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STOP BEING SHADY: HOW CURRENT 
SUNSCREEN REGULATORY PROCESSES AND 
STANDARDS BURN CONSUMER PROTECTION 

 Abstract: In the United States, the Food and Drug Administration (FDA) reg-
ulates sunscreen as an over-the-counter (OTC) drug and not a cosmetic, subject-
ing it to the agency’s OTC drug review process. In 1999, the FDA published a fi-
nal set of standards for marketing sunscreens in the United States, called a mon-
ograph. Since its publication, the FDA has tried to amend the monograph with lit-
tle success. Congress has also acted to ease the procedural burdens and hurdles 
the FDA faces in updating the monograph, but these attempts brought about little 
change in sunscreen regulations. The United States’ efforts to properly update the 
standards for sunscreen pale in comparison to other countries, such as those in 
the European Union and parts of Asia. There, sunscreens are regulated as cosmet-
ics, and new sunscreen ingredients face a different review process, leading to ap-
proval of newer and more effective ingredients on an expedited basis. Mean-
while, the FDA has taken a risk-averse approach to sunscreens, and in particular, 
approvals of new sunscreen active ingredients, as they have consistently denied 
approvals for new ingredients due to insufficient safety data. This approach has 
impeded meaningful progress for sunscreens—the last time the FDA approved a 
new sunscreen active ingredient to be broadly used in sunscreens was in 1999. 
Some groups support the FDA’s risk-aversion, but others question whether such 
stringency actually benefits public health long-term. This Note argues that the 
FDA’s risk-averse approach improperly balances sunscreen safety with public 
health. To better serve the FDA’s mission of consumer protection, Congress 
should step in to fund public research or provide enticing incentives for industry 
stakeholders to encourage them to take up the costs associated with the rigorous, 
yet crucial, safety testing. 

INTRODUCTION 

It is time to fix sunscreen in the United States.1 U.S. House Representa-
tive Alexandria Ocasio-Cortez took to Instagram to share this message with the 
Internet and her one and a half million followers.2 Focusing on the differences 
between foreign sunscreen and American sunscreen, specifically on how each 
is regulated, Representative Ocasio-Cortez concluded Food and Drug Admin-

                                                                                                                           
 1 Alexandria Ocasio-Cortez (@repaoc), INSTAGRAM (Aug. 10, 2023), https://www.instagram.
com/p/CvyIbGBx7iQ/ [https://perma.cc/G3ZL-N8LF]. 
 2 Id.; Sandra E. Garcia, U.S. Sunscreen Is Stuck in the ’90s. Is This a Job for Congress?, N.Y. 
TIMES, https://www.nytimes.com/2023/08/12/style/sunscreen-fda-regulation-aoc.html [https://perma.
cc/3PTS-RW5Q] (Aug. 16, 2023) (mentioning the number of Representative Ocasio-Cortez’s Insta-
gram followers). 

https://perma.cc/G3ZL-N8LF
https://perma.cc/3PTS-RW5Q
https://perma.cc/3PTS-RW5Q


212 Boston College Law Review [Vol. 66:211 

istration (FDA) regulations do not produce higher quality or safer sunscreens, 
and American sunscreens are lagging behind other, more advanced, interna-
tional products.3 She urged viewers to contact their congressional representa-
tives to break down regulatory barriers and support more public research on 
sunscreen filters.4 

This call-to-action was not the first push to update sunscreen regula-
tions—other attempts include the FDA using its rulemaking power to update 
the regulations and Congress using its legislative power to hasten the approval 
process of new sunscreen active ingredients.5 Sunscreen regulation falls under 
the purview of the FDA in the United States.6 The FDA classifies sunscreen as 
a drug, instead of a cosmetic, and as such, sunscreen active ingredients and 
product formulations are subject to stringent testing and labeling require-
ments.7 Therefore, the pathway to getting a new sunscreen active ingredient, or 

                                                                                                                           
 3 Representative Alexandria Ocasio-Cortez (@repaoc), supra note 1. Representative Ocasio-
Cortez highlights that American sunscreens are regulated as drugs, whereas much of the world regu-
lates them as cosmetics. Id. 
 4 Id. Sunscreen filters are ingredients used in sunscreens to block or absorb the sun’s ultraviolet 
(UV) radiation. UV Filters, NAT’L TOXICOLOGY PROGRAM, U.S. DEP’T OF HEALTH & HUM. SERVS., 
https://ntp.niehs.nih.gov/whatwestudy/topics/uvfilters [https://perma.cc/4BP3-USX3]. Throughout 
this Note, “UV filter” and “active ingredient” will be used interchangeably to reference the ingredients 
in sunscreen products that absorb or reflect UV radiation. 
 5 See generally Sunscreen Drug Products for Over-the-Counter Human Use; Proposed Amend-
ment of Final Monograph, 72 Fed. Reg. 49070 (proposed Aug. 27, 2007) (to be codified at 21 C.F.R. 
pts. 347, 352) (proposing amending and revising existing sunscreen regulations); Sunscreen Innova-
tion Act, 21 U.S.C. §§ 360fff–360fff-7 (creating new guidelines for the Food and Drug Administra-
tion (FDA) for approving certain new ingredients for sunscreen); Sunscreen Drug Products for Over-
the-Counter Human Use, 84 Fed. Reg. 6204 (proposed Feb. 26, 2019) (to be codified at 21 C.F.R. pts. 
201, 310, 347, 352) (proposing a final set of standards for sunscreens); 21 U.S.C. § 355h (replacing 
the FDA’s rulemaking process with an administrative order process for over-the-counter (OTC) drugs 
and finalizing the sunscreen monograph); Amending Over-the-Counter Monograph M020: Sunscreen 
Drug Products for Over-the-Counter Use; Over the Counter Monograph Proposed Order; Availability, 
86 Fed. Reg. 53322 (proposed Sept. 27, 2021) (proposing to amend the finalized sunscreen mono-
graph, the main regulation establishing what is considered generally recognized as safe and effective 
(GRASE) for sunscreens). The proposal in the 2021 Federal Register does not include the actual pro-
posed order. See Amending Over-the-Counter Monograph M020: Sunscreen Drug Products for Over-
the-Counter Use; Over the Counter Monograph Proposed Order; Availability, 86 Fed. Reg. at 53324 
(directing people to the OTC Monograph portal to view the full proposed order). For the actual pro-
posed order, see U.S. FOOD & DRUG ADMIN., PROPOSED ORDER (OTC000008): AMENDING OVER-
THE-COUNTER (OTC) MONOGRAPH M020: SUNSCREEN DRUG PRODUCTS FOR OTC HUMAN USE 
(2021), https://dps-admin.fda.gov/omuf/omuf/sites/omuf/files/primary-documents/2022-09/Proposed
%20Administrative%20Order%20OTC000008_Amending%20M020_Sunscreen_Signed24Sept2021.pdf 
[https://perma.cc/PN9M-JTW3]. 
 6 See An Update on Sunscreen Requirements: The Deemed Final Order and the Proposed Order, 
U.S. FOOD & DRUG ADMIN., https://www.fda.gov/drugs/news-events-human-drugs/update-sunscreen-
requirements-deemed-final-order-and-proposed-order [https://perma.cc/8TJA-RMUV] (Dec. 16, 2022) 
(noting that the FDA regulates sunscreen products and has done so for nearly fifty years). 
 7 Sunscreen: How to Help Protect Your Skin from the Sun, U.S. FOOD & DRUG ADMIN., https://
www.fda.gov/drugs/understanding-over-counter-medicines/sunscreen-how-help-protect-your-skin-sun 
[https://perma.cc/U28V-JNWH] (Aug. 16, 2024); see Labeling and Effectiveness Testing; Sunscreen 
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filter, approved in the United States is a time-intensive process.8 Beginning in 
the 1970s, the FDA has attempted to establish guidelines for safe sunscreen 
formulations in the United States.9 These guidelines underwent a lengthy no-
tice-and-comment period, resulting in a final set of standards for sunscreens 
that the FDA promulgated in 1999.10 Nevertheless, the FDA stayed those regu-
lations until further notice.11 Subsequent agency action attempted to revise and 
finalize the standards for sunscreens, but little progress ensued.12 Additionally, 
congressional action attempted to facilitate the approval of new ingredients, 
but the FDA declined to extend such approvals.13 As a result, since 1999, no 
new sunscreen filters have been added to the list of generally recognized as 
safe and effective (GRASE) active ingredients.14 
                                                                                                                           
Drug Products for Over-the-Counter Human Use, 76 Fed. Reg. 35620, 35621 (June 17, 2011) (codi-
fied at 21 C.F.R. § 201.327) (codifying testing methods for sunscreen active ingredients, like sun 
protection factor (SPF) and broad spectrum testing); U.S. FOOD & DRUG ADMIN., NONPRESCRIPTION 
SUNSCREEN DRUG PRODUCTS—SAFETY AND EFFECTIVENESS DATA: GUIDANCE FOR INDUSTRY 1 
(2016), https://www.fda.gov/media/94513/download [https://perma.cc/4W3A-8NXV] (providing 
guidance to the industry on safety testing for sunscreen active ingredients). The FDA regulates sun-
screen as drugs because it makes the claim that it can prevent sunburns, lower skin cancer risk, and 
prevent premature skin aging. Sunscreen: How to Help Protect Your Skin from the Sun, supra. 
 8 See Ali Rogin & Winston Wilde, Why Sunscreen in the United States Is Behind the Rest of the 
World, PBS (Aug. 27, 2023), https://www.pbs.org/newshour/show/why-sunscreen-in-the-united-states-
is-behind-the-rest-of-the-world [https://perma.cc/38DZ-G22J] (recognizing that the FDA has not ex-
tended GRASE status to a new UV filter since 1999); infra note 161 and accompanying text (docu-
menting the length of time for a single active ingredient to go through the FDA’s approval process). 
 9 See Rulemaking History for OTC Sunscreen Drug Products, U.S. FOOD & DRUG ADMIN., 
https://www.fda.gov/drugs/historical-status-otc-rulemakings/rulemaking-history-otc-sunscreen-drug-
products [https://perma.cc/NGG4-WG79] (Aug. 30, 2019) (listing the first rulemaking proposal as 
occurring on August 25, 1978). 
 10 See id. (showcasing a two-decades long notice-and-comment period that culminated in a final 
monograph published in 1999). 
 11 See Sunscreen Drug Products for Over-the-Counter Human Use; Final Monograph; Partial 
Stay; Final Rule, 66 Fed. Reg. 67485, 67485 (Dec. 31, 2001) (to be codified at 21 C.F.R. pt. 352) 
(announcing that the FDA decided to pause the monograph from taking effect). To stay a regulation is 
to halt or suspend the regulation from taking effect. Stay, BLACK’S LAW DICTIONARY (12th ed. 2024). 
 12 See Sunscreen Drug Products for Over-the-Counter Human Use; Proposed Amendment of 
Final Monograph, 72 Fed. Reg. 49070, 49070 (proposed Aug. 27, 2007) (to be codified at 21 C.F.R. 
pts. 347, 352) (proposing to amend and finalize the sunscreen monograph); Sunscreen Drug Products 
for Over-the-Counter Human Use, 84 Fed. Reg. 6204, 6204 (proposed Feb. 26, 2019) (to be codified 
at 21 C.F.R. pts. 201, 310, 347, 352) (same); U.S. FOOD & DRUG ADMIN., supra note 5, at 4 (propos-
ing to amend the finalized sunscreen monograph). 
 13 See 21 U.S.C. § 360fff-3 (compelling the FDA to act on new and pending applications for 
sunscreen active ingredients); U.S. GOV’T ACCOUNTABILITY OFF., GAO-18-61, FDA REVIEWED 
APPLICATIONS FOR ADDITIONAL ACTIVE INGREDIENTS AND DETERMINED MORE DATA NEEDED 14–
15 (2017), https://www.gao.gov/assets/gao-18-61.pdf [https://perma.cc/RCM5-9XSX] (noting that 
every pending application remained pending three years after the law’s passage). 
 14 Rogin & Wilde, supra note 8. In addition to the sixteen GRASE sunscreen active ingredients, 
the FDA approved a new filter through a New Drug Application (NDA)—ecamsule—as part of an 
application that L’Oréal USA Products, Inc. submitted. See Molly N. Pantelic, Nikita Wong, Michael 
Kwa & Henry W. Lim, Ultraviolet Filters in the United States and European Union: A Review of 
Safety and Implications for the Future of US Sunscreens, 88 J. AM. ACAD. DERMATOLOGY 632, 634 
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Sunscreens are a vital tool in public health: they help protect people from 
the sun’s harmful ultraviolet (UV) rays, prevent premature aging, and reduce the 
formation of sun damage.15 Further, there is a growing cultural concern with an-
ti-aging worldwide, especially among teens.16 Skincare, in general, has become a 
serious concern, with a significant market for skin care products growing with 
the COVID-19 pandemic.17 As such, individual use of sunscreen is growing.18 
Not only is use growing, but there is considerable interest in finding the “best” 
sunscreen in terms of protection levels, how it feels, and how it looks.19 In the 

                                                                                                                           
(2023) (noting that the FDA approved ecamsule via an NDA); see also Letter from Charles Ganley, 
Dir. Off. of Nonprescription Prods., Ctr. for Drug Evaluation & Rsch. & Julie Beitz, Acting Dir. Off. 
of Drug Evaluation III, Ctr. for Drug Evaluation & Rsch., to Jean Grieve, Assistant Vice President, 
Drug Approval Grp., L’Oréal USA Prods., Inc. (on file with the Food and Drug Administration) (doc-
umenting the FDA’s approval for L’Oréal to use ecamsule in one of its sunscreen products). As a 
comparison, eight UV filters were approved in the European Union since 1999. See Pantelic et al., 
supra, at 635–36 (listing approved filters in the European Union and their dates of approval). 
 15 See Sunscreen: How to Help Protect Your Skin from the Sun, supra note 7 (detailing the effects 
of sun exposure). Sunscreens are particularly important in the United States, where skin cancer is the 
most prevalent form of cancer. Skin Cancer Basics, CDC, https://www.cdc.gov/skin-cancer/about/
index.html [https://perma.cc/P73S-KDKM] (July 1, 2024). 
 16 See Anti-Aging Market Report by Demography (Age Group, Gender, Income) Industry (Skin 
Care Industry, Hair Care Industry, Dental Care Industry), Product Type (Anti-Wrinkle Products, 
Anti-Pigmentation Products, Sunscreen Products, Hair Care Products), Devices and Technology 
(Microdermabrasion Devices, Aesthetic Energy Devices), and Country 2024–2032, IMARC, https://
www.imarcgroup.com/anti-aging-market [https://perma.cc/BJC4-9LJU] (estimating that the anti-
aging market will grow by nearly forty-nine billion U.S. dollars from 2023 to 2032); Leah Dolan, 
Teens Are Worried About Wrinkles. Here’s How Gen Z Is Helping to Fuel a Beauty Boom, CNN: STYLE, 
https://www.cnn.com/style/article/anti-aging-trend-teens/index.html [https://perma.cc/YW7S-Z2SD] 
(May 6, 2021) (profiling teenagers and individuals in their twenties and their respective investments in 
anti-aging skincare routines); see, e.g., @Shugarshlong, I’m 16 and Thinking About Botox Because of 
My Forehead Wrinkles, REDDIT, https://www.reddit.com/r/SkincareAddictionUK/comments/lzwtrv/
im_16_and_thinking_about_botox_because_of_my/ [https://perma.cc/HC89-RCB5] (requesting ad-
vice from a community regarding removing wrinkles at age sixteen). 
 17 See Skincare Routine, GOOGLE TRENDS, https://trends.google.com/trends/explore?date=2014-12-
06%202024-01-06&geo=US&q=skincare%20routine&hl=en [https://perma.cc/P3JF-YDA3] (charting 
the growth of the search term “skincare routine” from December 6, 2014 to January 6, 2024). 
 18 See Geethanjali Rajagopal et al., Trends in Sunscreen Use Among US Middle and High School 
Students, 2007–2019, CUREUS, July 2021, at 1, 1, 5 (2021) (finding that middle and high school stu-
dents in the United States increasingly used sunscreen over a twelve year period); Sun Protection—
United States, STATISTA, https://www.statista.com/outlook/cmo/beauty-personal-care/skin-care/sun-
protection/united-states [https://perma.cc/G4ZX-8KDQ] (portraying that the sun protection skincare 
market’s revenue was 1.8 billion dollars in 2022, 1.98 billion dollars in 2023, and expected to grow to 
2.20 billion dollars by 2028). 
 19 See, e.g., Caira Blackwell, The Best Sunscreens for Your Face, N.Y. TIMES: WIRECUTTER, 
https://www.nytimes.com/wirecutter/reviews/best-face-sunscreens/ [https://perma.cc/F9BG-XZ5H] 
(July 31, 2024) (listing the “best” sunscreens, according to specific guidelines, such as SPF level and 
wearability); Abbie Kozolchyk & Kelly Mickle, The 22 Best Everyday Sunscreens, According to 
Dermatologists, WALL ST. J.: BUY SIDE, https://www.wsj.com/buyside/wellness/best-everyday-
sunscreens-139d913a [https://perma.cc/9GV7-VG6S] (June 21, 2024) (listing the “best” sunscreens 
within a category, such as “reef-safe and vegan” and “oil-free for face and body”); Sarah Han & An-
nie Blackman, 14 Best Korean Sunscreens for a Transparent, Glassy Finish, ALLURE, https://www.
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quest for this holy grail product, American sunscreens fall short of the expecta-
tions and desires of conscious consumers.20 

Sunscreen manufacturers outside of the United States are filling the gap.21 
This occurs, at least in part, because some foreign regions regulate sunscreen 
as a cosmetic rather than a drug.22 This alternative regulatory scheme acceler-
ates the development and approval of new sunscreen filter formulations.23 For 
example, the United States has sixteen approved active ingredients, whereas 
the European Union has twenty-seven.24 Some of these additional filters can 
provide better broad spectrum protection, or make a sunscreen feel better to 
wear.25 
                                                                                                                           
allure.com/gallery/best-korean-sunscreen [https://perma.cc/SD59-6PZ8] (Apr. 6, 2024) (listing the 
“best” Korean sunscreens). 
 20 See Carrie Printz, Sunscreen Slow Down: The US FDA’s Sluggish Approval of New Sunscreens 
Frustrates Physicians, Manufacturers, and Consumers, 121 AM. CANCER SOC’Y 2861, 2862 (2015) 
(finding that some dermatology patients travel abroad to buy sunscreen with filters that are unavaila-
ble in the United States). 
 21 See id. at 2862 (claiming that consumers are turning to international markets for their sunscreen 
needs). 
 22 See Sunscreen: How to Help Protect Your Skin from the Sun, supra note 7 (identifying that 
sunscreen products from Europe and other international countries are considered cosmetics); see also 
Parliament and Council Regulation 1223/2009, 2009 O.J. (L 342) 201–02 (EC) (regulating what UV 
filters are allowed in cosmetics in the European Union); Task Force Comm. for Evaluation of Sun-
screen Function, Guidelines for New Efficacy Claims of Sunscreen Products, 31 J. JAPANESE COSM. 
SCI. SOC’Y 439, 441 (stating that sunscreen products are classified as cosmetics in Japan); Notification 
to WTO TBT and WTO SPS, MINISTRY OF FOOD & DRUG SAFETY (June 19, 2020), https://www.mfds.
go.kr/eng/brd/m_73/view.do?seq=9 [https://perma.cc/AJ2K-WZTZ] (describing sunscreens as a cos-
metic in South Korea). 
 23 Compare, e.g., Craig Bettenhausen, Cloudy Outlook for Sunscreen Ingredients in the US, 
CHEM. & ENG’G NEWS (Nov. 27, 2022), https://cen.acs.org/business/consumer-products/Cloudy-
outlook-sunscreen-ingredients-US/100/i42 [https://perma.cc/7V84-5RQR] (stating that the FDA has 
had bemotrizinol, an internationally popular UV filter, under review for twenty-two years), with Opinion 
of the Scientific Committee on Consumer Safety on the “Safety of Cosmetic Ingredients Phenylene Bis-
Diphenyltriazine,” SCCS/1594/18, at 1, 7 (July 30, 2018) (describing the approval process for a new UV 
filter in the European Union, where an original application for consideration of the new ingredient’s 
safety was submitted in 2015 and was denied, then resubmitted in 2017 and was approved in 2018, re-
sulting in a three-year approval process), and Sable Yong, Sorry, but Korean Sunscreens Are Better 
Than Western Ones, ALLURE (May 16, 2017), https://www.allure.com/story/korean-sunscreen-
compared-to-western-sunscreen [https://perma.cc/CH47-8WWQ] (explaining that the approval pro-
cess for new sunscreen ingredients is quicker in South Korea than in the United States). 
 24 U.S. FOOD & DRUG ADMIN., OVER-THE-COUNTER MONOGRAPH M020: SUNSCREEN DRUG 
PRODUCTS FOR OVER-THE-COUNTER HUMAN USE 2 (2021), https://www.accessdata.fda.gov/drugsat
fda_docs/omuf/OTCMonograph_M020-SunscreenDrugProductsforOTCHumanUse09242021.pdf 
[https://perma.cc/H3YP-NMWB]; Parliament and Council Regulation 1223/2009, 2009 O.J. (L 342) 
201–02 (EC). The approved UV filter list detailed in the official regulation from the European Union 
differs from a list found on the European Union’s government website. Compare Parliament and 
Council Regulation 1223/2009, 2009 O.J. (L 342) 201–02 (EC) (listing twenty-seven approved UV 
filters), with Annex VI, EUR. COMM’N, https://ec.europa.eu/growth/tools-databases/cosing/reference/
annexes/list/VI [https://perma.cc/PWX3-QQPE] (listing thirty-four approved UV filters). 
 25 See Pantelic et al., supra note 14, at 634 (noting that the UV radiation protection requirements 
in the European Union are more robust than in the United States); Yong, supra note 23 (describing 
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Testing costs represent one of the main hurdles to getting these filters in-
troduced into the American market.26 The FDA relies on manufacturers to pay 
for safety testing of sunscreen active ingredients, but a manufacturer’s decision 
to partake in the innovation process depends on economic considerations.27 
This, coupled with slow agency movement, has kept sunscreens in 1999.28 Be-
cause of this, consumers are either not wearing sunscreen, or increasingly de-
pendent on products from other countries due to their seemingly superior for-
mulations.29 To purchase these goods, many turn to Amazon, the largest e-
commerce website in the United States, to buy from third-party sellers.30 

                                                                                                                           
how Korean sunscreens have better texture and wearability on the skin); Printz, supra note 20, at 2862 
(noting a dermatologist’s sentiment that newer UV filters have a superior texture and spread more 
evenly). Although some of the internationally available UV filters are superior to those available in 
the United States, some, like nanoparticulate forms, may not be worth introducing to the American 
market as they contain their own safety issues. See Wenyue Zou et al., Sunscreen Testing: A Critical 
Perspective and Future Roadmap, TRENDS IN ANALYTICAL CHEMISTRY, Dec. 2022, at 1, 4 (acknowl-
edging health concerns regarding the absorption and reactiveness of nanoparticulate ingredients, 
which are approved for use in places like the European Union). That said, sunscreen active ingredients 
marketed internationally must undergo several rounds of safety testing before they can be sold. See 
Parliament and Council Regulation 1223/2009, 2009 O.J. (L 342) 79–81 (EC) (detailing the minimum 
safety data needed for a complete safety report). 
 26 See U.S. GOV’T ACCOUNTABILITY OFF., supra note 13, at 24 (stating that sunscreen ingredient 
sponsors may not want to invest in getting ingredients FDA-approved because of testing costs). 
 27 See Janet Woodcock & Theresa M. Michele, Shedding New Light on Sunscreen Absorption, 
U.S. FOOD & DRUG ADMIN. (May 6, 2019), https://www.fda.gov/news-events/fda-voices/shedding-
new-light-sunscreen-absorption [https://perma.cc/5YGW-4PLE] (stating that the FDA leans on the 
industry to provide “safety and effectiveness” data for sunscreens); Bettenhausen, supra note 23 (de-
scribing how safety testing costs for sunscreen active ingredients can disincentivize manufacturers 
because of limited patent protection and smaller profit margins for UV filters). 
 28 See Elizabeth Guo, Richard Kingham & David Spangler, An Unofficial Legislative History of 
Over-the-Counter Monograph Reform, 76 FOOD & DRUG L.J. 36, 50–51 (2021) (pinpointing a lack of 
resources, a large number of drugs under the OTC drug system, and a cumbersome notice-and-
comment process as reasons for delays in the FDA’s review of OTC drugs); Rogin & Wilde, supra 
note 8 (highlighting that the last UV filter approval for the monograph in the United States was 1999). 
 29 See Amanda Mull, You’re Not Allowed to Have the Best Sunscreens in the World, THE ATLAN-
TIC (July 1, 2022), https://www.theatlantic.com/technology/archive/2022/07/us-sunscreen-ingredients-
outdated-technology-better-eu-asia/661433/ [https://perma.cc/L9LZ-K2CE] (stating that some Ameri-
can consumers seek out international sunscreens because of their superior product formulas and the 
virality of Korean beauty (or K-beauty) products); Liz Flora, How TikTok Brought Back K-Beauty, 
BUS. OF FASHION (Oct. 26, 2023), https://www.businessoffashion.com/articles/beauty/k-beauty-tik-
tok-skin-care-influencers/ [https://perma.cc/AD7E-G6P9] (finding that sunscreens developed in Korea 
are popular among influencers because Korean sunscreen formulas do not leave a white cast, the white 
tint that sunscreen can leave on the skin); see also Printz, supra note 20, at 2862 (highlighting that 
sunscreens offering broad spectrum protection can leave wearers with a “white, pasty look,” and that 
dermatology patients go abroad to find better sunscreens). 
 30 Mull, supra note 29; eMarketer & Business Insider, Market Share of Leading Retail E-
Commerce Companies in the United States in 2023, STATISTA, https://www.statista.com/statistics/
274255/market-share-of-the-leading-retailers-in-us-e-commerce/ [https://perma.cc/XG5Z-6DKC]. A 
third-party seller is an independent seller on the Amazon platform. Ordering from a Third-Party Sell-
er, AMAZON, https://www.amazon.com/gp/help/customer/display.html?nodeId=GEF528GN65XSJ7V8 
[https://perma.cc/NCB5-GR5Q]. 
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Counterfeit products, however, run rampant, putting American consumers who 
purchase foreign sunscreens online at risk.31 This Note ultimately argues that 
the FDA’s risk-aversion in its regulatory practices of sunscreen has damaging 
impacts on public health.32 Accordingly, Congress should fund public research 
of UV filters or provide more lucrative incentives for players in the sunscreen 
industry to take on the costs of innovation to better protect Americans from the 
harmful effects of UV radiation.33 

Part I of this Note focuses on the FDA’s and Congress’s regulatory prac-
tices, both administrative and statutory, pertaining to sunscreen, as well as the 
testing standards for evaluating safety in sunscreen active ingredients.34 Part II 
surveys the different viewpoints evaluating the necessity of the FDA’s stringent 
and risk-averse regulatory approach.35 Part III argues these stringent regulatory 
practices ultimately harm consumers and Congress should intervene to amelio-
rate the costs of testing while maintaining its rigor.36 

I. THE FEDERAL REGULATORY HISTORY OF SUNSCREEN 

The FDA is a U.S. government agency that regulates food and drugs, and 
biological, radiation-emitting, and cosmetic products to safeguard public 
health.37 As such, it regulates sunscreen in the United States.38 Section A of this 
Part details the history of sunscreen in the United States and provides a brief 
overview of how sunscreens function.39 Section B describes the FDA’s regulato-
ry standards for drugs like sunscreens, as well as its involvement in sunscreen 
regulation.40 Section C describes both agency and congressional attempts to up-

                                                                                                                           
 31 See Alexandra Berzon, Shane Shifflett & Justin Scheck, Amazon Has Ceded Control of Its Site. 
The Result: Thousands of Banned, Unsafe or Mislabeled Products, WALL ST. J. (Aug. 23, 2019), 
https://www.wsj.com/articles/amazon-has-ceded-control-of-its-site-the-result-thousands-of-banned-
unsafe-or-mislabeled-products-11566564990 [https://perma.cc/5YZ6-GYFS] (conducting a three-
month study of Amazon products and finding that many third-party sellers sell mislabeled and poten-
tially unsafe products on Amazon); Ganda Suthivarakom, Welcome to the Era of Fake Products, N.Y. 
TIMES: WIRECUTTER (Feb. 11, 2020), https://www.nytimes.com/wirecutter/blog/amazon-counterfeit-
fake-products/ [https://perma.cc/QZT3-F87G] (noting that many sellers on Amazon sell fake prod-
ucts). Although Amazon is working to address the counterfeit problem on its website, the landscape of 
third-party sellers on Amazon is still loosely policed. See Suthivarakom, supra (noting that sellers 
marketing and selling fake products experience little to no consequences and typically reappear on the 
website). 
 32 See infra notes 198–217 and accompanying text. 
 33 See infra notes 218–243 and accompanying text. 
 34 See infra notes 37–133 and accompanying text. 
 35 See infra notes 134–188 and accompanying text. 
 36 See infra notes 189–243 and accompanying text. 
 37 Food and Drug Administration (FDA), USA.GOV, https://www.usa.gov/agencies/food-and-
drug-administration [https://perma.cc/N6KL-7AZC]. 
 38 Sunscreen: How to Help Protect Your Skin from the Sun, supra note 7. 
 39 See infra notes 43–48 and accompanying text. 
 40 See infra notes 49–84 and accompanying text. 
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date sunscreen standards in the United States.41 Finally, Section D of this Part 
discusses the testing procedures that the FDA requires for it to make a determi-
nation on the safety and effectiveness of sunscreen active ingredients.42 

A. A Hot Topic: What Is Sunscreen? 

Sunscreen is a popular skin-protectant, shielding the skin from the sun’s 
UV radiation.43 People have sought ways to protect themselves from the sun 
for centuries, but the creation of modern-day sunscreen can be traced to the 
1940s, when a pharmacist combined red veterinary petroleum (providing a 
physical barrier from the sun) with coconut oil and cocoa butter (making the 
red veterinary petroleum more pleasing to wear).44 This mixture of ingredients 
later was used for Coppertone sunscreen, the first sunscreen marketed in the 
United States.45 Although modern sunscreen ingredients have evolved from 
these roots, it works in similar ways—filters within sunscreens either block 

                                                                                                                           
 41 See infra notes 85–121 and accompanying text. 
 42 See infra notes 122–133 and accompanying text. 
 43 See Sunscreens: Protect Your Skin, UNIV. OF ROCHESTER MED. CTR., https://www.urmc.
rochester.edu/encyclopedia/content.aspx?contenttypeid=85&contentid=P01351 [https://perma.cc/LH6Q-
7GT6] (stating that sunscreens are important in blocking UV radiation absorption). UV radiation is a 
type of energy that the sun naturally emits. Ultraviolet (UV) Radiation, U.S. FOOD & DRUG ADMIN., 
https://www.fda.gov/radiation-emitting-products/tanning/ultraviolet-uv-radiation [https://perma.cc/
A75P-959Q] (Aug. 19, 2020) (defining radiation as energy); Facts About Ultraviolet Radiation, CDC, 
https://www.cdc.gov/radiation-health/data-research/facts-stats/ultraviolet-radiation.html?CDC_AAref
_Val=https://www.cdc.gov/nceh/radiation/ultraviolet.htm [https://perma.cc/EDK8-CZ3X] (Feb. 20, 
2024) (listing the sun as a natural source of UV radiation). UV radiation comes primarily in three 
forms: ultraviolet A (UVA), ultraviolet B (UVB), and ultraviolet C (UVC). Ultraviolet (UV) Radia-
tion, supra. What differentiates these are their respective wavelengths and whether they can be ab-
sorbed by the Earth’s ozone layer. Facts About Ultraviolet Radiation, supra. UVA has longer wave-
lengths and no part is absorbed, whereas UVC has shorter wavelengths and is completely absorbed. 
Id. UVB falls in the middle, with wavelengths in between UVA and UVC, and is partly absorbed. Id. 
When this Note mentions UV radiation, it only refers to UVA and some of UVB radiation, as those 
are the only types that can reach Earth’s surface and affect human skin. Id. Notably, not all UV radia-
tion exposure is harmful—some UV radiation exposure produces Vitamin D in humans. Id. Nonethe-
less, prolonged exposure can lead to severely detrimental effects such as skin cancer. Id. 
 44 See Madeeha Drissi, Emily Carr & Chad Housewright, Sunscreen: A Brief Walk Through His-
tory, 35 BAYLOR UNIV. MED. CTR. PROC. 121, 122 (2021) (providing an overview of notable mo-
ments in the development of sunscreen); Sunscreen: A History, N.Y. TIMES (June 23, 2010), https://
www.nytimes.com/2010/06/24/fashion/24skinside.html [https://perma.cc/CBE8-N9LD] (describing 
red veterinary petroleum). At that time, the Air Force was researching ways of providing sun protec-
tion to people stranded in places without any shade, like the desert or at sea. Drissi et al., supra, at 
122. It discovered that red veterinary petroleum was an inexpensive means to achieve the desired end. 
Id. As a member of the Air Force, the pharmacist used this substance while serving during World War 
II. Id. 
 45 Drissi et al., supra note 44, at 122; Coppertone, BEIERSDORF, https://www.beiersdorf.com/
brands/coppertone [https://perma.cc/M29P-MAV9]. 
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and reflect the sun’s UV rays or absorb them.46 Because overexposure to UV 
radiation has been linked to certain forms of skin cancer, premature aging, and 
sun damage, dermatologists and U.S. federal agencies, like the Centers for 
Disease Control and Prevention, recommend using sunscreen daily alongside 
other sun-protectants to prevent these detrimental effects of UV radiation.47 
More specifically, these groups recommend sunscreen with a sun protection 
factor (SPF) of at least fifteen to adequately protect skin.48 

B. The FDA and Its Role in Sunscreen Regulation 

The federal government, and specifically the FDA, is the primary entity 
in sunscreen regulation.49 The FDA is a federal agency focused on consumer 
protection.50 Its mission is to protect and advance public health.51 Governed by 
                                                                                                                           
 46 The Science of Sunscreen, HARV. HEALTH PUBL’G HARV. MED. SCH. (Feb. 15, 2021), https://
www.health.harvard.edu/staying-healthy/the-science-of-sunscreen [https://perma.cc/9QBP-WJYW]. 
Physical sunscreens reflect UV rays whereas chemical sunscreens absorb UV rays. Id. 
 47 Ultraviolet (UV) Radiation and Cancer Risk, AM. CANCER SOC’Y, https://www.cancer.org/
cancer/risk-prevention/sun-and-uv/uv-radiation.html [https://perma.cc/8Y83-4A39] (June 26, 2024); 
Sunscreen FAQs, AM. ACAD. OF DERMATOLOGY ASS’N, https://www.aad.org/media/stats-sunscreen 
[https://perma.cc/68EM-SY2U] (Apr. 15, 2024); Reducing Risk for Skin Cancer, CDC, https://www.
cdc.gov/skin-cancer/prevention/index.html [https://perma.cc/X5UU-D6Z6] (July 1, 2024). 
 48 Sunscreen FAQs, supra note 47; Reducing Risk for Skin Cancer, supra note 47. SPF is a nu-
merical value representing the level of sunburn protection the sunscreen provides. See Sun Protection 
Factor (SPF), U.S. FOOD & DRUG ADMIN., https://www.fda.gov/about-fda/center-drug-evaluation-
and-research-cder/sun-protection-factor-spf [https://perma.cc/BX9V-2PAP] (July 14, 2017) (“SPF is a 
measure of how much solar energy (UV radiation) is required to produce sunburn on protected skin 
. . . relative to the amount of solar energy required to produce sunburn on unprotected skin.”). Calcu-
lating an SPF value requires information regarding the amount of UV radiation needed to minimally 
burn sunscreen-protected skin compared to how much UV radiation is required to minimally burn 
non-sunscreen-protected skin. Id. A higher SPF indicates a higher level of protection from sunburn. 
Id. A chemist from Switzerland named Franz Greiter (Greiter also created a sunscreen in the mid-
1940s) gets credit for creating the SPF rating system in the early 1960s. Drissi et al., supra note 44, at 
122. 
 49 See Sunscreen: How to Help Protect Your Skin from the Sun, supra note 7 (noting that sun-
screens fall under the FDA’s regulatory purview); 21 C.F.R. § 330.5(g) (2024) (listing “sunburn pre-
vention and treatment products” as a category of products subject to an FDA monograph). 
 50 FDA History, U.S. FOOD & DRUG ADMIN., https://www.fda.gov/about-fda/fda-history [https://
perma.cc/KH4P-THLD] (June 29, 2018). The FDA’s origins can be traced to the Patent Office’s new-
ly formed Agricultural Division in 1849. Location of FDA and Its Predecessors in Federal Govern-
ment, U.S. FOOD & DRUG ADMIN., https://www.fda.gov/about-fda/changes-science-law-and-regulatory-
authorities/location-fda-and-its-predecessors-federal-government [https://perma.cc/TXR9-N4NK] (Jan. 
31, 2018). From these roots, the FDA has evolved into a distinct agency focused on consumer protec-
tion as a result of the Pure Food and Drugs Act in 1906. FDA History, supra. Two factors played 
heavily into the passage of this law: the efforts of a chief chemist at the Department of Agriculture 
who advocated for public health at the federal level, and public outrage in response to the extreme 
unsanitariness of stockyards in Chicago that Upton Sinclair’s novel, The Jungle, made well-known. 
Id.; Part I: The 1906 Food and Drugs Act and Its Enforcement, U.S. FOOD & DRUG ADMIN., https://
www.fda.gov/about-fda/changes-science-law-and-regulatory-authorities/part-i-1906-food-and-drugs-
act-and-its-enforcement [https://perma.cc/3WLM-B66W] (Apr. 24, 2019). The Jungle was published 
in February of 1906, and the Pure Food and Drugs Act passed five months later in June of 1906. UP-
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the Federal Food, Drug, and Cosmetic Act (FDCA), the FDA regulates drug 
products in the United States.52 Because sunscreen manufacturers make certain 
drug claims, like that sunscreen can prevent sun damage, or lower skin cancer 
risks and stay premature aging, the FDA regulates sunscreen as a drug (specifi-
cally, an over-the-counter (OTC) drug).53 This Section provides an broad over-
view of the FDA’s OTC drug process for reviewing OTC drugs, and its estab-
lishment of sunscreens as an OTC drug.54 

1. FDA Review Processes for OTC Drugs 

There are two ways that a manufacturer may successfully bring to market 
and sell an OTC drug in the United States.55 First, a drug sponsor may apply 
for FDA approval.56 Here, an OTC (nonprescription) drug sponsor submits a 

                                                                                                                           
TON SINCLAIR, THE JUNGLE (1906); Christopher Klein, How Upton Sinclair’s ‘The Jungle’ Led to US 
Food Safety Reforms, HISTORY (May 10, 2023), https://www.history.com/news/upton-sinclair-the-
jungle-us-food-safety-reforms [https://perma.cc/T4PL-FS3D]. 
 51 What We Do, U.S. FOOD & DRUG ADMIN., https://www.fda.gov/about-fda/what-we-do [https://
perma.cc/D6MM-2XSW] (Nov. 21, 2023). Beyond the FDA’s focus on food, drugs, and medical 
devices, the FDA oversees tobacco products, facilitates medical innovation, and engages in counter-
terrorism by securing food supplies and fostering medical product development. Id. 
 52 See AGATA BODIE, CONG. RSCH. SERV., R46985, FDA REGULATION OF OVER-THE-COUNTER 
(OTC) DRUGS: OVERVIEW AND ISSUES FOR CONGRESS 1 (2021) (stating that the FDA finds authority 
to regulate nonprescription drugs in the United States from the Federal Food, Drug, and Cosmetic Act 
(FDCA)); 21 U.S.C. § 371(a) (codifying the Health and Human Services (HHS) Secretary’s authority 
to regulate “for the efficient enforcement” of products mentioned in the chapter, including nonpre-
scription drugs). The FDA falls within the Department of HHS. FDA Organization, U.S. FOOD & 
DRUG ADMIN., https://www.fda.gov/about-fda/fda-organization [https://perma.cc/Q3M7-GU6D] (May 
10, 2024). 
 53 Sunscreen: How to Help Protect Your Skin from the Sun, supra note 7. Whether sunscreens 
were classified as drugs or cosmetics was topical in 1978 when the FDA first classified them as a 
drug. See Sunscreen Drug Products for Over-the-Counter Human Use, 43 Fed. Reg. 38206, 38209 
(proposed Aug. 25, 1978) (to be codified at 21 C.F.R. pt. 352) (discussing the classification of sun-
screen as a drug rather than a cosmetic). The Notice recognized that sunscreen products had previous-
ly been considered cosmetics but concluded that they fit the definition of a drug more aptly. Id. 
 54 See infra notes 55–84 and accompanying text. 
 55 See OTC Drug Review Process | OTC Drug Monographs, U.S. FOOD & DRUG ADMIN., https://
www.fda.gov/drugs/otc-drug-review-process-otc-drug-monographs [https://perma.cc/Y4PB-SGQU] 
(Oct. 19, 2023) (identifying the drug application and drug monograph processes as ways new OTC 
drugs can enter the market). An OTC drug is a drug that a consumer may obtain without a prescription 
from a doctor. Prescription Drugs and Over-the-Counter (OTC) Drugs: Questions and Answers, U.S. 
FOOD & DRUG ADMIN., https://www.fda.gov/drugs/frequently-asked-questions-popular-topics/
prescription-drugs-and-over-counter-otc-drugs-questions-and-answers [https://perma.cc/W3HU-VLUT] 
(Nov. 13, 2017). As such, OTC drugs can be purchased “off-the-shelf.” Id.; see also 21 U.S.C. 
§ 379aa(a)(2) (stating that a nonprescription drug, or an OTC drug, is a drug “not subject to Section 
353(b)” of the same statute, which states that a drug shall be given to someone only via prescription 
by a properly licensed doctor). 
 56 See Drug Application Process for Nonprescription Drugs, U.S. FOOD & DRUG ADMIN., https://
www.fda.gov/drugs/types-applications/drug-application-process-nonprescription-drugs [https://perma.
cc/2RRZ-E8KQ] (June 28, 2022) (describing one way in which an OTC drug can enter the market). 
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New or Abbreviated Drug Application to the FDA, where the sponsor formally 
asks the FDA to approve a specific, finalized drug for sale in the United 
States.57 The sponsor cannot market the drug until it obtains the FDA’s approv-
al.58 This process applies to new drugs that do not conform with the respective 
drug’s OTC monograph, a document that details the pre-determined and ac-
cepted conditions for use, for the given therapeutic category.59 It also applies to 
prescription drugs.60 

The second avenue is the OTC drug monograph process.61 This process 
allows new OTC drugs to enter the market without undergoing a formal New 
Drug Application (NDA).62 Instead, it only requires that the new drug adhere 
to relevant provisions of the FDCA as well as the drug’s respective OTC mon-
ograph.63 Thus, a new drug within a certain therapeutic category (for example, 
a new sunscreen) does not have to file an independent NDA for FDA approval 

                                                                                                                           
 57 See id. (providing an overview of the NDA and Abbreviated NDA Process); BODIE, supra note 
52, at 3 (explaining that drug sponsors submit NDAs for finalized drug products); see also 21 U.S.C. 
§ 355(a) (providing an OTC drug sponsor cannot market a new drug without a full or abbreviated 
application). 
 58 Drug Application Process for Nonprescription Drugs, supra note 56; 21 U.S.C. § 355(a). 
 59 See 21 U.S.C. §§ 355(a), 321(p)(1) (stating that the New and Abbreviated Drug Application 
process applies to new drugs and defining a new drug as a drug that is not GRASE under the pre-
scribed or suggested conditions of use); OTC Drug Review Process | OTC Drug Monographs, supra, 
note 55 (defining a monograph). 
 60 See 21 U.S.C. § 353(b)(1)(B) (asserting that prescription drugs must undergo the NDA pro-
cess). An in-depth review of the NDA process is outside the scope of this Note. See New Drug Appli-
cation (NDA), U.S. FOOD & DRUG ADMIN., https://www.fda.gov/drugs/types-applications/new-drug-
application-nda [https://perma.cc/6WG2-MQ2T] (Jan. 21, 2022), for a detailed overview of this process. 
 61 See OTC Drug Review Process | OTC Drug Monographs, supra note 55 (identifying the OTC 
monograph process as one of two ways in which a new nonprescription drug can be brought to market). 
 62 See id. (stating that a drug that complies with relevant regulations can go to market without a 
drug application); 21 U.S.C. § 355h(a) (providing a pathway for nonprescription drugs to be marketed 
without undergoing the NDA process); infra, note 64 (explaining when an OTC drug may undergo the 
OTC monograph process instead of the NDA process). 
 63 BODIE, supra note 52, at 1; OTC Drug Review Process | OTC Drug Monographs, supra note 
55. The Coronavirus Aid, Relief, and Economic Security (CARES) Act promulgated section 505G of 
the FDCA. BODIE, supra note 52, at 11. See generally Coronavirus Aid, Economic, Relief, and Eco-
nomic Security Act § 3851(a), 21 U.S.C. § 355h. Section 3851(a) of the CARES Act altered the way 
in which the FDA handles approval of new OTC drugs. Coronavirus Aid, Economic, Relief, and Eco-
nomic Security Act § 3851(a), 21 U.S.C. § 355h. Notably, the CARES Act allows the FDA to publish 
administrative orders regarding whether a drug is GRASE or not. Id. § 355h(b)(1)(A). This is a 
change from the prior method, wherein the FDA underwent a lengthy rulemaking process of publish-
ing a proposed rule, soliciting public comments, reviewing public comments, and then issuing a final 
rule. BODIE, supra note 52, at 6–7; see Rules and Regulations, U.S. FOOD & DRUG ADMIN., https://
www.fda.gov/regulatory-information/fda-rules-and-regulations [https://perma.cc/77JL-H9RV] (Apr. 
9, 2024) (providing an overview of the “notice-and-comment” process for rulemaking). For further 
discussion on the CARES Act, see infra notes 107–121 and accompanying text. 
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prior to going out to market if it is compliant with the drug monograph and 
relevant statutory authority.64 

2. The Sunscreen Monograph 

It was not until 1978, nearly thirty years after the pharmacist developed 
his sunscreen formula with red veterinary petroleum, that the FDA brought 
sunscreen under its regulatory purview.65 In its 1978 Notice of Proposed 
Rulemaking, the FDA classified sunscreens as “over the counter . . . drug 
products” and focused its proposal on issuing a monograph for sunscreen, hop-
ing to establish conditions relating to sunscreen products’ safety and effective-
ness and how products should be labeled.66 In the proposed rule, the Advisory 
Review Panel on OTC Topical Analgesic Antirheumatic, Otic, Burn, and Sun-
burn Prevention and Treatment Products acknowledged sunscreen had histori-
cally been classified as a cosmetic, partially because the use of sunscreen 
seemed to fit within the definition of “cosmetic” under the FDCA.67 Nonethe-
less, the Panel insisted that products used to prevent sunburns and similar con-
ditions are better categorized as drugs, relying in part on the FDCA’s “drug” 
definition.68 As this Note explores, this distinction created long-lasting im-
pacts.69 
                                                                                                                           
 64 See Theresa M. Michele, An Exciting New Chapter in OTC Drug History: OTC Monograph 
Reform in the CARES Act, U.S. FOOD & DRUG ADMIN., https://www.fda.gov/news-events/fda-voices/
exciting-new-chapter-otc-drug-history-otc-monograph-reform-cares-act [https://perma.cc/HTK3-SM47] 
(Aug. 6, 2020) (providing an overview of the OTC monograph process); Small Business Assistance: 
Frequently Asked Questions on the Regulatory Process of Over-the-Counter (OTC) Drugs, U.S. FOOD 
& DRUG ADMIN., https://www.fda.gov/drugs/cder-small-business-industry-assistance-sbia/small-
business-assistance-frequently-asked-questions-regulatory-process-over-counter-otc-drugs [https://
perma.cc/QV8P-MSLM] (Nov. 18, 2022) (stating that pre-clearance from the FDA is not necessary 
before monograph-compliant drugs go to market). Other therapeutic categories include antacids, dan-
druff products, stimulants, and cold remedies. 21 C.F.R. § 330.5 (2024) (listing the therapeutic drug 
categories). 
 65 See Sunscreen: A History, supra note 44 (identifying the year that the FDA first recommended 
safety standards for sunscreens). 
 66 Sunscreen Drug Products for Over-the-Counter Human Use, 43 Fed. Reg. 38206, 38206 (pro-
posed Aug. 25, 1978) (to be codified at 21 C.F.R. pt. 352). A Notice of Proposed Rulemaking is a 
document published by a federal agency announcing and explaining its intention to amend or create a 
regulation. Comment on Proposed Regulations and Submit Petitions, U.S. FOOD & DRUG ADMIN., 
https://www.fda.gov/regulatory-information/dockets-management/comment-proposed-regulations-
and-submit-petitions [https://perma.cc/AN6K-L7H7] (Mar. 22, 2023). 
 67 Sunscreen Drug Products for Over-the-Counter Human Use, 43 Fed. Reg. at 38209; see 21 
U.S.C. § 321(i) (defining the term “cosmetic”). Cosmetics are defined as “articles intended to be 
rubbed, poured, sprinkled, or sprayed on, introduced into, or otherwise applied to the human body . . . 
for cleansing, beautifying, promoting attractiveness, or altering the appearance.” 21 U.S.C. § 321(i). 
 68 See Sunscreen Drug Products for Over-the-Counter Human Use, 43 Fed. Reg. at 38209 (deter-
mining that a product used to prevent sunburns and related conditions should be classified as a drug). 
The relevant part of the statute’s definition of a “drug” categorizes drugs as “articles . . . intended to 
affect the structure or any function of the body of man or other animals.” 21 U.S.C. § 321(g)(1)(C). 
 69 See infra notes 134–188 and accompanying text. 
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Beyond defining the parameters for how manufacturers can label sun-
screens, the panel separated active ingredients found in sunscreens into three 
categories.70 Category I ingredients were GRASE and branded correctly; Cate-
gory II ingredients were not GRASE and misbranded; Category III ingredients 
did not have enough data available for any sort of final classification.71 Prod-
ucts with Category I and Category III ingredients could continue to be market-
ed in the United States.72 For any marketed product with a Category II ingredi-
ent, manufacturers would need to adjust the formula to eliminate the use of the 
restricted ingredient.73 

After publishing the notice, the FDA underwent a lengthy review process, 
culminating in a tentative final monograph fifteen years later in 1993.74 The 
tentative final monograph closely followed the notice, with fifty total modifi-
cations resulting from the public comment periods, a public meeting, and the 

                                                                                                                           
 70 See Sunscreen Drug Products for Over-the-Counter Human Use, 43 Fed. Reg. at 38206 (classi-
fying active ingredients into Categories I, II, and III). A subsequent tentative final monograph issued 
in 1993 stopped using these naming conventions and replaced them with “monograph conditions” and 
“nonmonograph conditions.” Sunscreen Drug Products for Over-the-Counter Use; Tentative Final 
Monograph, 58 Fed. Reg. 28194, 28195 (proposed May 12, 1993) (to be codified at 21 CFR pts. 352, 
700, 740). Nonetheless, the 1993 tentative final monograph retained the old meaning for these catego-
ries. See id. (explaining that the term “monograph conditions” corresponds with Category I and 
“nonmonograph conditions” correspond with Categories II and III). For the purposes of this Note, 
Category I, Category II, and Category III will be used to categorize active ingredients. 
 71 Sunscreen Drug Products for Over-the-Counter Human Use, 43 Fed. Reg. at 38206. In the 
proposed rule, there were twenty-one Category I ingredients, three Category II ingredients, and three 
Category III ingredients. See id. at 38219, 38254, 38256 (listing ingredients under each category 
type). A nonprescription drug is misbranded when it: (1) is a type of drug subject to the OTC drug 
monograph process but does not comply with a monograph and (2) has not been approved via an 
NDA. See 21 U.S.C. § 352(ee) (defining “misbranded” in the context of regulated nonprescription 
drugs). 
 72 Sunscreen Drug Products for Over-the-Counter Human Use, 43 Fed. Reg. at 38206. 
 73 See id. (stating that Category II ingredients must be removed from any nonprescription drugs). 
The 1978 Advance Notice of Proposed Rulemaking gave manufacturers six months to eliminate Cate-
gory II ingredients from marketed sunscreens. Id. at 38206, 38254. This six-month timer would have 
started upon publication of the final sunscreen monograph. Id. Nonetheless, a finalized sunscreen 
monograph never came to fruition. See Sunscreen Drug Products for Over-the-Counter Human Use; 
Final Monograph; Partial Stay; Final Rule, 66 Fed. Reg. 67485, 67485 (Dec. 31, 2001) (to be codified 
at 21 C.F.R. pt. 352) (staying the final sunscreen monograph). 
 74 See Rulemaking History for OTC Sunscreen Drug Products, supra note 9 (documenting the 
administrative rulemaking process for sunscreens). The proposed rule was subject to public comment 
in the months immediately following its publication. See Sunscreen Drug Products for Over-the-
Counter Human Use, 43 Fed. Reg. at 38206 (setting a due date for comments in late November of 
1978). Following public comment, a public meeting was held on SPF testing in 1988, ten years after 
the publication of the proposed rule. See Discussion of Appropriate Testing Procedures for Over-the-
Counter Sunscreen Drug Products; Public Meeting and Reopening of the Administrative Record, 52 
Fed. Reg. 33598, 33598 (Sept. 4, 1987) (announcing a meeting to discuss SPF testing). Finally, the 
FDA published the tentative final monograph in 1993. Sunscreen Drug Products for Over-the-Counter 
Use; Tentative Final Monograph, 58 Fed. Reg. at 28194. 
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FDA’s own evaluation of the Panel’s recommendations.75 Modifications in-
cluded recategorizing and adding active ingredients, setting limits for SPF val-
ues, adjusting the parameters for what claims sunscreens can make, and rede-
fining certain terms.76 

Following another round of public comments and public meetings, the 
FDA published the final sunscreen monograph in 1999, twenty-one years after 
the notice.77 The final monograph nearly mirrored the tentative final mono-
graph, only making seven adjustments.78 In its final form, the monograph con-
tained sixteen Category I ingredients.79 It further specified that a new sun-
screen drug containing any Category II or Category III ingredient could not be 
marketed unless the FDA specifically approved its use through an NDA.80 Ad-
ditionally, the monograph set out permitted active ingredient combinations, 
labeling guidelines, testing procedures, equations to determine SPF levels, and 
guidance for cosmetics that use sunscreen ingredients.81 Despite all the work 
invested in the creation of this final monograph, it was stayed in 2001 and ul-

                                                                                                                           
 75 See Sunscreen Drug Products for Over-the-Counter Use; Tentative Final Monograph, 58 Fed. 
Reg. at 28281–85 (providing an overview of the FDA’s changes to the sunscreen monograph from the 
notice of proposed rulemaking). 
 76 See id. at 28281–83 (recategorizing Padimate A from a Category I to a Category III ingredient, 
adding zinc oxide as a Category III ingredient, setting the limit for SPF at thirty, allowing water re-
sistant sunscreens to claim sweat resistance, and redefining “sunscreen active ingredient”). 
 77 See Rulemaking History for OTC Sunscreen Drug Products, supra note 9 (documenting that 
the FDA published the final monograph in 1999). 
 78 See Sunscreen Drug Products for Over-the-Counter Human Use; Final Monograph, 64 Fed. 
Reg. 27666, 27680–82 (May 21, 1999) (to be codified at 21 C.F.R. pts. 310, 352, 700, 740) (catalog-
ing the changes between the tentative final monograph and the final monograph). The differences 
were: (1) requiring that any active ingredient in the final monograph must have chemical information 
publicly available to all manufacturers; (2) making sunscreen labeling more flexible; (3) removing a 
provision that would allow for diminished labeling instructions for sunscreens as make-up or skin 
primer and lip products; (4) removing a provision that required manufacturers to test for SPF values 
twice for waterproof sunscreen products and adjusting reapplication guidelines; (5) modifying certain 
language, such as “tanning”; (6) including labeling accommodations for smaller sunscreen products, 
such as lipsticks; (7) clarifying which products will be regulated as drugs as opposed to a cosmetic. Id. 
In statutory authority, the 1999 final monograph is commonly referred to by its Code of Federal Regu-
lations citation: 21 C.F.R. § 352. See, e.g., 21. U.S.C. § 355h(a)(2) (referring to the 1999 final mono-
graph as “part 352 of title 21, Code of Federal Regulations, as published on May 21, 1999”). 
 79 See Sunscreen Drug Products for Over-the-Counter Human Use; Final Monograph, 64 Fed. 
Reg. at 27687 (listing the approved active ingredients for sunscreen products). The approved ingredi-
ents and maximum dosages are: aminobenzoic acid (15%), avobenzone (3%), cinoxate (3%), diox-
ybenzone (3%), homosalate (15%), menthyl anthranilate (5%), octocrylene (10%), octyl methox-
ycinnamate (7.5%), octyl salicylate (5%), oxybenzone (6%), padimate O (8%), phenylbenzimidazole 
sulfonic acid (4%), sulisobenzone (10%), titanium dioxide (25%), trolamine salicylate (12%), and zinc 
oxide (25%). Id. 
 80 See id. at 27667 (stating that a product with a nonmonograph condition, or a Category II or III 
ingredient, cannot be marketed with an NDA or Abbreviated NDA). 
 81 Id. at 27687–93. 
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timately did not take effect.82 Although there is no official explanation for the 
long periods of time between the 1978 notice, the 1993 tentative final mono-
graph, and the 1999 final monograph, many factors could have caused this de-
lay, such as minimal agency resources and the inherent lengthiness of the no-
tice-and-comment rulemaking process.83 Nonetheless, the stayed regulation 
remains influential to the present day, as the current sunscreen monograph that 
the Coronavirus Aid, Relief, and Economic Security (CARES) Act finalized 
adopted it nearly in full.84 

C. Attempts to Innovate Sunscreen 

The lack of an effective monograph did not stop the FDA or Congress from 
establishing (or attempting to establish) regulations for OTC sunscreen drug 
products.85 Nonetheless, sunscreen regulation and development in the United 
States have been slow and arduous.86 This Section provides an overview of both 
congressional and administrative endeavors in sunscreen regulation.87 

                                                                                                                           
 82 See Sunscreen Drug Products for Over-the-Counter Human Use; Final Monograph; Partial 
Stay; Final Rule, 66 Fed. Reg. 67485, 67485 (Dec. 31, 2001) (to be codified at 21 C.F.R. pt. 352) 
(halting the monograph from taking effect); An Update on Sunscreen Requirements: The Deemed 
Final Order and the Proposed Order, supra note 6 (noting that the final sunscreen monograph was 
stayed indefinitely). The stay order only stayed OTC sunscreen drug products that the monograph 
would govern. Sunscreen Drug Products for Over-the-Counter Human Use; Final Monograph; Partial 
Stay; Final Rule, 66 Fed. Reg. at 67485. It did not stay any new sunscreen drug products that would 
have had to undergo the NDA process, or cosmetics. Id. The FDA stayed the monograph because they 
intended to amend it with new “formulation, labeling, and testing requirements for both ultraviolet A 
(UVA) radiation protection and ultraviolet B (UVB) radiation protection.” Id. In place of a finalized 
monograph, the FDA issued industry guidance, detailing the FDA’s discretionary policy regarding 
sunscreen products marketed without an NDA. E-mail from Holli, Pharmacist, Div. of Drug Info., Ctr. 
for Drug Evaluation & Rsch., to Carolyn Zaccaro (Jan. 8, 2024, 09:35 EST) (on file with author). The 
FDA withdrew this guidance upon the CARES Act’s finalization of a sunscreen monograph. Id. 
 83 See Zachary Brennan, Understaffed and Underfunded: FDA Begins to Hear Opinions on Craft-
ing an OTC Drug User Fee Program, REGUL. AFFS. PROS. SOC’Y (June 10, 2016), https://www.raps.
org/News-and-Articles/News-Articles/2016/6/Understaffed-and-Underfunded-FDA-Begins-to-Hear-O 
[https://perma.cc/FW69-TQ8R] (identifying the lack of agency resources as to why some OTC mono-
graph finalizations have stalled); Guo et al., supra note 28, at 50–51 (pinpointing a lack of resources, a 
large numbers of drugs under the OTC drug system, and a cumbersome notice-and-comment process 
as reasons for delays in the FDA’s review of OTC drugs). 
 84 See 21 U.S.C. § 355h(a)(2) (providing that the final sunscreen requirements shall conform to 
the requirements detailed in title 21 of the Code of Federal Regulations, part 352—the partially stayed 
1999 final sunscreen monograph). 
 85 See Steven Adah, U.S. Food & Drug Admin., OTC Monograph Reform: OTC Sunscreen 
Drugs, YOUTUBE (Jan. 4, 2022), https://www.youtube.com/watch?v=3p5dd9XF4aI [https://perma.cc/
9QAH-HVVB] (charting the regulatory developments of sunscreen since 1999). 
 86 See Edward Hale, Bringing Sunscreen into the 21st Century, REGUL. REV. (May 27, 2019), 
https://www.theregreview.org/2019/05/27/hale-sunscreen-regulation-proposed-rule/ [https://perma.
cc/96HQ-QW5Q] (labeling the FDA approval process for sunscreen ingredients as “slow”). 
 87 See infra notes 88–121 and accompanying text. 

https://perma.cc/FW69-TQ8R
https://perma.cc/9QAH-HVVB
https://perma.cc/9QAH-HVVB
https://perma.cc/96HQ-QW5Q
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1. The 2011 Final Rule 

In 2007, the FDA underwent another rulemaking process.88 This proposed 
rule was meant to be an amendment to the 1999 final monograph, with the in-
tention of publishing a final monograph setting the standards for what would 
be considered GRASE for sunscreens.89 Nonetheless, comments solicited dur-
ing the comment period demonstrated that the public found issue with all parts 
of the 1999 final monograph, such that the FDA abandoned its original plan to 
publish a final monograph, and instead opted to publish only a final rule.90 The 
rule set requirements only for how to label and test OTC sunscreen drug prod-
ucts brought to market without FDA-approved applications.91 Specifically, it 
finalized the rules for labeling and testing for SPF values and broad spectrum 
claims, labeling and testing for sunscreens claiming to be water-resistant, di-
rections for sunscreen use, and guidelines on when a sunscreen would be con-
sidered misbranded.92 The FDA published this final rule in 2011, and it became 
effective on June 18, 2012.93 

2. The Sunscreen Innovation Act 

In November of 2014, the Sunscreen Innovation Act became law.94 The 
Sunscreen Innovation Act provided new statutory guidelines for reviewing new 
                                                                                                                           
 88 See Rulemaking History for OTC Sunscreen Drug Products, supra note 9 (identifying the pro-
posed rulemaking for UV protection in 2007); Sunscreen Drug Products for Over-the-Counter Human 
Use; Proposed Amendment of Final Monograph, 72 Fed. Reg. 49070, 49070 (proposed Aug. 27, 
2007) (to be codified at 21 C.F.R. pts. 347, 352) (announcing a proposed rule for sunscreens). 
 89 See Sunscreen Drug Products for Over-the-Counter Human Use; Proposed Amendment of 
Final Monograph, 72 Fed. Reg. at 49070 (explaining that the proposed rule would lift the sunscreen 
monograph’s stay). In addition to finalizing the stayed regulation, the 2007 proposed rule intended to 
create testing and labeling guidelines for UVA radiation. Labeling and Effectiveness Testing; Sun-
screen Drug Products for Over-the-Counter Human Use, 76 Fed. Reg. 35620, 35621 (June 17, 2011) 
(codified at 21 C.F.R. 201.327). 
 90 Labeling and Effectiveness Testing; Sunscreen Drug Products for Over-the-Counter Human 
Use, 76 Fed. Reg. at 35621. The FDA noted that the issues raised would require further evaluation, 
stalling the publication of a final sunscreen monograph. Id. Nonetheless, it insisted on instituting la-
beling and testing requirements to best serve public health. Id. 
 91 Id. 
 92 Adah, supra note 85; see also Labeling and Effectiveness Testing; Sunscreen Drug Products 
for Over-The-Counter Human Use, 76 Fed. Reg. at 35621 (detailing the scope of the final rule). A 
sunscreen is considered broad spectrum if it protects against both UVA and UVB radiation. Labeling 
and Effectiveness Testing; Sunscreen Drug Products for Over-the-Counter Human Use, 76 Fed. Reg. 
at 35649. 
 93 Labeling and Effectiveness Testing; Sunscreen Drug Products for Over-The-Counter Human 
Use, 76 Fed. Reg. at 35620. In statutory authority, the 2011 final rule is commonly referred to by its 
Code of Federal Regulations citation: 21 C.F.R. § 201.327. See, e.g., 21 U.S.C. § 355h(a)(2) (referring 
to the 2011 final rule as “section 201.327 of title 21, Code of Federal Regulations”). 
 94 See Sunscreen Innovation Act, Pub. L. No. 113-195, 128 Stat. 2035 (2014) (noting that the 
enactment date of the Sunscreen Innovation Act was November 26, 2014). In 2002, the FDA attempt-
ed to fix its approval process for new sunscreen ingredients. See BODIE, supra note 52, at 3 (describ-



2025] FDA’s Regulatory Process for Sunscreen 227 

sunscreen active ingredients, or ingredients not listed in the 1999 sunscreen 
monograph.95 The law allowed any individual to submit a new request to the 
Secretary of Health and Human Services (HHS) requesting review of a particu-
lar active ingredient.96 Additionally, the law mandated that the Secretary act on 
any pending requests within ninety days of the law’s passage.97 Interestingly, 
the Sunscreen Innovation Act codified a requirement that the FDA “amend and 
finalize” the 1999 final sunscreen monograph within five years of the law’s 
passage, setting a deadline of 2019.98 Though this law signaled potential ad-
vancement in sunscreen regulation, the FDA did not approve any pending ap-
plications due to insufficient safety data.99 The CARES Act ultimately sunset 
the Sunscreen Innovation Act in 2020.100 
                                                                                                                           
ing the Time and Extent Application (TEA) process). It created TEAs, where “fast-track” applications 
were available for ingredients that were safely and extensively used in sunscreens in other countries 
for five years. Mark S. Reisch, After More Than a Decade, FDA Still Won’t Allow New Sunscreens, 
CHEM. & ENG’G NEWS (May 18, 2015), https://cen.acs.org/articles/93/i20/Decade-FDA-Still-Wont-
Allow.html [https://perma.cc/6SRF-LHM7]; 21 C.F.R. § 330.14(b)(1)–(2) (2024). Nonetheless, even 
with the TEAs, the approval process remained slow. See id. (revealing that the FDA hardly acted upon 
submitted TEAs). As a result, sunscreen manufacturers and formulators, organizations focused on 
cancer prevention, and consultants created a coalition: the Public Access to Sunscreens (PASS). Id. 
PASS was the driving force behind the enactment of the Sunscreen Innovation Act, lobbying Con-
gress to see it signed into law. Id. 
 95 See 21 U.S.C. §§ 360fff-1–360fff-2 (defining who can submit requests for review of new in-
gredients and the new criteria that the FDA will use in evaluating the eligibility of new ingredients). 
At the point of the Sunscreen Innovation Act’s enactment, the 1999 final monograph was still not 
effective. See An Update on Sunscreen Requirements: The Deemed Final Order and the Proposed 
Order, supra note 6 (noting that the 1999 final monograph “never” was effective). Nonetheless, Con-
gress used the information, specifically the GRASE active ingredient list, contained within the inef-
fective monograph in drafting this law. See 21 U.S.C. § 360fff-2(A)(i) (setting eligibility for a new 
ingredient as an ingredient not included in the 1999 final monograph). 
 96 21 U.S.C. § 360fff-1. Per the law, once the Secretary received a request, they would issue a 
proposed order and solicit public comment on the order. Id. § 360fff-3(a)(1), (3). Next, within a pre-
determined number of days, the Secretary would issue a final order. Id. § 360fff-3(a)(5). 
 97 Id. § 360fff-3(b)(4). A pending request was an outstanding TEA for a sunscreen active ingredi-
ent that the FDA already deemed was eligible for review and for which the sponsor already submitted 
safety data at the time of the law’s passage in late 2014. Id. § 360fff(6). For example, the sunscreen 
active ingredient bemotrizinol was a pending request under the law because the FDA deemed it eligi-
ble for review in 2005, and the drug sponsor submitted safety data on it in 2006. See Over-the-Counter 
Drug Products; Safety and Efficacy Review; Additional Sunscreen Ingredients, 70 Fed. Reg. 72449, 
72449 (Dec. 5, 2005) (stating that bemotrizinol, submitted via a TEA, may be considered for the sun-
screen monograph); Letter from Lisa Navarro, Prod. Safety & Regul. Affs. Dir., Ciba Specialty 
Chemicals Corp., to Michael Koenig, FDA Div. on OTC Drug Prods. (Feb. 28, 2006) (on file with the 
Division of Dockets Management) (detailing the safety data originally submitted for bemotrizinol). 
 98 21 U.S.C. § 360fff-5(a). 
 99 U.S. GOV’T ACCOUNTABILITY OFF., supra note 26, at 16. The FDA did not approve any new 
sunscreen ingredients due to purported gaps in the provided data. See Letter from Sandra L. Kweder, 
Dir. (Acting), Off. of Drug Evaluation IV, Ctr. for Drug Evaluation & Rsch., to Kathleen Sanzo, Mor-
gan, Lewis & Bockius LLP (Nov. 13, 2014) (on file with the Divisions of Docket Management) 
(denying approval for the sunscreen active ingredient bemotrizinol due to insufficient data); Letter 
from Sandra L. Kweder, Director (Acting), Off. of Drug Evaluation IV, Ctr. for Drug Evaluation & 
Rsch., to Kathleen Sanzo, Morgan, Lewis & Bockius LLP (Sept. 3, 2014) (on file with the Divisions 
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3. The 2019 Proposed Rule 

Complying with the Sunscreen Innovation Act, in early 2019, the FDA is-
sued another proposed rule, intending to establish a final monograph for sun-
screens and align sunscreen regulation with scientific developments in the 
field.101 Its notable provisions included establishing which active ingredients 
were GRASE, setting dosage form requirements, forming maximums for SPF 
values, defining the requirements to be considered broad spectrum, requiring 
certain labeling for sunscreen products, setting procedures for testing and 
recordkeeping, and setting guidelines for products that combine sunscreen and 
insect repellant.102 One of the major changes from the 1999 final monograph is 
the active ingredient classification.103 From the original sixteen Category I 
(GRASE) active ingredients listed in the 1999 final monograph, only two sur-
                                                                                                                           
of Docket Management) (denying approval for the sunscreen active ingredient bisoctrizole due to 
insufficient data); Letter from Sandra L. Kweder, Director (Acting), Off. of Drug Evaluation IV, Ctr. 
for Drug Evaluation & Rsch., to John Tomaszewski, Dir. Regul. Affs., L’Oreal USA Prods., Inc. 
(Aug. 29, 2014) (on file with the Divisions of Docket Management) (denying approval for the sun-
screen active ingredient drometrizole trisiloxane due to insufficient data); Over-the-Counter Sunscreen 
Drug Products—Regulatory Status of Ecamsule, 80 Fed. Reg. 10035, 10036–37 (Feb. 25, 2015) 
(denying approval for the sunscreen active ingredient ecamsule due to insufficient data); Over-the-
Counter Sunscreen Drug Products—Regulatory Status of Enzacamene, 80 Fed. Reg. 10026, 10028 (Feb. 
25, 2015) (denying approval for the sunscreen active ingredient enzacamene due to insufficient data). 
The author was unable to locate feedback letters for three of the ingredients for which the FDA denied 
approval—octyl triazone, amiloxte, and diethylhexyl butamido triazone. Nonetheless, the FDA has noted 
that it withheld approval for these ingredients due to insufficient data. See Regulatory Policy Information 
| Sunscreen Innovation Act, U.S. FOOD & DRUG ADMIN., https://www.fda.gov/drugs/guidance-
compliance-regulatory-information/regulatory-policy-information-sunscreen-innovation-act [https://
perma.cc/A4EK-M3FW] (Sept. 2, 2021) (cataloguing the FDA’s regulatory actions in accordance 
with the provisions in the Sunscreen Innovation Act). According to a U.S. Government Accountability 
Office study, sunscreen sponsors and stakeholders were skeptical of these denials. See U.S. GOV’T 
ACCOUNTABILITY OFF., supra note 26, at 16 (noting that sponsors questioned these decisions). As 
reason for their skepticism, they cited the FDA’s request for absorption studies, a test that was not 
previously required for sunscreen ingredients. Id. at 21–22. In response, sponsors wavered on whether 
they would provide such data, citing the costs of the tests, the FDA not accepting alternative testing 
methods, and the FDA requesting animal testing. Id. at 23–25. 
 100 See 21 U.S.C. § 360fff-8 (sunsetting the Sunscreen Innovation Act by the end of the 2022 
fiscal year). 
 101 Sunscreen Drug Products for Over-the-Counter Human Use, 84 Fed. Reg. 6204, 6204 (pro-
posed Feb. 26, 2019) (to be codified at 21 C.F.R. pts. 201, 310, 347, 352); An Update on Sunscreen 
Requirements: The Deemed Final Order and the Proposed Order, supra note 6. This proposed rule 
came forty-one years after FDA first signified its intention to establish a final monograph for sun-
screen. See Rulemaking History for OTC Sunscreen Drug Products, supra note 9 (identifying that the 
first notice of proposed rulemaking was in 1978, and this rule proposal came in 2019). 
 102 Adah, supra note 85; Sunscreen Drug Products for Over-the-Counter Human Use, 84 Fed. 
Reg. at 6205–07. A dosage form is the form in which the sunscreen comes, like a spray or a cream. An 
Update on Sunscreen Requirements: The Deemed Final Order and the Proposed Order, supra note 6. 
 103 COVINGTON & BURLING LLP, FDA ISSUES NEW PROPOSED RULE ON REGULATORY RE-
QUIREMENTS FOR SUNSCREEN PRODUCTS 1 (2019), https://www.cov.com/-/media/files/corporate/
publications/2019/02/fda_issues_new_proposed_rule_on_regulatory_requirements_for_sunscreen_
products.pdf [https://perma.cc/4XF9-SPJ9]. 
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vived: zinc oxide and titanium dioxide.104 Two of the previous Category I in-
gredients were reclassified as Category II ingredients (not GRASE), and 
twelve were moved to Category III (insufficient data to make a determination 
if it is GRASE).105 The FDA solicited comments after the proposal’s publica-
tion, but the CARES Act was signed into law before the FDA could finalize the 
proposed rule.106 

4. The CARES Act, the Deemed Final Order, and the 2021 Proposed Order 

The CARES Act was a landmark law enacted in 2020 as a response to the 
COVD-19 pandemic, designed to provide emergency economic assistance to 
Americans.107 But the CARES Act encompassed more than economic assis-
tance—it also included significant OTC monograph reform, overhauling much 
of the regulatory process for OTC drug monographs.108 The CARES Act gave 
the FDA more unilateral authority by instituting an administrative order pro-
cess for creating and changing OTC drug monographs.109 This updated pro-
cess, in which the FDA can issue an order on its own accord determining the 
safety and effectiveness of a drug ingredient, replaced the previous notice-and-
comment process, ultimately giving the FDA a less cumbersome way to ap-
prove new drug ingredients and stay up to date with scientific developments.110 
                                                                                                                           
 104 Compare Sunscreen Drug Products for Over-the-Counter Human Use, 84 Fed. Reg. at 6216–
19 (listing two ingredients as GRASE), with Sunscreen Drug Products for Over-the-Counter Human 
Use; Final Monograph, 64 Fed. Reg. 27666, 27687 (May 21, 1999) (to be codified at 21 C.F.R. pts. 
310, 352, 700, 740) (listing sixteen ingredients as GRASE). 
 105 See Sunscreen Drug Products for Over-the-Counter Human Use, 84 Fed. Reg. at 6219–21 
(reclassifying para-aminobenzoic acid and trolamine salicylate as Category II and reclassifying cinox-
ate, dioxybenzone, ensulizole, homosalate, meradimate, octinoxate, octisalate, octocrylene, padimate 
O, sulisobenzone, oxybenzone, and avobenzone as Category III). 
 106 See An Update on Sunscreen Requirements: The Deemed Final Order and the Proposed Or-
der, supra note 6 (stating that the FDA received comments in response to the 2019 proposed rule but 
that the CARES Act issued a deemed final order for sunscreen, setting the new baseline of GRASE 
conditions for sunscreen); U.S. GOV’T ACCOUNTABILITY OFF., GAO-20-572, INFORMATION ON 
FDA’S REGULATION OF MOST OTC DRUGS 8 (2020) (acknowledging that the FDA had not finalized 
the monograph for sunscreens at the time of the CARES Act’s passage). 
 107 See Katie P. Reed & Monica P. Schulteis, President Trump Signs into Law the Coronavirus 
Aid, Relief, and Economic Security (CARES) Act, NAT’L L. REV. (Mar. 29, 2020), https://www.natlaw
review.com/article/president-trump-signs-law-coronavirus-aid-relief-and-economic-security-cares-act 
[https://perma.cc/386P-TKDM] (detailing the provisions of the CARES Act, which includes direct 
financial aid to individuals and small businesses). 
 108 See BODIE, supra note 52, at 2 (noting that the CARES Act disposed of the previous rulemak-
ing process in favor of an administrative orders). 
 109 21 U.S.C. § 355h(b)(1)(A); see also Michele, supra note 64 (noting that the CARES Act re-
placed the rulemaking process previously used for OTC monographs). 
 110 21 U.S.C. § 355(b)(1)(A); see BODIE, supra note 52, at 2 (explaining the mechanics of the 
new administrative order process and that it replaced the previous rulemaking process); Michele, 
supra note 64 (describing the updated administrative order process as “exciting” because it is more 
streamlined, efficient, and timely, and allows FDA to stay up-to-date with public health develop-
ments). 
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A non-FDA entity may also request the initiation of an administrative order.111 
Additionally, the CARES Act implemented a user fee and an exclusivity provi-
sion.112 The user fee allows the FDA to collect fees from drug sponsors hoping 
to start the amendment process to the monograph and the exclusivity provision 
gives sponsors eighteen months of exclusive use if their drug ingredient is ap-
proved and included in the monograph.113 

In addition to this broad overhaul, the CARES Act issued a “final admin-
istrative order” (or “deemed final order”) specifically for sunscreen drugs.114 In 
effect, this deemed final order established a final monograph for sunscreen, 
indicating that the sunscreen monograph shall adopt the same requirements as 
the 1999 final monograph (the same monograph that the FDA indefinitely 
stayed in the early 2000s), except for the labeling and testing requirements, 
which must conform with the procedures established in the 2011 final rule.115 

                                                                                                                           
 111 21 U.S.C. § 355h(b)(1)(A). This is referred to as an “OTC Monograph Order Request” 
(OMOR). See Over-the-Counter Monograph Drug User Fee Program—OTC Monograph Order Re-
quests Fee Rates for Fiscal Year 2024, 88 Fed. Reg. 62577, 62577 (Sept. 12, 2023) (referring to the 
process by which an individual requests an administrative order as an “OTC monograph order request 
(OMOR)”). 
 112 21 U.S.C. § 379j-72(a)(2)(A); Id. § 355h(b)(5)(C). 
 113 Id. § 379j-72(a)(2)(A); Id. § 355h(b)(5)(C). According to the statute, user fees are to be col-
lected from those who request an administrative order. Id. § 379j-72(a)(2)(A). The user fee is 
$500,000 for a tier 1 request (for example, a request to add an active ingredient) and $100,000 for a 
tier 2 request. Id.; see id. § 379j-71(8)–(9)(A) (defining a tier 1 request as anything other than a tier 2 
request and defining a tier 2 request as modifications to labeling, modifications to usage directions, 
standardization of dosage concentrations, modifications to ingredient nomenclatures, and adding in-
terchangeable terms). These numbers are subject to change based on inflation. Id. § 379j-72(a)(2)(A). 
Indeed, the user fees for the 2023–2024 fiscal year are $537,471 for a tier 1 request and $107,494 for a 
tier 2 request. Over-the-Counter Monograph Drug User Fee Program—OTC Monograph Order Re-
quests Fee Rates for Fiscal Year 2024, 88 Fed. Reg. at 62577. Next, the exclusivity provision is lim-
ited. See 21 U.S.C. § 355h(b)(5)(C)(iv) (describing the limitation imposed on the exclusivity provi-
sion). Although requestors looking to change an active ingredient or usage condition receive some 
exclusivity, a requestor will not receive any exclusive use if their OMOR is tier 2, if the OMOR is 
related to any safety, or if the OMOR changes safety or efficacy testing methods. Id. 
 114 21 U.S.C. § 355h(a)(2); Questions and Answers: FDA Posts Deemed Final Order and Pro-
posed Order for Over-the-Counter Sunscreen, U.S. FOOD & DRUG ADMIN., https://www.fda.gov/
drugs/understanding-over-counter-medicines/questions-and-answers-fda-posts-deemed-final-order-
and-proposed-order-over-counter-sunscreen [https://perma.cc/3GXX-6E64] (Dec. 16, 2022). The 
CARES Act uses the term “final administrative order” when referencing issued administrative orders. 
See, e.g., 21 U.S.C. § 355h(b)(2)(A)(iv) (using the term “final administrative order”). Alternatively, 
FDA documents use the phrase “deemed final order” to reference the same finalized sunscreen mono-
graph. See, e.g., Questions and Answers: FDA Posts Deemed Final Order and Proposed Order for 
Over-the-Counter Sunscreen, supra (using the term “deemed final order”). Nonetheless, they refer to 
the same concept: the establishment of a final monograph for sunscreens. See id. (“Section 505G of 
the [FDCA], which was enacted by the CARES Act, created a ‘final administrative order’ for sun-
screens (the deemed final order) . . . .”). For the purposes of this Note, I will refer to the sunscreen 
monograph finalized by the CARES Act as the “deemed final order,” in accordance with FDA’s lan-
guage. 
 115 21 U.S.C. § 355h(a)(2). 

https://perma.cc/3GXX-6E64
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Any drug in conformity with this monograph, as well as any other relevant 
statutory requirements, would be considered GRASE.116 

Although it seemed the saga of making an effective final sunscreen mon-
ograph ended thanks to the CARES Act, the journey was not quite over, as the 
CARES Act required the FDA to revise the deemed final order and issue an 
amended order.117 Pursuant to the CARES Act, the FDA proposed an amended 
order in 2021.118 The 2021 proposed order, a near replica of the 2019 proposed 
rule, and the CARES Act’s deemed final order contain vast substantive differ-
ences, including which active ingredients are GRASE, maximum SPF values, 
and requirements for being labeled as broad spectrum.119 Regardless, there has 
not been significant movement on the 2021 proposed order: the last action oc-
curred in late 2021, when the FDA pushed back the due date for public com-
ments.120 Thus, despite all of these various amendments and orders, sunscreens 
are still confined to the same sixteen ingredients contained in the 1999 final 
monograph.121 

D. GRASE Determinations 

The approval process for new UV filters has been stagnant—the last time 
the FDA approved a UV filter for general use in sunscreen products was 1999.122 

                                                                                                                           
 116 Questions and Answers: FDA Posts Deemed Final Order and Proposed Order for Over-the-
Counter Sunscreen, supra note 114. This reversion to the 1999 final monograph conditions signified a 
departure from the FDA 2019 proposed rule, as the CARES Act’s deemed final order reinstated the 
sixteen-ingredient Category I ingredient list. Compare U.S. FOOD & DRUG ADMIN., supra note 24, at 
2 (listing sixteen ingredients as GRASE), with Sunscreen Drug Products for Over-the-Counter Human 
Use, 84 Fed. Reg. 6204, 6216–19 (proposed Feb. 26, 2019) (to be codified at 21 C.F.R. pts. 201, 310, 
347, 352) (listing two approved ingredients as GRASE). 
 117 See Coronavirus Aid, Relief, and Economic Security Act, Pub. L. No. 116-136, § 3854, 134 
Stat. 281, 456–57 (2020) (directing the Secretary of HHS to “amend and revise” the deemed final 
order established by the CARES Act). 
 118 U.S. FOOD & DRUG ADMIN., supra note 5, at 1. 
 119 See Questions and Answers: FDA Posts Deemed Final Order and Proposed Order for Over-
the-Counter Sunscreen, supra note 114 (noting that the 2021 proposed order and the 2019 proposed 
rule are largely identical). Compare, e.g., U.S. FOOD & DRUG ADMIN., supra note 24, at 2, 3 (listing 
sixteen approved active ingredients, not listing a maximum SPF, and not requiring certain sunscreens 
to be broad spectrum), with U.S. FOOD & DRUG ADMIN., supra note 5, at 7–8, 25 (listing two ap-
proved active ingredients, setting a maximum SPF of sixty plus, and requiring any sunscreen with an 
SPF of fifteen or higher to provide broad spectrum protection). 
 120 See Amending the Over-the-Counter Monograph M020: Sunscreen Drug Products for Over-
the-Counter Human Use; Over-the-Counter Monograph Proposed Order (OTC 000008) Extension of 
Comment Period, 86 Fed. Reg. 66318, 66318 (Nov. 22, 2021) (extending the public comment period 
for the proposed order). 
 121 See Adah, supra note 85 (noting that the proposed order is ineffective and only has the effect 
of a proposal until its finalized); U.S. FOOD & DRUG ADMIN., supra note 24, at 2 (listing the sixteen 
ingredients currently approved for use in the United States—the same ingredients that the FDA in-
cluded in the 1999 final monograph). 
 122 Rogin & Wilde, supra note 8. 
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One reason for these long approval wait times is the rigorous testing require-
ments and subsequent data review for the safety of sunscreen active ingredi-
ents.123 In addition to the standard effectiveness testing, tests that determine the 
filter’s SPF level and broad spectrum capability, UV filters must undergo rigor-
ous testing to determine their GRASE status.124 To make safety determinations 
and establish an OTC monograph for a given drug, the Commissioner of the 
FDA (Commissioner) first appoints a review panel.125 Subsequently, the Com-
missioner requests drug safety data from “interested persons” for the review 
panel to evaluate.126 The requested data are extensive, including labeling for the 
drug, active ingredient quantities, safety data for both animals and humans, effi-
cacy data, a summary reviewing the data presented, and a “medical rationale” for 
the drug.127 Neither the regulation nor the current finalized monograph specify 
what types of studies are necessary or sufficient to produce the requested data, 
but the FDA has issued guidance on this topic in 2016 and included testing re-
quirements in its 2021 proposed order.128 Once the review panel evaluates all the 

                                                                                                                           
 123 See Printz, supra note 20, at 2861 (pointing to the FDA’s requests for additional safety data as 
a barrier to bringing UV filters to the American market). 
 124 See 21 C.F.R. § 201.327(i)–(j) (2024) (outlining the required testing procedures that a UV 
filter must undergo in order to be marketed without FDA pre-clearance); Id. § 330.10(a)(2), (4) (2024) 
(providing that a review panel, selected by the Commissioner of the FDA, will request safety data for 
sunscreen ingredients and review it according to specified standards to make a GRASE determina-
tion). The sunscreen monograph that the CARES Act finalized establishes effectiveness testing proce-
dures. See 21 U.S.C. § 355h(a)(2) (including the regulations that the 2011 final rule established, codi-
fied at 21 C.F.R. § 201.327, in the finalized sunscreen monograph); 21 C.F.R. § 201.327(i)–(j) (detail-
ing the necessary tests to establish a sunscreen active ingredient’s SPF level and broad spectrum abil-
ity). These procedures control several testing measures: the machine that testers must use to mimic 
solar radiation, the number of test subjects and who can be a test subject, the location where sunscreen 
is applied on the test subject, the calculation used to determine SPF levels, and whether a sunscreen is 
water resistant. 21 C.F.R. § 201.327(i)(1)(i), (3)(i), (4), (6), (7). The SPF test requires in vivo testing, 
or testing done on living organisms. See id. § 201.327(i)(3) (indicating that human subjects must be 
used for SPF testing). The regulation also details the specifics for broad spectrum testing. Id. 
§ 201.327(j). The specific SPF and broad spectrum testing procedures are highly scientific in nature, 
and outside the scope of this Note. 
 125 21 C.F.R. § 330.10(a)(1). 
 126 Id. § 330.10(a)(2). 
 127 Id. For animal safety, human safety, and efficacy data, OTC drug safety regulation requires 
“interested persons” to send data from controlled and “partially controlled or uncontrolled studies” 
done for individual active ingredients, active ingredient combinations, and completed drug products. 
Id. For human safety data and efficacy data, the regulation also requires inclusion of reported or ex-
pected side effects, potentially influential marketing experiences, and applicable scientific literature 
for individual active ingredients, active ingredient combinations, and completed drug products. Id. 
 128 See id. § 330.10(a)(4)(i) (stating that proof of an ingredient’s safety will include adequate tests 
that demonstrate the drug’s safety under prescribed use, results of human experiences with the drug, 
and data from published studies); U.S. FOOD & DRUG ADMIN., supra note 7, at 1 (providing industry 
guidance on sunscreen safety testing); U.S. FOOD & DRUG ADMIN., supra note 5, at 13 (proposing a 
testing paradigm to support a claim that an active ingredient should be GRASE). The FDA’s guidance 
and order includes proposed tests and studies for two types of data: clinical and nonclinical. See U.S. 
FOOD & DRUG ADMIN., supra note 7, at 5, 10 (listing the two broad categories of safety testing as 
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data, it will send a report with its conclusions about the safety of the drug and 
any recommendations it has to the Commissioner.129 In determining the OTC 
drug’s safety, the panel and the Commissioner are bound by explicit standards.130 
The standards by which the panel judges an ingredient’s safety are whether there 
are few incidences of negative reactions or side effects when used appropriately, 
whether there are warnings to consumers of unsafe uses, whether there is little 
risk of harm when the product is not used appropriately, and the risk-benefit ratio 
of the drug.131 Once the panel and Commissioner thoroughly evaluate the drug, 
the Commissioner publishes a proposed order and begins the process of estab-
lishing a final monograph.132 This process can take decades to accomplish for a 
single active ingredient.133 

                                                                                                                           
clinical and nonclinical); U.S. FOOD & DRUG ADMIN., supra note 5, at 13 (bifurcating the individual 
tests into two categories). For clinical data, the FDA suggests skin irritation testing, testing to study 
whether an adverse skin reaction occurs when the ingredients are exposed to light (phototoxicity test-
ing), testing to study whether an allergic reaction occurs when the ingredients are exposed to light 
(photoallergenicity testing), maximal usage trials, documentation of adverse events reported after the 
ingredient has entered the market, and acknowledgment of any adverse effects to children. U.S. FOOD 
& DRUG ADMIN., supra note 7, at 5–10, 12–13; U.S. FOOD & DRUG ADMIN., supra note 5, at 13, 16–
21, 23. For nonclinical data, the FDA suggests skin and body carcinogen testing, development toxicity 
testing, reproductive toxicity testing, absorption studies, distribution studies, metabolism studies, 
excretion studies, and any additional testing if the data points to the possibility of other effects, like 
endocrine effects. U.S. FOOD & DRUG ADMIN., supra note 7, at 10–11; U.S. FOOD & DRUG ADMIN., 
supra note 5, at 13, 21–23. The nuance of each study is outside the scope of this Note. 
 129 21 C.F.R. § 330.10(a)(5). There is not a statutorily mandated time frame by which the review 
panel must abide when reviewing the data. See id. § 330.10(a)(3) (allowing the review panel to meet 
for a length of time that they deem is appropriate). Instead, the statute provides a broad grant of dis-
cretion, allowing the panel to review the data “as often and for as long as is appropriate.” Id. 
 130 See id. § 330.10(a)(4) (enumerating the safety standards for evaluating OTC drugs). Given the 
inclusion of the word “shall” in the regulation, these safety standards must be applied in the safety 
evaluation. Id.; see Shall, BLACK’S LAW DICTIONARY (12th ed. 2024) (defining the term “shall” as an 
imperative requirement). 
 131 21 C.F.R. § 330.10(a)(4)(i), (iii). 
 132 See id. § 330.10(a)(5)–(a)(9) (detailing the data review process for GRASE determinations and 
subsequently establishing a final sunscreen monograph). 
 133 See Bettenhausen, supra note 23 (highlighting that the sponsor of the UV filter bemotrizinol 
introduced the ingredient to the FDA in 2002 and expected a determination on its GRASE status in 
mid-2024); see also Over-the-Counter Drug Products; Safety and Efficacy Review; Additional Sun-
screen Ingredients, 70 Fed. Reg. 72449, 72449 (Dec. 5, 2005) (requesting safety data on the UV filter 
bemotrizinol, a filter that remains unapproved, in 2005). Officials from the FDA pointed to three ma-
jor factors for delays in updating monographs: (1) the rulemaking process (pre-CARES Act) that 
could potentially have lasted for a minimum of six years, (2) lack of resources, and (3) understaffing 
issues. U.S. GOV’T ACCOUNTABILITY OFF., supra note 106, at 9. This, in addition to the amount of 
FDA-required testing, has contributed to the significant delays. See id. (noting reasons for the delays 
in the OTC regulatory process); Bettenhausen, supra note 23 (acknowledging that safety testing on the 
manufacturer’s side can take years to complete). 
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II. DIVERGING VIEWS ON THE FDA’S RISK-AVERSION  
REGULATORY SCHEME 

As discussed in Part I of this Note, the FDA has taken a cautious ap-
proach to sunscreen regulation, leaving sunscreens in 1999.134 Though Con-
gress dramatically reformed the OTC Drug Review process, it did not change 
the safety and effectiveness standards and data requirements.135 The complex 
safety data requirements slow down the approval process for ingredients that 
have been used both domestically and abroad for decades, impeding progress 
on the availability of sunscreen active ingredients in the United States.136 This 
has led some to question whether such stringency actually accomplishes con-
sumer protection.137 This Part explores the need for such rigorous safety testing 
as well as the consequences resulting from the FDA’s requirements.138 Section 
A discusses the FDA’s absorption studies and its effect on how the FDA per-
ceives its own safety standard necessity and active ingredient availability in the 
United States.139 It also provides supporting arguments for stricter regulatory 
standards.140 Section B examines the effects of strict regulation on different 
interested parties.141 

A. Stringent and Risk-Averse Regulation to Benefit Consumers 

The FDA argues that it must be risk-averse in regulating sunscreen be-
cause of the ways that consumers use sunscreen and data from studies that 
show ingredients in sunscreen products can be absorbed through the skin.142 
This risk-aversion leads to extensive data requests from the FDA, which can 
help ensure that sunscreens are safe for everyday use, ultimately promoting 
public health and consumer protection most effectively.143 

                                                                                                                           
 134 See supra notes 37–133 and accompanying text. 
 135 U.S. FOOD & DRUG ADMIN., supra note 5, at 4. 
 136 Id. at 7 (proposing to reclassify twelve Category I GRASE ingredients to Category III GRASE 
ingredients due to insufficient safety data); see supra notes 122–133 and accompanying text (discuss-
ing the FDA’s safety approval process). 
 137 See, e.g., Bettenhausen, supra note 23 (quoting a cosmetic chemist who questions whether the 
FDA’s extensive testing requirements effectively balance a product’s safety and overall public health). 
 138 See infra notes 142–188 and accompanying text. 
 139 See infra notes 142–155 and accompanying text. 
 140 See infra notes 153–155 and accompanying text. 
 141 See infra notes 156–188 and accompanying text. 
 142 See U.S. FOOD & DRUG ADMIN., supra note 5, at 11–13 (referencing the fact that consumers 
use sunscreen more often and the recent studies showing transdermal absorption of sunscreen active 
ingredients as the catalyst for a rigid safety testing framework). 
 143 See, e.g., Press Release, Env’t Working Grp., FDA’s Proposed Sunscreen Regulations Would 
Be Major Win for Public Health (Feb. 21, 2019), https://www.ewg.org/news-insights/news-release/
fdas-proposed-sunscreen-regulations-would-be-major-win-public-health [https://perma.cc/GL2U-U59Y] 
(arguing that stricter regulatory standards around safety, efficacy, and labeling contribute to public 
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In 2019 and in 2020, the FDA’s internal research team released studies 
that evaluated whether skin absorbed sunscreen ingredients applied topical-
ly.144 The studies focused only on a select number of ingredients, including the 
only two available chemical UV filters that protect against ultraviolet A (UVA) 
radiation.145 Both studies reached the same result: every tested ingredient was 
absorbed into the bloodstream.146 In response to this data, the FDA proposed to 
remove GRASE status for nearly all currently approved UV filters (including 
filters not included in the 2019 or 2020 absorption studies), citing gaps in their 
safety data.147 The studies and the FDA stated that additional data are neces-
sary to better understand the absorption and its long-term effects.148 Without 
more data, the safety and risks of absorption remains uncertain.149 Nonetheless, 
the FDA noted that absorption could potentially affect human reproduction and 

                                                                                                                           
health); Pantelic et al., supra note 14, at 644 (stating that the FDA’s 2021 proposed order demon-
strates the agency’s commitment to sunscreen safety). 
 144 See Murali K. Matta et al., Effect of Sunscreen Application Under Maximal Use Conditions on 
Plasma Concentration of Sunscreen Active Ingredients, 321 J. AM. MED. ASS’N 2082, 2082 (2019) 
(determining whether four sunscreen active ingredients get absorbed when applied at the maximum 
level dosage) [hereinafter 2019 Absorption Study]; Murali K. Matta et al., Effect of Sunscreen Appli-
cation on Plasma Concentration of Sunscreen Active Ingredients, 323 J. AM. MED. ASS’N 256, 256 
(2020) (assessing whether six sunscreen active ingredients get absorbed when applied once and at the 
maximum level dosage) [hereinafter 2020 Absorption Study]. 
 145 See 2019 Absorption Study, supra note 144, at 2082 (evaluating the absorption of avobenzone, 
oxybenzone, octocrylene, and ecamsule); 2020 Absorption Study, supra note 144, at 256 (evaluating 
the absorption of avobenzone, oxybenzone, octocrylene, homosalate, octisalate, and octinoxate); 
Printz, supra note 20, at 2862 (stating that avobenzone and oxybenzone are the only chemical filters 
available in the United States that protect against UVA radiation). 
 146 See 2019 Absorption Study, supra note 144, at 2088 (finding that four sunscreen active ingre-
dients were absorbed into the bloodstream when applied in two hours increments); 2020 Absorption 
Study, supra note 144, at 265 (finding that six sunscreen active ingredients were absorbed into the 
bloodstream when applied once on day one of the experiment, and when applied four times on the 
second, third, and fourth day of the experiment). 
 147 See U.S. FOOD & DRUG ADMIN., supra note 5, at 4, 6–7 (determining that there is enough data 
to support a GRASE determination for zinc oxide and titanium dioxide, but not for twelve other active 
ingredients currently approved for use in the sunscreen monograph). Additionally, the FDA proposed 
to remove GRASE status for two currently approved sunscreen active ingredients—trolamine salicy-
late and aminobenzoic acid (commonly known as PABA)—not due to insufficient safety data, but 
data that affirmatively shows safety concerns, such as anti-coagulation increased toxicity rates, and 
allergic reactions. Id. at 6. 
 148 See 2019 Absorption Study, supra note 144, at 2083 (noting that more studies are necessary to 
determine if the findings that sunscreen active ingredients get absorbed are clinically significant); 
2020 Absorption Study, supra note 144, at 257 (same); Theresa M. Michele & David Strauss, Shed-
ding More Light on Sunscreen Absorption, U.S. FOOD & DRUG ADMIN. (Jan. 21, 2020), https://www.
fda.gov/news-events/fda-voices/shedding-more-light-sunscreen-absorption [https://perma.cc/P6HG-
7GCB] (signaling the reason for the FDA’s request for additional data). 
 149 Michele & Strauss, supra note 148; see U.S. FOOD & DRUG ADMIN., supra note 5, at 13 
(“This new information about absorption and potential safety risks is inadequate, by itself, to support 
an affirmative conclusion that products containing the active ingredients at issue are not safe.”). 
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development, as well as have carcinogenic effects.150 Because consumers use 
sunscreen more than when the FDA started evaluating sunscreen ingredient 
safety, the FDA found it imperative to conduct rigorous safety testing to stay in 
line with modern consumer habits and the most recent science.151 For the FDA 
to make an accurate GRASE determination, it asserted already-marketed in-
gredients and new ones must undergo rigorous safety testing, including maxi-
mal usage trials, to ensure consumer safety.152 

The FDA’s decision to reassess the safety of sunscreen ingredients was 
praised by the Environmental Working Group, a non-profit organization dedicat-
ed to promoting healthier living.153 In a 2019 news release, the non-profit com-
mended the FDA’s 2019 proposed rule to reclassify all chemical filters as not 
GRASE, categorizing it as a win for public health protection.154 It stated that 
rising skin cancer rates are likely due to inadequate safety standards, and that 
adoption of the proposed rule, one that deems only zinc oxide and titanium diox-
ide as GRASE, would lead to consumers choosing better sunscreen products.155 

                                                                                                                           
 150 U.S. FOOD & DRUG ADMIN., supra note 5, at 13 (citing the potential adverse health effects 
that could result from absorption). The studies’ authors and the FDA encourage individuals to contin-
ue wearing sunscreen. Michele & Strauss, supra note 148; see 2019 Absorption Study, supra note 144, 
at 2090 (indicating that the study results should not dissuade individuals from wearing sunscreen); 
2020 Absorption Study, supra note 144, at 267 (same). Notably, the FDA clarified that the existing 
data do not support a conclusion that absorption leads to negative health effects. U.S. FOOD & DRUG 
ADMIN., supra note 5, at 13. It simply states that there is the potential that transdermal absorption 
could lead to adverse effects. Id. According to the FDA, though, this is sufficient to classify certain 
sunscreen ingredients as not GRASE. Id. 
 151 See Woodcock & Michele, supra note 27 (acknowledging the different usage conditions and 
scientific advancements from the 1970s to now regarding sunscreen use and testing). 
 152 See id. (stating that additional studies are necessary for the FDA to better understand the bene-
fits and risks of a given active ingredient for sunscreen). Maximal usage trials are tests that study 
dermal absorption of sunscreen active ingredients when used in a way that mimics real-life use. See 
U.S. FOOD & DRUG ADMIN., MAXIMAL USAGE TRIALS FOR TOPICALLY APPLIED ACTIVE INGREDI-
ENTS BEING CONSIDERED FOR INCLUSION IN AN OVER-THE-COUNTER MONOGRAPH: STUDY ELE-
MENTS AND CONSIDERATIONS: GUIDANCE FOR INDUSTRY 4 (2019) (giving an overview and detailing 
the process for maximal usage trials). 
 153 See Press Release, Env’t Working Grp., supra note 143 (citing the FDA’s proposal to classify 
fourteen active ingredients as not GRASE and new testing and labeling procedures as positive reforms 
that are better for public health). 
 154 Id.; see supra notes 101–106 and accompanying text (describing the details of the FDA’s 2019 
proposed rule). 
 155 Press Release, Env’t Working Grp., supra note 143. The Environmental Working Group ex-
pressed a similar sentiment in a comment submitted in response to the FDA’s 2021 proposed order. 
See Env’t Working Grp., Comment Letter on Proposed Order to Amend Over-the-Counter Monograph 
M020 (Nov. 12, 2021), https://www.regulations.gov/comment/FDA-1978-N-0018-15844 [https://perma.
cc/7K6Y-K62Q] (contending that certain sunscreen active ingredients on the market are not safe for 
use and that the FDA should work quickly to remove them to benefit consumers). The comment ad-
vanced five discrete arguments: (1) the FDA should work quickly to approve the proposed changes in 
order to ensure safe products; (2) oxybenzone and homosalate should not be GRASE; (3) the sun-
screen industry should conduct testing that evaluates long-term toxicity of sunscreen ingredients and 
the FDA should act to guarantee that sunscreen products are not contaminated with substances like 

https://perma.cc/7K6Y-K62Q
https://perma.cc/7K6Y-K62Q


2025] FDA’s Regulatory Process for Sunscreen 237 

B. The Consequences of Stringent Regulation 

The stringency in the FDA’s regulatory process of sunscreen has affected 
a wide variety of groups, including personal care chemical manufacturers, 
medical practitioners, consumers, and even foreign entities.156 This Section 
details the unique roadblocks encountered by each group because of the FDA’s 
regulatory framework.157 

1. Personal Care Chemical Manufacturers 

The FDA’s regulatory framework places financial burdens on personal 
care chemical manufacturers, companies that develop, test, and sponsor UV 
filters.158 For example, multiple global chemical manufacturers—Ciba Special-
ty Chemicals, BASF, and now DSM—have been working to get a single sun-
screen filter, bemotrizinol, approved for over a decade.159 This particular en-
deavor is projected to cost between twelve and twenty million dollars due to 
the large amount of testing the FDA requires.160 Though DSM has determined 

                                                                                                                           
benzene; (4) American sunscreen products need better UVA protection; (5) SPF values are a poor 
representation of UV protection. Id. 
 156 See, e.g., Bettenhausen, supra note 23 (identifying the financial burden incurred by sunscreen 
manufacturers); Mull, supra note 29 (noting dermatologists’ complaints that the lack of optimal sun-
screen ingredients hampers consistent sunscreen use and highlighting the dilemma that consumers 
face due to subpar active ingredients available in the United States); Printz, supra note 20, at 2861 
(quoting a dermatologist who exclaims that he is “frustrated” by the FDA’s slowness); Japan Cosm. 
Indus. Ass’n, Comment Letter on Proposed Order to Amend Over-the-Counter Monograph M020 
(Nov. 12, 2021), https://www.regulations.gov/comment/FDA-1978-N-0018-15843 [https://perma.cc/
4AV8-LCVL] (stating that the FDA’s proposed regulatory guidance on sunscreen filters would intro-
duce trade barriers between the United States and Japan, and United States and the European Union). 
Even parties that are not directly affected by sunscreen regulation, such as politicians, are taking up 
the case of sunscreen reform (notably, from across the aisles). See Representative Alexandria Ocasio-
Cortez (@repaoc), supra note 1 (acknowledging the regulatory barriers to sunscreen innovation); 
Mike Lee, @BasedMikeLee, TWITTER (Aug. 13, 2023), https://twitter.com/BasedMikeLee/status/
1690836576480395264?ref_src=twsrc%5Etfw%7Ctwcamp%5E [https://perma.cc/L773-ACH7] (crit-
icizing the FDA’s definition of a drug). 
 157 See infra notes 158–188 and accompanying text. 
 158 See Bettenhausen, supra note 23 (noting that the FDA-required testing for a new sunscreen 
active ingredient cost between twelve and twenty million dollars). 
 159 See id. (documenting the approval process for bemotrizinol). Ciba Specialty Chemicals started 
the application and approval process for bemotrizinol. Id. BASF purchased Ciba and continued work-
ing to get bemotrizinol approved. Id. Nonetheless, in 2017, BASF allegedly stopped pursuing 
bemotrizinol’s approval. Id. BSM took up the effort in 2018. Id. Bemotrizinol has been approved for 
use as a UV filter in the European Union since 2000. Pantelic et al., supra note 14, at 635. The Japa-
nese Ministry of Health & Welfare declared it safe as early as 2001. MINISTRY OF HEALTH & WEL-
FARE, STANDARDS FOR COSMETICS 8 (2000), https://www.mhlw.go.jp/english/dl/cosmetics.pdf [https://
perma.cc/F9EQ-352G] (providing that 2,4-Bis-[{4-(2-ethylhexyloxy)-2-hydroxy}-phenyl]-6-(4-
methoxyphenyl)-1,3,5 triazine (the chemical name for bemotrizinol) was approved for use in Japan as 
of April 1, 2001). 
 160 Bettenhausen, supra note 23; see supra notes 122–133 and accompanying text (describing the 
FDA’s testing requirements). 

https://perma.cc/4AV8-LCVL
https://perma.cc/4AV8-LCVL
https://perma.cc/L773-ACH7
https://perma.cc/F9EQ-352G
https://perma.cc/F9EQ-352G
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that this investment is justified given the filter’s superior broad spectrum pro-
tection, other ingredients may not be worth the same level of perseverance.161 
This is partly due to the limited guarantee of a return on investment.162 Thus, 
where the FDA relies on the industry to manufacture, test, and present new 
active ingredients for FDA consideration, new ingredients will only be intro-
duced in the United States when the market allows for it.163 

2. Medical Practitioners and Consumers 

The FDA’s regulatory scheme creates similar challenges for dermatolo-
gists and consumers alike.164 U.S. dermatologists face two main hurdles when 
encouraging their patients to consistently wear sunscreen: the efficacy and aes-
thetics of American sunscreens.165 Both hurdles are created, at least in part, to 
the limited availability of optimal sunscreen ingredients.166 Out of the sixteen 

                                                                                                                           
 161 See Bettenhausen, supra note 23 (quoting the DSM Head of North America Personal Care 
Regulatory Affairs who finds that bemotrizinol is worth investing in because it effectively protects 
against UV radiation, is unlikely to be absorbed through the skin, and performs more effectively than 
other sunscreen ingredients on the market); Nadim Shaath, Where Is American Ingenuity Regarding 
UV Filter Development?, HAPPI (Nov. 30, 2022), https://www.happi.com/issues/2022-12-01/view_
sunscreen-filter/where-is-american-ingenuity-regarding-uv-filter-development/ [https://perma.cc/F68D-
6G5Q] (suggesting that the FDA’s slow regulatory process for sunscreens provides little financial 
incentive to manufacturers). 
 162 See Bettenhausen, supra note 23 (acknowledging that limited patentability of UV filters and 
lower pricing affects pharmaceutical firms’ development of new UV filters); Shaath, supra note 161 
(recognizing that American manufacturers may not invest in new filters if it is unlikely that the FDA 
will approve it for use, given that the FDA has not approved a new filter in decades); U.S. GOV’T 
ACCOUNTABILITY OFF., supra note 13, at 24 (noting “return on investment” as a reason why manu-
facturers are hesitant to sponsor a new ingredient). 
 163 See Woodcock & Michele, supra note 27 (acknowledging that the industry, and specifically 
manufacturers, is responsible for providing safety data for active ingredients in sunscreen); Cheryl 
Wischhover, American Sunscreen Isn’t Good Enough. Can New Regulations Help?, VOX (Feb. 22, 
2019), https://www.vox.com/the-goods/2019/2/22/18235262/fda-sunscreen-regulations-safety-testing 
[https://perma.cc/B3PU-SSVP] (noting that paying for testing must be “worth it” for companies that 
manufacture sunscreen products). 
 164 See Printz, supra note 20, at 2861 (highlighting dermatologists’ frustration with the FDA’s 
“slow pace”); Mull, supra note 29 (signifying that some consumers are underwhelmed by sunscreen 
options in the United States). A dermatologist is a doctor that specializes in skin conditions. What Is a 
Dermatologist?, AM. ACAD. OF DERMATOLOGY ASS’N, https://www.aad.org/public/fad/what-is-a-derm 
[https://perma.cc/CJ2K-ZDUH] (Oct. 5, 2022). 
 165 See Mull, supra note 29 (noting dermatologists’ roadblocks with the currently available active 
ingredients for sunscreens and sunscreen product formulations in the United States); Printz, supra 
note 20, at 2862 (recounting the difficultly experienced by American physicians in recommending 
American sunscreens to their patients due to the feel of the sunscreen and which ingredients are avail-
able to them). 
 166 See Mull, supra note 29 (“The ingredients that [cosmetic chemists] have to work with can 
cause some challenges in creating a really elegant formula . . . .”); Printz, supra note 20, at 2862 
(highlighting that newer sunscreens not available in the United States “can create better texture and 
enable UV filters to be spread out evenly”). 
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available UV filters in the United States, few offer adequate UVA protection.167 
Further, most modern day sunscreens only use a fraction of the available fil-
ters.168 This is because the other approved filters are either environmentally 
harmful, like oxybenzone, or do not apply or wear well, and thus are not in-
cluded in sunscreen formulations.169 

Foreign sunscreens, like those produced in the European Union, are able 
to use more modern UV filters that better protect against both Ultraviolet B 

                                                                                                                           
 167 See Printz, supra note 20, at 2862 (acknowledging that only oxybenzone, avobenzone, zinc 
oxide, and titanium dioxide offer UVA protection). In its 2021 proposed order, the FDA has proposed 
removing oxybenzone’s and avobenzone’s GRASE status, limiting the only UVA filters to zinc oxide 
and titanium dioxide. U.S. FOOD & DRUG ADMIN., supra note 5, at 7. Although zinc oxide and titani-
um dioxide do provide some UVA protection, it is unclear how much is necessary to protect the skin, 
and sunscreen using these ingredients usually leave a white cast. Printz, supra note 20, at 2862. Even 
more concerning is that many American sunscreens may not adequately protect against UVA radia-
tion, even if they meet FDA formulation standards. See Steven Q. Wang et al., Comparison of Ultra-
violet A Light Protecting Standards in the United States and European Union Through In Vitro Meas-
urements of Commercially Available Sunscreens, 77 J. AM. ACAD. DERMATOLOGY 42, 45 (2017) 
(finding that just over half of the most popular American sunscreens met European standards for UVA 
protection). A study that compared UVA protection in American and European sunscreens noted that 
American sunscreens did not live up to European broad spectrum standards. Id. 
 168 See, e.g., PLAY Everyday Lotion SPF 50 with Sunflower Extract, SUPERGOOP, https://
supergoop.com/products/everyday-sunscreen [https://perma.cc/ERV4-Y2ZQ] (containing avobenzone, 
homosalate, octisalate, and octocrylene as active ingredients); Anthelios Ultra Light Fluid Facial Sun-
screen SPF 60, LA ROCHE POSAY, https://www.laroche-posay.us/our-products/sun/face-sunscreen/
anthelios-ultra-light-fluid-facial-sunscreen-spf-60-883140012993.html [https://perma.cc/WM6J-ZDVC] 
(same); Original SPF 30 Sunscreen Lotion, SUNBUM, https://www.sunbum.com/products/original-
spf-30-sunscreen-lotion [https://perma.cc/MC7P-2QYM] (same); Mineral Lotion SPF 30, VACATION, 
https://www.vacation.inc/products/mineral-lotion-spf-30 [https://perma.cc/UL73-2CTS] (containing 
zinc oxide as an active ingredient); Hydrating Mineral Sunscreen SPF 50 Face Lotion, CERAVE, 
https://www.cerave.com/sunscreen/face/hydrating-mineral-sunscreen-face-lotion-spf-50 [https://
perma.cc/ZAQ9-JPPF] (containing zinc oxide and titanium dioxide as active ingredients); Sheer Zinc 
Face Dry-Touch Sunscreen Broad Spectrum SPF 50 for Sensitive Skin, NEUTROGENA, https://www.
neutrogena.com/products/sun/sheer-zinc-face-dry-touch-sunscreen-broad-spectrum-spf-50-for-
sensitive-skin/6811081.html?cgid=sun-mineral&tilePosition=1 [https://perma.cc/HK2J-XTRM] (con-
taining zinc oxide as an active ingredient). 
 169 See C.A. Downs et al., Toxicopathological Effects of the Sunscreen UV Filter, Oxybenzone 
(Benzophenone-3), on Coral Planulae and Cultured Primary Cells and Its Environmental Contamination 
in Hawaii and the U.S. Virgin Islands, 70 ARCHIVES ENV’T CONTAMINATION & TOXICOLOGY 265, 
279–80 (identifying the harmful effects that oxybenzone has on the coral reefs, such as bleaching and 
generating deformities in baby coral); Reisch, supra note 94 (noting that some approved sunscreen filters 
are unpleasant, irritating, or simply not made anymore); Mull, supra note 29 (stating that nine of the 
approved active ingredients are scarcely used because of bad side effects or difficulty in formulation); 
U.S. FOOD & DRUG ADMIN., supra note 5, at 32 (stating that although para-aminobenzoic acid is 
currently approved for use in the United States, the FDA found that it is not used in any marketed 
American sunscreen); HAW. REV. STAT. § 342D-21 (banning the sale of any sunscreens containing 
oxybenzone or octinoxate). Environmentally harmful ingredients made it to the final sunscreen mono-
graph under the CARES Act because they were included in the 1999 monograph’s list of GRASE 
active ingredients, which the CARES Act adopted nearly in full. See 21 U.S.C. § 355h(a)(2) (provid-
ing that the final sunscreen monograph shall conform with the 1999 sunscreen monograph). 
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and UVA radiation.170 Not only can they offer better protection, but they can 
also provide a superior texture to American sunscreens.171 American sunscreens 
can feel awkward to wear, either being too chalky or too oily, due to their formu-
lations.172 But, newer active ingredients have not received FDA approval yet due 
to safety testing requirements, thus limiting dermatologists’ efforts.173 

As a result, sunscreen users that feel underwhelmed by American sun-
screen options are looking internationally for their products.174 Consumers 
who want a “better” sunscreen are looking to places where it is regulated like a 
cosmetic instead of a drug, such as Europe, Japan, and South Korea.175 Be-
cause sunscreen is regulated as a cosmetic, innovation in sunscreen ingredients 
is faster than in the United States, resulting in foreign sunscreen manufacturers 
having more ingredients with which to work.176 For example, there are twenty-

                                                                                                                           
 170 See Pantelic et al., supra note 14, at 634 (identifying two newly approved filters in the Euro-
pean Union and their capacity to provide better protection against UV filters across the UV spectrum). 
 171 See Printz, supra note 20, at 2862 (highlighting that the more modern carrier vehicles that 
accompany new filters can have a superior texture and apply more evenly). 
 172 See id. (noting that UV filters used in the United States that provide broad spectrum protection 
can leave a pasty look on the skin); Mull, supra note 29 (identifying the obstacles dermatologists face 
resulting from unappealing sunscreen formulations and relaying the challenges of cosmetic chemists 
in making sunscreens). 
 173 See Printz, supra note 20, at 2862 (noting that the FDA requires pharmacokinetic trials, or 
human studies, to determine whether a new filter is safe, even if it is widely used internationally). 
 174 See id. (noting that consumers tap into foreign markets for their sunscreen needs); Mull, supra 
note 29 (same). 
 175 See Mull, supra note 29 (identifying that Americans are drawn to places where sunscreens are 
regulated as cosmetics); Sunscreen: How to Help Protect Your Skin from the Sun, supra note 7 (rec-
ognizing that Europe regulates sunscreens as cosmetics); Ana Faguy, Why the U.S. Has Limited Ac-
cess to Sunscreens—And Why Some Including AOC Are Pushing to Change That, FORBES (Aug. 14, 
2023), https://www.forbes.com/sites/anafaguy/2023/08/14/why-the-us-has-limited-access-to-sunscreens
—-and-why-some-including-aoc-are-pushing-to-change-that/?sh=2d5a56e92547 [https://perma.cc/
FX5Y-YDTJ] (noting that Japan and South Korea regulate sunscreen as a cosmetic). Social media is 
instructive of the strong consumer interest in foreign sunscreens. See Garcia, supra note 2 (highlight-
ing online interest in foreign sunscreen). On TikTok, a popular video-sharing application, the Korean 
sunscreen Beauty of Joseon Relief Sun amassed over five hundred million views. Flora, supra note 
29. Hyram, a beauty influencer with six million followers on TikTok, touted Korean sunscreen Isntree 
Hyaluronic Acid Watery Sun Gel as one of the best sunscreens of 2022, recognizing its “cult follow-
ing” on TikTok. Hyram (@hyram), TIKTOK (Dec. 12, 2022), https://www.tiktok.com/@hyram/video/
7180050002583096622?q=best%20sunscreens&t=1704622169280 [https://perma.cc/Q7BL-AXVH]. 
In another video, Hyram also highlighted the Beauty of Joseon Korean sunscreen as one of the Best 
Sunscreens. Hyram (@hyram), TIKTOK (Dec. 12, 2022), https://www.tiktok.com/@hyram/video/
7180431975860440366 [https://perma.cc/L7GL-FGCC]. Even U.S. House Representative Alexandria 
Ocasio-Cortez joined the chorus of people praising foreign sunscreen formulations. See Representa-
tive Alexandria Ocasio-Cortez (@repaoc), supra note 1 (discussing how far advanced international 
sunscreens are compared to the United States). In a video posted to Instagram in August of 2023, 
Representative Ocasio-Cortez stated that she visited South Korea, and it became clear that other coun-
tries were much more advanced when it came to sunscreen, stating that “U.S. sunscreens are far be-
hind the rest of the world.” Id. 
 176 See Faguy, supra note 175 (acknowledging that places that regulate sunscreens as a cosmetic 
can approve ingredients quicker). Compare Parliament and Council Regulation 1223/2009, 2009 O.J. 
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seven filters available in the European Union, compared to the sixteen availa-
ble in the United States.177 Although having more filters available does not in-
herently make a single product better, it gives formulators the flexibility to cre-
ate products that can feel better to wear or offer superior broad spectrum pro-
tection.178 This is attractive to consumers, who are finding ways to acquire in-
ternational sunscreens.179 Because foreign sunscreens cannot be purchased in 
stores in the United States, consumers must buy these goods on the internet.180 

3. Foreign Entities 

Finally, the FDA’s efforts to regulate American sunscreens affect foreign 
entities.181 In a comment submitted responding to the FDA’s 2021 proposed or-
der, the Senior Managing Director of the Japan Cosmetic Industry Association 
identified potential trade barriers resulting from the FDA’s proposed removal of 
GRASE status of all chemical UV filters.182 He noted many Japanese sunscreens 
use the proposed-to-be-banned chemical filters.183 As a result, he cautioned that 
Japanese products could not be introduced in the American market.184 Further, 
                                                                                                                           
(L 342) 200–01 (EC) (listing twenty-seven approved UV filters for use in the European Union), with 
U.S. FOOD & DRUG ADMIN., supra note 24, at 2 (listing sixteen approved UV filters for use in the 
United States). 
 177 Parliament and Council Regulation 1223/2009, 2009 O.J. (L 342) 200–01 (EC); U.S. FOOD & 
DRUG ADMIN., supra note 24, at 2. Some of the approved UV filters in the European Union are nano-
materials. See, e.g., Annex VI, supra note 24 (listing zinc oxide and zinc oxide (nano)). Nanomaterials 
refer to particles that are very small in size. See EUR. COMM’N, SUNSCREEN WITH TITANIUM DIOXIDE AS 
NANOPARTICLES: HEALTH RISKS? 1 (2014), https://ec.europa.eu/health/scientific_committees/docs/
citizens_titaniumnano_en.pdf [https://perma.cc/6E7B-3NNB] (defining nanomaterials). Nano forms are 
used for certain ingredients, such as titanium dioxide, to change how it applies. See id. (explaining that 
the nano form for titanium dioxide is used to allow sunscreen products to apply transparently). 
 178 See Yong, supra note 23 (recounting a chemist’s statement that having access to more ingredi-
ents can allow a sunscreen to excel in both protection and texture); Printz, supra note 20, at 2862 
(quoting that new sunscreen filters may be able to offer more robust protection across the UV spec-
trum). 
 179 See Mull, supra note 29 (noting that Americans are seeking out ways of purchasing interna-
tional sunscreens). 
 180 See id. (finding that hopeful purchasers for international sunscreens must turn to the internet to 
find vendors that circumvent FDA notice). 
 181 See, e.g., Japan Cosm. Indus. Ass’n, supra note 156 (acknowledging the potential burdens 
placed on the international sunscreen industries by the FDA’s sunscreen regulation); Cosm. Eur., 
Comment Letter on Proposed Order to Amend Over-the-Counter Monograph M020 (Nov. 8, 2021), 
https://www.regulations.gov/comment/FDA-1978-N-0018-15826 [https://perma.cc/PH6J-L94N] (same). 
 182 Japan Cosm. Indus. Ass’n, supra note 156. 
 183 Id. 
 184 Id. Since this comment was submitted, Bioré, a popular Japanese brand, launched one of its 
most viral sunscreen products in the United States. See Karina Hoshikawa, This Beloved Japanese 
Drugstore Sunscreen Is Finally Available on Amazon, REFINERY29, https://www.refinery29.com/en-
us/biore-japanese-sunscreen-amazon [https://perma.cc/2JPH-2ZY6] (July 21, 2023) (announcing that 
the Bioré UV Aqua Rich sunscreen, which has a cult following on the internet, is available in the 
United States on Amazon). Nonetheless, the American product abides by FDA regulation regarding 
UV filters, and as such, Bioré changed the formulation that drew people to the product initially. Com-

https://perma.cc/6E7B-3NNB
https://perma.cc/PH6J-L94N
https://perma.cc/2JPH-2ZY6


242 Boston College Law Review [Vol. 66:211 

he showed concern with the potential outcome of limiting the available filters to 
zinc oxide and titanium dioxide.185 Without the inclusion of chemical filters, it is 
difficult for products with only zinc oxide and titanium dioxide to have high SPF 
ratings and maintain their quality.186 Without asking for new filters available in 
foreign jurisdictions to be made available in the United States, the Senior Man-
aging Director requested that the FDA maintain GRASE status for the chemical 
filters in the name of “international harmonization.”187 Cosmetics Europe, a 
trade association representing the European cosmetics industry, echoed similar 
concerns in their comment to the 2021 proposed order.188 

III. PROPOSED SOLUTIONS 

Sunscreen regulation in the United States is, and has been, undeniably 
slow.189 Compared to its international counterparts, the FDA is more risk-
averse regarding UV filter approvals.190 From extensive safety testing to pro-
cedural delays within the agency, the FDA’s approach to sunscreen regulation 
has resulted in a stalemate—no new sunscreen ingredients have been approved 
for use under the monograph system since 1999 because none have passed the 

                                                                                                                           
pare Biore Aqua Rich UV SPF 50, NAT’L INSTS. OF HEALTH, https://dailymed.nlm.nih.gov/dailymed/
fda/fdaDrugXsl.cfm?setid=f900db18-5fe2-1d74-e053-6394a90a3ca2&type=display [https://perma.
cc/JQV6-DSDR] (April 2023) (listing the ingredients of the American sunscreen product that uses 
avobenzone, homosalate, octisalate, and octocrylene as UV filters), with UV Aqua Rich Watery Es-
sence Spf50+ Pa++++ (2019 formula), INCIDECOR (June 15, 2019), https://incidecoder.com/
products/biore-uv-watery-essence-spf50-pa [https://perma.cc/5MK2-ZHBV] (listing the ingredients of 
the Japanese sunscreen product, which uses octinoxate (available in the United States), bemotrizinol 
(not available in the United States), Uvinul T 150 (not available in the United States), and Uvinul A 
Plus (not available in the United States) as UV filters). Commenters on the Amazon product page who 
have used both the Japanese and American products have indicated their preference for the Japanese 
sunscreen due to its superior feel and texture. See, e.g., @RobPlease, Not the “Watery Essence” For-
mula, but Still Has Its Benefits, AMAZON (July 23, 2023), https://www.amazon.com/Bior%C3%A9-
Moisturizing-Oxybenzone-Octinoxate-Dermatologist/product-reviews/B0C69Z5LSP/ref=cm_cr_getr_
d_paging_btm_next_3?ie=UTF8&reviewerType=all_reviews&pageNumber=3 [https://perma.cc/G5F3-
A34J] (emphasizing the wearability of the Japanese sunscreen compared to its American counterpart). 
 185 See Japan Cosm. Indus. Ass’n, supra note 156 (identifying issues with formulating quality and 
effective sunscreen products using only zinc oxide and titanium dioxide). 
 186 Id. 
 187 Id. 
 188 See Cosm. Eur., supra note 181 (listing concerns about the FDA’s 2021 proposed order, in-
cluding potential trade barriers, the FDA’s proposal to reclassify certain sunscreen active ingredients, 
the proposal to test spray products on a per batch basis, the testing methodology for SPF, and the 
implementation timelines for manufacturers). 
 189 See Improving Predictability and Transparency in DEA and FDA Regulation: Hearing Before 
the Subcomm. on Health of the Comm. on Energy & Com., 113th Cong. 71 (2014) (statement of Janet 
Woodcock, Director, Ctr. for Drug Evaluation & Rsch., Food & Drug Admin., Health & Hum. Servs.) 
(describing the sunscreen monograph history as “prolonged and tortuous”). 
 190 See Printz, supra note 20, at 2862 (recognizing the FDA’s risk aversion in evaluating new 
sunscreen active ingredients); Wischhover, supra note 163 (determining that the European Union 
takes a more lenient approach regarding sunscreen active ingredient approvals). 

https://perma.cc/JQV6-DSDR
https://perma.cc/JQV6-DSDR
https://perma.cc/5MK2-ZHBV
https://perma.cc/G5F3-A34J
https://perma.cc/G5F3-A34J


2025] FDA’s Regulatory Process for Sunscreen 243 

muster of the FDA.191 A risk-averse and rigorous approach is beneficial in 
some regards.192 With studies demonstrating that some chemical UV filters are 
absorbed into the bloodstream, potentially leading to adverse effects, the FDA 
should require testing to ensure product safety.193 Nevertheless, this Note ar-
gues these stringent regulatory testing and safety standards ultimately harm 
consumers by creating more public health risks than advancing public health 
benefits.194 Especially when the safety standard explicitly calls for a balancing 
test weighing the risks and benefits of an OTC drug, the FDA should take more 
seriously the consequences of stalling on sunscreen innovation.195 Section A of 
this Part identifies risky outcomes of the FDA’s stringent approach to sun-
screen regulation.196 Section B of this Part surveys potential solutions that 
Congress can implement to encourage innovation for American sunscreens.197 

A. Getting Burned by Sunscreen Regulation 

The first identifiable risk of the FDA’s current approach is individuals 
opting not to wear sunscreen.198 One commonly cited reason for not wearing 
                                                                                                                           
 191 See U.S. FOOD & DRUG ADMIN., supra note 7, at 5–15 (detailing the numerous tests recom-
mended to make a GRASE determination for a single active ingredient); Printz, supra note 20, at 2861 
(contending that no new UV filters have been approved and added to the sunscreen monograph since 
the 1990s because the FDA has required more data before deciding on proposed ingredients’ GRASE 
status). 
 192 See Mull, supra note 29 (highlighting the stance of a cosmetic chemist that the FDA’s uncom-
promising sunscreen regulation is “generally beneficial”). 
 193 See 2019 Absorption Study, supra note 144, at 2088 (finding that certain sunscreen active 
ingredients were found in the bloodstream after being applied topically); 2020 Absorption Study, su-
pra note 144, at, 265 (same). 
 194 See infra notes 198–217 and accompanying text. This Note does not argue that sunscreens are 
improperly classified and should be reclassified as cosmetics to reduce testing requirements. Some 
have endorsed this argument—in a post on the social media site X, Senator Mike Lee from Utah im-
plied the sunscreens are classified incorrectly by stating that the FDA stretches the word drug too far. 
Mike Lee (@BasedMikeLee), supra note 156. Nonetheless, current FDA cosmetics regulations are 
likely too weak to ensure safety of sunscreen active ingredients. See Emily Jones, Stripped from Sun-
screen, but Fine for Foundation: How the Regulatory Dichotomy of Topically Applied Skin Products 
Endangers Women, 35 WIS. J.L. GENDER & SOC’Y 143, 159–63 (2020) (identifying weaknesses in 
cosmetics regulations in the United States). That said, a recent U.S. law, the Modernization of Cos-
metics Regulation Act (MoCRA), gives the FDA broader authority to regulate cosmetics, and as such 
may strengthen cosmetic safety. Modernization of Cosmetics Regulation Act of 2022 (MoCRA), U.S. 
FOOD & DRUG ADMIN., https://www.fda.gov/cosmetics/cosmetics-laws-regulations/modernization-
cosmetics-regulation-act-2022-mocra [https://perma.cc/54PD-6VTL] (Dec. 18, 2023). See Moderniza-
tion of Cosmetics Regulation Act of 2022, 21 U.S.C.A. §§ 264–364j (West 2024) for specifics related 
to MoCRA. 
 195 See 21 C.F.R. § 330.10(a)(4)(iii) (2024) (providing that the FDA advisory panel and the 
Commissioner shall assess the “benefit-to-risk ratio” in considering a drug’s GRASE status). 
 196 See infra notes 198–217 and accompanying text. 
 197 See infra notes 218–243 and accompanying text. 
 198 See Mull, supra note 29 (finding that some individuals displeased with American sunscreens 
choose to not wear sunscreen); Elisabeth Anderson & Joe Zagorski, What’s the Risk?—Sunscreen, MICH. 
STATE UNIV. (May 2, 2022), https://www.canr.msu.edu/news/what-s-the-risk-sunscreen [https://
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sunscreen is distaste for the way sunscreen wears.199 This is a direct conse-
quence of which UV filters are available in the United States.200 In a market 
where sunscreen regulations have stalled innovation and have effectively 
capped the types of available UV filters, American formulators are stuck work-
ing with ingredients that may not produce the best feeling sunscreen.201 Alt-
hough the unpleasant feeling of sunscreen may appear trivial, it can ultimately 
disincentivize individuals from using sun protection.202 This is damning for 
individuals in the United States where skin cancer is the most common type of 
cancer.203 And, where skin cancer results from overexposure to UV radiation, 
sunscreen is a vital tool in public health.204 Nonetheless, even if an individual 
does wear American sunscreen, they may not be receiving the best protection 
possible because the regulatory process has blocked more efficient UV filters 
from entering the market.205 This has resulted in American sunscreens falling 

                                                                                                                           
perma.cc/U69P-6EZ4] (arguing that the risks associated with not wearing sunscreen, such as skin 
cancer, skin aging, and cataracts, outweigh any potential risks associated with wearing sunscreen). 
 199 See, e.g., Wischhover, supra note 163 (identifying undesirable sunscreen texture as a reason 
why individuals opt to not wear sunscreen); Mull, supra note 29 (quoting a dermatologist who con-
tends that oily and chalky sunscreen products are obstacles that can make sunscreens physically unac-
ceptable to patients); Katharina Diehl et al., Who Are the Nonusers of Sunscreen, and What Are Their 
Reasons? Development of a New Item Set, 36 J. CANCER EDUC. 1045, 1050 (2020) (finding that 
36.2% of study participants did not wear sunscreen because of its sticky and oily feeling). 
 200 See Mull, supra note 29 (quoting a dermatologist, who states that visibly or physically unac-
ceptable sunscreen active ingredients create obstacles for daily use). 
 201 See id. (quoting a cosmetic chemist, who states that it is challenging to make elegant formulas 
with the active ingredients available in the United States, with which formulators must use); Printz, 
supra note 20, at 2862 (quoting a dermatologist, who stats that “newer sunscreens” are able to “create 
better texture and enable UV filters to be spread out evenly”). 
 202 Wischhover, supra note 163; see Printz, supra note 20, at 2862 (highlighting that those famil-
iar with effective sunscreen use agree that achieving the best sun protection stems from compliance, 
which is best promoted by easy-to-use sunscreen products). 
 203 Skin Cancer Basics, supra note 15. 
 204 Id.; see Adèle C. Green, Gail M. Williams, Valerie Logan & Geoffrey M. Strutton, Reduced 
Melanoma After Regular Sunscreen Use: Randomized Trial Follow-Up, 29 J. CLINICAL ONCOLOGY 
257, 262 (2011) (finding that sunscreen use is linked to decreased incidences of melanoma); Reducing 
Risk for Skin Cancers, supra note 47 (listing sunscreen use—alongside being in a shaded area, wear-
ing skin-covering clothing, wearing a brimmed-hat, and wearing sunglasses—as a method for prevent-
ing overexposure to UV radiation). 
 205 See Does Europe Have Better Sunscreens?, ENV’T WORKING GRP., https://www.ewg.org/sun
screen/report/does-europe-have-better-sunscreens/ [https://perma.cc/RU6Q-PL42] (stating that four 
UV filters stuck in the FDA’s regulatory pipeline—Tinosorb S (bemotrizinol), Tinosorb M (bisoctri-
zole), Mexoryl SX (ecamsule), and Mexoryl XL (drometrizole trisiloxane)—are better at protecting 
humans against UVA radiation than currently available UV filters in the United States). The major 
hurdle to these UV filters being approved in the United States is safety and effectiveness testing. Id. 
These ingredients were originally being considered for approval under the FDA’s TEAs. See Over-
the-Counter Drug Products; Safety and Efficacy Review; Additional Sunscreen Ingredients, 70 Fed. 
Reg. 72449, 72449 (Dec. 5, 2005) (confirming the eligibility of Tinosorb S (bemotrizinol) and Tino-
sorb M (bisoctrizole) under the TEA framework and initiating the data gathering process); Ecamsule 
Eligibility for Inclusion in Monograph; Over-the-Counter Sunscreen Drug Products for Human Use; 
Request for Safety and Effectiveness Data, 73 Fed. Reg. 53029, 53029 (Sept. 12, 2008) (confirming 
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short in adequately protecting against UVA radiation, radiation that causes skin 
damage and contributes to skin cancer.206 

The second identifiable risk is that the lack of innovation in sunscreen 
product development causes risky consumer buying behaviors.207 Because the 
FDA’s regulatory process limits innovation in American sunscreens, people 
who want products with newer UV filters (whether for protection or aesthetics) 
must turn to foreign products sold on the internet.208 Although certain websites 
offer safe and authentic foreign sunscreen products, Amazon remains a popular 
e-commerce website for sunscreen.209 Amazon is laden with counterfeits, how-
ever, and consumers are increasingly at risk of buying fake and dangerous 
products.210 With the rise of popular online influencers touting the benefits of 
                                                                                                                           
the eligibility of Mexoryl SX (ecamsule) under the TEA framework and initiating the data gathering 
process); Drometrizole Trisiloxane Eligibility for Potential Inclusion in Sunscreen Monograph; Over-
the-Counter Sunscreen Drug Products for Human Use; Request for Safety, Effectiveness, and Envi-
ronmental Data, 75 Fed. Reg. 30838, 30838 (June 2, 2010) (confirming the eligibility of Mexoryl XL 
(drometrizole trisiloxane) under the TEA framework and initiating the data gathering process). After 
the passage of the Sunscreen Innovation Act, these ingredients transitioned to be considered under the 
new statutory framework. See 21 U.S.C. § 360fff-3(b)(4) (directing the Secretary of HHS to review 
pending requests). Nonetheless, all four ingredients, alongside four others similarly situated, did not 
receive FDA approval to be included in the sunscreen monograph due to insufficient safety and effec-
tiveness data. U.S. GOV’T ACCOUNTABILITY OFF., supra note 26. As of the date of this article, these 
UV filters remain unapproved and thus unavailable in the United States. 
 206 See Wang et al., supra note 167, at 45 (finding that certain American sunscreens passed Amer-
ican UVA protection standards, but not European protection standards); Ultraviolet (UV) Radiation 
and Cancer Risk, supra note 47 (detailing the results of UVA radiation exposure). The FDA is aware 
of the lack of adequate UVA protection. See U.S. FOOD & DRUG ADMIN., supra note 5, at 8 (high-
lighting the concerns surrounding poor UVA protection in sunscreen products on the market). In re-
sponse, the FDA proposed requiring any sunscreen product touting an SPF of fifteen or higher to be a 
broad spectrum sunscreen. Id. Additionally, the FDA proposed to adjust the broad spectrum testing 
requirements. Id. 
 207 See Mull, supra note 29 (noting that individuals hoping to acquire international sunscreen prod-
ucts turn to the internet, and usually Amazon third-party merchants, to get around FDA regulations). 
 208 See id. (noting that sunscreen products sold internationally contain intriguing properties but 
are not available in the United States and that the allure of different ingredients motivates American 
consumers to scour the internet for such products). 
 209 See Julia Pugachevsky, The US Has Awful Sunscreen Compared to Asia and Europe. Strict, 
Decades-Old FDA Rules Are to Blame, BUS. INSIDER (June 26, 2023),https://www.businessinsider.
com/american-vs-european-asian-sunscreen-2023-6 [https://perma.cc/8Z7T-A8MX] (identifying e-
commerce retailers that ship foreign sunscreens to the United States); Mull, supra note 29 (asserting 
that finding international sunscreens in the United States usually means buying sunscreen via third-
parties on Amazon). Popular websites include StyleVana, Yesstyle, Cocooncenter, and Care to Beau-
ty. Pugachevsky, supra; Sophie Shaw, The 16 Best Korean Sunscreens, According to Dermatologists 
(and the Internet), CNN, https://www.cnn.com/cnn-underscored/beauty/best-kbeauty-sunscreens-to-
shop-us [https://perma.cc/Y744-2BPN] (May 20, 2024). 
 210 See Suthivarakom, supra note 31; U.S. GOV’T ACCOUNTABILITY OFF., GAO-18-216, AGEN-
CIES CAN IMPROVE EFFORTS TO ADDRESS RISKS POSED BY CHANGING COUNTERFEITS MARKET 15 
(2018) (finding that nearly 50% of products purchased on popular e-commerce websites, including 
Amazon, were fake); see, e.g., @PPvsFC_, Warning/FYI: Counterfeit Biore Watery Essence on Ama-
zon, REDDIT, https://www.reddit.com/r/30PlusSkinCare/comments/13iljxd/warningfyi_counterfeit_
biore_watery_essence_on/ [https://perma.cc/J646-CMEV] (warning an online community that they 

https://perma.cc/8Z7T-A8MX
https://perma.cc/Y744-2BPN
https://perma.cc/J646-CMEV


246 Boston College Law Review [Vol. 66:211 

foreign sunscreen over American sunscreen, the risk that people become influ-
enced to participate in unsafe and unregulated buying practices to skirt the 
FDA’s regulation increases.211 

Finally, the third identifiable risk is that the significant reliance on manu-
facturers for safety testing and innovation makes consumer sun protection con-
tingent on capitalist-driven decision making.212 There is an inevitable factor of 
self-interest at play when the financial burden is shifted to the market, as com-
panies are driven by their ability to make money.213 This may inhibit better UV 
filters being introduced in the United States because it may not make economic 
sense for companies to invest in developing and testing such filters.214 As such, 
public health precariously hinges on profitability.215 The FDA and Congress 
must work to reconcile safety goals, accomplished through testing, and the 

                                                                                                                           
had been using counterfeit foreign sunscreens bought from Amazon, resulting in severe sunburns, 
even after several reapplications). 
 211 See Garcia, supra note 2 (identifying the obsession that skin-care influencers have with for-
eign sunscreen products); Consumers Continue to Seek Influencers Who Keep It Real, MATTER (Feb. 
2023), https://matternow.qwilr.com/Matter-2023-Influencer-Survey-tJpPCD3pRwuH [https://perma.
cc/N2RK-S3KW] (finding that 81% of surveyed consumers bought or considered buying a product 
after seeing an influencer, a family member, or a friend post it and that 36% of surveyed consumers 
are likely to buy or consider buying beauty and personal care products from influencer posts); see, 
e.g., Charlotte Palermino (@charlotteparler), TIKTOK (Mar. 3, 2023), https://www.tiktok.com/
@charlotteparler/video/7078370865712303402 [https://perma.cc/YH6X-ZCZW] (indicating a prefer-
ence for Japanese and Korean sunscreens compared to American sunscreens); Dr. Scott Walter 
(@denverskindoc), TIKTOK (Nov. 19, 2023), https://www.tiktok.com/@denverskindoc/video/730322
5846339210526 [https://perma.cc/SH95-6J7M] (explaining why Korean and European sunscreens are 
of higher quality than American sunscreens); Hyram (@hyram), TIKTOK (Dec. 12, 2022), https://www.
tiktok.com/@hyram/video/7180431975860440366 [https://perma.cc/UU4X-MPBZ] (touting Korean 
sunscreen from Beauty of Joseon as one of the best sunscreens of 2022). 
 212 See Woodcock & Michele, supra note 27 (indicating reliance on the sunscreen industry to 
conduct safety testing and provide data necessary to determine the safety of sunscreen active ingredi-
ents); Carl D’Ruiz & Lambros Kromidas, Is a US Sunscreen Public Health Crisis Brewing?, HAPPI 
(Jan. 8, 2024), https://www.happi.com/issues/2024-02-01/view_features/is-a-us-sunscreen-public-
health-crisis-brewing/ [https://perma.cc/27GC-WDS2] (emphasizing that sunscreen manufacturers 
may not have the financial incentive to undergo FDA required safety testing for sunscreen active in-
gredients). 
 213 See Bettenhausen, supra note 23 (acknowledging that sunscreen manufacturers are hesitant to 
pay for the safety testing that the FDA requires because there is limited patent protection and small 
profit margins). 
 214 See U.S. GOV’T ACCOUNTABILITY OFF., supra note 13, at 24 (describing the reality that 
pharmaceutical companies lack confidence that they will receive a return on their investment in the 
development and testing of a UV filter). 
 215 See D’Ruiz & Kromidas, supra note 212 (explaining that manufacturers may not have the 
financial incentive to develop and test new sunscreen actives in accordance with FDA testing re-
quirements). 
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reality of consumer behavior and market conditions.216 The next Section will 
survey potential avenues for accomplishing this.217 

B. Proposed Solutions: Congressional Action 

The CARES Act provided for sweeping reforms of the OTC drug mono-
graph regulatory process, many of which will impact sunscreen regulation 
moving forward.218 Nonetheless, Congress can go further to ensure that Amer-
ican sunscreen products benefit from scientific innovation in UV filter devel-
opment and ensure that American sunscreen products are on par with interna-
tional offerings.219 

First, Congress should fund public research on UV filter development, 
shifting the onus for safety testing to the federal government (and more specif-
ically, the Department of HHS).220 Once the research satisfies the FDA, HHS 
could proactively issue proposed orders to update the monograph without wait-
ing on the industry to make and fund a monograph update, called an OTC 
Monograph Order Request (OMOR).221 This model would ameliorate the fi-
nancial burden currently placed on the sunscreen industry.222 Under the current 
landscape, manufacturers must first pay to develop and rigorously test a new 
ingredient to satisfy the FDA’s requirements and then pay a hefty user fee 
when they submit an OMOR to update the final monograph to include the in-
gredient.223 These costs disincentivize industry actors, leaving sunscreen regu-

                                                                                                                           
 216 See Garcia, supra note 2 (highlighting Representative Ocasio-Cortez’s position that the regula-
tory barriers preventing sunscreen innovation must change while rigorous safety standards remain in 
place). 
 217 See infra notes 218–243 and accompanying text. 
 218 See Michele, supra note 64 (noting that the CARES Act modernized OTC drug monograph 
review procedures). See generally 21 U.S.C. § 355h (providing for OTC drug review process reform); 
21 U.S.C. § 379j-72 (allowing the FDA to collect user fees for certain OTC monograph processes). 
 219 See Garcia, supra note 2 (relaying Representative Ocasio-Cortez’s attitude that Congress is the 
appropriate federal actor to provide sun protection to American citizens). 
 220 See Yian Yin et al., Public Use and Public Funding of Science, 6 NATURE HUM. BEHAV. 
1344, 1348 (2022) (finding a relationship between public finding of science and public use). This 
approach would be separate from the user fee program that the CARES Act implemented. See 21 
U.S.C. § 379j-72 (providing that the Secretary of HHS shall collect fees related to the OTC mono-
graph process); Guo et al., supra note 28, at 69 (noting that user fees would be used to fund the under 
resourced monograph program). 
 221 See 21. U.S.C. § 355h(b)(1)(A) (indicating that the Secretary of HHS can issue an order de-
termining a drug to be GRASE). See supra notes 111, 113 and accompanying text for more infor-
mation on OMORs. 
 222 See Bettenhausen, supra note 23 (acknowledging that testing costs are burdensome and identi-
fying the cost to manufacturers as tens of millions of dollars to research and develop a single sun-
screen active ingredient). 
 223 See Woodcock & Michele, supra note 27 (noting the FDA’s reliance on the industry for safety 
data); D’Ruiz & Kromidas, supra note 212 (estimating the cost of safety testing to be eighteen million 
dollars); Over-the-Counter Monograph Drug User Fee Program—OTC Monograph Order Requests 
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lation in the United States at an impasse.224 Publicly-funded research, devel-
opment, and testing can address this inherent roadblock in sunscreen innova-
tion.225 Even more, innovations being brought to market will not be contingent 
on whether it is economically feasible or profitable for companies.226 Rather, 
research and development will be based on public desire and public health 
needs.227 

If Congress is determined to continue relying on the sunscreen industry 
for innovation, it must create enticing and lucrative incentives to encourage 
manufacturers to continue developing and testing UV filters for the U.S. mar-
ket.228 The CARES Act includes such incentives with an exclusivity provision 
for those who bring a new sunscreen active ingredient via an OMOR, giving 
manufacturers a patent-like protection to profit from their work.229 Nonethe-

                                                                                                                           
Fee Rates for Fiscal Year 2024, 88 Fed. Reg. 62577, 62577 (Sept. 12, 2023) (setting the fiscal year 
2024 user fee for Tier 1 OMORs at $537,471). 
 224 See D’Ruiz & Kromidas, supra note 212 (finding that FDA testing requirements may disin-
centive manufacturers due to economic factors); U.S. GOV’T ACCOUNTABILITY OFF., supra note 13, 
at 24 (same). 
 225 See Bettenhausen, supra note 23 (noting that private market sunscreen active ingredient test-
ing is subject to financial considerations); Andrew A. Toole, Does Public Scientific Research Com-
plement Private Investment in Research and Development in the Pharmaceutical Industry?, 50 J.L. & 
ECON. 81, 84–85 (2007) (acknowledging that public research complements private industry research 
by providing new product information, and that clinical research (like drug trials) done in the public 
sector allows the private sector to reallocate its research and development resources). 
 226 See Bettenhausen, supra note 23 (stating that the costs of testing can halt sunscreen innovation 
because of financial factors that manufacturers consider, such as lower profit margins and limited 
patent protection). 
 227 See COMM. ON SCI., ENG’G, & PUB. POL’Y, EVALUATING FEDERAL RESEARCH PROGRAMS 
25–26 (1999) (identifying “mission advancement,” or the ability for federal investments in research to 
help agencies meet their goals (like the FDA’s mission to further consumer protection), as a beneficial 
result of federally-funded research). 
 228 See Guo et al., supra note 28, at 93 (indicating that manufacturers need incentives to buy in to 
sunscreen innovation). 
 229 21 U.S.C. § 355h(b)(5)(C). Compare 35 U.S.C. § 154(a)(1)–(2) (providing that a patent holder 
rightfully can exclude other parties from creating, using, selling, or importing the patented invention 
for twenty years), with 21 C.F.R. § 314.108(b)(2), (4) (2024) (instituting a five-year exclusivity period 
for approved NDAs for a novel chemical entity and a three-year exclusivity period for an already 
approved drug but with new clinical studies, periods in which no person may submit a new or abbre-
viated drug application). Before the CARES Act’s enactment, manufacturers did not receive any ex-
clusivity guarantees. See Guo et al., supra note 28, at 58 (identifying the lack of an exclusivity guaran-
tee for manufacturers before the CARES Act and its effect on innovation in OTC drugs). The only 
way a sunscreen manufacturer could receive exclusivity was to bring a new OTC drug to market via 
an NDA. See Frequently Asked Questions on Patents and Exclusivity, U.S. FOOD & DRUG ADMIN., 
https://www.fda.gov/drugs/development-approval-process-drugs/frequently-asked-questions-patents-
and-exclusivity [https://perma.cc/2V6Q-QLY4] (Feb. 5, 2020) (listing the pathways to exclusivity); 
21 C.F.R. § 314.108 (providing that a successful NDA can result in an exclusivity period of three or 
five years). If a sunscreen manufacturer instead wanted to amend the sunscreen monograph, they 
would receive no viable return on their research and development costs. See Bettenhausen, supra note 
23 (stating that sunscreen manufacturers are disincentivized to pay for testing costs because of a lim-
ited investment return guarantee). 
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less, an eighteen month exclusivity provision may not be enough to fully in-
centivize manufacturers to take up the costs associated with successfully bring-
ing a new active ingredient through the FDA.230 Whether the exclusivity provi-
sion is worth it may come down to the safety testing requirements.231 If the 
FDA imposes the same safety testing requirements for NDAs and OMORs, 
then the eighteen month exclusivity period for OMORs is futile as a manufac-
turer can simply do the same testing, submit an NDA, and receive three or five 
years of exclusivity.232 This is not a desirable outcome for two main reasons.233 
First, the new sunscreen active ingredient approved via an NDA would not be 
included in the monograph.234 The FDA would consider any subsequent use of 
that ingredient to be a “new drug,” and it would need to undergo the lengthier 
NDA process instead of being able to be brought to market without FDA pre-
clearance.235 Thus, reintroduction of a product with that ingredient would take 
extra time and money, a potential roadblock for manufacturers that can nega-
tively impact consumers.236 Second, three or five years is an exceptional 
amount of time for one company to gatekeep an ingredient.237 Especially 
where American sunscreens are in dire need for innovation for both efficacy 
and aesthetics, it is in the interest in public health that many companies pro-
duce sunscreens using newly approved UV filters.238 As such, Congress can 

                                                                                                                           
 230 See Guo et al., supra note 28, at 93 (acknowledging that it is unclear whether an eighteen-
month period for exclusivity is a lucrative enough incentive for companies). 
 231 Id. 
 232 See id. (examining the potential shortcomings of the exclusivity provision of the CARES Act); 21 
C.F.R. § 314.108(b)(2), (4) (offering a three- or five-year exclusivity period to certain successful NDAs). 
 233 See infra notes 235–237 and accompanying text. 
 234 See e.g., Ecamsule, NAT’L LIBR. OF MED. NAT’L CTR. FOR BIOTECHNOLOGY INFO., https://
pubchem.ncbi.nlm.nih.gov/compound/Ecamsule [https://perma.cc/673T-D227] (noting that ecamsule 
can be used in sunscreens in the United States, but only by L’Oreal and only in specific concentrations 
because it was approved via an NDA). 
 235 21 U.S.C. § 321(p)(1) (defining the term “new drug” as a drug that is not GRASE for use in 
the prescribed conditions); Id. § 355(a) (stating that a new drug may not enter interstate commerce 
without an approved NDA); Id. § 355h(a)(1) (providing that drugs included in the OTC monograph 
process are drugs considered to be GRASE and not new drugs as defined in the statute). 
 236 See The FDA NDA Review Timeline Explained: A Step-by-Step Breakdown, SYNER-G BIO-
PHARMA GRP. (Aug. 16, 2024), https://synergbiopharma.com/fda-nda-review-timeline/ [https://perma.
cc/8REZ-YX3K] (noting that the new drug development, testing, and application process can last on 
average between ten to fourteen years); see, e.g., Bettenhausen, supra note 23 (highlighting the ex-
treme cost of developing and testing a new sunscreen filter, bemotrizinol). 
 237 See Guo et al., supra note 28, at 77 (detailing the legislative history of the CARES Act and 
identifying arguments from select representatives that a two-year exclusivity is too long and could 
lead to a drug company monopoly). 
 238 See Printz, supra note 20, at 2862 (highlighting a dermatologist’s stance that more widely 
available UV filters would provide individuals with increased sun protection); cf. W. Nicholson Prince 
II, Making Do in Making Drugs: Innovation Policy and Pharmaceutical Manufacturing, 55 B.C. L. 
REV. 491, 557 (2014) (“If a manufacturing process increases the quality of a final drug product, it 
seems highly counterintuitive for the FDA to then prevent other manufacturers from using the same 
procedure.”). 
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build on the incentivization of the exclusivity provision by adopting a different 
standard for GRASE determinations under OMORs.239 Specifically, a potential 
avenue for Congress is adopting the “weight-of-evidence” approach used in 
the European Union to make safety assessments.240 This approach can ensure 
that safety evaluations of sunscreen active ingredients accord with scientific 
understanding and the international market while benefiting manufacturers.241 
Thus, a new data standard can make the OMOR process more enticing while 
maintaining a meticulous safety standard.242 Ultimately, a system in which UV 

                                                                                                                           
 239 See Guo et al., supra note 28, at 93 (arguing that the standards affecting GRASE determina-
tions may affect the impact of the exclusivity provision). 
 240 See Parliament and Council Regulation 1223/2009, 2009 O.J. (L 342) 67 (EC) (providing that 
a weight-of-evidence standard ought to be used in reviewing the safety data of cosmetic products); Bet-
tenhausen, supra note 23 (indicating industry support for switching to a weight-of-evidence standard). 
According to the European Chemicals Agency, the weight-of-evidence approach relies on combinations 
of data from many independent sources to provide sufficient evidence on a particular information re-
quirement. Weight of Evidence, EUR. CHEMS. AGENCY, https://echa.europa.eu/support/registration/how-
to-avoid-unnecessary-testing-on-animals/weight-of-evidence [https://perma.cc/G6Q7-GTWY]. The 
European Chemicals Agency’s recommended data sources are not dissimilar from the FDA’s pro-
posed order on what data is most helpful in determining safety. Compare id. (listing published litera-
ture, studies using in vivo (living organism) testing, and human experience as recommended sources 
of data), with U.S. FOOD & DRUG ADMIN., supra note 5, at 17, 23 (suggesting in vivo testing and 
human experiences as viable sources of safety data), and U.S. FOOD & DRUG ADMIN., supra note 7, at 
5–10 (same). 
 241 See Joseph W. Cormier, Advancing FDA’s Regulatory Science Through Weight of Evidence 
Evaluations, 28 J. CONTEMP. HEALTH L. & POL’Y 1, 11–12 (2011) (describing the scientific basis of 
the weight-of-evidence approach); Parliament and Council Regulation 1223/2009, 2009 O.J. (L 342) 
67 (EC) (allowing for the weight-of-evidence approach for sunscreen ingredient approvals in the Eu-
ropean Union); Bettenhausen, supra note 23 (noting that a chemical manufacturer supports using the 
weight-of-evidence approach). The FDA has endorsed the weight-of evidence approach in other test-
ing contexts. See U.S. FOOD & DRUG. ADMIN., S1B(R1) ADDENDUM TO S1B TESTING FOR CAR-
CINOGENICITY OF PHARMACEUTICALS: GUIDANCE FOR INDUSTRY 2 (2022) (issuing guidance recom-
mending the weight-of-evidence standard to determine whether pharmaceuticals are carcinogenic for 
humans); see also Cormier, supra, at 13–15 (highlighting administrative agencies, including the FDA, 
already use the weight-of-evidence-approach). The FDA stated that a weight-of-evidence evidence 
standard “could be used to adequately assess the human carcinogenic risk for certain pharmaceuticals” 
such that testing the drug on rodents would not be necessary. U.S. FOOD & DRUG. ADMIN., supra, at 
3. Nonetheless, the FDA finds the weight-of-evidence approach “scientifically problematic” in the 
context of sunscreen. Letter from Theresa Michele, Dir., Ctr. for Drug Evaluation & Rsch., to Kath-
leen Sanzo, Morgan, Lewis & Bockius LLP 4 (Mar. 19, 2015) (on file with author). 
 242 See Parliament and Council Regulation 1223/2009, 2009 O.J. (L 342) 67 (EC) (providing that 
the weight-of-evidence standard is viable for determining ingredient safety); Guo et al., supra note 28, 
at 93 (suggesting a different standard for OMORs may be a necessary incentive for sunscreen ingredi-
ent manufacturers). Aligning evidentiary standards internationally can potentially alleviate some of 
the international trade barrier issues raised by the Cosmetics Europe comment letter to the FDA’s 
2021 proposed rule, particularly regarding the concerns about international manufacturers conducting 
duplicate testing to satisfy the FDA’s unique testing requirements. See Cosm. Eur., supra note 181 
(highlighting that the FDA’s proposed testing regime could add a barrier to international trade of sun-
screen products). 
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filters can more easily enter the market without sacrificing safety best fulfills 
the mission of the FDA.243 

CONCLUSION 

Since 1978, the FDA has classified sunscreens as OTC drugs. Because of 
this, sunscreens are subject to the agency’s OTC drug review process. This 
process has been cumbersome, resulting in little regulatory progress and mini-
mal innovation in sunscreen active ingredients. In response, Congress passed 
two statutes: one encouraging the FDA to respond to pending UV filter ap-
proval requests and the other overhauling the entire OTC monograph review 
process. Nonetheless, no new filters have yet been approved due to the FDA’s 
requests for additional, extensive safety data before it can make a safety de-
termination. Although meticulous safety testing is vital to ensure that sun-
screen products are safe to wear, manufacturers, dermatologists, consumers, 
and foreign entities are feeling the weight of the FDA’s rigor. As such, Con-
gress should build on its comprehensive monograph reform and fund public 
research or incentivize manufacturers to buy in to UV filter research and de-
velopment. Congress and the FDA must create a system that encourages inno-
vation in order to best comport with the agency’s mission of ensuring public 
health and safety. 

CAROLYN R. ZACCARO 

                                                                                                                           
 243 What We Do, supra note 51 (stating the FDA’s mission is “protecting the public health by 
ensuring the safety, efficacy, and security of human . . . drugs” and “advancing the public health by 
helping to speed innovations”). 
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