


























IV. U™ Protection Claims

The TFM does not include approved indications for protection
against UVA radiation, because the FDA has determined that there
is inadequate information for FDA to propose a method of
determining a sunscreen product’s ability to protect against
it.?? The TFM discusses the subject and requests comment on
proposed labeling. The proposal would apply if (1) the
ingredient absorbs ultraviolet radiation up to 360nm** or above
and (2) the product containing the ingredient demonstrates UVA
protection using testing procedures that the FDA proposes be
developed.?® Under this proposed labeling, products that
satisfy these criteria would be allowed to use the following
indications: "Protects against," or "Absorbs," or "Screens out,"
or "Shields from" "UVA rays" or "UVA radiation."

The same concern described in § III of this comment would
apply here. These broad safety-related terms such as "shields
from" may convey to consumers that the product provides complete
protection from UVA radiation, so that if they use the product
they need not be concerned about incurring any UVA-related skin
damage. Unless the products to which such claims are affixed can
in fact prevent any significant amount of potentially harmful UVA
rays from penetrating the user’s skin, such unqualified claims
may well induce in consumers a false sense of security.?®

23 58 Fed. Reg. at 28233 and 28250, TFM Comments 53 and 73.

24 Ultraviolet radiation from approximately 320 nanometers
to 400 nanometers comprises the UVA range, while the lower range of
290 to 320 nanometers comprises the UVB range. 58 Fed. Reg. at
28233, TFM Comment 53.

< In the interim, until the final UVA testing and labeling
regulation is issued and effective, products may bear UVA
protection claims provided (1) they absorb UVA and (2) they meet
the agency’s enforcement policy which allows claims that appeared
in labeling prior to the beginning of the OTC drug review process.
58 Fed. Reg. at 28233, TFM Comment 53.

28 It is not clear from the FDA’'s proposal what percentage
of the specified UVA spectrum (to 360nm or above) an ingredient
must be able to absorb in order to satisfy the criteria for UVA
protection labeling. It is not clear whether an ability to absorb
5 or 10 or 20 percent of this range would qualify an ingredient as
an effective UVA protectant, or whether it must absorb close to 100
percent of the UVA spectrum up to 360nm in order to bear UVA
protection labeling. If a relatively low threshold would qualify,
then our concern would be particularly pertinent.
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V. The PCDs

The TFM authorizes the use of a series of "Product Category
Designations" or "PCDs"?’: "Minimal Sun Protection Product" for
products with an SPF of 2 to under 4; "Moderate Sun Protection
Product" for products with an SPF of 4 to under 8; "High Sun
Protection Product" for products with an SPF of 8 to under 12;
"Very High Sun Protection Product" for products with an SPF of 12
to under 20; and "Ultra High Sun Protection Product" for products
with an SPF of 20 to 30. The FDA may want to consider whether
the multiple superlative terms "high," "very high," and "ultra
high" may be confusing to consumers. These multiple superlatives
may unintentionally foster consumer confusion about the level of
protection each SPF provides. In spite of its limitations®®,
the SPF rating system has provided consumers with a clear basis
for comparing different products’ levels of protection. If the
FDA concludes that additional verbal descriptors are nonetheless
desirable, staff suggests that the proposed descriptor scheme be
simplified so as not to include duplicative superlatives or terms
potentially subject to misinterpretation. Because the SPF number
is already available to help consumers compare products, staff
suggests that the FDA be cautious about authorizing additional
comparisons that may overstate the protection provided.

IV. Conclusion

Based on the Commission’s extensive experience in analyzing
advertising claims the the likely implicit messages they may
convey, the staff of the Commission believes that the FDA'’s
proposal includes terms and phrases for labels that may,
unintentionally, misinform consumers about the level or type of
protection that sunscreen products provide. The FDA may wish to
conduct consumer regearch to learn how consumers interpret the
proposed language and to test whether modified language might
inform consumers more effectively and accurately. Many consumers
are very interested in protecting their skin from sun damage, as
evidenced by the tremendous increase in sales of sunscreens and
the proliferation of products containing sunscreens. It is thus
very important that the labeling information about the relative
protection provided by available OTC sunscreen products not be
deceptive or misleading. We appreciate the opportunity to
provide these comments and hope they help the FDA in providing
consumers with accurate and meaningful labeling information.

27 58 Fed. Reg. at 28221, TFM Comment 44; and § 352.52(e),
at 28297.
28 The SPF value is based only on a measure of protection

from sunburn caused by UVB radiation.
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