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As members of the Patient, Consumer, and Public Health Coalition, we appreciate the
opportunity to comment on the  draft  guidance  entitled  “Over-the-Counter Sunscreens: Safety
and  Effectiveness  Data.”  As members of the coalition, we strongly support the safety and
effectiveness clinical and nonclinical testing requirements to obtain generally recognized
as safe and effective (GRASE) status, as they are articulated in the draft guidance.

Americans are using sunscreens more frequently and on a more long-term basis than ever
before. Our safety and efficacy standards must reflect that Americans of all ages rely on these
products to protect them from skin cancer.
We need clear evidence that sunscreen products are safe and effective for long-term use,
particularly for infants, children, and pregnant women. Although current sunscreens are
marketed for skin cancer prevention, we have very little evidence that they are effective for this
purpose. In fact, major public health authorities, including the FDA, National Cancer Institute,
and the International Agency for Research on Cancer, have concluded that the available data
do not support the assertion that sunscreens alone reduce the rate of skin cancer.1,2,3 The
safety and effectiveness testing requirements proposed in the draft guidance will provide the
level of evidence that we need to be able to trust our sunscreen products to protect us and not
harm us.
We  strongly  support  the  FDA’s  proposal  to  require  that  active  ingredients  be  tested  for  
carcinogenicity and developmental and reproductive toxicity prior to marketing. These
studies must be carefully designed to mimic the conditions of real-life sun exposure, including
temperature and humidity.4 Additionally, the National Institute of Environmental Health Services
has concluded that endocrine-disrupting agents often have greater risks at low doses so doseresponse testing is not appropriate for these studies.5 Without well-designed studies, children
and other vulnerable groups could be harmed by hormone-altering ingredients.
Infants and children are more vulnerable to unsafe chemicals, because they use sunscreen
more often and are more susceptible to the risks of chemicals in sunscreen. Although children
are at disproportionate risk of harm from unsafe sunscreen products, we have very little data on
the safety of these products in this young population. For those reasons, we strongly urge
the FDA to stipulate that clinical studies must provide demographic subgroup analyses
of these and other susceptible populations before the products are allowed to be
marketed for widespread use.
Sunscreens are not “just cosmetics” and should not be regulated as such. Sunscreen
chemicals may lose their effectiveness when exposed to light, or, worse yet, may actually cause
cancer rather than prevent it.6 It is important that manufacturers provide clear scientific evidence
proving the product remains active when exposed to sunlight for a reasonable length of time.
There is also evidence that certain active ingredients demonstrate potentially
carcinogenic activity when exposed to UV light, such as generating free radicals that
damage DNA and cause harmful mutations.7 Testing for carcinogenic activity should be
done under conditions that reflect real-world use as closely as possible, e.g., during UV light
exposure. Without such information, products intended to help prevent cancer may do just the
opposite.
Several sunscreen ingredients currently on the market have endocrine-disrupting or
carcinogenic activity.8 For example, oxybenzone is a widely used sunscreen ingredient and,
with up to 10% absorption through the skin, it is found in the blood of nearly every American as
well as in breast milk.9 Research has shown it acts like an estrogen in the body, is associated
with endometriosis in women, and alters sperm production in animals.10 This ingredient should
be banned from sunscreen and FDA must not let this mistake be repeated by allowing new
sunscreen ingredients to be marketed without sufficient safety testing.

Finally, we strongly agree with the proposal to require testing of the active sunscreen
ingredient with each vehicle (e.g. cream, spray, etc.) in which it will be delivered. Different
product formulations that are more water or lipid soluble may change the properties or
absorption of active ingredients in ways that could affect safety or efficacy of the final
product. For example, alcohol-based formulations appear to increase sunscreen absorption and
some sunscreen chemicals may enhance the skin absorption of other sunscreens when applied
in combination.11
In conclusion, the safety and effectiveness testing requirements for new sunscreen chemicals
proposed in the draft guidance will  assure  our  country’s most vulnerable that the products will
protect them from skin cancer and not cause unintended harm. We understand the desire for
innovative new sunscreen products but this must not come at the expense of safety or
effectiveness. We urge you to finalize this draft guidance without delay.
Sincerely,
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The Patient, Consumer, and Public Health Coalition is an informal coalition of nonprofit organizations
representing the interests of millions of patients, consumers, health-care professionals, scientists,
and public health experts. The Coalition can be reached through Tracy Rupp at (202) 223-4000 or at
tr@center4research.org.
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