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The e ect of an innovative gel in the
prevention and treatment of striae
distensae. (stratamark® gel)

Simona M&lkovE, M.D.

Abstract

Despite the heavy use of cosmetic products for the
prevention and treatment of stretch marks, Striae
Distensae (SD) remains prevalent amongst pregnant
women, to date little clinical evidence has been pub-
lished to support their use. Objective: The objective
of this study was to evaluate the clinical efficacy of
a novel medical device (Stratamarkfi gel) for the pre-
vention and treatment of striae distensae in a study
cohort of 303 women. Results: 148 pregnant women
with no existing striae distensae used Stratamarkfi in
the Prevention arm. Only 18.2% developed striae
distensae at the endpoint of the study, which were
graded as mild (9.46%), mild moderate (6.08%),
moderate (2.03%), moderate severe (0.68%) with
no severe or very severe cases reported. 155 wom-
en with existing striae distensae used Stratamarkfi
in the Treatment arm. 80% experienced an im-
provement in their existing striae distensae. Both
outcomes were found to be statistically significant.
Conclusions: Stratamarkfi is effective in the preven-
tion and treatment of striae distensae in the studied
cohort. Further studies to confirm these results are
recommended.
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Introduction

Striae distensae (SD) are common and clinically pres-
ent as pathological linear atrophic scars?® that have
several different classifications SD is the generic
term for stretch marks, Striae Rubrae (SR) describes
early red scarring that occurs in the epidermis, Stri-
ae Albae (SA) describes the stretch marks as they
become mature, whiter and depressed, and Striae
Gravidarum (SG) describes stretch marks that occur
due to pregnancy. The prevalence of SG reported
in the literature is wide ranging, between 50% in
some studies, and as high as 90%, or most women
in some medical text books. Most published stud-
ies report between 60% to 70% of pregnant control

groups develop SG, depending on the ethnic group
studied, the type of placebo cream used and the
measurement criteria used.! * The measurements
used to determine the development of SG varies
from self-reported questionnaires in some studies,
through to health care professional examination. In
pregnancy, SG commonly starts to occur late in the
second trimester, although a considerable percent-
age (43%) develop prior to 24 weeks gestation. This
same study, reported that even a 15% of the studied
cohort developed SG before week 15 of pregnan-
cy. ¢ SG most frequently affects all four quadrants
of the abdomen and appears less commonly on the
breasts, buttocks, hips, arms and thighs.?
Macroscopically, SD appear as slightly raised pink
to purple linear bands (SR) that eventually mature
to become pale, atrophic scars with finely wrinkled
lines (SA).t4°1012  Microscopically SD are scars with
a thin, flattened, atrophic epidermis and flattening
of the rete ridges. There is loss of the normal random
collagen distribution to the level of the mid-dermis
or deeper. Elastin stains reveal scarce or absent elas-
tin fibres and reduced fibrillin in the papillary and
reticular dermis. Elastin fibres that are present re-
side in clumps around the periphery of the scar and
appear tangled and frayed.?# 621015 The histology of
a SD is that of a scar, and the development of SD has
been likened to that of wound healing or abnormal
scar formation.*

The pathogenesis of SD is still not fully understood,
but most authors agree that there are definitive
changesin the extracellular matrix, especially chang-
es in collagen, elastin and fibrillin.>%16 18 Gene ex-
pression studies have suggested that SD skin shows
decreased fibroblast metabolism compared to nor-
mal skin, with decreased levels of collagen, elastin
and fibronectin gene expression.>%1¢ Elastolysis and
mast cell degranulation has also been implicated in
the early stages of SD leading to destruction of elas-
tin and collagen fibers.1019

In support of the above findings Mitts et al looked
at the histological difference between 3 groups SD



Materials and Methods

Recruitment and selection

A volunteer sample of 303 women, presenting to 61
different Obstetricians in Czech Republic for obstetric
care participated in the study. All subjects were in
good health with no chronic skin conditions or severe
co-morbidities that were likely to interfere with the
study outcome. All patients were over 18 years of age.

Studied product

Stratamarkfi stretch mark gel (manufactured by
Stratpharma AG, Basel, Switzerland) is a film-forming
gelinthe formofaself-dryingsilicone, developed from
advances in polymer technology, for management
and prevention of SD, resulting from pregnancy,
exogenous and endogenous glucocorticoids, obesity
and other conditions resulting in SD formation.
Stratamarkfi when used as directed dries to form
a very thin silicone gel sheet. Stratamarkfi forms a gas
permeable, waterproof and durable membrane that
protects and hydrates the skin surface.

Procedure

Subjects were divided into two arms: Prevention:
148 pregnant women with no existing SD, and Treat-
ment: 155 women with existing SD (both SA and SR)
prior to their study participation. Within the Treat-
ment arm some women started their treatment dur-
ing their current pregnancy as they had pre-existing
SD and some patients started their treatment as late
as post-delivery. 9.03% of women had SA; Means SD
over 90 days of age. Many of the women recruited
into the Treatment arm did not have existing SD, had
declined participation in the prevention group, and
as they developed SD during their pregnancy and/
or post-delivery, requested to become part of the
Treatment arm. See Table 3.

All women were instructed not to use other creams
or lotions during the study period. All women were
asked to to apply the gel once per day, and it was
explained that the best results were expected if the
product was in contact with the skin 24 hours a day
7 days a week (24/7). Those that used the gel less
than 6 days per week were excluded from the study.

Measurements

Patients in both the Prevention and Treatment Arms
were asked to fill in a questionnaire on their experi-
ence using the gel - this included tolerability, ease of
use and feel on their skin using a Likert scale of 1 to
5 (1 = unsatisfactory, 2= satisfactory, 3 = good 4 =
very good , 5 = excellent). Patients in the Prevention
arm were assessed qualitatively for the development
of SD post-partum by their obstetrician. Those pa-
tient who developed SD were further assessed to rate
the severity of their new SD using a scale from 1to 7
(0=no SD, 1= mild, 2= mild moderate 3 = moderate,
4 =moderate severe, 5=severe, 6 = very severe and
7= worst imaginable SD).

Patients in the Treatment arm were assessed by the
obstetrician prior to their first Stratamark application
to determine change in color, visibility and pruritus of
their current SD using a scale (-4 significant deteriora-
tion, -3 considerable deterioration, -2 deterioration, -1
slight deterioration, 0 no change, +1 slight improve-
ment, +2 improvement, +3 significant improvement,
+4 disappearance). Severity of their SD pre and post
treatment was rated by the investigator using a scale
from 1to 7 (0=no SD, 1=mild, 2= mild moderate, 3=
moderate, 4 = moderate severe, 5 = severe, 6 = very
severe and 7= worst imaginable SD).

Severity, color and visibility were rated by the investi-
gator comparing the SD to surrounding skin and pru-
ritus was rated by the patient.
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Table 2 Age of studied SD in Treatment arm

Table 1 Severity of SD according to the scale in the Prevention arm

0= no SD, 1= mild, 2= mild ...moderate, 3 = moderate, 4 = moderate
... severe, 5 = severe, 6 = very severe and 7= worst imaginable SD

***
ﬁ** 3




Table 3 Treatment arm; Ad Hoc analysis of subgroups after Stratamark® use

* The total sample does not add up as some subjects are present in more than one subgroup at the same time.
**2 women were not assessed for severity by investigators.

Table 4 Color, visibility and pruritus of SD before and after Stratamark® treatment




Total 302 100.00 298 100.00 298 100.00
Excellent 194 64.24 150 50.34 134 4497
Very good 75 24.83 92 30.87 115 38.59
Good 25 8.28 43 14.43 37 12.42
Satisfactory 5 1.66 7 2.35 6 201
Unsatisfactory 3 0.99 6 2.01 6 2.01

Table5 Subjective evaluation of Stratamark®. Prevention and Treatment arm.

Discussion

The analysis indicated that Stratamarkfi was effica-
cious for both preventing the development of SG
during pregnancy and for treating those with previ-
ous SD whilst currently pregnant, and post-delivery.

Prevention

There are many unproven products on the market
tried by many women for SD prevention. Women
lack of clinically relevant information regarding their
choice of treatment to prevent SD. It is important,
therefore, to systematically assess the evidence on
the effectiveness of these creams and preparations
in the prevention of SD.
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Letter to Editor

Simona ME&lkovE, M.D.

Dear Editor,

As an author of the paper on the use
of Stratamark® in the treatment and

prevention of Striae distensae published
in this issue of New EU Magazine of
Medicine | would like to share my personal
experience with this novel gel.

As many other primiparous women
with singleton gestation | was afraid of
developing ugly SG.

| already had some striae at some parts of
my body, despite the use of the cosmetic
creams and ointments recommended to
me by the pharmacists. | was therefore
pretty sure some new striae would appear
during my rst pregnancy. | appreci ated
the opportunity to study the eet of

a new medical device Stratamark® on
my own body. | was positively surprised
to observe that | did not develop any
new SG at the areas of my body where

| was applying Stratamark® ... see Picture 1.

Unfortunately, at some other areas where
| did not apply Stratamark® | found some
new striae.

At present, nine months after my
delivery, my abdominal skin still remains
completely free of striae.

Yours sincerely,

Simona Malkova M.D.
Private gyneacology practice
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