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“Status and outlook for new US Sunscreens – are we there yet?”   

 

Abstract:  

 

Sunscreens are topically applied drug products regulated by the U.S. FDA under its 

OTC sunscreen drug monograph. They are indicated to help prevent sunburn and 

decrease the risk of skin cancer and early skin aging, caused by exposure to the sun’s 

ultraviolet radiation. 

 

Compared to other countries, which have 30 or more UV filters approved for use in 

sunscreen products, the US has 16 UV filters currently listed on FDA’s OTC sunscreen 



monograph. Of these, only about nine are currently viewed as technically suitable for 

formulating sunscreen products that provide adequate, effective, and broad-spectrum 

UV protection as prescribed by the OTC sunscreen drug monograph. 

 

This small number of approved UV filters reduces the options to provide American 

consumers a variety of innovative, broad spectrum and effective sun protection 

products that help protect them against skin cancer and skin damage associated with 

overexposure to the sun. This situation is further complicated by an absence of new UV 

filters added to the sunscreen monograph in over 20 years and by the FDA’s 2021 

deemed final order and proposed order for OTC sunscreens request that additional 

clinical and preclinical safety data be generated for twelve of the sixteen sunscreen 

actives listed on the sunscreen monograph.  

 

An overview of the status of current UV-filters, new UV-filters on the horizon, and the 

required clinical pharmacokinetic (PK), human dermal safety, nonclinical and efficacy 

studies needed to bring new UV-filters to market for sunscreen use in the US will be 

discussed. 


