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Abstract
Introduction: Scalp psoriasis frequently goes with other disease location and may lead 
to a significant burden and impairment of quality of life (QoL). Adherence to local 
treatments is a frequent problem. A keratolytic and hydrating shampoo containing 
2% salicylic acid, 5% urea, and 1% glycerin (active shampoo) has been developed for 
psoriasis-prone scalp.
Objective: To assess the efficacy and tolerability of an active shampoo in subjects 
with mild to moderate scalp psoriasis.
Materials and methods: A single-center, randomized, double-blind, vehicle-controlled 
study was conducted on 67 adults with mild to moderate psoriasis. The active sham-
poo or its vehicle were applied daily for 14 days and 3 times/week for another 14 days. 
Assessments included the Psoriasis Scalp Severity Index (PSSI), Investigator Global 
Assessment (IGA), calculated total surface affected hair, scalp greasiness, irritation, 
and assessed scalp dermatitis–specific quality-of-life issues using SCALPDEX and 
product acceptability.
Results: The active shampoo significantly (p < 0.05) reduced the PSSI by 39.0%, 37.2%, 
63.0%, and 69.0% immediately after washing compared to a 22.8%, 5.5%, 19.6%, and 
13.0% with the vehicle at Days 1, 8, 15, and 30, respectively. SCALPDEX items, IGA, 
and irritation significantly (p < 0.05) reduced with the active shampoo. Hair and scalp 
greasiness improved continuously with both products until Day 21. Subject-reported 
symptom scores paralleled the positive evolution of clinical signs. The active shampoo 
was well tolerated, subjects were highly satisfied and had an improved QoL.
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1  |  INTRODUC TION

Psoriasis is a chronic, inflammatory skin disease that affects 2% of the 
global population.1 Scalp psoriasis is estimated to affect up to 80% 
of patients with psoriasis and can lead to a significant burden and 
reduced quality of life (QoL).2–4 It requires special consideration due 
to the difficult-to-treat nature and disproportionate impact QoL.3,5,6 
Moreover, due to its chronicity, poor accessibility, and poor cosmetic 
effect of topical treatments, adherence to local treatments is a fre-
quent problem.7,8 Treatments mainly rely on topical steroid-based 
formulations that can lead to skin irritation (especially hydroalcoholic 
lotions) during the short term and to local adverse events during 
long term use. A keratolytic and hydrating shampoo (PSOlution, 
Laboratoires Vichy International, France, hereafter “active shampoo”) 
containing 2% salicylic acid, 5% urea, and 1% glycerin, acting on psori-
asis symptoms has been developed for psoriasis prone scalp.

The aim of this study was to assess in subjects with mild-to-
moderate scalp psoriasis, the efficacy and local tolerance of an ac-
tive shampoo.

2  |  MATERIAL S AND METHODS

A single-center, randomized, double-blind, vehicle-controlled study 
was conducted in adult subjects with mild-to-moderate psoriasis 
who applied the active shampoo or its vehicle daily for 2 minutes 
from Day 1 to Day 15 and then 3 times/week until Day 30 after hav-
ing stopped their psoriasis treatment. The study received local eth-
ics committee approval and all subjects provided written informed 
consent prior to inclusion.

Demographic data were collected on Day 1. Clinical examina-
tions were conducted on Day 1 pre-wash, Day 1 post-wash, Day 
8, Day 15, and Day 30. Efficacy was assessed using the Psoriasis 
Scalp Severity Index (PSSI), including erythema, scaling, and indu-
ration on a 5-point scale each, were summed and weighted by the 
percentage of the affected area in 4 defined areas on the scalp and 
the total surface affected was calculated, the (IGA) and the evolution 
of clinical signs and symptoms. Other evaluations at selected visits 
included hair and scalp greasiness, QoL using the scalp dermatitis–
specific quality-of-life issues (SCALPDEX) questionnaire and prod-
uct characteristics.

Sample size estimation was based on a previous unpublished 
study conducted in order to achieve at least a statistical power to 
obtain a 20% of difference for the assessed parameters.

All values obtained at Day 1 post-wash, Day 8, Day 15, and Day 
30 were compared (Wilcoxon signed-rank test for all the continuous 
data comparisons) to Day 1 pre-wash values. Paired comparisons 
were processed through the Student's t-test, taking a p < 0.05 as 
threshold of significance, using the SPSS 23 package (IBM™). A 95% 
level of significance was adopted.

Subjective data were submitted to a binomial test.

3  |  RESULTS

In total, 67 individuals were included, 65.7% were females. The 
mean age was 43.2 years, and 86.6% had Fitzpatrick skin Phototype 
III. All had sensitive scalps, 58.2% had mild, and 41.8% moderate. 
scalp psoriasis.

The active shampoo significantly (p < 0.05) reduced the PSSI by 
39.0%, 37.2%, 63.0%, and 69.0% immediately after washing on Days 
1, 8, 15, and 30, respectively, compared to a 22.8%, 5.5%, and 19.6% 
decrease and a 13.0% increase with the vehicle (Figure 1).

After 30 days of daily use, the IGA was significantly (p < 0.001) 
decreased with the active shampoo by 47.5% from Day 1 (1.4 ± 1.3 
vs. 2.5 ± 0.5) compared to 6.9% with the vehicle (2.4 ± 0.9 vs. 
2.5 ± 0.5).

Irritation scores were significantly (p < 0.001) decreased by 
26.8%, 27.3%, 39.9%, and 33.8% immediately with the active sham-
poo at Day 1, 8, 15, and 30, respectively. Figure  2 shows the im-
provement of the scalp over time. Scores increased after an initial 
improvement with the vehicle (3.9%, and 0.5% decrease immediately 
after washing on Day 1 and Day 8 and by 1.5% and 4.4% at Day 15 

Conclusion: The active shampoo significantly improved clinical signs, symptoms, and 
QoL of mild-to-moderate scalp psoriasis compared to the vehicle. It was very well 
tolerated and highly appreciated by the subjects.

K E Y W O R D S
dermocosmetic, scalp, psoriasis, salicylic acid, randomized double-blind study

F I G U R E  1  Evolution of the Psoriasis Scalp Severity Index over 
time. Between-group differences were statistically significant 
(p < 0.05) in favor of the active shampoo on all post-Day 1 visits.

 14732165, 2023, 7, D
ow

nloaded from
 https://onlinelibrary.w

iley.com
/doi/10.1111/jocd.15693 by C

ochraneItalia, W
iley O

nline L
ibrary on [18/02/2024]. See the T

erm
s and C

onditions (https://onlinelibrary.w
iley.com

/term
s-and-conditions) on W

iley O
nline L

ibrary for rules of use; O
A

 articles are governed by the applicable C
reative C

om
m

ons L
icense



2052  |    MASSIOT et al.

and Day 30, respectively); between-group differences were statisti-
cally significant (p < 0.05) at all post-Day 1 visits.

Hair and scalp greasiness improved continuously with both 
the active shampoo and vehicle until Day 21. Between-group dif-
ferences were statistically not significant. QoL improved in both 
groups, however, with no statistically significant difference.

Overall, 90.9% of the participants were satisfied with the active 
shampoo compared to 82.3% with the vehicle. Moreover, all sub-
jects who applied the active shampoo stated to wish to continue its 
use. The keratolytic shampoo was very well tolerated.

4  |  DISCUSSION

Results from this double-blind, randomized study showed that 
a non-medicated shampoo containing keratolytic and hydrat-
ing agents significantly (all p < 0.05) improves the PSSI, IGA, and 
psoriasis-related symptoms of subjects with mild to moderate scalp 
psoriasis compared to its vehicle within 2 weeks of daily application 
followed by a 3 times/week use while studies showed that a sham-
poo containing LHA significantly improved scalp psoriasis or scalp 
dermatitis only after 4 weeks of treatment.9,10 Similar were only ob-
tained when using shampoos that contain corticosteroids or tar in 
moderate to severe scalp psoriasis over 4 weeks.11 The present ben-
eficial outcome with the tested shampoo is particularly important as 
the continuous use of pharmacologically active formulations to treat 
scalp psoriasis, especially corticosteroids is not recommended. Due 
to this restriction of use, regular treatment-free periods are man-
datory in order to reduce or to prevent corticosteroids-related side 
effects.12 As a consequence, treatment-free periods may result in 
the relapse of psoriasis, requiring another treatment period going 

along with a novel risk of treatment-related side effects. Thus, using 
a non-medicated shampoo to maintain the treatment success of 
pharmacologically treated mild-to-moderate scalp psoriasis during 
the treatment-free period may reduce treatment cycles or increase 
the delay between such courses. Moreover, the shampoo may be 
indicated in the management of milder forms of scalp psoriasis, with-
out any restriction. The excellent local tolerance of the tested active 
shampoo may help to improve adherence to care, thus prolonging 
the treatment-free period even further.

Unfortunately, the study did not show any differences between 
the active shampoo and the vehicle concerning QoL which may be 
due to the highly appreciated vehicle formulation—that also serves 
as the basis for the active shampoo. This formulation contains glyc-
erin which is known to improve skin hydration, improving skin dry-
ness, signs, and symptoms going along with the latter. As a result of 
improved skin dryness, subjects may experience an improved qual-
ity of life through a decreased burden, as with any other emollient, 
moisturizer, or hydrating rinse-off formulation.

As for all clinical studies, the present investigation has its lim-
its. In addition to the rather small number of participants which 
did not allow for adjusting for SCALPDEX assessments, the study 
design may not reflect real-life use of the active shampoo; subjects 
may not apply the product on the hair for 2 min thus reducing its 
benefit leading to a potentially earlier relapse. Despite these issues, 
the study provided evidence that subjects who were successfully 
treated for the scalp psoriasis followed be the use of the tested ac-
tive shampoo maintain the initial treatment outcome.

In conclusion, the tested keratolytic and hydrating shampoo im-
proves mild to moderate scalp psoriasis. It is an interesting option 
in the daily care of this chronic inflammatory disease, alone or com-
bined with local reference medications.

F I G U R E  2  Improvement of the scalp 
over time with the active shampoo.
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