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FDA Proposes UVA Rating on Sunscreen Labels

BY ELIZABETH MECHCATIE

Senior Writer

rating system that would use stars
Aon the label of a sunscreen to indi-
cate the degree of ultraviolet A
protection provided by the product is
among the main elements of a long-await-
ed Food and Drug Administration pro-
posed regulation on sunscreen labeling.
Other main features of the proposed
regulation include the requirement that

a bolded warning be placed in the “Drug
Facts” box that ultraviolet sun exposure
“increases the risk of skin cancer, pre-
mature skin aging, and other skin dam-
age,” and that it is important to reduce ul-
traviolet exposure “by limiting time in the
sun, wearing protective clothing, and us-
ing a sunscreen.”

The proposed UVA rating would be
based on a standard testing protocol using
an in vivo and an in vitro test. The maxi-
mum sun protection factor (SPF) claim al-

lowed would also be increased from SPF
30+ to SPF 50+.

The proposed rule amends the 1999
rule that addressed UVB testing and la-
beling requirements for sunscreen prod-
ucts, which was stayed to allow the agency
to address testing and labeling require-
ments for the UVA protection provided by
sunscreen products, according to the FDA.

The FDA proposal “identifies how to la-
bel sunscreens so that consumers can
clearly understand the level of UVA and
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UVB protection sunscreens provide and to
understand the importance of protecting
themselves from both types of UV light,”
Matthew R. Holman, Ph.D., a senior sci-
entific reviewer in the FDA’s Office of
Nonprescription Products (ONP), said
during a teleconference held on Aug. 23.
The proposed label “would help con-
sumers quickly and easily identify the
level of UVA protection a sunscreen prod-
uct offers,” with the term UVA clearly la-
beled on the package, followed by one to
four stars, corresponding to low, medium,
high or highest UVA protection. This rat-
ing will appear in equally prominent print
to the UVB rating.

“Until now, much of the focus has been
on reducing the exposure of UVB light
while we worked to understand the sci-
ence of assessing the effects of UVA light,”
said Dr. Douglas Throckmorton, deputy
director of the FDA's Center for Drug
Evaluation and Research (CDER).

Determining how to accurately mea-
sure UVA protection has been challenging
because there are no internationally ac-
cepted standards for evaluating the effec-
tiveness of a sunscreen that protects
against UVA, and there are about 12 dif-
ferent tests. The standardized testing pro-
tocol proposed by the FDA is based on the
agency’s analyses of data and information
on available testing methods.

The changes would likely not appear
until 2009 at the earliest, considering the
90-day comment period following the an-
nouncement, the time the FDA will take
to consider comments and finalize the
rule, and the time manufacturers would
take to comply with the requirements.

The American Academy of Dermatol-
ogy has been waiting for the FDA to pro-
pose rules about UVA in sunscreen since
1999.

“We think this will be an excellent way
for consumers to evaluate sunscreen prod-
ucts,” said Dr. Diane Baker, president of
the American Academy of Dermatology.
The four-star system is “simple and easy
to understand, and they are making an ex-
cellent effort to educate the public about
the difference between UVA and UVB,”
which has been confusing for consumers,
she added.

Both Dr. Baker, who is in private prac-
tice in Portland, Ore., and Dr. Henry Lim,
chair of dermatology at Henry Ford Hos-
pital, Detroit, and chair of the Academy’s
council of science and research, com-
mended the proposal to add the sun alert
statement that emphasizes the risk of sun
exposure, the importance of wearing pro-
tective clothing and limiting sun expo-
sure, in addition to using sunscreen.

This is a “very reasonable proposal” to
address UVA protection, in addition to
UVB protection in sunscreens, Dr. Lim
said in an interview. While the recom-
mendations are long overdue, the issue of
UVA protection is complex, so it took
time for the FDA to come up with the fi-
nal recommendations of the specific in vit-
ro and in vivo methods.

This proposal is a “long time coming
and ...is a welcome step forward,” said Dr.
Allan Halpern, chief of the dermatology
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service at Memorial Sloan Kettering Can-
cer Center in New York. Using both an in
vivo and an in vitro test to assess UVA pro-
tection “will hopefully address concerns
raised about each test,” added Dr.
Halpern.

He expressed hope that responses dur-
ing the comment period won't slow down
the process of implementing the regula-
tions. He added that capping the SPF at
50+ is an improvement, but was con-
cerned that this might be a disincentive for
the manufacturing of ultrahigh SPF sun-
screens.

Under the proposed regulation, manu-
facturers of over-the-counter sunscreen
products would be required to test their
products for UVA protection using a spe-
cific test to measure the product’s ability
to reduce the amount of UVA light that
passes through it and a test that measures
the product’s ability to prevent tanning.
The UVA rating would be based on the
lowest of the two test results. If a manu-
facturer does not perform the tests, or the
tests find no UVA protection, then the la-
bel will have to state “no UVA protection.”

UVB protection will continue to be
based on the SPF rating, but the FDA has
proposed changes to the SPF testing meth-

ods to make the results more accurate and
reproducible.

Under the regulation, companies would
also be able to combine avobenzone with
either zinc oxide or ensulizole, which Dr.
Holman said would increase the number
of sunscreen products available. The
agency would consider revising the upper
SPF limit allowed in the packages if data
become available that support accurate
testing of sunscreens with an SPF greater
than 50.

During the comment period, the FDA is
requesting comments and more informa-
tion about the safety of sunscreen ingre-
dients that use nanotechnology, because of
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the potential risk of nanoparticle ingredi-
ents penetrating consumers’ skin, and on
novel sunscreen formulations, such as
foams, sprays, and towelettes. The pro-
posal does not apply to insect repellant
products combined with sunscreens, but it
does apply to cosmetic products that con-
tain sunscreen and SPF claims.

The FDA is accepting written comment
on the proposal for 90 days following the
announcement, until Nov. 26. ]

More information, including how to make
a written comment, is available online at
www.fda.gov/cder/drug/infopage/
sunscreen/ default.htm.

Combination Gel
Improves Acne in
Phase III Study

CHICAGO — An aqueous gel formula
that combines 0.025% tretinoin and 1.2%
clindamycin phosphate significantly re-
duces both inflammatory and noninflam-
matory acne lesions, Dr. James Leyden said
in a poster presented at the annual meeting
of the Society for Pediatric Dermatology.

The combination gel, marketed as
Ziana, has been approved by the Food and
Drug Administration for once-daily topi-
cal treatment of acne vulgaris in children
aged 12 years and older.

In a phase III study, 1,710 patients aged
12-18 years were randomized into four
groups to receive the combination gel, a
tretinoin-only gel, a clindamycin phos-
phate—only gel, or a placebo gel. The base-
line acne conditions ranged from mild to
severe; patients were required to have 20-
100 noninflammatory lesions, 20-50 in-
flammatory lesions, and two nodules to
enroll in the study.

Overall, the patients in the combination
gel group showed significantly greater re-
ductions in the number of inflammatory
lesions, noninflammatory lesions, and to-
tal lesion counts after 12 weeks of daily
treatment, compared with the other
groups, wrote Dr. Leyden of Broomall, Pa.
He has received financial support from
several drug manufacturers, including
Medicis Pharmaceutical Corp., which man-
ufactures Ziana and sponsored the study.

The average reductions for inflammato-
ry and noninflammatory lesions, respec-
tively, were 46% and 35% for the combina-
tion group; 35% and 26% for the tretinoin
group; 36% and 23% for the clindamycin
phosphate group; and 16% and 9% for the
placebo group. The average reduction in to-
tal lesion count was 39% for the combina-
tion group, 30% for the tretinoin group,
29% for the clindamycin phosphate group,
and 12% for the placebo group.

In addition, tolerability data from a sub-
set of 45 patients were presented in a sep-
arate poster at the meeting. The findings
showed that the clindamycin phos-
phate/tretinoin combination gel was as
well tolerated as 0.1% adapalene gel and
significantly better tolerated than 0.1%
tretinoin microsphere gel based on clinical
evaluation of redness and scaling and pa-
tient reports of burning, stinging, and
itching, Dr. Leyden reported.
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Single-center, randomized, double-blind, 24-hour, crossover trial in 24 healthy
male volunteers receiving 1 injection of NovoLog Mix 70/30 or human 70/30
0.3 Utkg. Serum insulin concentrations were assayed every 30 minutes.'

For more information, please visit novologmix7030.com.

Indications and usage: Novolog Mix 70/30 is indicated for the treatment
of patients with diabetes mellitus for the control of hyperglycemia.

Important safety information: Because Novolog Mix 70/30 has peak
pharmacodynamic activity 1 hour after injection, it should be administered with
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and in patients hypersensitive to NovoLog Mix 70/30 or one of its excipients.
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the action of Novolog Mix 70/30 and other insulins, care should be taken
in patients in whom these conditions may be clinically relevant (eg, patients
who are fasting, have autonomic neuropathy, are using potassium-lowering
drugs, or are taking drugs sensitive to serum potassium level). Do not mix
Novolog Mix 70/30 with any other insulin product.
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