruff severity in each scalp region.
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Tabelul 2. Caracteristicile populatiei de studiu (n = 20)

Caracteristi¢

Valoare

Sex, n (%)

Feminin: 15 (75%); Masculin: 5 (25%)

Varsta (ani), medie £ DS

44,8 £ 12,1

Interval de varsta (ani)

21-64

Fototip Fitzpatrick, n (%)

Il: 2 (10%); lll: 17 (85%); IV: 1 (5%)

DS = deviatie standard.

Table 2. Study population characteristics (n = 20)

Characteristic

Value

Sex, n (%)

Female: 15 (75%); Male: 5 (25%)

Age (years), mean = SD

448 £12.1

Age range (years)

21-64

Fitzpatrick phototype, n (%)

Il: 2 (10%); Iz 17 (85%); IV: 1 (5%)

SD = standard deviation.

subiecti care au acordat un scor de 2 sau 3,
considerate ca rdspunsuri pozitive. Pe parcursul
studiului, subiectii au notat orice disconfort sau
reactie intr-un jurnal zilnic, iar medicul derma-
tolog a evaluat starea scalpului la fiecare vizita.
Au fost realizate fotografii standardizate pentru
cinci subiecti in T0, D15 si D29.

Analiza statisticd

Datele au fost comparate intre momentele de
evaluare folosind testul t-Student pentru date
perechi, pragul de semnificatie statisticd fiind
stabilit la p < 0,05.

Rezultate

Caracteristicile populatiei de studiu sunt
sintetizate in Tabelul 2.
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of subjects assigning a score of 2 or 3. Throughout
the study, subjects recorded any discomfort or
adverse reaction in a daily log, and the dermato-
logist assessed the condition of the scalp at each
visit. Standardized photographs were taken for
five subjects at T0, D15 and D29.

Statistical analysis

Data were compared between time points
using a paired Student’s t-test, with statistical
significance set at p < 0.05.

Results

The characteristics of the study population
are summarized in Table 2.
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Tabelul 3. Scorul clinic al matretii pe regiuni ale scalpului si global, la momentul initial (T0),
ziua 15 (D15) si ziua 29 (D29)

Regiunea . AD15vs | AD29vs

scalpului Initial (TO)] D15 D29 T0 (%) T0 (%) valoare p

Frontala 3,00 + 1,50 £ 0,75 -50,00% | -75,00% | <0,0001
1,30 0,95 0,72

Parietala 2,70 £ 1,15 0,60 -57,41% | -77,78% | <0,0001
0,98 0,67 0,68

Occipitala 265+ 1,25 0,55 + -52,83% | -79,25% | <0,0001
1,35 1,16 0,69

Global 2,78 & 1,30 £ 0,63 £ =-53,29% | -77,25% | <0,0001
1 !08 0378 0,55

Valorile sunt exprimate ca medie + deviatie standard (n = 20). A = variatia procentuald fatd de valoarea initiald.

Valorile p provin din testul t-Student pentru perechi
0,05

de date; pragul de semmnificatie statisticd a fost stabilit la p <

Table 3. Clinical dandruff score by scalp region and overall, at baseline (T0), day 15 (D15) and day

29 (D29)
. Baseline AD15vs | AD29 vs

Scalp region (TO) D15 D29 T0 (%) T0 (%) p-value

Frontal 3.00 £ 1.50 0.75 % -50.00% | -75.00% |<0.0001
1.30 0.95 0.72

Parietal 270 1.15 % 0.60 + -57.41% | -77.78% |<0.0001
0.98 0.67 0.68

Occipital 265+ 1.25 ¢ 0.55 + -52.83% | -79.25% |<0.0001
1.35 1.16 0.69

Overall 278 % 130 063 =53.29% | =77.25% |<0.0001
1.08 0.78 0.55

Values are expressed as mean + standard deviation (n

= 20). A = percentage variation relative to baseline. p-values

from paired Student’s t-test; statistical significance set at p < 0.05.

Scorul clinic de matreata

La momentul initial, valoarea media a scoru-
lui clinic de métreata a fost de 2,78 + 1,08. Acesta
a scazut la 1,30 = 0,78 in D15 si la 0,63 + 0,55 in
D29, corespunzand unor reduceri de 53,29% si,
respectiv, 77,25% fatd de valoarea initiala.
Ambele reduceri au fost semnificative statistic
(p < 0,0001; Tabelul 3).

Clinical dandruff score

At baseline, the mean clinical dandruff score
was 2.78 + 1.08. It decreased to 1.30 + 0.78 at D15
and to 0.63 = 0.55 at D29, corresponding to
reductions of 53.29% and 77.25% relative to
baseline, respectively. Both reductions were
statistically significant (paired Student’s t-test, p
< 0.0001; Table 3).
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Aceeasi tendinta a fost observata in toate cele
trei regiuni ale scalpului. In regiunea frontals,
scorul mediu a scdzut de la 3,00 = 1,30 la 1,50 +
0,95 in D15 (-50,00%) si la 0,75 + 0,72 in D29
(=75,00%). in regiunea parietald, a scazut de la
2,70+0,981a 1,15 + 0,67 in D15 (-57,41%) si la 0,60
+ 0,68 in D29 (-77,78%). in regiunea occipitald, a
scazut de la 2,65 = 1,35 1la 1,25 + 1,16 in D15
(-52,83%) sila 0,55 + 0,69 in D29 (=79,25%). Toate
reducerile au fost semnificative statistic (p <
0,0001).

Nivelul de sebum de la nivelul scalpului

Rata medie a sebumului scalpului masurata
in regiunea frontald a scazut de la 154,75 + 49,17
pg/cm? la momentul initial la 117,75 + 40,55
pg/cm? in D29, o reducere medie de 37,00
pg/cm? (-23,91%). Aceastd scddere a fost
semnificativéa statistic (test t-Student pentru date
perechi, p = 0,0004; Tabelul 4).

The same trend was observed in all three
scalp regions. In the frontal area, the mean score
decreased from 3.00 + 1.30 to 1.50 + 0.95 at D15
(=50.00%) and to 0.75 + 0.72 at D29 (=75.00%). In
the parietal area, it decreased from 2.70 + 0.98 to
1.15 + 0.67 at D15 (-57.41%) and to 0.60 + 0.68 at
D29 (-77.78%). In the occipital area, it decreased
from 2.65 + 1.35 to 1.25 + 1.16 at D15 (-52.83%)
and to 055 = 0.69 at D29 (-79.25%). All re-
ductions were statistically significant (p < 0.0001).

Scalp sebum

The mean scalp sebum rate measured at the
forehead decreased from 154.75 + 49.17 pg/cm? at
baseline to 117.75 + 40.55 pg/cm? at D29, a mean
reduction of 37.00 pg/cm? (-23.91%). This
decrease was statistically significant (paired
Student’s t-test, p = 0.0004; Table 4).

Tabelul 4. Rata sebumului de la nivelul scalpului masurata in regiunea frontald, la momentul
initial (TO0) si ziua 29 (D29)

Parametru Initial (TO) D29 Modificare | Variatie (%)| valoare p
Rata 154,75 + 117,75 £ -37,00 -23,91% 0,0004
sebumului la 49,17 40,55

nivelul

scalpului

(Hg/cm?)

Valorile sunt exprimate ca medie + deviatie standard (n = 20), mdsurate prin sebumetrie (Sebumeter® SM 815).
Valoarea p provine din testul t-Student pentru perechi de date; pragul de semnificatie statistici a fost stabilit la p < 0,05.

Table 4. Scalp sebum rate measured at the forehead, at baseline (T0)
and day 29 (D29)

Parameter Baseline (TO D29 Change | Variation (%) p-value
Scalp sebum 154.75 1M7.75 -37.00 -23.91% 0.0004
rate (ug/cm?) 49.17 40.55

Values are expressed as mean + standard deviation (n = 20), measured by grease-spot photometry (Sebumeter® SM
815). p-value from paired Student’s t-test; statistical significance set at p < 0.05.
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Autoevaluarea calititilor cosmetice
si a eficacitatii

In D29, toti cei 20 de subiecti (100%) au
acordat un scor de 2 sau 3 fiecdrui item al
chestionarului. Acest lucru a fost valabil pentru
calitdtile cosmetice evaluate (aplicare usoard,
intindere usoara si uniformd pe scalp si absenta
unei senzatii de Ingrdsare a pdarului) si pentru
itemii de eficacitate perceputa (efect antimatreatd,
reducere semnificativd a scuamelor si a métretii,
reducerea pruritului scalpului, reducerea secre-
tiei de sebum, pdr care raméne mai putin gras,
efect calmant, senzatie de prospetime, absenta
senzatiei de uscaciune si imbundtatirea hidratarii
scalpului). Toti subiectii (100%) au fost, de
asemenea, de acord ca ar cumpdra si ar utiliza
produsul si cd au fost multumiti de acesta dupa
28 de zile de utilizare (Tabelul 5).

Fotografiile realizate in TO, D15 si D29 au
ilustrat reducerea vizibilda a descuamarii
scalpului pe parcursul studiului, In concordanta
cu scorurile clinice (Figura 3).

Discutii

Prezentul studiu a evaluat eficacitatea
antimadtreatd si efectul asupra sebumului de la
nivelul scalpului ale unui ser fara clitire, in
conditii normale de utilizare la domiciliu, pe
parcursul a 28 de zile. Produsul a determinat o
reducere marcatd si semnificativa statistic a
severitatii clinice a matretii, scorul mediu
scdzand cu 53,29% in D15 si cu 77,25% in D29 fata
de valoarea initiald. Ameliorarea a fost constanta
in toate cele trei regiuni ale scalpului evaluate,
indicaind un efect omogen asupra intregului
scalp, mai degraba decat unul localizat. Acest
aspect este deosebit de relevant in cazul matretii,
unde descuamarea este de obicei difuza, iar un
rdspuns uniform pe tot scalpul este, prin urmare,
important.

Reducerea progresiva intre D15 si D29
sugereaza un beneficiu cumulativ odatd cu
utilizarea continud, In concordantd cu natura
cronicd si multifactoriald a matretii, in care este
necesard in general o actiune sustinutd pentru a
controla descuamarea si a preveni recidiva
[3,8,11,13,14]. Prezenta piroctone olaminei si a
extractului din scoartd de Ziziphus joazeiro in
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Self-assessed cosmetic qualities and
efficacy

At D29, all 20 subjects (100%) assigned a score
of 2 or 3 to every questionnaire item. This applied
to the cosmetic qualities assessed (easy
application, easy and uniform spreading on the
scalp, and no heavy feel on the hair) and to the
perceived efficacy items (anti-dandruff effect,
significant reduction of flakes and of dandruff,
reduced scalp itching, reduced sebum secretion,
hair remaining less greasy, soothing effect, fresh
feel, no scalp dryness and improved scalp
hydration). All subjects (100%) also agreed that
they would buy and use the product and that
they were satisfied with it after 28 days of use
(Table 5).

Photographs taken at TO, D15 and D29
illustrated the visible reduction in scalp scaling
over the course of the study, in agreement with
the clinical scores (Figure 3).

Discussions

The present study evaluated the anti-
dandruff efficacy and the effect on scalp sebum of
a leave-on serum under normal conditions of
home use over 28 days. The product led to a
marked and statistically significant reduction in
clinical dandruff severity, with the mean score
decreasing by 53.29% at D15 and by 77.25% at
D29 relative to baseline. The improvement was
consistent across all three scalp regions assessed,
indicating a homogeneous effect over the whole
scalp rather than a localized one. This is
particularly relevant in dandruff, where scaling is
typically diffuse and a uniform response across
the scalp is therefore important.

The progressive reduction between D15 and
D29 suggests a cumulative benefit with
continued use, consistent with the chronic,
multifactorial nature of dandruff, in which
sustained action is generally required to control
scaling and prevent relapse [3,8,11,13,14]. The
presence of piroctone olamine and Ziziphus
joazeiro bark extract in the formulation is in line
with cosmetic strategies that address the
microbial and desquamative components of
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Tabelul 5. Autoevaluarea calititilor cosmetice si a eficacititii percepute dupa 28 de zile
de utilizare

Item al chestionarului Sug 'se:f: g |(Jns)c0| %
Calitati cosmetice

Aplicare usoara 20 100%
Miros placut 20 100%
Se intinde usor si uniform pe scalp 20 100%
Nu lasa parul gas dupa utilizare 20 100%
Eficacitate perceputa

Are efect antimatreata 20 100%
Scuame reduse semnificativ 20 100%
Matreata redusa semnificativ 20 100%
Prurit al scalpului redus 20 100%
Secretie de sebum redusa 20 100%
Parul nu se ingrasa la fel de repede 20 100%
Efect calmant asupra scalpului 20 100%
Senzatie de scalp proaspat si curat 20 100%
Nu usuca scalpul 20 100%
Senzatie de scalp mai hidratat 20 100%
Efect de curatare a impuritatilor 20 100%
Apreciere globala

Ar cumpara si ar utiliza produsul 20 100%
Multumit de produs dupa 28 de zile de utilizare 20 100%

Rdspunsuri acordate pe o scald ordinald cu patru puncte (0 = dezacord piand la 3 = acord). Rezultatele sunt exprimate
ca numdr si procent de subiecti care au acordat un scor de 2 sau 3 (n = 20).

formulare este In acord cu strategiile cosmetice
care abordeazd componentele microbiene si
descuamative ale madtretii [20,21], in timp ce
uleiul de migdale dulci si umectantii pot
contribui la mentinerea confortului si hidratarii
scalpului in timpul utilizarii repetate.

S-a observat, de asemenea, o reducere
semnificativd a sebumului de la nivelul scalpului,
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dandruff [20,21], while sweet almond oil and
humectants may contribute to maintaining scalp
comfort and hydration during repeated use.

A significant reduction in scalp sebum was
also observed, with a mean decrease of 23.91%
after 28 days. Since excess sebum provides a
lipid-rich environment favourable to the meta-
bolism of scalp microflora [1,11,17], reducing
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Table 5. Self-assessed cosmetic qualities and perceived efficacy after 28 days

of use
Questionnaire item Susze::z ?ﬁ;’ rng %
Cosmetic qualities
Easy application 20 100%
Pleasant fragrance 20 100%
Spreads easily and uniformly on the scalp 20 100%
Does not leave the hair heavy after use 20 100%
Perceived efficacy
Has an antidandruff effect 20 100%
Flakes significantly reduced 20 100%
Dandruff significantly reduced 20 100%
Scalp itching reduced 20 100%
Sebum secretion reduced 20 100%
Hair does not become greasy as quickly 20 100%
Soothing effect on the scalp 20 100%
Scalp feels fresh and clean 20 100%
Does not dry the scalp 20 100%
Scalp feels more hydrated 20 100%
Cleansing effect on impurities 20 100%
Overall appreciation
Would buy and use the product 20 100%
Satisfied with the product after 28 days of use 20 100%

Responses given on a four-point ordinal scale (0 = disagree to 3 = agree). Results expressed as the number and

percentage of subjects assigning a score of 2 or 3 (n = 20).

cu o sciddere medie de 23,91% dupa 28 de zile.
Intrucat excesul de sebum oferd un mediu bogat
in lipide, favorabil metabolismului microflorei
scalpului [1,11,17], reducerea sebumului de la
suprafata scalpului poate crea conditii mai putin
propice proceselor implicate In méatreata. Aceastd
observatie este in concordantd cu ameliorarea
paraleld a descuamarii clinice, iar studii supli-

surface sebum may create conditions less con-
ducive to the processes involved in dandruff.
This observation is consistent with the parallel
improvement in clinical scaling, and further
studies could help clarify the relationship
between the two parameters.

The self-assessment results indicated a high
level of perceived efficacy and cosmetic satis-
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Figura 1. Scorul clinic mediu de mdtreatd pe regiuni ale scalpului la momentul initial (T0),
ziua 15 si ziua 29
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-53,29%

General

-77.25%

0,63

Scorul clinic mediu al mdtretii (n = 20) evaluat de medicul dermatolog in cele 3 regiuni evaluate (frontald, parietald
si occipitald) si global, pe o scalii ordinali cu sase puncte (0 = absentd pand la 5 = severd). Toate reducerile fatd de
valoarea initiald au fost semnificative statistic (test t-Student pentru perechi de date, p < 0,0001). Pentru claritate,
deviatiile standard sunt prezentate in Tabelul 3.

Figure 1. Mean clinical dandruff score by scalp region at baseline (10), day 15 and day 29
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Mean clinical dandruff score (n = 20) assessed by the dermatologist in the frontal, parietal and occipital regions, and
overall, on a six-point ordinal scale (0 = none to 5 = severe). All reductions versus baseline were statistically
significant (paired Student’s t-test, p < 0.0001). For clarity, standard deviations are reported in Table 3.
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Figura 2. Rata sebumului la nivelul scalpului din zona frontald, la momentul initial (T0)
si ziua 29
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Rata medie a sebumului scalpului (n = 20) mdsuratd prin sebumetrie (Sebumeter® SM 815). Barele de eroare
reprezintd deviatia standard. Reducerea de 23,91% fatd de valoarea initiald a fost semnificativd statistic
(test t-Student pentru perechi de date, p = 0,0004).

Figure 2. Scalp sebum rate at the forehead at baseline (T0) and day 29
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Mean scalp sebum rate (n = 20) measured by grease-spot photometry (Sebumeter® SM 815®). Error bars represent
standard deviation. The 23.91% reduction versus baseline was statistically significant (paired Student’s t-test,
p = 0.0004).
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Figura 3. Fotografii reprezentative ale scalpului pe parcursul studiului
Fotografii clinice reprezentative ale aceluiasi subiect la momentul initial (T0), ziua 15 si ziua 29,
ardtind reducerea progresivid a descuamdrii vizibile pe parcursul studiului.

Figure 3. Representative photographs of the scalp during the study.
Representative clinical photographs of the same subject at baseline (T0), day 15 and day 29, showing the
progressive reduction of visible scaling over the study period.
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mentare ar putea contribui la clarificarea relatiei
dintre cei doi parametri.

Rezultatele autoevaludrii au indicat un nivel
ridicat de eficacitate perceputd si satisfactie
cosmeticd, toti subiectii rdspunzand favorabil
fiecarui item al chestionarului, inclusiv intentiei
de recumpdrare si satisfactiei generale. Este
important de mentionat cd nu au fost raportate
de cétre subiecti sau observate de cdtre medicul
dermatolog reactii adverse pe parcursul celor 28
de zile. Acest profil favorabil este deosebit de
relevant In contextul managementului matretii.
Fiind o afectiune cronica si recidivantd, matreata
necesitd in general utilizarea repetatd sau
continud a produselor de ingrijire pentru a
mentine controlul simptomelor, iar efectele
adverse ale tratamentelor farmacologice pot fi un
factor limitativ pentru utilizarea prelungitd
[7,21,24,25]. Un ser dermatocosmetic care
combind eficacitatea cu calitdti cosmetice placute
si fdrd reactii adverse raportate in timpul
utilizdrii poate reprezenta, prin urmare, o
optiune potrivitd pentru ingrijirea regulatd, pe
termen lung, a scalpului, ceea ce poate sustine
aderenta la rutina de tratament pentru pacientii
cu matreata.

Principalele limitdri ale acestui studiu se
referd la absenta unui grup de control si la durata
sa relativ scurtd, care nu permite excluderea
influentei unei posibile variatii sezoniere a
severitatii matretii. Cu toate acestea, perioada de
28 de zile a fost aleasd in mod deliberat, deoarece
reflectd intervalul de timp in care pacientii se
asteaptd de obicei sd observe rezultate vizibile.
Prezentele rezultate ar trebui confirmate in studii
mai ample, controlate si, ideal, randomizate.

Concluzii

Matreata este o afectiune frecventd, cronica si
recurentd a scalpului, care necesita in general
utilizarea repetatd sau continud a unor produse
de ingrijire bine tolerate pentru a mentine
simptomele sub control. In acest context,
prezentul studiu a evaluat eficacitatea prdusului
Ivatherm - Ivadermaseb ser antimdtreatd pe
parcursul a 28 de zile de utilizare regulata la
domiciliu.

Serul a determinat o reducere semnificativa a
severitatii clinice a matretii, ajungand la 77,25%
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faction, with all subjects responding favourably
to every questionnaire item, including intent to
repurchase and overall satisfaction. Importantly,
no adverse reactions were reported by the
subjects or observed by the dermatologist
throughout the 28-day period. This favourable
profile is particularly relevant in the context of
dandruff management. As a chronic and
relapsing condition, dandruff generally requires
repeated or continuous use of care products to
maintain control of the symptoms, and adverse
effects of pharmacological treatments can be a
limiting factor for prolonged use [7,21,24,25]. A
dermatocosmetic serum that combines efficacy
with pleasant cosmetic qualities, and with no
adverse reactions reported during use, may
therefore be a suitable option for regular, long-
term scalp care, which in turn can support
adherence to the treatment routine for patients
with dandruff.

The main limitations of this study relate to
the absence of a control group and to its relatively
short duration, which does not allow the
influence of possible seasonal variation in
dandruff severity to be ruled out. The 28-day
period was nonetheless chosen deliberately, as it
reflects the timeframe within which patients
typically expect to observe visible results. The
present findings should be confirmed in larger,
controlled and ideally randomized studies.

Conclusions

Dandruff is a common, chronic and recurrent
scalp condition that generally requires repeated
or continuous use of well-tolerated care products
to keep the symptoms under control. In this
context, the present in-use study evaluated the
efficacy of the Ivatherm - Ivadermaseb Anti-
Dandruff Serum over 28 days of regular home
use.

The serum produced a significant reduction
in clinical dandruff severity, reaching 77.25%
after 28 days. This improvement was progressive
over time and consistent across the frontal,
parietal and occipital regions, indicating a
homogeneous effect over the whole scalp. This
clinical improvement was accompanied by a
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dupa 28 de zile. Aceasta a fost progresiva in timp
si constantd In cele 3 regiuni analizate (frontald,
parietald si occipitald), indicand un efect omogen
asupra Intregului scalp. Aceastd ameliorare
clinica a fost insotitd de o sciddere semnificativa
de 23,91% a sebumului de la nivelul scalpului, in
concordanta cu rolul sebumului in dezvoltarea
matretii. Nu au fost raportate de cdtre subiecti
sau observate de citre medicul dermatolog reactii
adverse, iar serul a atins un nivel ridicat de efica-
citate si satisfactie cosmeticd. Aceste rezultate
indica faptul cd Ivatherm - Ivadermaseb ser anti-
madtreatd este o optiune eficientd pentru mana-
gementul madtretii, oferind o reducere semni-
ficativd atat a severitdtii matretii, cat si a sebu-
mului pe parcursul a 28 de zile, cu beneficii
vizibile inca din Ziua 15. Impreuns cu absenta
oricarei reactii adverse raportate in timpul
utilizdrii, acest lucru il face deosebit de potrivit
pentru ingrijirea regulatd, pe termen lung, a
scalpului la persoanele cu matreatd sau cu scalp
predispus la métreata.
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significant 23.91% decrease in scalp sebum, in
line with the role of sebum in the development of
dandruff. No adverse reactions were reported by
the subjects or observed by the dermatologist,
and the serum achieved a high level of efficacy
and cosmetic satisfaction. These results indicate
that the Ivatherm - Ivadermaseb Anti-Dandruff
Serum is an effective option for the management
of dandruff, providing a significant reduction in
both dandruff severity and scalp sebum over 28
days, with benefits already apparent by Day 15.
Combined with the absence of any adverse
reaction reported during use, this makes it
particularly suited to regular, long-term scalp
care in individuals with dandruff or a dandruff-
prone scalp.
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