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Materials and methods: We evaluated the 
compliance, the efficacy, and safety of Heter-
ologous Type I Collagen (HTIC) intradermal in-
jections to 9 patients (6 females and 3 males) 
with diagnosis of biopsy proven active GLSc, 
relatively unresponsive to topical steroid treat-
ment. The patients received 4 treatments, once 
every two weeks.
Results: All patients exhibited a decrease  
of the surface area of the lesions after 
the first treatment with complete resolu-
tion after the third treatment (5 females 
and 2 males) and after the fourth treatment  
(1 female and one male). Pruritus, soreness, 
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Abstract
Introduction: Genital Lichen Sclerosus (GLSc) 
is a chronic, progressive, inflammatory derma-
tosis affecting mainly the genital mucous mem-
branes in both sexes. Advanced disease has  
a considerable impact on the quality of life and 
it is associated with increased risk of squamous 
cell carcinoma (SCC), vulvar or of the penis. 
There is no definitive cure for GLSc nor is there 
a comprehensive treatment to cover all patients.
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Various treatment modalities have been 
tried in the management of genital lichen scle-
rosus (GLSc) with varied results. Current guide-
lines suggest ultrapotent topical corticosteroids 
as first line treatment, even though there are no 
randomized controlled trials to establish the ideal 
potency frequency and duration. Surgical treat-
ment, lights and lasers, like phototherapy (most-
ly UVA1, PUVA baths), photodynamic therapy, 
cryotherapy, tissue-vaporizing 
CO2 lasers or non-ablative 
lasers, such as pulsed-
dye and Nd-YAG 
have also been 
employed, with 
variable success. 
Recent publica-
tions suggest 
the injection of 
PRP and stem 
cells used along 
with fat transfer 
as a novel tech-
nique in the manage-
ment of GLSc [3].

We present nine pa-
tients (six females and three males), 
who were successfully treated with injections of 
heterologous type I collagen (HTIC).

Materials and methods
Six female patients, with a median age of 50 
years (range: 36–65 years) and three male pa-
tients aged 38, 42, and 56 years presented  
to the outpatient clinic with atrophic, ivory-
-white confluent, sclerotic plaques in the la-
bia majora, labia minora and perineal area in 

discomfort and dyspareunia were significantly 
improved and completely resolved after the 
second treatment. The patients did not experi-
ence any relapse for the next 24 months under 
maintenance treatment.
Discussion: The exact etiology of LS is not 
known but several theories have been pos-

tulated. A genetic predisposition is apparent.  
A strong association with autoimmune disorders 
has been reported and both bacterial and viral 
pathogens have been implicated in its etiology.
Conclusion: HT1C is a potential new, promising 
treatment option for GLSc, which needs further 
assessment in randomized controlled trials.

Introduction
Genital Lichen Sclerosus (GLSc) is a chronic, 
progressive, inflammatory mucocutaneous dis-
order characterized by ivory-white plaques or 
patches with glistening surface commonly af-
fecting the anogenital region. It may cause sub-
stantial discomfort due to the intractable itching 
and soreness while thinning and shrinkage of 
the genital area make coitus, urination and def-
ecation painful. Although reports indicate that 
lichen sclerosus affects between 1 in 1000 and 
1 in 300 individuals in the general population, 
the exact prevalence is unknown. It still seems 
unknown and underestimated because many pa-
tients are asymptomatic, and it is frequently mis-
diagnosed. Advanced disease has, on one hand,  
a considerable impact on the quality of life. On 
the other hand, it is associated with increased 
risk of squamous cell carcinoma (SCC). The exact 
etiology of LS is not known but several theories 
have been postulated [1].

It affects both sexes but it is more frequent-
ly observed among women, with a male to female 
ratio between 1:3 and 1:5. It involves mostly the 
genital mucosa and less often extragenital sites 
[2]. The disease leads to progressive alteration 
of the four main functions of the mucous tissue: 
hydration, elasticity, ability to resist mechani-
cal stimulation and proprioceptive transmission. 
These changes explain most of the symptoms  
of the disease, which worsen over time and are 
associated with the destruction of the anatomic 
structures of the genital region in an advanced 
stage in both sexes, functional impairment and  
a potential risk for malignant evolution [2]. 
Therefore, treatment and long-term follow-up 
are mandatory.
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affected areas. The infiltration pattern that was 
followed was to inject 0,1 ml of the solution per 
point intradermally or directly subdermally in  
a grid pattern at approximately 1 cm intervals 
over the entire affected genital area. Topical li-
docaine 30% cream was applied on the lesional 
area 60 minutes before treatment. 

The injection was performed, using 30 
Gauge needle of 4 mm. The patients received 
4 treatments, at 2-week intervals and conti- 
nued with a maintenance treatment once every 
2 months. Maintenance treatment was initiated 
3 months after the fourth treatment [6,7].

The patients evaluated pruritus, soreness, 
discomfort, dyspareunia on a visual analog scale 
(VAS) after each treatment session. The lesions 
were evaluated clinically at each session. The 
patient was also asked to rate the pain during 
the injections on a VAS [8,9].

Results
All patients presented with improvement after 
the first treatment with complete resolution af-
ter the third treatment (5 females and 2 males) 
and after the fourth treatment (1 female and one 
male).

Ryc. 1. Pacjentka 49-letnia z liszajem twardzinowym narządów płciowych  
podczas pierwszej wizyty

Fig. 1. A female 49-year-old patient with genital lichen sclerosus at the initial visit

female patients and with atrophic plaques in-
volving the prepuce, frenulum and glans and 
difficulty to retract foreskin (phimosis), since 6  
to 12 months. All nine patients reported sore-
ness, discomfort, erosions and dyspareunia. 
A biopsy specimen obtained from the lesional 
areas revealed features typical of GLSc in all 
patients including thinning of epidermis and 
hyperkeratosis, a white homogenized collagen 
band below the dermoepidermal junction and 
lymphocytic infiltrate in the dermis. A diagnosis 
of GLSc was made based on the clinical and his-
tological features. The patients were prescribed 
clobetasol propionate cream to apply twice dai-
ly for three weeks and subsequently once daily 
for three more weeks. A follow up visit after 6 
weeks showed no amelioration of the lesions 
even though seven of the patients reported im-
provement of pruritus. All patients consented 
to begin off-label treatment with injections  
of HTIC [4,5].

100 mg of heterologous Type I Collagen 
micronized, sterile powder, reconstituted in 4,5 
ml of normal saline (0,9% sodium chloride solu-
tion) and 0,5 ml of lidocaine was injected to the 
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Pruritus, soreness, discomfort and dys-
pareunia were recorded on a visual analog scale 
(VAS), a validated, subjective measure, at the ini-
tial visit and after each treatment session, and 
were significantly improved, 10 days after the 
first treatment session, while all patients re-
ported no symptoms 10 days after the second 
treatment. They all reported minimal to mod-
erate pain (VAS<5) during the injection process. 
No adverse events were reported. The patients 
did not experience any relapse for the next 24 
months under maintenance treatment.

Discussion
The exact prevalence of GLSc is unknown and 
possibly underestimated as there is often a de-
lay in diagnosis due to its asymptomatic nature. 
It is considered to be an autoimmune condition; 
however, its etiopathogenesis remains unclear. 
Given its strong association with other autoim-
mune diseases such as alopecia areata, vitiligo, 
autoimmune thyroiditis, and pernicious anemia, 
its etiology is probably multifactorial. Further 
etiologic factors have been implicated such as 
genetic susceptibility, and both bacterial and vi-
ral pathogens. There are also linkages between 

hormones, cell kinetics, local skin changes and 
the pathogenesis of GLSc [5,6]. Advanced dis-
ease has a considerable impact on patients’ 
quality of life. Moreover, it has been associated 
with increased risk of vulvar squamous cell car-
cinoma (SCC) and SCC of the penis. A long-term 
control of the disorder is necessary for alleviat-
ing the symptoms and preventing any functional 
impairment and malignant transformation.

HT1C in the form of a lyophilized collagen 
patch, has been used for almost 30 years in Der-
matology, Angiology and Vascular Surgery for 
the treatment of skin ulcers, chronic wounds, 
scars and bedsores [10,11].

HT1C has been reported to stimulate the 
production of new fibroblasts to create native 
Type III Collagen. It produces optimal condi-
tions to restore connective tissue. It supple-
ments dermal biorevitalization and assists the 
regeneration and reconstruction of connective 
tissue in the dermis providing perfect condi-
tions for the physiological neoformation of col-
lagen. HTIC could restore degenerated collagen 
in the dermis; however, there is no indication of 
any modification on the inflammatory compo-
nent of GLSc pathogenesis [10,11].

Ryc. 2. Ta sama pacjentka 24 miesiące po pierwszej wizycie; widoczne doskonałe utrzymanie 
efektu, przy minimalnym leczeniu podtrzymującym

Fig. 2. The same female patient, excellent maintenance of clearance 24 months after the
initial visit, with minimal maintenance treatment
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that HTIC could be an efficacious alternative 
treatment or maintenance treatment. It gives 
excellent results with basically no side effects, 
no risk of scar tissue formation.

� However, further investigations and lar-
ger trials would be necessary to clarify the exact 
role of HT1C treatment. Additionally, these case 
series lack a control group, as part of the im-
provement could be due to the tissue needling 
involved in the collagen injection process.

HTIC application is a relatively painless and 
it is a minimally invasive procedure, therefore it 
can be performed in any office under local an-
esthesia [8,9].

Conclusions
� The patients had rapid complete cle-

arance of GLSc lesions within eight weeks and 
symptom resolution within three weeks that was 
sustained for the next twenty-four months with 
minimal maintenance treatment. This suggests 

Ryc. 3. 38-letni pacjent z liszajem twardzinowym narządów płciowych podczas pierwszej  
wizyty (a); istotna poprawa po czwartym zabiegu z użyciem heterologicznego kolagenu typu I (b)

Fig. 3. A male 38-year-old patient with genital lichen sclerosus at the initial visit (a);  
significant improvement of the lesions after the fourth treatment  

with heterologous type I collagen (b)
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