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To the Editor: We performed a randomized, double-blind, placebudrotied trial to
evaluate the efficacy and safety of autologousefatich plasma (PRP) for the
treatment of vulvar lichen sclerosus (LS). Thirgtipnts (mean age 52.6 years, 29
Caucasians, 1 Hispanic) with biopsy proven acti8enere recruited. One participant
withdrew after randomization, but before treatmant] 29 completed the study. Patients
were randomized to receive either placebo (safijeziions) (10 subjects) or two
separate treatments of PRP separated by 6 weeksilfpfrts). There was no statistically
significant difference between the participant agduration of symptoms between PRP
and placebo groups. Each treatment consisted d¢fdd RRP injected sub-dermally and
intra-dermally, infiltrating the areas affectedlfy. The PRP was prepared using a FDA
cleared, centrifuge which uses a laser to isotaetatelet rich fraction of 60ml of whole
blood [Magellan® Autologous Platelet Separator &ys} The PRP was collected in a
blackened syringe so that neither the physicianimidtaring the PRP, nor the study
participants, were aware if they were receivingRIRP or placebo. The primary efficacy
variable was determined by a pathologist with ettpein vulvar pathology (DH) who
was blinded to the treatment arms, who evaluatednfftammatory infiltration on the pre
and post treatment biopsies (0 to 3 scale). Ars#gny endpoint was change in the
“Clinical Scoring System for Vulvar Lichen Sclera8{CSS) a validated instrument that
assesses both the investigators and patients’ @sioreof the severity of the !SOf the

19 women receiving PRP, 5 had improvement in hattogogic inflammation between
pre-and-post treatment biopsies, 10 had no chamge4 had more inflammation. Of the

10 women receiving placebo, 5 had improvement,dritachange, and 1 had more



inflammationU=109.0,p=0.542 (Mann-Whitney Mean difference in the CSS patient
domain between initial and final visit was -7.74 patients receiving PRP and -9.44 for
patients receiving placebd=80.50,p=0.654 (Mann-Whitney). Bruising was the only

adverse event reported.

A recent pilot study performed by our group showed that PRP reduced
histopathologic inflammation in 7 of 12 patients with vulvar lichen sclerosus.?
However, the main limitations of that study was its lack of placebo control. In
addition, Tedesco et al. studied PRP injection in 31 LS patients.3 They reported that
62% of patients have improvement in their LS but their study was not placebo
controlled, did not use validated measures of subjective or objective improvement,
and did not include histopathologic evaluation. As LS is a premalignant condition,
and a reduction in inflammation with optimal use of corticosteroids lowers the rate
of malignant transformation, it is essential that all studies of LS use reduction in
inflammation as the primary efficacy measure.* One of the strengths of our current
study is that it used this objective criterion as its primary endpoint. Additional
strengths of our study are that it was blinded, placebo-controlled, and used the
validated CSS. A sample size calculation was performed prior to the onset of the
study and determined that our study sample was powered to show a clinically
significant effect of a 50% reduction in inflammation with a two-sided significance
of 0.05 and a power of 0.8. In conclusion, until further well-designed, controlled
studies with appropriate endpoints show positive results, the negative results of

this study suggest that autologous PRP does not adequately treat vulvar LS.
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