
Hello, 
 
I would like to submit a request for public comment regarding the review and addition of clascoterone 
1% cream (brand name Winlevi) to the Iowa PDL. I do not have financial or other affiliation with any 
organization, pharmaceutical company, business, or otherwise. I am simply a concerned Medicaid 
member who has suffered from moderate to severe acne vulgaris for over 10 years who wishes to bring 
attention to a product providing a novel treatment option that is superior to those currently available.  
 
It has been well established that androgens, principally testosterone, are the primary hormones 
involved in the pathogenesis of acne -- particularly in more severe forms of the disease involving 
inflammatory/cystic lesions. Many common acne treatment options, such as topical retinoids, 
antibiotics, and benzoyl peroxide, may not be sufficient for more severe forms of the disease (Hodge 

and Titus, 735 -736). Oral antibiotics and isotretinoin may be employed in such cases, but come with 
significant side-effects and relapse in severe cases are likely, particularly if the hormonal antagonist has 
not been resolved. As such, common treatments for moderate to severe acne vulgaris believed to stem 
from hormonal sensitivities or excess androgens include oral androgen-receptor blockers like 
spironolactone (off-label use) and oral contraceptives. Once again, however, the systematic nature of 
these options often produces a litany of unwanted side-effects. Additionally, these options are, for 
obvious reasons, contraindicated in males and pregnant individuals (or those seeking to become 
pregnant). It is believed clascoterone competes for DHT receptors in the skin that, when activated, 
induce transcription of genes responsible for the production of sebum and inflammatory 
products(Alkhodaidi et al.). Unlike any other product available in the Iowa PDL, or on the market as a 
whole, Winlevi is a topical anti-androgen cream, meaning it can be used safely in these groups who 
otherwise would have limited or no options for effectively treating their inflammatory acne. Based on a 
comprehensive review of the efficacy and safety studies conducted to date, "there is strong evidence 
favoring the clinical efficacy and safety of clascoterone 1% cream," brand name: Winlevi (Sanchez and 
Keri).  
 
I propose the Committee review and approve Winlevi (clascoterone 1%) for addition to the Iowa PDL 
given the absence of comparable alternatives for the treatment of severe inflammatory acne vulgaris in 
males and other individuals where current treatment options are contraindicated, or high-risk. 
Additionally, Winlevi appears to be a highly efficacious treatment option for the aforementioned groups, 
as well as for those who may desire an alternative to systematic drugs and their associated side-effects. 
Literature referenced in the above paragraph will be attached to this email, along with the Conflict of 

disclosure form. 
 
I appreciate the Committee taking the time to receive and consider public comments. 
 
 


