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the benefits to society of driving
sun protection products outweigh
any potential risks. Life’s full of
decisions like that, isn’t it?”

To have a product considered
for the program, the manufactur-
er must pay a $5,000 application
fee, followed by a $10,000 annual
license fee upon approval of the
application.

“This program was never in-
tended to be a fund-raiser,” said
Dr. Spencer. “If there’s any mon-
ey left over [from the application
fees] after program expenses, it
goes solely to public education for
skin cancer.”

Loosely modeled after product
endorsement programs estab-
lished by the American Dental As-
sociation and the Skin Cancer
Foundation, the AAD’s Seal of
Recognition program has a
twofold purpose, Dr. Spencer said:
to let consumers know that the
product they're buying has a sun
protection benefit, and “to raise
awareness about the importance of
sun protection. According to re-
cent surveys the use of sunscreen
is going down.”

Each product undergoes a re-
view every 2 years to ensure that
it still meets evidence-based crite-
ria as set forth by the AAD. “Itis a
fairly high hurdle for a product to
have these independent studies, to
be reviewed and accepted,” Dr.
Spencer said.

The Seal of Recognition pro-
gram reflects the academy’s efforts
“to do everything possible to re-
duce the incidence of skin cancer
on all fronts. Among those fronts
is to encourage the use of effective
sun protection products. That’s
the genesis of this effort,” he said.

The ongoing debate about the
benefits of vitamin D and the call
by some clinicians to seek out un-
protected exposure to the sun is
not helping the Seal of Recogni-
tion program from a public rela-
tions standpoint, either. “Derma-
tologists need to be aware that sun

Products Bearing
AAD Seal of
Recognition

e AminoGenesis Anti-Aging

Day Cream with SPF 18

e AminoGenesis Derma Scyne
Wrinkle Arrest with SPF 18

e Coolibar Sun Protection
Clothing UPF 50+

e Aveeno Continuous
Protection Sunblock SPF 55

e Aveeno Baby Continuous
Protection Sunblock SPF 55

e Mederma Cream plus
SPF 30
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Some Question Motives

protection has become a contro-
versial issue, specifically because of
vitamin D,” he said. “Weighing the
evidence overall, our advocacy of
regular sun protection is still the
way to go, and I would encourage
our colleagues to continue their
advocacy for sun protection.”

By accepting application fees
from companies that manufacture
sun protection products, the Seal
of Recognition program “can be
misinterpreted as a conflict of in-
terest by the medical or general
public,” said Dr. Peter C. Lombar-
do of the department of derma-
tology at Columbia University,
New York. A recent article about
professional medical associations
and their relationships with indus-
try calls the propriety of endorsing
commercial products “highly sus-
pect” (JAMA 2009;301:1367-72).

“My objection is that money is in-
volved in the granting of the seal,
and this is where the misconception
of the AAD’s motives arises,” said
Dr. Lombardo. “If this were not the
case, [ would have no objection to
[the program]. I believe the AAD is
the premier academic institution of
America’s dermatologists and as
such it should be ‘like Caesar’s
wife’: above reproach.”

Ron Cummings, founder and
owner of Newport Beach,
Calif.-based AminoGenesis Skin
Care, called the Seal of Recogni-
tion program a “long-overdue” de-
velopment. “What made this good
is that it was a third-party verifica-
tion process, extremely docu-
mented and very rigorous,” he
said. “You had to put together a
formula that was great, and we
were able to do that. Consumers
have responded very well, because
when they use a product with this
AAD seal, they know that it has
some level of credibility behind it.
It’s a certain level of assurance.”

The manufacturer must contract
with an independent laboratory to
test the product in accordance with
stringent, evidence-based criteria,
including UVA protection, which is
not yet required by the Food and
Drug Administration. The inde-
pendent laboratory test results are
reviewed by an independent sci-
entist who holds a PhD degree in
photobiology and is based in New
York City. (The AAD would not
disclose the name of this person to
ensure that the review of products
being considered for the seal re-
mains independent.) That person
provides a recommendation about
whether the product meets the
program’s criteria to the AAD’s
Melanoma/Skin Cancer Commit-
tee, which makes the final call on
acceptance.

Dr. Spencer disclosed that he is
a consultant for L' Oréal, Neutro-
gena, and IVAX. [ ]
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Unexplained

Changes to

The Nail Warrant Biopsy

BY DIANA MAHONEY

BosToN — The threshold for biopsying
unexplained nail dystrophy or discoloration
should be low, according to Dr. Phoebe Rich.

Although the majority of nail unit lesions
are benign, “malignancies are not as obvious
to spot clinically as you would think,” and a
missed or delayed diagnosis can be life
threatening, Dr. Rich said at the American
Academy of Dermatology’s Academy 2009
meeting.

Any unexplained solitary, painful, dys-
trophic nail, particularly in an elderly pa-
tient, should be biopsied to rule out squa-
mous cell carcinoma of the nail bed.

Any pigmented band of unknown etiolo-
gy, especially in white patients, requires a
biopsy to rule out melanoma, said Dr. Rich
of the department of dermatology at Oregon

Subungual melanoma often presents
initially as longitudinal melanonychia.

Health and Science University in Portland.

The presence of certain clinical signs and
symptoms can offer clues to the diagnosis of
malignant neoplasms. For example, Dr. Rich
said, squamous cell carcinoma of the nail
may present as longitudinal erythronychia (a
pinkish band extending from the nail matrix);
as a nodule or tumor with or without nail
loss; as a wartlike periungual lesion with nail
splitting and skin fissure; or as a draining sub-
ungual mass. Because these presentations
mimic other clinical entities, “you have to
biopsy to get an accurate diagnosis,” she
said, stressing that nail surgery should not be
intimidating. “Any dermatologist who can do
a punch biopsy can do a nail biopsy.”

For the aforementioned lesions, “you can
take a punch or a shave [nail bed] biopsy, and
once you have a diagnosis, you can refer the
patient for Mohs or, if you feel confident,
you can remove it yourself,” said Dr. Rich.
“We all do skin surgery for squamous cell
carcinoma day in and day out. When you re-
move it, you just have to remember that
there is no subcutaneous tissue in the nail,
so you are actually removing it at the level
just at the periosteum. Check to make sure
you have got a nice margin, and you're in
good shape.”

Subungual melanoma arises from the nail
matrix and often presents initially as longi-
tudinal melanonychia, said Dr. Rich. The dif-
ferential diagnosis for melanonychia is broad,
however, and includes benign nevi, lentigo in
the nail matrix, genetic and ethnic-type pig-
mentation, subungual hematoma, drug-in-
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duced pigmentation, vitamin deficiency fun-
gal infections, and squamous cell carcinoma
in situ, she said.

A high index of suspicion for melanoma
should exist with lesions that begin under the
nail and extend outward onto healthy skin
around the nail (Hutchinson’s sign); if there
is variability in the pigmentation of the band;
if the pigmented band is widening or grow-
ing; or if there is bleeding or signs of ulcer-
ation, Dr. Rich explained. “In these cases,
when you have a pigmented band, you have
to open it up, look in there, and get a speci-
men,” she said. “It’s critical that you biopsy
proximally at the matrix, at the origin of the
band, because you need the melanocytes. If
you biopsy the nail bed distally in an area
where the nail plate is involved, you’re not go-
ing to get the pigment, and you won’t get an
accurate diagnosis.”

Although pigmentary changes can offer a
clue to the presence of melanoma, a certain
percentage of nail melanomas are amelan-
otic, said Dr. Rich. Amelanotic melanomas of
the nail bed may resemble chronic parony-
chia or other benign nail conditions, she said.

For suspected nail melanoma, a nail matrix
shave biopsy is sufficient, “unless you suspect
advanced melanoma, which is characterized
clinically by a dystrophic nail plate in addition
to the pigmentation,” Dr. Rich said. “In that
case, a full thickness biopsy is needed.” For
large lesions located in the lateral third of the
nail, “a longitudinal nail biopsy yields the best
information because it samples the nail ma-
trix, nail bed, nail fold, and hyponychium.”

Proper preparation of the specimen is also
critical to an accurate diagnosis, stressed Dr.
Rich, who always orients the specimen on a
paper template with a schematic of the nail
and fingertip to duplicate its position on the
nail unit before dropping it into formalin.
“This way, the pathologist knows where the
sample comes from,” she said.

Because patients are typically apprehensive
about nail surgery, the onus is on the clinician
to reassure them that it can be done painlessly
by using appropriate and effective anesthesia,
according to Dr. Rich, who often begins the
anesthesia application by having the patient—
especially if it is a child—hold a vibrating de-
vice. This offers a distraction, she explained,
and provides a competing sensation. She
then administers an ethyl chloride spray, fol-
lowed by an injection, via a 30-gauge needle,
of lidocaine with epinephrine—which has
been proved safe. The addition of bupiva-
caine or ropivacaine helps to minimize post-
operative discomfort.

The anesthesia can be administered using
a true digital block, which involves injecting
the anesthetic agent into the lateral base of
the digit, or through a wing block, where-
by the agent is injected into the proximal nail
fold. “In my experience, a wing block is
quicker, and because it requires a smaller
volume of anesthesia, it is safer,” said Dr.
Rich. “Itis also much less painful than a dig-
ital block.”

Dr. Rich has received advisory board hon-
oraria from Abbott Laboratories and investi-
gator grants from Centocor Inc., Wyeth, and
Genentech Inc. ]





