






SUNSCREEN: YESTERDAY, TODAY, TOMORROW 

the selling of misbranded and adulterated food and 

drugs. The organization morphed into the Bureau of 

Chemistry to regulate and prosecute companies and 

individuals that ran afoul of emerging regulations 

designed to protect the public. 

Spurred by a tragic series of deaths in 1937 caused 

by the use of a poisonous solvent diethylene glycol, 2 

Congress aggressively decided that they knew how best 

to protect the public and passed the Federal, Drug and 

Cosmetic Act (FDCA) in 1938. Simply put, anything 

intended to affect the form and structure of the body 

including cosmetics was now to be regulated by the 

U.S. federal government. This included cosmetics 

and products intended for the beautifying, cleansing 

or altering the appearance of the body. 3 Sunscreens 

were, and still are, classified as drugs, subject to the 

review of the FDA. Looking forward, the fact that no 

new sunscreen ingredients have been introduced in 

the United States in over a decade, despite 

worldwide acceptance of a new, safe family of 

improved sunscreen formulations and ingredients 

available worldwide, had its origins in these 

government regulations, some say to the determent of 

our country. 

The earliest modern sunscreens were designed 

around the mid-1930s to prevent burns but encourage 

the skin to tan. Scientist and mountain climber 

Eugene Schueller was the first person to come up with 

the idea of modern sunscreens in 1936-1938. His goal 

was to protect the skin without stopping a tan. 

Schueller went on to form L'Oreal, which is considered 

by many to be the progenerator of sunscreens. The 

early commercially available cream, Glacier Cream, 

with an SPF equivalent of 2, was brought to market by 

Swiss chemist 

Franz Greiter. This eventually led to the creation of 

Coppertone.4 Shortly after, the U.S. military produced 

a product called Red Vet Pet, 5 short for red veterinary 

petrolatum, to prevent soldiers who were stationed in 

the pacific war zone from burning their skin. It was 

thick, sticky and really did not work.5 

The Allure of Tanning 
The next two decades brought forth a myriad of ad 

campaigns that encouraged tanning such as Ban de 

Soleil SPF 4 and Coppertone's "don't be a paleface," 

prompting the look equating beauty and fashion 

with being tan while smoking cigarettes. No one 

understood or grasped the concept that a tan is a burn 

and the practicing safe sun was vital to one's health. 

The next onslaught in the quest for beauty and fashion 

was surrounding one's face with reflectors and baby 

oil mixed with iodine to get the hot look. No one ever 

conceived the notion that a tan is actually a scar that 

damages the skin and can cause cancer. 

Emerging FDA Regulations 
Skipping forward to 1978, the FDA published 

its first proposed rules regarding the designation 

of sunscreens as an OTC to be regulated, and it 

promulgated a list of 21 ingredients that would be 

considered generally recognized as safe and effective 

(GRASE). 6 Very little has changed since then. These 

regulations did establish two classes of ingredients: 

physical sunscreens that reflect and block the sun's 

rays; and chemical sunscreens that safely absorb UV 

radiation. This led to the creation of a standard SPF 

factor as a practical way to alert consumers to the 

effectiveness of a product. 

SPF can be misleading and even dangerous. SPF 

(introduced in 1974) is a measure of the fraction of 

sunburn-producing UV rays that reach the skin. For 

example, a rating of 15 means 1/15 of the burning rays 

will reach the skin if a thick application is applied 
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harmfully ingested by marine animals and damage 

coral.14 Starting in 2021, some states, like Hawaii, will 

ban the use of certain sunscreens due to their causing 

environmental damage.15 Make sure the sunscreen you 

offer is compliant. 

The EWG issued a report (The trouble with ingredients 

in sunscreens/EWG's 2018 Guide to Sunscreens) warning 

that our current formulations may disrupt hormone 

systems, could penetrate the skin and enter living tissues 

in a harmful manner, effect reproductive systems and 

foster other toxicity concerns. Many scientists have still 

not yet reached these same conclusions. 

F□A Rule Making: Ingredients and Claims 
FDA never finalized the 1999 OTC sunscreen final 

rule. In 2011, the FDA published a draft of their 

enforcement policy guide acknowledging that it 

did not intend to take enforcement actions against 

certain sunscreen products, provided they met several 

conditions. Any sunscreen product that was not the 

subject of an approved new drug application (NDA) or 

abbreviated new drug application (ANDA) for a generic 

of an already approved drug could be marketed as long 

as it met certain requirements established by both the 

1999 monograph and more recent guidelines. 

Today, FDA allows for the marketing of OTC 

sunscreen products that: 

1. Have only the active ingredients (or combinations

of active ingredients) permitted in Approved U.S.

Sunscreen Actives;

2. Have active ingredients that each contribute at

least SPF 2 to the finished product

3. Have a combination of the actives listed except

for avobenzone with aminobenzoic acid,

ensulizole, meradimate, padimate 0, titanium

dioxide, or zinc oxide;

4. Do not make non-permitted claims (see below);

3. That comply with the requirements for

registration, recognition as GRASE, testing and

labeling, adverse event reporting and provisions of

the FD&C Act addressing adulteration;

4. That are marketed in an appropriate dosage form

(i.e., oil, lotion, cream, gel, butter, paste, ointment,

stick or spray); and

5. That may contain EPA-approved insect repellents.

Note that the following were disallowed: 

1. Sunscreen products that pose a potential health

hazard to the consumer;

Sunscreens that use natural and chemical blockers protect better. 

2. Products containing, as an active ingredient, active

ingredients or combinations not included in the list;

3. Products containing an insect repellent ingredient

not registered by EPA; 

4. Products in specific dosage form (wipes,

towelettes, powders, body washes or shampoos);

5. Products making claims in labeling or

promotional materials suggesting or implying that

the use, alone, of any sunscreen reduces the risk of

or prevents skin cancer or early skin aging;

6. Products making claims such as "sunblock,"

"sweat proof" and "waterproof;"

7. Products claiming to instantly or immediately

protect upon application; and

8. Products making claims to protect all day or

protect for an extended period of time that are

inconsistent with FDA-established directions for

application in 21 C.F.R. § 201.327.

The Sunscreen Innovation Act 
In 2014, Congress passed the Sunscreen Innovation 

Act (SIA), which established an expedited process 

through which FDA could review and approve OTC 

sunscreen products that have a history of safe and 

efficacious use in other countries. Among other 

requirements, the SIA also set a five-year statutory 

deadline for FDA to finalize regulations concerning 

these sunscreen ingredients. In 2014, the FDA 

began reviewing eight sunscreen active ingredients 

with a history of availability in other countries, 

namely bemotrizinol, bisoctrizole, drometrizole 

trisiloxane, octyl triazone, amiloxate, diethylhexyl 

butamidotriazone, ecamsule and enzacamene.16 
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