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New Sunscreen Approval — Why So Complicated?

Topically-applied sunscreen product use is a billion-dollar 
industry. The use of these products over the last 40 
years has changed dramatically from a “niche” market of 
fair-skinned individuals who used small amounts on an 
irregular basis to the current market of a large swath of 
the adult and paediatric population, fair-skinned or not, 
over larger areas of their bodies on a much more regular 
basis — in some cases, daily.

Benefits of sunscreen use (SPF 15+) are widely 
accepted: sunburn prevention, skin-aging reduction, and, 
of particular importance, skin cancer risk reduction. The 
benefits and increased usage have resulted in demand 
for and development of a wide array of new sunscreen 
products over the last 20 years. These modern products 
offer enhanced protection against the ultraviolet A (UVA) 
rays that play a larger part in skin cancer than was once 
believed, as well as the traditional protection against 
ultraviolet B (UVB) rays. 

These popular sunscreens have been submitted to the 
US Food and Drug Administration (FDA) over the last 15 
years for approval. The FDA has approved none of these 
products — which are regulated as drugs in the US — 
despite years of use in Europe, Asia, or Latin America, 
where they are regulated as cosmetics. The last over-the-
counter (OTC) sunscreen approved by the FDA was in the 
late 1990s. That said, the agency has not rejected these 
products either. 

Instead, the products are in a nebulous regulatory 
area due to their classification and lack of criteria to 
determine the type of clinical data needed to prove they 
are “generally recognised as safe and effective” (GRASE), 
an essential designation needed for OTC approval. This 
designation is usually granted, and the drug thereby 
regulated, under what is called the OTC drug monograph 
process.

Established in 1972, the monograph process stemmed 
from an FDA initiative to evaluate the safety and 
effectiveness of active ingredients in OTC products in 
the US. This initiative resulted in the establishment of 
OTC drug monographs for each therapeutic category 
of OTC drugs. The proposed sunscreen monograph was 
announced in August 1978 and the “tentative final 
monograph,” which established the conditions under 
which OTC sunscreen products are GRASE, was announced 
in May 1993. 

The decades-long establishment of the monograph 
process would prove reflective, and indicative, of the 
process going forward. However, during that time, as 
noted, sunscreen use increased dramatically.

With melanoma diagnoses and deaths continuing 
to rise, finalising the regulations regarding sunscreen 
products was becoming imperative. This realisation 
resulted in a requirement in the Food and Drug 
Administration Modernization Act of 1997 (FDAMA) that 
the US Department of Health and Human Services issue 
regulations for OTC sunscreen products within 18 months 
following FDAMA enactment.

Eighteen months later, in May 1999, the FDA published 
the final rule announcing the “sunscreen monograph” for 
OTC sunscreen products that established the conditions 
under which OTC sunscreen products are GRASE, and 
therefore potentially marketable. The effective date of 
the “sunscreen monograph” was established as May 21, 
2001. 

A year later, the FDA extended the effective date to 
December 31, 2002. 
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A year and a half later, the FDA stayed the effective 
date indefinitely, citing issues related to labelling and 
efficacy testing.

In January 2002, the FDA established the Time and 
Extent Application (TEA) process that provided criteria 
under which sunscreen ingredients (and other OTC 
products) may be eligible for the monograph process. 
TEA noted that the drugs must comply with “applicable 
conditions” to be eligible. These conditions included 
those products marketed in the US after the 1972 OTC 
drug review began, and those OTC products with no 
US marketing but with at least five years of marketing 
elsewhere. 

The 2002 TEA rules as published sought to establish 
a timeframe for evaluations: 90-180 days after receipt. 
However, no OTC product applications have been 
completed, though eight products have been submitted.

In preparation of the eventual approval of these 
products, the FDA sought to address some of the issues 
related to the stayed sunscreen monograph; specifically, 
labelling and efficacy studies. To help clarify these points, 
the agency in 2011 released the proposed rule Revised 
Effectiveness Determination; Sunscreen Drug Products for 
Over-the-Counter Human Use and the final rule Labeling 
and Effectiveness Testing: Sunscreen Drug Products for 
Over-the-Counter Human Use.

Despite that effort, there were still no new OTC 
sunscreen product ingredients approved. In addition, no 
feedback from the FDA, positive or negative, was received 
by the manufacturers of these products. 

This inaction, and the monograph process entering its 
fifth decade of consideration, resulted in the submission 
of the 2014 Sunscreen Innovation Act to the US Congress 
in March 2014. The House passed the Act in July and the 
Senate passed it in mid-September and it now goes to 
President Obama for his signature. 

The 2014 Sunscreen Innovation Act seeks to amend 
the FD&C Act to provide an alternative process for safety 
and efficacy review of non-prescription sunscreen active 
ingredients. While the Act does address labelling and 
testing, it primarily stresses the need for “reasonable 
timelines, in calendar days” for action on these products.

It is believed by advocates that passage of this Act will 
enable innovative, beneficial, and modern OTC sunscreen 
products, currently available in other countries, to quickly 
become available in the US. Advocates also believe that 
these products, which have better protection against 
UVA rays, will have an impact not only on the skin 
cancer diagnosis rates, but also on the nearly 10,000 US 
residents who die from melanoma annually.

However, passage of a rule, resolution, or law does 
not necessarily precipitate the desired result. The litany 
of sunscreen regulatory actions since 1972 shows this 
unequivocally. It is hoped that the quick and bipartisan 
action of Congress regarding this Act, as well as the FDA’s 
Nonprescription Drugs Advisory Committee meeting 
in September that addressed clinical determination of 
safety of these products, will serve as a harbinger of 
positive action in bringing these important products to 
the US market.
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