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We describe the clinical results of psoriatic skin lesions in 12 adult patients with long-standing mild to
moderate plague psoriasisresistant totreatment with'various topical and systemic therapies that were
treated with a bovine-based collagen ointment (20% collagen powder of bovine origin in a petrolatum
base) for 4 to 6 weeks.The product was applied once every evening, with enough to cover the lesion,and
spread by gentle massage until the ointment was fully absorbed. One localized plague per participant
was selected for'treatment. Response to treatment was assessed by changes in the signs.and symptoms
of plaquerpsoriasisiin the target lesions (ie, erythema; desquamation, hyperkeratosisyitching, fissures/
cracks) rated on a scale from 0 (not present) to 4 (severe/intense) as well as physician globallassessment
(PGA) with scores from 1 (unchanged/worse) to 6 (cleared [100% improvement]). The treatment group
included 4 men and 8 women with a mean age (standard deviation [SD]) of 45.9 (12.6) years (range,
26-61 years). Psoriasis had been present for a mean (SD) of 20.7 (9.4) years. The mean duration of
treatment was 40 days (range, 30-45 days). The median interquartile range PGA score of 1.50 (range,
0-2.75) at baseline increased to 4.5 (range, 4-5) at the end of treatment (P=.002). There was a statisti-
cally significant improvement of erythema (63.9%), desquamation (63.9%), hyperkeratosis (77.8%), itch-
ing (82.6%), and fissures/cracks (91.2%) at the end of the study compared to baseline values (all P<.05).
The cosmetic characteristics (eg, appearance, texture, aroma, softness, odor, consistency, ease of appli-
cation) of the product were well-accepted. No side effects or adverse reactions were observed. The
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confirmation of these findings in a larger number of patients, particularly in controlled prospective stud-

ies, could represent an important advance in the therapeutic armamentarium for patients with plaque

psoriasis given the excellent safety profile of this nonsteroidal collagen-based ointment.

Cosmet Dermatol. 2012;25:364-371.

soriasis is one of the most common chronic

inflammatory disorders. Its cause is unknown,

but data from a large number of studies indi-

cate that the disease results from a complex

and dynamic interplay between genetic and
environmental factors that trigger an excessive inflam-
matory response in the skin.! Dendritic cells and effec-
tor T cells are central in the development of psoriatic
lesions, and cytokines produced by these cells stimulate
keratinocytes to proliferate and increase the migration of
inflammatory cells.into the.skin, prometing epidermal
hyperplasia/and inflammation.* A\better understanding
of psoriasisias a T cell-mediated autoimmunedisease and
of the pathophysiology of psoriasis plagues has led to the
development of mew systemic immunomodulatory thera-
pies.*3 Although these newer approaches have changed
the ways psoriatic patients are managed, the majority of
patientsswith, psoriasis can be safely:and effectively treated
with topical agents.

Plaque psoriasis'is the most common form of the dis-
ease, faffecting approximately 80% to 90% of patients;
among patients with plaque psoriasis, the majority (80%)
have mild to moderate symptoms. Topical therapies form
the cornerstone in the management of mild to moderate
psoriasis®’ and also are used as adjunctives to systemic
therapy in patients with moderate and severe symptoms.
Over the last decade, topical treatment of psoriasis has
evolved from the age-old application of tar and dithranol
to the more acceptable and efficacious options of topi-
cal corticosteroids, retinoids, and vitamin D analogues,
with the advent of a wide range of vehicles and deliv-
ery modes.®? However, treatment should be tailored to
meet individual patient needs, which vary depending on
body location and characteristics of the psoriasis being
treated, including lesion thickness, degree of erythema,
amount of scaling and pruritus, and patient preferences.'®
Furthermore, when choosing a treatment strategy, the cli-
nician should be aware that the ultimate goal of therapy
is to gain rapid control of the disease; decrease erythema,
scaling, and duration of individual plaques; maintain
long-term remission and avoid relapse; avoid adverse
effects; and improve the patients quality of life.!’ For
practical considerations, there is no single ideal topical
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agent or sequence of agents that meets all these expecta-
tions; therefore, there is a need for new highly effective
and safe therapy options for topical use.

Clinical observation of a dramatic improvement of
plaque psoriasis lesions with the use of a bovine-based
collagen ointment prompted us to perform an open-label,
pilot, observational study to evaluate the clinical response
of patients with mild to moderate plaque psoriasis treated
with this bovine-based collagen product.

METHODS

The study group consisted of 12 consecutive plaque pso-
riasis patients attending control visits at/a private derma-
tology clinic in Barcelona, Spain. Inclusion criteria were
mild to moderate plaque-type psoriasis, long-standing
disease, and skin lesions that were difficult to control
despite treatment with various systemic and topical thera-
pies. All pasticipants were fully aware of the investiga-
tional nattire of the'topical-product and provided written
informed consent to participate in the study:

Participants were treated/with a new formulation of
20% bovine-based collagen powder in a petrolatum base
and were instructed to apply the product once every eve-
ning, to use enough to cover the lesion, and to spread the
ointment by gentle massage until it was fully absorbed.
One localized plaque per participant was selected for
treatment. The duration of treatment was 4 to 6 weeks.
Participants were directed to stop treatment and con-
tact the investigator if any adverse reactions or side
effects occurred.

Treatment response was assessed by observing changes
in the signs and symptoms of plaque psoriasis in the tar-
get lesions (ie, erythema, desquamation, hyperkerato-
sis, itching, fissures/cracks). Symptoms were rated on a
scale of 0 to 4 (O=not present; 1=very mild; 2=mild;
3=moderate; 4=severe/intense) and according to the
physician global assessment (PGA),!? with scores rang-
ing from 1 to 6 (1=unchanged/worse; 2=slight [1%-—
24% improvement]; 3=fair [25%-49% improvement];
4=good [50%-74% improvement]; 5=excellent [75%—
99% improvement]; 6=cleared [100% improvement]).
Participants were assessed monthly as well as at the end
of the observational period, which was approximately
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6 weeks unless full improvement was observed before.
All clinical examinations were conducted by one of the
authors (M.P). Photographs of the treated lesions also
were analyzed before and after the treatment period.

Statistical Analysis

Data analysis was conducted using SPSS statistics software
for Windows (Version 9.0). The Kolmogorov-Smirnov
test was used to assess normal distribution of data. Dif-
ferences in the signs and symptoms of the study lesions
as well as changes in PGA scores before and after at least
4 weeks of treatment with the bovine-based collagen oint-
ment were analyzed with the Wilcoxon signed rank test.
Results are expressed as mean (standard deviation [SD])
for normally distributed variables and as median and
interquartile range (25th—75th percentiles) for variables
whose distribution departed from normality. P<<.05 was
considered statistically significant.

RESULTS

The study group included 4 men and 8 women, witha
mean age (SD) of 45.9 (12.6) years (range 26=61 years).
Psoriasis had beeny present for amean (SD) of
20.7 (9.4) years (range, 7-36 years). All'participants pre-
sented with mild to moderate plaque psoriasis; none had
psoriatic arthritis. Psoriasis triggers among the treatment
grouppineluded recurrent pharyngotensillitis in 2 partici-
pants and emotional stress in 1 participant. Demographic
and clinical data are summarized in Table 1. The mean
duration of treatment was 40 days (range, 30—45 days).

With the use of the bovine-based collagen ointment,
all of the participants reported a dramatic increase in the
hydration of the treated lesions; a decrease in the flare
and burning sensation; disappearance of pruritus; and a
marked improvement in the erythematous, desquamative,
and hyperkeratotic components of the lesions. In most of
the participants, clinical improvement became evident
after a few days of treatment, particularly the alleviation of
itching, which practically disappeared immediately after
the first application of the product. Clinical changes asso-
ciated with the use of the topical treatment are detailed
in Table 1. None of the participants experienced worsen-
ing of the psoriatic lesions. Figures 1 to 4 illustrate skin
changes before and after treatment in 4 participants.

As shown in Table 2, signs and symptoms of the treated
lesions changed significantly (all P<<.05), with marked im-
provements in erythema (63.9%), desquamation (63.9%),
hyperkeratosis (77.8%), itching (82.6%), and fissures/
cracks (91.2%) at the end of the study compared to base-
line values (Figure 5). The median interquartile range
PGA score increased from 1.50 (range, 0-2.75) at base-
line to 4.5 (range, 4-5) at the end of treatment (P=.002),
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Figure 1. Participant 1 with erythematous and desquamative plaques
on both knees that caused intense itching (A). Following treatment
with a bovine-based collagen ointment, desquamation and itching
disappeared (B).

with improvement rates ranging from 50% to 74%
(score 4) and 75% to 99% (score 5)(Figure 6).

The cosmetic characteristics (eg, appearance, texture,
aroma, softness, odor, consistency, ease of application) of
the bovine-based collagen ointment were well-accepted
by all participants. Moreover, all participants were satis-
fied with this new treatment, which largely contributed
to a reduction in the use of complementary treatments
(eg, hydration creams), reducing the standard monthly
expenses of this kind of product. At the end of the study,
several participants decided to continue use of the bovine-
based collagen ointment, and further improvement of the
lesions was noted.

Tolerability of the bovine-based collagen ointment
was excellent and none of the participants reported any
adverse events.
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Figure 2. Participant 6 with hyperkeratotic and highly pruriginous plaques on the elbow (A). Following treatment with a bovine-based collagen
ointment, hyperkeratosis and itching disappeared with restoration of hair growth (B).

A

Figure 3. Participant 10 with painful fissures/cracks on the tip of the thumb (A). The lesions resolved after treatment with a bovine-based col-
lagen ointment (B).

A B

Figure 4. Participant 12 with an erythematous and desquamative plaque with peripheral hyperkeratosis on the anterior part of the chest (A).
Treatment with a bovine-based collagen ointment led to clearance of clinical signs (B).
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_

Changes in the Signs and Symptoms of the Target Lesions After
Treatment With the Bovine-Based Collagen Ointment®

Topical Treatment With the Study Ointment

Baseline Score, End of Study Score,
Characteristic median (IQR) median (IQR) P Value®
Erythema 3 (3-30) 1(0-2) .003
Desquamation 3.5(2.25-4) 1(0.25-2) .002
Hyperkeratosis 3(3-3.75) 0(0-1.75) .002
Itching 3(2.25-4) 0(0-1) .002
Fissures/cracks 0(0-1.75) 0 (0-0) .039

Abbreviation:IQR, interquartile range (25th-75th percentiles).
2Assessed on a 5-point scale (0=not present; 4=severe/intense).
"Wilcoxon signed rank test.

Figure 5. Comparison of the mean scores of psoriatic signs and
symptoms before and after treatment with a bovine-based collagen
ointment. Symptoms were rated on a scale of 0 (not present) to
4 (severe/intense).

COMMENT

In our study of 12 plaque psoriasis patients with long-
standing psoriasis in which different therapeutic modali-
ties including systemic medications and multiple topical
treatments had not been completely effective, daily appli-
cation of a bovine-based collagen ointment for 4 to
6 weeks was associated with a marked and statistically

370 Cosmetic Dermatology® » AUGUST 2012 « VOL. 25 NO. 8

Figure 6. Changes in the mean physician global assessment
(PGA) score after treatment with a bovine-based collagen oint-
ment. Scores ranged from 1 (unchanged/worse) to 6 (cleared
[100% improvement]).

significant (P<<.05) improvement of the psoriatic lesions
with a reduction of erythema, desquamation, hyper-
keratosis, and fissures/cracks, as well as disappearance
of itching. All participants reported increased hydration
and softening of the skin as well as amelioration of scal-
ing; they also reported satisfaction with the treatment
results. Along with improvement of the clinical signs and
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symptoms of plaque psoriasis, a statistically significant
increase in the PGA score also was observed (P=.002).

Although the precise mechanism of action of the bovine-
based collagen ointment is still unknown, improvement
was observed in our study group with complete clearance
in some participants achieved by once-daily application
of the study product without any adverse effects. It has
been shown that an acidic mucopolysaccharide complex
obtained from bovine tracheal cartilage that contains
glycosaminoglycans, including chondroitin sulfate, has
immunoregulatory effects and plays a major role in wound
healing by promoting the growth of fibroblasts and kerat-
inocytes.!>!* Bovine collagen has a beneficial and healing
effect on the extracellular matrix that results in positive
benefits for patients with a variety of conditions, includ-
ing difficult-to-heal wounds and psoriasis.'® Restoration of
chondroitin sulfate alterations in the papillary dermis and
basal keratinocytes'® may be consistent with the favorable
effect of the bovine-based collagen powder in the treat-
ment of psoriasis:

Our treatment group included participants with a mean
20-year history of plaque psoriasis; shortly after topical
treatment with the study ointment, theit lesions dramati-
cally improved in"appearance.  Moreover, participants
who decided to continue treatment after the study period
also experienced further clinical improvement of pso-
riatic plaques. To our knowledge sthis study is the first
reported finding of sueeessful bovine-based collagen.topi-
cal therapy in/psoriasis. Qur preliminary, obseryation has
the clear limit of the small sample of patients.

Given the potential interest in bovine-based collagen
ointment for the topical treatment of plaque psoriasis,
controlled studies (eg, using the vehicle as a control) in
patients with psoriasis should be performed to confirm
the encouraging results obtained in this pilot study.
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