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Lichen Sclerosus (LS) is a chronic 
vulvovaginal condition that affects 
womens quality of life by causing: 

•	 Itching
•	 Pain
•	 Burning
•	 Scarring in the anogenital region

StrataMGT 

•	 A gel known for its hydrating and  
protective properties.

•	 Hall's study demonstrated significant 
symptom improvement in LS patients, 
supported by pathological evaluations 
showing reduced inflammation.4

Current Treatment 

•	 Ultra-potent corticosteroids 
are the standard treatment 
but can cause side effects.

•	 Many women continue to  
experience symptoms despite 
treatment. 1-3
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This open-label, exploratory study involves five biopsy-confirmed LS  
patients, recruited from a single center.

Assessments 

•	 Vulvoscopy
•	 4 mm punch biopsy

•	 Vulvoscopy
•	 4 mm punch biopsy

•	 Treatment
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Figure 1: Schematic illustration of the study timeline.

Figure 3: Histopathology demonstrates decreased inflammatory infiltrate between pre and post 
treatment biopsies.

A vulvoscopy is performed at screening visit and after treatment, 
to rule out vulvar intraepithelial neoplasia (VIN) or carcinoma.  

Primary endpoint: 
•	 Evaluation of inflammatory infiltration in biopsy samples on a 0-3 

scale, assessed by a dermatopathologist 

Secondary endpoints:

•	 Changes in scores on the Vulvar Quality of Life Index (VQLI)
•	 Skindex 29
•	 Clinical Lichen Sclerosus Scoring Scale (CLISSCO). 

All adverse events, including serious ones, will be recorded, and a 
physical examination will be conducted at each visit.

This study aims to confirm these findings through biopsy analyses, providing objective histological evidence of StrataMGT’s impact on  
inflammation and tissue remodeling in VLS, offering a potential alternative treatment without the side effects of corticosteroids.

Figure 2: Progression of VQLI scores over the 10-week study period.

Before Treatment

Study Objective 

To evaluate the efficacy and safety of StrataMGT 
in treating vulvar lichen sclerosus (VLS).

•	 The primary endpoint focuses on confirming its 
effectiveness in reducing inflammation and 
scarring, as determined by biopsy analysis.

•	 The secondary endpoint will assess patient- 
reported outcomes, including:
•	 Symptom Improvement •	 Quality of Life

After Treatment

Preliminary results show a decrease in lichen sclerosus symptoms 
as measured by the VQLI in 3 of 5 participants. Additionally, there 
was a decrease in inflammation between pre and post treatment 
biopsies in 2 of the 4 participants.


