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June 13, 2013

Ms. Nancy Servatius

Environmental Health Bureau
Department of Health and Mental Hygiene
201 West Preston Street, 3™ Floor
Baltimore, Maryland 21201

RE: Proposed Comments to DHMH - Draft New Parental/Guardian
Consent Form For Indoor Tanning By Minors

On behalf of my clients the Maryland Indoor Tanning Association and the
American Suntanning Association, I protest and object to the recent proposal by
the Department of Health and Mental Hygiene to promulgate and mandate indoor
tanning salons in Maryland to use a new and significantly different indoor tanning
parent/guardian consent form for tanning by minors which has not been authorized
by law, and is well beyond the language and provisions of the parent/guardian
consent form law passed by the legislature in 2008 (copy attached, #1).

The legislature in 2008 enacted Section 20-106 of the Health General Article
which was intended to require tanning salons in Maryland “to obtain written
consent on the premises of a tanning facility and in the presence of an owner,
employee or operators of a tanning facility” from a parent/guardian before a minor
can tan indoors.

The law passed by the legislature:

1. Does not limit or restrict the duration of the executed consent form
while the minor is under 18 years of age. By practice the salons
always have allowed the parent/guardian in giving written consent
to specify and determine the length and time period of the
parent/guardian consent.



2. Does not require, mandate or specify at all that the Department of
Health and Mental Hygiene should establish and mandate a certain
type of consent form.

3. Is not a warning or information law but only intended to ensure
and require that minors under 18 only can tan indoors with specific
written approval of a parent/guardian.

Thereafter the Department developed and issued a consent form which
salons have been using along with their own consent forms (copy attached, #2).

The Department now has issued a directive that it will adopt a new _and
dramatically revised consent form (see attached, #3) and require its use by my
clients that

1. Is valid and limited in duration only up to 6 months; and

2. Contains warning language that are lies, scare tactics and intended
to stop parents from executing such a written consent.

Since 2009 after the compromise legislation was enacted, the Department of
Health and Mental Hygiene and health advocates have been trying to pass
legislation to ban teenage tanning. All such attempts have failed in either House or
Senate Committees and just this past 2013 session the Senate Finance Committee
defeated such a bill by a vote of 7-4.

The Department now is trying to go around the legislature and ignore
legislative policy and statutory language by trying to impose use of this new
revised consent form and hassle, inconvenience, and scare parents/guardians as to
the consent form so they will not sign and give such consent.

The statute does not limit the duration of the consent form to being only
valid for 6 months but the Department says it intends to do that.



The statute does not require nor was it intended to be a warning label on
indoor tanning however the Department is proposing to do just that by statements
on the revised consent form such as “Indoor tanning causes cancer” etc. ALL A
LIE. THERE IS ABSOLUTELY NO CONCLUSIVE SCIENTIFIC
EVIDENCE TO PROVE THAT INDOOR TANNING CAUSES SKIN
CANCER! NONE! All studies done to date do not separate or differentiate
between indoor tanning only and tanning outside. The FDA has studied this issue
for several years and held extensive public hearings and testimony and has come to
no conclusion and has not, even though it has the regulatory power to do so,
banned teenage indoor tanning.

What the Department is trying to do deliberately is go around and ignore the
legislature and the specific statute it passed and have the Department create its own
public policy — This is wrong. Only the legislature and not state bureaucratics
make the law and policy. The 2008 statute only stated that the Department “may
adopt regulations to implement and carry out this section” not go beyond it and
change it!

Accordingly, on behalf of my clients and personally I very strongly urge the
Department to withdraw the draft statement and either propose a new draft
statement consistent with the scope and perimeters of the statute as well as
consistent with objective, proven, and known scientific facts or otherwise submit
the matter to the legislature next session or finally proceed through the regulation
adoption process so that there can be a public hearing and that the greater public
through the Maryland Register would be properly and efficiently notified. Very
respectfully my clients will not stand still and allow the Department to ignore the
law and act in such an ultra vires fashion.
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§ 20-106 ANNOTATED CODE OF MARYLAND

care shall notify the Department of Human Resources, Social Services Admin-
istration in writing within 30 days after the change occurs.

(g) Annual filing. — The relative providing informal kinship care shall file
an affidavit annually with the Department of Human Resources, Social
Services Administration for each year the child continues to live with the
relative because of a serious family hardship.

(h) Copies given to health care provider. — A copy of the affidavit shall be
given to the health care provider that treats the child.

(i) Medical and public assistance entitlements available. — The relative
providing informal kinship care may apply on behalf of the child for all medical
and public assistance entitlements for which the child may be eligible.

() Affidavit not abrogating parental or guardian consent in future. — An
affidavit under this section does not abrogate the right of the parent or
guardian of a child to consent to health care on behalf of the child in a future

health care decision. (2003, ch. 206.)

§ 20-106. Use of tanning device by minor.

(a) Definitions. — (1) In this section the following words have the meanings
indicated.

(2) “Tanning device” means any equipment that emits radiation used for
tanning of the skin, including sunlamps, tanning booths, or tanning beds.

(3) “Tanning facility” means any place where a tanning device is used for
a fee, membership dues, or other compensation.

(b) Prohibition; exception. — An owner, employee, or operator of a tanning
facility may not allow a minor under the age of 18 years to use a tanning device
unless the minor’s parent or legal guardian provides written consent on the
premises of the tanning facility and in the presence of an owner, employee, or
operator of the tanning facility.

(c) Verifying documentation. — The owner, employee, or operator of a
tanning facility shall require appropriate documentation to verify the age of an
individual before allowing the individual access to a tanning device.

(d) Civil penalty and regulations. — (1) The Secretary may impose on a
person who violates this section:

(1) For a first violation, a civil penalty not to exceed $250;
(ii) For a second violation, a civil penalty not to exceed $500; and
(iii) For each subsequent violation, a civil penalty not to exceed $1,000.
(2) The Secretary may adopt regulations to implement and carry out this
section. (2008, ch. 691.)

Editor’s note. — Section 2, ch. 691, Acts stringent measures to regulate the use of tan-

2008, provides that “this Act may not be con- ning devices by minors.”
strued to preempt a county or municipal gov- Section 3, ch. 691, Acts 2008, provides that
ernment from enacting and enforcing more the act shall take effect October 1, 2008.
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TANNING FACILITY
PARENT/GUARDIAN CONSENT FORM
Maryland law states that an owner, employee, or operator of a tanning Sacility may not allow a minor under the
age of 18 years to use a tanning device unless the minor's parent or legal guardian provides written consent on

the premises of the tanning facility and in the presence of an owner, employee, or operator of the tanning facility.
(Md. Code Ann., Health-General Article §20-1 06(b)).

WHAT YOU SHOULD KNOW ABOUT TANNING

Because of the increase in skin cancer and other skin problems related to exposures to ultraviolet light, most health
experts strongly recommend that children under age 18 should not use indoor tanning devices. The health effects
include skin cancer (including malignant melanoma), phototoxicity and photoallergy, premature aging of the skin,
and possible damage to the eye. Families with a history of skin cancer or very light skin with freckling may be at
particular risk for cancer and should avoid any ultraviolet light exposure, natural or artificial.

AVOID OVEREXPOSURE
Artificial tanning devices can cause eye and skin injury and allergic reactions, just like natural sunlight. They can also cause
burns, premature aging of the skin, and skin cancer, including malignant melanoma. Natural or artificial sunburns
during childhood and adolescence are associated with an increased risk for developing malignant skin cancer later in
life. If you don’t get a tan in the sun, you probably won't get a tan using a tanning device.

ULTRAVIOLET RADIATION SENSITIVITY
Certain medicines, cosmetics, and foods can increase the risk of complications from ultraviolet radiation and tanning
for some people. Make sure you review a list of these possible interactions before you use a tanning device.
PROTECTIVE EYE WEAR
Failure to use FDA certified protective eyewear may result in severe burns or long-term injury to the eye.
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CONSENT

. have read and understood the above stated facts about tanning.

I am the parent or legal guardian (check one) of , whois a
minor not yet 18 years of age. (Print name of minor)

As the parent or legal guardian of the minor named above, I give consent for him/her to use the tanning devices in this
facility as shown below (mark only one box):

(Name and Address of Facility)
[J One visit only
[] A total of visits from start date: to end date:
[C] Unlimited

Signature of Minor: Date:
Signature of parent/legal guardian Date
Print name of parent/legal guardian
Contact information: Street, City, Zip Phone:

Signature of Owner/Operator Date
Print name of Owner/Operator
This consent form expires when the named minor reaches 18 years of age or on the end date indicated above,
whichever comes first.

DHMH # 4688B Approved 02/02/2012




INDOOR TANNING DEVICES i ‘ 8 _

OFFICIAL PARENT/GUARDIAN CONSENT FORM

and Mental ]-l)_,-‘gienc

|| Under Marpland law, an owner, employee, or operator of a tanning facility may not allow a minor under the age of 18 years to
|| #45e a tanning device unless the minor's parent or legal guardian provides written consent on the premises of the tanning facil-
|| ity and in the presence of an owner, employee, or operator of the tanning facility. (Md. Code Ann., Health-General Article

? §20-106(b)). ANY BUSINESS WHERE A TANNING DEVICE IS USED FOR A FEE, MEMBERSHIP DUES, OR

|l OTHER COMPENSATION MUST USE THIS FORM, WITHOUT MODIF ICATION.

| L0 BE COMPLETED BY PARENT OR GUARDIAN IN THE PRESENCE OF OWNER/OPERATOR
v e R S IRIOENGE s

| ® Indoor tanning causes skin cancer. Skin cancer can be fatal. To reduce the risk of skin cancer,t e American
Academy of Pediatrics recommends that children under age 18 never use indoor tanning device

¢ Indoor tanning is also associated with allergic reactions, early skin aging, and damage.
il ¢ Risks from indoor tanning are especially high for individuals who: 4
i ¢ Have a family history of skin cancer

¢ Have light skin with freckling, a history of skin problems, or are light seﬁsiﬁ};e Calie ™
¢ Are pregnant i _,'x’ ety
¢ Take certain medications N 7 B

ll o Without appropriate eye protection, indoor tanning can cause serious eyeda{ iage.
_ ¢ Sunglasses are not appropriate eye protection. & /‘/ N,
il ¢ Your child’s doctor can discuss the risks of indoor tanning with you- _q;your__t;_li_ilkri;'?

I have read and understood the information above:

Parent/Guardian Name:
Address:
10ne #:

As the parent or legal guardian of

35 - ., I give consent for him/her to use the
Print name of minorhere
tanning devices in this facility for the number of sessions statedbéko\w (mark only one Bt»c):

[] One visit only Wy St
] A total of visits from start date; : f/’ to end date: (maximum of 6
- R months).
B
Signature of parent/legal guardian i N\ : 'T'} Date
Print name of parent/legal guardian . =~ = = . ) -.;/

Type of State Issued Photo LD. - K

Tanning Facility: oy L R Operator Signature

Address G RS A Operator Name (print)

City, State, Zip .~ \ Date Signed:

Minor Information

{| TP~ minor’s signature (below) does ngpunply or indicate consent; it is recorded only for identification purposes.
o,

Si5,. .«ture of Minor: /7 Date:

Name of Minor (please print): .K,F"

Draft Revision DHMH #4688B Not yet submitted for approval
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June 13, 2013

Ms. Nancy Servatius

Environmental Health Bureau

Department of Health and Mental Hygiene
201 West Preston Street, 3™ Floor
Baltimore, Maryland 21201

RE: Proposed Comments to DHMH - Draft New Parental/Guardian
Consent Form For Indoor Tanning By Minors

Dear Ms. Servatius:

On behalf of my client the Maryland Indoor Tanning Association I hereby
submit and transmit as part of the public record the enclosed document by my
client which refutes the scientific statements and facts that the Department has set
forth in the draft consent form, and attempts to objectively set the record straight. I
ask that this document be part of the Department’s public record and would
appreciate acknowledgement of receipt thereof.

Sincerely, :

BCB:mv

Enclosures



v

B
wb g
A

$_.. § the a&‘ ?&Sﬁ&’gfgr g

2705 Deer Park Rd.
Finksburg, MD 21048
410-833-5762
Robin@SunSeekersUSA.com

My name is Robin Eason, | am president of the: Maryland Indoor Tanning Association (MITA) formed by and
representing approx. 230 MD Salon Owners. | am also an independent tanning salon owner.

My husband Marty and | started our small Tanning business in 1983, at one point, we owned and operated 6 salons,
however, poor economic times have forced us to close 2 locations one March 2009 and one Dec. 2011; currently we
ve 4 studios located in Anne Arundel, Baltimore and Harford Co. and, we currently reside in Carroll County.

Our bodies evolved with SunLight.
To believe that SunLight is inherently bad for us
is too simplistic, unhealthy and incorrect.

The sun has been romanticized in poems, songs, greeting cards, logos, etc.
since man could speak.

Even the Joann Nicolay Melanoma Foundation

is using a sun and sunshine rays for their logo ...

Indoor Tanning and Melanoma
Q. Does Indoor Tanning Cause Melanoma?




A. NO! There is no conclusive scientific proof that it does!
Addittonally: Tanning Salons are not in the business of Sun Burning clients, but are in the business of
moderately Tanning Clients in a timer controlled environment.

Tanning Equipment is federally regulated by the FDA in UV output lamps and session lengths;
the FDA has the authority to make law regarding Tanning Salons. Two years ago the FDA conducted a thorough review
of sunlamp products and sunbeds which was initiated by the General and Plastic Surgery Devices Panel of the Medical
Devices Advisory Committee; to date the FDA has not changed their regulation because the science does not support a
ban on tanning.

Q. Does Indoor Tanning Increase Your Risk of Developing Melanoma by 75%?
A. NO! There is no conclusive scientific proof that it does!

Q. Where Did The Claim That “Indoor Tanning Increases Your Risk of Developing Melanoma by 75%” Originate From?
A. From a Meta Analysis report known as “The IARC Report” conducted in 2006 using data between the years of

1981 - 2005 with an emphasis on one report from 2002. The report was supported with a news release from the World
Health Organization (WHO) which claimed a 15% increased risk of melanoma for ever use of sunbeds and a 75%
increased risk in melanoma for respondents who had ever used or first used a tanning bed prior to age 35.
Additionaﬂy: The IARC report is fraught with conflict of interest and controversy ... The Chairwoman of the
IARC report at the time the review was created is: Prof. Adéle Green, PhD., who at the time was sponsored by L’Oreal
Cosmetic /Pharmaceutical Company. L’Oreal is the largest supplier of sunscreen lotions and artificial tanning lotions in
the world. Yes, this, in and of itself is a huge conflict of interest!

Has The IARC Report Been Successfully Refuted?
A. YES! Specifically by Dr. William Grant, PhD. Dr. William Grant, Ph.D., a former NASA atmospheric senior research
scientist, also internationally recognized research scientist and founder of SUNARC, Sunlight, Nutrition and Health
Research Center (SUNARC),
Additionally:  Dr. Grant meticulously analyzed the IARC report and after peer reviews of his findings, was
approved and released for publication. What Dr. Grant observed is that the data used for the report consistently used
Skin Type 1 persons who possess the greatest genetic risk of Melanoma and once said persons are removed from the
study, the risk factor becomes statistically insignificant. In easier terms,
the risk factor becomes 0% not 75% as advertised.

The FDA regulates that persons with Skin Type 1 are not allowed to tan in tanning machines. In

tanning salons Skin typing is accomplished by the use of a questionnaire and the Fitzpatrick Scale which is included in
most if not all tanning salons throughout the country.

A. Yes, also by Dr. David Hoel, who participated on the 2009 scientific team of 20 that conducted the report.
Addn',t’LOﬂ.aufy.' Two IARC studies were conducted: The first in 2006; The 2006 IARC report working
group (non scientist) did a meta-analysis of 19 published epidemiological studies of the relationship, if any, between
indoor tanning and melanoma. It concluded two things: (1) “Epidemiological studies to date give no consistent evidence
that use of indoor tanning facilities in general is associated with the development of melanoma or skin cancer; and
(2) However, there was a prominent and consistent increase in risk for melanoma in people who first used indoor
'ning facilities in their twenties or teen years.”
This second conclusion (above) has been widely quoted in the press and elsewhere, and has led to the general
impression among non-scientists that use of tanning beds by young people should be discouraged. The problem is that




this second conclusion was the result of incorrect statistical methods used by the IARC working group and is therefore
invalid.

Lawmakers are being asked to pass laws based on an alleged scientific conclusion that is in fact invalid. This can
" arm people; if a parent is denied the right to let their teenager use indoor tanning, the teenager will go sunbathing
wutdoor in an uncontrolled environment instead and get burned.

In 2008, 20 scientists from nine countries were convened by the IARC strictly to reassess the classification of
various types of radiation in regard to carcinogenicity. The 2009 group of 20 scientist reclassified tanning beds into
Group | which is the same group as the sun.

The press has made it appear that the 2009 study conducted by the 20 scientists made the finding that use of
tanning beds by persons under 35 increased the risk of melanoma by 75%.

This is not true, it was the 2006 working (non scientist) group that came to the invalid conclusion that use of tanning
beds before the age of 35 increases your risk of 75%.

Every time the data from the 2006 study is re-analyzed by scientist it is agreed that the risk factor became
0% and not 75% for using a tanning bed before the age of 35.

Dr. Mia Pappas from Harvard analyzed the IARC report and determined that they included PUVA Burn Inducing
units in Dr. offices and home units. Her determination is that the risk factor is clearly defined as: 96% risk factor for use
of the PUVA Burn Inducing units in Dr. offices, 40% risk factor for uncontrolled home units and only 6% risk factor for
Professional Tanning Salons.

Q. Does Everyone Who Develops Melanoma Die?

A. Early detection has saved many lives.

Additionally: According to Prof. Earl J. Glusac, MD, Dept. of Pathology and Dermatology, Yale University School of
Medicine, although the diagnosis rate has increase, the death rate has stayed flat.

Q. Is there an Epidemic of Melanoma?

A. NO! There is no scientific proof to support this statement!

Additionally:  Although clearly dermatologists are seeing younger patients, a recent study in the British Journal
of Dermatology blames physician misdiagnosis as the suspected cause in the rise in melanoma cases. While melanoma
incidence has risen, the fatality rate has not. It is also pertinent to consider that the population increases yearly, so
incidence of anything will increase.

12-10-10, Prof. Earl J. Glusac, MD, Dept. of Pathology and Dermatology, Yale University School
of Medicine published a paper titled Perspectives in Dermatopathology — The melanoma “epidemic”, a
dermatopathologist’s perspective. His conclusion: the increase in Melanoma is from over-diagnosis. There appears to be
a significant number of benign lesions that are diagnosed as melanoma.

With all the SunScare propaganda, people are scared of the Sun; they now have regular
checkups with their dermatologist. Any suspicious mole or freckle is removed for fear of a law suit, additionally, many
dermatologist and doctors will suggest that a request for a mole removal for cosmetic reasons be written up as
suspicious for cancer for the sole reason that the insurance company will pay the bill. The differentiation of skin cancers
has become blurred and many simple specimens are incorrectly diagnosed. See attachment:
_flgtp://iewishwhistleblower.bIogspot.ccm/ZOOS/OG/dr-michael-rosin-ﬂorida~state—states.html

Q. It seems like a new report comes out every couple of months mimicking the same statistics as the 2006 IARC
ort, why do all these reports have the same statistics?



A. The majority of subsequent reports, usually news reports, mimicking the same statistics are using the 2006 IARC
report in an effort to show that there is a problem when there is not. The 2006 IARC report and all subsequent report
statistics remain invalid.

Indoor Tanning and Vitamin D
Q. Why do they call them Tanning Parlors?
A. The word “Parlor” is used by our opponents to create an illusion of: back alley, dirty, antiquated, run by untrained
persons, when in fact, a Typical Tanning Salon is similar to a Typical Hair Salon (but without the chemical smells).
Tanning Salons just like Hair Salons vary in décor depending on the investment money available.

Additionally, Personnel are extensively trained in properly sanitizing equipment between each use as well as
proper maintenance and cleanliness of the facility. We take our responsibility very seriously in providing our staff and
clientele with necessary information needed for informed moderate tanning practices as well as insuring that every
client has protective eye wear. SunSeekers has required written parental consent for all minors since our inception in
1983.

The tanning industry is now more than ever more organized in regard to technology,
sophistication, professionalism and education. We have 2 major industry associations that provide on-going training,
communications on research and the legalities of what we can and cannot do, say or advertise. We have state of the art
software technology for client, product and staff management. This software technology also provides a 2™ timer
system for tanning session lengths, thus making it a fail - safe system.

Q. | See and Hear a Lot About The Health Benefits of Vitamin D Everywhere, Can You Get Vitamin D From Ultraviolet
Light?

“ . Yes! Vitamin D is naturally created when your skin is exposed to UVB light, including the majority of Tanning Beds.
ndditionally: This is a natural process and there is no possibility to over-dose. The Vitamin D created in your
skin is not just any cheap Vitamin D, it is Vitamin D3 which is definitively associated with Health Benefits. Please know
that when taking Vitamin D supplements, you can over-dose and must get your blood levels checked quarterly.

The facts are: UVB is the ray that causes our bodies to produce health promoting Vitamin D3;
Tanning bed lamps vary in UVA and UVB output, however, most lamps emit 3% - 5% UVB, the sun emits 3% to 5% UVB in
mid-latitude mid-summer noontime, however, the amount of UVA and UVB from the sun are impossible to specify due
to location, time of day and time of year. You can’t expect the sun to emit the same amount of UV in Baltimore at
Christmas time as in Florida for spring break; thus making Tanning Bed lamps a more effective and more controlled
source for UVB.

Many of the so-called experts boldly and authoritatively announce that you can get enough
Vitamin D by just walking to your car in a snow storm. This shows the level of blind loyalty and lack of continued
education.

Science has proven that in a state such as MD which is located north of 37° latitude, the Sun’s
energy is not strong enough to cause our skin to start the process of Vitamin D production in winter months and less,
the further north you go. Additionally, only the hours between noon and 3:00 is the Sun strong enough to begin the
process of creating Vitamin D, this is when most modern day peoples are inside either at work, school, watching TV or
playing video games ... do you get out of work in time to get natural Vitamin D?

Q. Is Indoor Tanning Healthy For You?

Indoor Tanning Salons are prohibited by the FTC of promoting any Health claims. Local and State officials conduct

random inspections of the actual facilities, their advertising and their websites to insure that no health claims are being
made.



Additionally: Scientists, researcher, analysts and doctors from all fields of medicine including

endocrinologists, immunology are discovering, advocating, promoting, publishing books, articles and papers on Vitamin

D health benefits; we are simply repeating their research. To date there are over 33,800 Studios linking Vitamin D3 to
stimal health

Please keep in mind that there is no conclusive scientific proof that tanning causes Melanomal!
And, that Dr. William Grant, PhD, Dr. Hoel and several others have successfully refuted the IARC report of which is used
to discredit tanning salons.

'Vit_afnin D Deficiency _
Q. Why is Vitamin D so popular these days?

A. Overwhelming scientific evidence continues to prove that Vitamin D3 is necessary for optimal health and that
Vitamin D Deficiency is linked to various diseases including 16 different cancers.

Addittonally: Dark Skinned peoples are at greater risk of these conditions due to natural pigmentation
that hinders the skins ability to absorb enough SunLight, thus limiting the production of Vitamin D.

This is the same premise behind a tan, it is a natural sunscreen. When the opponents say: “No tan is a safe tan”, that is
pure marketing to scare you and keep you using toxic chemical sunscreen, they don’t want you to know that:
A tan is a natural sunscreen!

Fear of the Sun has caused epidemic levels of disease in all races of peoples. “One Harvard Professor says recent
studies offer compelling evidence - Vitamin D may prevent 30 deaths for each one caused by skin cancer”, USA Today.

Vitamin D Deficiency is linked to various diseases such as:

20 different types of cancers including: Multiple Sclerosis - (sunlight exposure reduces the death rate from MS by as
Breast much as 76%)
Colorectal Diabetes
Lymphoma Raised Blood Pressure
Ovarian Congestive Heart Failure
Colon Polycystic Ovary Disease
Prostate Menstrual Problems
Melanoma Infertility
Lung Infections
Several nervous system diseases including: Bone and Dental decay.
Schizophrenia Osteoporosis and other bone health
Bi-Polar - (estimated 25 million effected for lack of Vitamin D)
Autism Rheumatoid Arthritis
Depression

Flu and Cold conditions

Q. If Vitamin D and the Sun are so good for you us, why aren’t more doctors speaking out publically?
A. To go against the grain for many doctors could mean the loss of grant money from Pharmaceutical
Companies.

Additionally: sadly, for the doctors and for the population, in recent years and still today, scientists,

researchers, analysts, and doctors from all fields of medicine have been threatened, criticized and lambasted for
iicizing any health benefits of Vitamin D and the Sun.

Dr. Michael Holick, MD, PhD



Professor of Medicine, Physiology and Biophysics
Director of the General Clinical Research Center
Director of the Vitamin D, Skin and Bone Research Laboratory
Director, Biologic Effects of Light Research Center

oston University Medical Center- formerly professor of Dermatology
Until 2000 was chief of endocrinology, Metabolism and Nutrition

From 1987 — 2004 Dr. Holick was program director of the University's General Clinical Research
Center but was asked to resign his position because he wrote a book called: UV Advantage whereby he advocates
moderate exposure to sunlight.
http://www.uvadvantage.org/

In a study in the March 9, 2007 issue of the journal Cell, researchers at the Dana-Farber Cancer
Institute reported that the protein, p53, is not only linked to skin tanning, but also may play a role in people’s seemingly
universal desire to be in the sun — an activity that, by promoting tanning, can reduce one’s risk of melanoma. By
prompting the skin to tan in response to UV light from the sun, it deters the development of melanoma skin cancer ...

After making this announcement one such doctor at the Dana Farber was lambasted for making
his research public knowledge and has since become very cautious and heedful of what he says. His published work
however, remains intact and is great science to support the Sun and tanning.

A sample list of Vitamin D Experts:

Dr. William Grant, PhD. Dr. Robert Heaney
Dr. Gordon Ansleigh Dr. Richard Hobday, MSc. PhD
Dr. Frank Apperley Dr. Michael Holick
Dr. John Cannell Dr. Bruce Hollis
Dr. George Chaplin Dr. Nina Jablonski
Dr. James Dowd, MD Soram Kalsa, MD

John Fielder Dr. Zane Kime, MS
Scientist Niels Finsen Joan M. Lappe, PhD RN
Dr. Frank Garland Dr. Mercola,
Dr. Cedric Garland Anthony W. Norman, PhD
Dr. Olivier Gillie, PhD Dr. Marc Sorenson, EdD
Dr. Edward Giovannucci Dr. Reinhold Vieth
Edward D. Gorham, MPH, PhD Walter Willett, Dr, PH, MD

Dr. John Hathcock, MD

Sun screen/Sun block Chemicals are Carcinogenic

Q. Why do Dermatologist push Sun screen?

A. Some are simply mis-informed.

While others specifically the AADA get paid to sell Sun screen.

By scaring people out of the Sun and making Tanning Beds the scapegoat for Melanoma, Dermatologist have just
increased business and income by 320%. It all comes down to the almighty dollar and too bad about the little guys.
Additionally: Sunscreen Chemicals are Toxic. SunScare opponents whole- heartedly encourage the use of
sunscreen to block the UV rays of the sun as a daily use product; this is the crux of the problem; it has been proven
beyond the shadow of a doubt that the chemicals used in sunscreen are carcinogenic and become even more toxic
when exposed to UV light. Toxic Chemical Sunscreen use is associated with developing skin cancer including Melanoma,
NNA & cell damage, disruption of normal hormone signaling in the body and may build up in the body & the

Jironment.
Sunscreen contains such chemicals as: Estrogen, Isopropyl Alcohol, Mineral Qil, Octyl
methoxycinnamate (OMC), butyl methoxydibenzoylmethane, which are listed in category 1 of known carcinogenic’.



Sunscreen is widely used in: skin care, hair care, make-up, clothing, and even acrylic nail protection. The use of
Sunscreen has dominated common sense and has increased to un-imaginable use.
Yet, The Joanne Nicolay Melanoma Foundation states: “Generously apply sunscreen to all
tposed skin using an SPF of at least 15. Re-apply every two hours, even on cloudy days, and after swimming or
continuous sweating”.

The AAD: Sunscreen should be applied every day to exposed skin, and not just if you are going to be in the sun. UVB rays cannot
penetrate glass windows, but UVA rays can, leaving you prone to these damaging effects if unprotected. For days when you are
going to be indoors, apply sunscreen on the areas not covered by clothing, such as the face and hands. Sunscreens can be applied
under makeup, or alternatively, there are many cosmetic products available that contain sunscreens for daily use. Sun protection is
the principal means of preventing premature aging and skin cancer. It's never too late to protect yourself from the sun and minimize
your future risk of skin cancer.

Don't reserve the use of sunscreen only for sunny days. Even on a cloudy day, up to 80 percent of the sun's ultraviolet rays can pass
through the clouds. In addition, sand reflects 25 percent of the sun's rays and snow reflects 80 percent of the sun's rays.

Sunscreens should be applied to dry skin 15 to 30 minutes BEFORE going outdoors. When using sunscreen, be sure to apply it to all
exposed areas and pay particular attention to the face, ears, hands, and arms. Coat the skin liberally and rub it in thoroughly — most
people apply only 25 to 50 percent of the recommended amount of sunscreen. One ounce, enough to fill a shot glass, is considered
the amount needed to cover the exposed areas of the body properly. Don't forget that lips get sunburned, too, so apply a lip balm
that contains sunscreen with an SPF of 30 or higher.

Sunscreens should be reapplied at least every two hours or after swimming or perspiring heavily. Even so-called "water-resistant"
sunscreens may lose their effectiveness after 40 minutes in the water. Sunscreens rub off as well as wash off, so if you've towel-
dried, reapply sunscreen for continued protection.

Also, while there are a number of combination cosmetic products, such as moisturizers that contain sunscreen, it is important to
nember that these products also need to be reapplied to achieve continued UV protection.

Q. Why are these organizations scaring people out of the sun?
Why are Pharmaceutical companies, the AADA and the Joanne Nicolay Foundation and other cancer groups
Aggressively pushing every day toxic sunscreen use for everyone from conception to grave?
Why are these organizations trying to put tanning salons out of business?

A. Follow the money ...
Every group promoting an anti-tanning message is in some way connected with multi-billion dollar industries that
have boomed by misrepresenting the full message about UV exposure, instead spreading a distorted message that
any UV exposure is harmful.

Chemical Sunscreen Manufacturers: a Multi-billion dollar industry that benefits from sunscreen being marketed
as a daily-use product instead of just as a sunburn prevention product. Sunscreen companies are not allowed to claim
that sunscreen prevents skin cancer, so they created and funded the Skin Cancer Foundation and pay cosmetic
dermatology groups $8-10 million to make that claim for them.

Cosmetic Dermatology: In the past 15 years, cost-effective indoor tanning sessions replaced $100 phototherapy
sessions costing the cosmetic dermatology industry $4.7 billion in lost sales. Not only has indoor tanning saved public
health care billions of dollars, the cosmetic dermatology industry admittedly utilizes “burning dosages” of UV light for
their phototherapy treatments. (from Smart Tan The Economic and Biologic Impact of Indoor Tanning Businesses)

The AADA wants to make it law that anyone who wants to tan, must get a doctor prescription so only they can tan
people in their facility in the same type of tanning equipment used in Tanning Salons, but pay 20 times more/ session.

Q. Growing Up, We Never Even Heard About Sun Screen/Sun Block Let Alone Used It, What Has Changed, Why Are
We Now Told To Slop It On Every 2 Hours Every Day Indoors and Out?



A. The invention of Sun screen/Sun block is what has changed.
Additionally:  In order to function normally, people must walk into the SunLight, we cannot avoid it. Scaring

people of the Sun is the best way to convince us that we must wear Sun screen or face the possibility of skin cancer. It is
:nius and it is big business

Public Knowledge _
Q. Is it true that the public doesn’t know how bad tanning is for you?

A. No! The AADA, Cancer foundations and certain government agencies have done a thorough job of telling the public
how bad indoor tanning is. Certain High School Health Classes are now required to discuss Indoor Tanning.
Additionally:  Instead of educating the students on the positives and the negatives of UV light and using
factually proven science, they are pushing propaganda such as the IARC report.
They sink so low as to compare tanning beds to coffins.

Every year the SunScare Group proposes the Teen Tan Ban and gets FREE publicity via TV and
print news releases for their cause.

Every beauty magazine shows advertisements for beauty care products while villianizing The

Sun and Tanning

Financial Impact
Q. What's this business about a 10% Tan Tax?
A. Originally, The Federal Affordable Healthcare Legislation called for a 5% tax on cosmetic surgery and 5% on Tanning
Sessions, but, at the last hour, The AAD, Pharmaceutical companies and many medical associations, foundations,
<ncieties were able to convince Senator Harry Reid to eliminate the tax on Cosmetic Surgery and apply the other 5% to
4nning Sessions to equal a 10% Federal Tax.

Add.(’.(."b{)ﬂauy: The 10% Tan Tax has forced Tanning Salon owners to raise their rates (that 10%) to customers
because by law the client must pay it. This (forced) price increase has accomplished its purpose of getting customers to
tan less and some all together. Ultimately, it has forced about 20% of Maryland Salons to close, thus killing the business
and payroll taxes that would have benefited the state.

Did you know that Health Clubs/Gyms are not required to pay the 10% Tan Tax giving them the
advantage over Sole Purpose Tanning Salons with lower prices.

Public Outcry and Safety Record
Q. Is There Really a Public Outcry To Regulate Or Shut Down Tanning Salons?
A. The Maryland Health and Mental Hygiene Dept. have not received a single complaint.
Additionally:  Although legislators on the U.S. House Committee on Energy and Commerce supported and
conducted a sting operation by telephoning tanning salons in an effort to catch them making false or misleading health
related statements and advertisements or, not making any health related statements at all concerning cancer risk, there
is not nor has there been public outcry. The outcry originates from The AAD, Pharmaceutical companies and various
medical associations, foundations, societies who hold onto the scientifically flawed IARC report.

Different states have different laws, we have not seen the tally sheet from the telephone calls to
review the various questions that were asked. Without hearing or seeing the script and conversations, but after reading

‘ich of it, it seems to me that this report is just conjecture.

« lave to wonder if this sting operation could constitute entrapment.

There is no conclusive scientific proof that indoor tanning caused Melanoma, nor is there
conclusive scientific proof that there is a 75% increased risk of developing Melanoma if ever use of a tanning bed.




Some skin cancer websites are now advertising: What Can You do to Help? ... Contact your
congressperson and ask them to support HR 1676, The Tanning Bed Cancer Control Act, and a bipartisan bill which calls
on the FDA to apply stricter controls to indoor tanning beds.

Different states have different laws, however Federal law is universal

David vs. Goliath

Q. Knowing that there is no conclusive scientific proof that indoor taning causes Melanoma, nor i there conlusive |
scientific proof that there is a 75% increased risk of developing Melanoma if you’ve ever used of a tanning bed;

why do Big Pharmaceutical (Big Pharma), various medical assoc., foundations, and societies continue their assault on
Small Business Tanning Salons?

A. To sell Sun screen which equates to Money, it is all about the almighty dollar ... 6-8 Billion dollars per year. And by
waging the war against Tanning Salons and the Sun, Dermatologists business has grown by 320%. To have cosmetic
tanning beds reclassified as medical devices and state with use with doctor prescription only is also an end goal.
Additionally:  If Big Pharma and the AADA are not aware that the IARC report of which they base their
accusations on is scientifically flawed, they do not deserve the right to make health claims or practice medicine. After
reviewing the IARC report, even my novice eyes spotted the conflict of interest and inconsistencies after the first
reading.

Itis my belief, that many of the other voices you hear demeaning Indoor Tanning Salons are well
intended but, simply mis-informed, they are purposely kept in the dark to the facts. The frustrating part is, most of these
voices are in authority to put the Small Tanning Salons out of business. If there is any doubt (which there is) as to the
accuracy of a scientific study, lives should not be disrupted and destroyed without a thorough non-biased investigation.
The Law of the land used to be: Do No Harm, just like a handshake used to be your word, not so sure Do No Harm means
~nything anymore.

Q. Have you heard about the war waged between the: American Medical Association (AMA) vs. Chiropractors

A. Yes! In 1987, the AMA was convicted of illegal conspiracy against the chiropractic profession, in 1990, “the decision
was upheld in the U. S. Court of Appeals and again by the U. S. Supreme Court that same year”.

Additionally:  Itis no surprise to me that when I try to reason as to why these medical assoc., foundations and
societies have put up such a malicious and defaming assault, | always think about the case of the American Medical
Association (AMA) vs. Chiropractors; whereas, the AMA waged a 50 year propaganda campaign against the
chiropractic profession in an effort to discredit them and their profession for the purpose of protecting “their monopoly
of the health care market”.

We too are the victims of targeted attacks to discredit us and the sun in an effort to protect
their monopoly of the skin care market. In 1993, 873,000 phototherapy sessions were delivered in dermatology offices
inthe U.S. By 1998, sessions had fallen off 94 percent to just 53,000.

The cost of a single phototherapy session — which utilizes indoor tanning equipment in a dermatologist’s

office — is nearly $100 per session, about 20 times more than an indoor tanning session. An estimated 1.5 million indoor
tanning clients today successfully treat psoriasis in indoor tanning facilities.

If tanning salons were closed, the cosmetic dermatology industry stands to gain up to $5 billion in
phototherapy sessions which would be charged to health insurance companies and the Medicare system. (According to
dermatology’s own reports, psoriasis patients average 35 sessions per year at an estimated average of $85 per session.)
http://www.svpvril.com/amavchir.html|

®arental Consent Law
Q. How old must you be to be able to tan in Maryland



A. Maryland mandates an in-person written parental consent Law for anyone under the age of 18

Addittonally: SunSeekers has always required Parental Consent for anyone under the age of 18. In 2008
SunSeekers participated along with other MD salon owners with many MD legislators, members of the economic
natters committee, and the state board of health to create a balanced law which requires the: in-person written
~arental consent to allow minors to tan. Many of whom are still on their perspective committees. Since the parental
consent law was enacted in 2008, we have faced the same legislation every year and every year it continues to be voted
unfavorably.,

Parental Consent is a good law; it allows for the parent to come into the salon of choice and
receive a tour of the facility to judge for themselves the cleanliness, the professionalism, the knowledge and the
equipment. The State form (consulted on w/salon owners) provides options of tanning sessions that a parent can grant
permission for.

Q. What is the percentage of under 18 tanners in Maryland?
A. National estimated number of indoor tanners is approx. 10% of the population. Of that 10%, there are approx.
5 —10% under the age of 18. MD is on the low side of that number.

Q. Is there any data to suggest that under 18 tan bans curb the rise of Melanoma?
A. No! However, there is data to show that an under 18 tan ban does nothing to curb the rise of Melanoma.

Addittonally: France has had an under 18 ban on tanning since 1987 (15 years). Although indoor tanning
salons do exist in France, they are more or less extinct. The few tanning salons that still exist are strictly regulated by the
health authorities and have to cope with a myriad of regulations. All while Sunscreen sales in France continue to
increase exponentially.

This would seem the perfect example to show Melanoma rates decreasing due to the strict
~=gulations, teen tan bans and excessive sunscreen use.

However, Melanoma rates are virtually unchanged. The Melanoma incident rate continues on
the same upward trajectory since 1980. Proof positive that Indoor Tanning does not cause Melanoma and no age
restriction will curb the growth of Melanoma, it only hurts the small businesses that provide jobs and pay taxes.



5 Reasons 'Tan Ban' Legislation
Would Be A Mistake

While the professional tanning community supports constructive and cooperative measures to increase UV
awareness and sunburn prevention, a matter our market takes very seriously, passage of leqislation
denying teenagers with their parents consent access to indoor tanning facilities would actually hurt more
people than it helps and will lead to an increase in sunbum and skin injury. Proponents of such a measure,
however well-intentioned, ignore conflicting research and confounding information and are doing the wrong
thing for the right reasons. Specifically:

1. Is this a public health issue or a competitive issue? Dermatology has lost $5 billion in phototherapy
business, as clients are opting for more-affordable self-treatment of cosmetic skin diseases in tanning
salons. Dermatology uses identical sunbeds in their offices to treat cosmetic skin diseases. "Phototherapy”
sessions cost as much as $150 a session and are billed to insurance companies. If artificial UV devices
were as dangerous as some reports suggest, why would dermatologists continue to use phototherapy
sunbeds for the “safe” treatment of cosmetic skin conditions?

2. The science does not support it. Professional tanning salons are not the problem. Ban proponents
have misrepresented the World Health Organization's data on this topic, which actually points to medical
use of sunbeds for the treatment of cosmetic skin diseases and unmonitored home tanning units, but not
professional tanning salons:

WHO REPORT BY CATEGORY RISK FACTOR
Dermatology psoriasis sunbeds: 96% increase
Professional tanning salon sunbed usage 6% increase

3. Parents do not support it. Two-thirds (67.1 percent) of American parents with teenagers support the
tanning industry's current parental consent standard, according to a study of more than 1,000 aduits with
teenagers conducted by International Communications Research. Only 27.3 percent were in favor of new
restrictions on teenage access to tanning facilities.

4. A ban will cost businesses and taxpayers money to implement. Enforcement of this provision will
cost taxpayers money to implement, will hurt small businesses and ultimately will not affect consumer
behavior. Bill proponents are overstating the risks of regular non-burning UV exposure and consumers know
it — they will seek other options.

5. A ban will accomplish the opposite of what sponsors intend. Independent surveys have established
that teens will simply tan more aggressively outdoors or will tun to unregulated home tanning units in
friends' basements if they are not permitted to tan in salons with their parents consent. That simply drives
the issue underground into sunbeds that do not have the exposure controls that are present in professional
tanning facilities. Sunbum will increase, not decrease.

CONCLUSION: The present system works. Requiring signed consent from a parent/guardian is working.
It's what most parents want. The tanning market supports constructive efforts to bolster this standard.

Tipapas MA, Chappelle AH. Differential Risk of Malignant Melanoma By Sunbed Exposure Type. Proceedings of 3rd North
American Congress of Epidemiology. Am J of Epid. 2011; 1003



The Professional Sunbed Community's
Scientifically Supported Position

Sun exposure is natural and intended and humans get less today than at any point in human history. That's why indoor
tanning sunbeds were first developed in sunlight-deprived northem European countries for therapeutic purposes. In
North America, tanning is primarily a cosmetic business, but millions of customers visit sunbed salons because indoor
lifestyles deny them regular sunlight.

Putting The Risks of UV Exposure in Proper Perspective:

A 2009 opinion paper published by the World Health Organization cited a 75% increased risk for melanoma
with the use of sunbeds before the age of 35. The report failed to cite that the medical phototherapy units used
in the studies made up the majority of the increased risk — 96% while commercial sunbed use showed an
increased risk of only 6%.

Melanoma_is more common in_indoor workers (World Health Organization) who get 3-9 times less UV
exposure than outdoor workers. It is more common on parts of the body that don't get regular sun exposure.
While sunburn and overexposure are to be avoided, there is still no clear direct experimental evidence showing
a causative mechanism between UV and melanoma, according to dermatology's own lobbying groups. And no
study to date has examined non-buming exposure in sunbeds. And it's true: some independent dermatology
researchers question whether UV and melanoma are related at all.

Many researchers have discredited the WHO indoor tanning report because it does not actually study sunbeds
used in salons and does not acknowledge that UV exposure is also a necessary component of life.

The professional sunbed industry educates clients about the risk of overexposure and sunbur.

Competition - Not Science - Is Driving the Anti-Tanning Message

Dermatology's objection to tanning salons isn't scientific: It's competitive. Dermatologists use sunbeds in their
offices (which they call "safe”) to treat cosmetic skin conditions at 20 times the price billed to insurance
companies.

Because 3 million salon tanners are self-reating skin conditions as a side-effect of their cosmetic tanning
regimen, dermatology is competing with tanning salons for this business. Dermatology admits it has lost more
than 95 percent of its $5 billion phototherapy business to tanning salons because it is more expensive than
salon sunbed sessions.

If dermatology's objection to sunbeds were scientific, they would not be using sunbeds to treat purely cosmetic
skin conditions in their offices.

U.S. Indoor Tanning: Leading the World In Professionalism

More than 90 percent of professional indoor tanning units emit about 95 percent UVA and 5 percent UVB in
regulated dosages similar to summer sun. Recommended exposure schedules developed by the U.S. FDA in
cooperation with the tanning industry allow trained indoor tanning operators to set incremental exposure times,
based on the “skin type” of a patron, that deliver consistent non-buming dosages of UV light to allow a tanner to
gradually build a tan.

While tanning units may be 2-3 times as intense as summer sun, the duration of exposure is short and
controlled - typically 5-20 minutes - and thus the total UV output is controlled, to minimize the risk of sunburn.

The North American tanning community teaches clients a balanced message of moderation and sunbum
prevention — properiy educating clients about the potential risks of overexposure to sunlight.



U.S. Professional Indoor Tanning Industry
Economic Impact

Professional indoor tanning facilities are an important part of the economy in nearly
every community in the United States, generating business that stays in local
communities. The vast majority of tanning salon businesses are small, family-owned
businesses playing a strong role in the local, state and national economy.

1.

There are approximately 14,000 U.S. businesses that consider indoor tanning as
their core business.

According to industry statistics, approximately 75% of indoor tanning salons
are small, family-owned businesses.

67% of U.S. indoor tanning companies have female business ownership
compared to 29% in other industries. (U.S. SBA.)

There are approximately 150,000 indoor tanning employees nationwide - more
than 80% are female.

There are an estimated 30 million U.S. indoor tanning consumers of which
approximately 75% are female.

Three million are referred by their doctors for cosmetic skin self-treatments and
other non-tanning reasons. Approximately one million of these are referred by
their dermatologists.

There is an estimated $5-10 billion in health care savings based on the number
of consumers who utilize indoor tanning as a cost-effective self-treating
alternative to expensive phototherapy treatments. According to dermatology's
own reports, psoriasis patients average 35 sessions per year at an estimated
average of $85 per session. There are an estimated 1.5 million psoriasis patients
who utilize indoor tanning for treatment.

The U.S indoor tanning industry’s total annual product and service sales are
estimated to be $2 billion.



The WHO Report on Sunbeds:
The Data Implicate Dermatology Phototherapy - Not Tanning Salons

1) IN 2006 WHO convened a panel of scientists who published a report saying clearly:
“Epidemiologic studies to date give no consistent evidence that use of indoor tanning facilities in

general is associated with the development of melanoma skin cancer.”

That report also suggested "sunbed” use increased
melanoma risk 75% in users under age 30. But
"sunbed" actually meant dermatology phototherapy
units, not professional salon sunbeds. WHO's own data
showed that dermatology phototherapy units increase
risk 96 percent while commercial salon units have no
statistically significant increase in risk. (Papas 2011).
The data has been pooled together by lobbying groups - Exposure o

who continue to suggest incorrectly that the 75 percent Artificial UV Radiation
number applies to tanning salons. and Skin Cancer

2) In 2009 WHO convened a second group of scientists
to review the agency's list of known carcinogens. The
panel concluded that since sunlight had long been
included on the list of potential carcinogens that
sunbeds should also be included on the list. (Being
listed a carcinogen does not mean a substance is
harmful in any dose. Sunlight is also necessary for all
living things). No new science was conducted.

3) In July 2009 WHO staff published and promoted a short essay in The Lancet suggesting that
the WHO listed sunbeds as a carcinogen - failing to report that "sunbeds" meant dermatology use
of sunbeds, instead leaving the press to believe that the report studied indoor tanning salons. It did
not. And WHO has not corrected the error.

4) In 2011 Dr. Mia Papas, an epidemiologist at the University of Delaware, presented data at the
North American Congress of Epidemiology showing that only half of the subjects in the 7 studies
used fo create the "75%" statistic were tanning salon users, and that tanning salons studies alone
in the data did not increase melanoma risk significantly. Dermatology usage of sunbeds in
phototherapy procedures, in contrast, accounted for a 96% increase in risk in the WHO data.

5) To date, WHO still has not corrected this error, despite the fact that several expert scientists
have questioned the WHO's conclusions.



The Affect of Sunbed Location on Melanoma Risk:
A Pooled Analysis'

Papas MA, Chappelle AH, Grant WB

Summary

A 2006 International Agency for Research on Cancer meta-analysis reported a "limited" and "weak" positive
association between sunbed use and cutaneous malignant melanoma (meta-odds ratio = 1.15, 95%
confidence interval: 1.0, 1.3). That same review also reported a positive association between ever-use of a
sunbed and cutaneous malignant melanoma (meta-odds ratio = 1.75; 95% CI, 1.35-2.26) for first exposure
to sunbeds before 35 years of age. This figure has been widely referenced, yet the distinction of the exact
characterization of sunbed usage, as detailed in the data collection, limits the interpretability of these
findings and raises further questions. Usage of unsupervised home sunbeds and sunbeds used by doctors
as medical devices make up half of the cases reported in the data in addition to commercial sunbed usage.
This contamination of the data appears to significantly affect the results. When commercial sunbed usage is
considered independent of home and medical usage of sunbeds, the IARC review data no longer suggest a
significant association.

 HOME TANNING

STUDY CaseYes | CaseNo | Control Yes | Control No | Calculated Odds Ratio
Swerdlow 1988 No data or assumptions provided

Walter 1990 71 431 40 498 2.05
Westerdahl 1994

Chen 1998 96 483 51 417 1.63
Chen 1998 (people <25) 57 483 26 417 1.89
Westerdahl 2000 4 319 38 538 1.51
Veierod 2003

Bataille 2005 126 113 142 107 0.84
TOTAL | 327 | 1346 | 2711 | 1560 | 1.40 (95% Cl: 1.17-1.66)

(‘:aléulété& 6&(15 Réfio

CaseYes |  CaseNo [ Control Yes | Control No |
Swerdlow 1988 No data or assumptions provided
Walter 1990 59 43 55 498 1.24
Westerdahl 1994
Chen 1998 44 483 44 417 0.86
Chen 1998 (people <25) 14 483 16 417 0.76
Westerdahl 2000 52 319 64 538 1.37
Veierod 2003
Bataille 2005 189 169 212 161 0.85
TOTAL 344 | 1402 | 375 | 1614 | 1.06 (95% CI: 0.89-1.24)

Control Yes Calculated Odds Ratio

17 431 10 498 1.96 (95% CI: 0.89-4.33)

1 papas MA, Chappelle AH. Differential Risk of Malignant Melanoma By Sunbed Exposure Type. Proceedings of 3rd North
American Congress of Epidemiology. Am J of Epid. 2011; 1003



Insufficient evidence exists to link sunbed use to risk of
melanoma for other than those with skin phenotype |

William B. Grant, Ph.D., Sunlight, Nutrition, and Health Research Center (SUNARC)
San Francisco, Calif.

Abstract:

A recent meta-analysis found that risk of cutaneous malignant melanoma (CMM) was
significantly correlated with sunbed use. However, some of the observational studies included in
the meta-analysis included individuals with skin phenotype at increased genetic risk of CMM
without adjustment for skin phenotype, and many other risk-modifying factors were not
considered in most of the studies. To examine the role of skin phenotype in the meta-analysis,
the five studies from the UK were treated separately in a meta-analysis that did not adjust for
any confounders from any study. In the original study, the odds ratio (OR) of CMM with respect
to sunbed use was 1.15 (95% Cl, 1.00-1.30). In this study, the similar OR was 1.20 (95% ClI,
1.03-1.38). The OR for the five UK studies was 2.09 (95% Cl, 1.14-3.84), while the OR for the
other 14 studies was 1.09 (95% Cl, 0.96-1.24). _Thus, when studies in which a large fraction of
the cases have an increased genetic risk for CMM based on skin phenotype are removed from
the analysis, the risk of CMM is no longer significant. There are many risk factors for CMM that
are generally not considered in such observational studies, including the beneficial effects of
ultraviolet-B irradiance, vitamin D, and a good diet (low fat, high fruits and vegetables), so it is
doubtful that such studies could be used to establish a link between CMM and sunbed
use. Those with skin phenotype | should be discouraged from using sunbeds.

Dr. William B. Grant

Sunlight, Nutrition, and Health Research Center (SUNARC)
2115 Van Ness Ave., MB 101

San Francisco, CA94109-2510, USA

www.sunarc.org

1-415-409-1980 - voice

1-415-931-6537 - fax

wbgrant@infionline.net

Figure 2. Results of the meta-analysis omitting the five UK studies and adding a recent study (Ref. 39)



“ REVIEW

Critique of the international agency for research
on cancer’s meta-analyses of the association of
sunbed use with risk of cutaneous malignant
melanoma

William B. Grant

Sunlight, Nutrition and Health Research Center (SUNARC): San Francisco, CA USA

Key words: IARC, mel

The International Agency for Research on Cancer (IARC)
reported meta-analyses of the assoclation of cutaneous
malignant melanoma (CMM), finding significant comrelations
with ever use of sunbeds and first use of sunbeds prior to age
35 years; it did not claim that the associations showed causal
links. However, some observational studies in the meta-
analysis included individuals in the UK with skin phenotype
at increased genetic risk of CMM without adjustment for skin
phenotype. Treating the five UK studies separately from the
other 14 corrected this oversight. In the original study, the
summary relative risk (RR) of CMM with respect to sunbed use
was 1.15 (95% confidence interval [CI], 1.00-1.31). In this study,
the similar RR was 1.20 (95% 1, 1.03-1.38). The RR for the five
UK studies was 2.09 (95% Cl, 1.14-3.84), whereas the RR for the
other 14 studies was 1.09 (95% 1, 0.96-1.24). For first use of
sunbeds prior to age 35 years, the IARC found a summary RR
of 1.75 (95% Cl, 1.35-2.36). This study plotted the RRs versus
latitude of each study population, with a linear regression
analysis carried out for all but the one UK study. The RR
increased at 0.077 per degree of latitude and the regression
explained 67% of the varlance. It is also argued that factors
other than sunbed use explain the increasing worldwide
trends in CMM. Because solar-UV-simulating sunbeds induce
production of vitamin D, the health benefits of their use greatly
outweigh any possible risks.

Introduction

In 2007, the International Agency for Research on Cancer
(LARC) reviewed the association of sunbed use with risk of mela-
noma through meta-analyses of observational studies.! There
were two important findings: (1) ever usc of sunbeds was posi-
tively associated with melanoma (summary relative risk [RR],
1.15; 95% confidence interval [CI], 1.00-1.31, although there

was no consistent evidence of a dose-response relationship; and

Correspondence to: Willlam B. Grant; Emaik whbgrant@infionline.net
Submitted: 01/22/10; Accepted: 02/10/10

Previously published online:

www landesbloscience.com/joumals/dermatoendocrinology/article/11461

www.landesbioscience.com

meta-analysis, skin cancer, skin phenotype, sunbeds, ultraviolet-A, ultraviolet-B, vitamin D

(2) first exposure to sunbeds before 35 years of age significandy
increased the risk of melanoma, based on seven informative stud-
ics (summary RR, 1.75; 95% CI, 1.35-2.26). Thesc findings led
to the World Health Organization classification of ultraviolet
(UV)-emirting tanning devices emitting radiation between 100
and 400 nm as Group 1 human carcinogens,? joining solar radia-
tion, tobacco and ethanol.

_The questions addressed in this review include whether the

 evidence presented in the IARC review supports a-role of sunbed
* us€ as a'risk Ficror for curancous malignant melarioma (CMM)

for the general public and chat first use of sunbeds prior to age 35

", years is associated with increased risk of CMM. In health studies,

the evidence considered strongest in making causal inferences is
thé randomized, controlled trial; Unfortunately, such studies do
not exist for risk of CMM with respect to sunbed use because
such studies would both be unethical to conduct and ke too
long to be useful. The next bese approach is meta-analyses of
observational studies, which the IARC used. However, in con-
ducting such studies, it is important to ensure proper account-
ing of confounding factors. Related studies can also be used in
the evaluation—here, of risk of CMM from solar UV
irradiance.

This review will examine the data used in the meta-analyses,
secing whether the data used accurately reflect the dara published
in the studies reviewed by the IARC, the handling or not of con-
founding factors, and what is known about risk of CMM from
solar UV irradiance. This analysis will also discuss factors that
might be responsible for CMM trends, as well as the health ben-
efits of vitamin D production from natural and artificial UVB

irradiance.

Results

Table 1 presents the results of several meta-analyses of CMM
with respect to sunbed use. Omitting any adjustments for con-
founders increases the RR of the original 19 studies by 0.05, to
1.20 (95% CI, 1.03-1.38). However, omitting two or five UK
studics decreased the odds ratio (OR) by 0.07 or 0.11, respec-
tively. The RR for the five UK studies was 2.09 (95% CI, 1.14—
3.84). Thus, the UK studies were apparently responsible for the
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Tanning beds: What do the numbers really mean?

May. 7, 2010
Dr. Ivan Oransky, M.D., editor of Reuters Health, AHCJ treasurer

May has been declared “Melanoma Awareness Month” or “Skin Cancer Awareness Month® — depending on which
group is pitching you — and reporters are doubtlessly receiving press releases and announcements from a number of
groups, including the Melanoma Research Foundation, the Skin Cancer Foundation, hospitals, doctors and other
organizations.

Those press releases often point to the World Health Organization, which reports that "use of sunbeds before the age
of 35 is associated with a 75% increase in the risk of melanoma” - a statistic often repeated in news stories about
tanning beds. But what does that really mean? Is it 75 percent greater than an already-high risk, or a tiny one? If you
read the FDA's “Indoor Tanning: The Risks of Ultraviolet Rays,” or a number of other documents from the WHO and
skin cancer foundations, you won't find your actual risk.

That led AHCJ member Hiran Ratnayake to look into the issue in March for The (Wilmington, Del.) News Journal, after
Delaware passed laws limiting teens’ access to tanning salons. The 75 percent figure is based on a review of a number
of studies, Ratnayake leamed. The strongest such study was one that followed more than 100,000 women over eight
years. But as Ratnayake noted, that study “found that less than three-tenths of 1 percent who tanned frequently
developed melanoma while less than two-tenths of 1 percent who didn't tan developed melanoma.” That's actually
about a 55 percent increase, but when the study was pooled with others, the average was a 75 percent increase. In
other words, even if the risk of melanoma was 75 percent greater than two-tenths of one percent, rather than 55
percent greater, it would still be far below one percent.

For some perspective on those numbers, Ratnayake interviewed Lisa Schwartz, M.D.,M.S., whose work on statistical
problems in studies and media reports is probably familiar to many AHCJ members. “Melanoma is pretty rare and
almost all the time, the way to make it look scarier is to present the relative change, the 75 percent increase, rather
than to point out that it is still really rare,” Schwartz, a general intemnist at Veterans Affairs Medical Center in White
River Junction, Vt., told him.

In a nutshell, the difference between skin doctors’ point of view and Schwartz's is the difference between relative risk
and absolute risk. Absolute risk just tells you the chance of something happening, while relative risk tells you how that
risk compares to another risk, as a ratio. If a risk doubles, for example, that's a relative risk of 2, or 200 percent. If it
halves, it's .5, or 50 percent. Generally, when you're dealing with small absolute risks, as we are with melanoma, the
relative risk differences will seem much greater than the absolute risk differences. You can see how if someone is
lobbying to ban something - or, in the case of a new drug, trying to show a dramatic effect - they would probably want
to use the relative risk.

This is not an argument for or against tanning beds. It's an argument for clear explanations of the data behind policy
decisions. For some people, the cosmetic benefits of tanning beds — and the benefit of vitamin D, for which there are,
of course, other sources — might be worth a tiny increase in the risk of melanoma. For others, any increased risk of skin
cancer is unacceptable. (And of course, for the tanning industry, the benefits can be measured in other ways — dollars.)
But if reporters leave things at “a 75 percent increase,” you're not giving your readers the most important information
they need to judge for themselves.

So when you read a study that says something doubles the risk of some terrible disease, ask: Doubles from what to
what?



Putting The Risks of Indoor Tanning in Perspective

While melanoma has captured a great deal of public attention in the past 15 years, much of the discussion has been
oversimplified in stating that melanoma is caused by overexposure to ultraviolet light. In fact, the exact nature of the
relationship between melanoma and ultraviolet light remains unclear, and the mechanism by which the two may be
related is still unknown — which is why some independent dermatology researchers even question whether the two are
related at all.

19 of 24 epidemiological studies ever conducted attempting to correlate indoor tanning and melanoma
incidence show no stafistically significant association. While a minority of associative survey-studies have
suggested a correlation, no direct experimental evidence exists to show a causative connection.

A 2009 opinion paper published by the World Health Organization cited a 75% increased risk for
melanoma with the use of sunbeds before the age of 35. The report failed to cite that the medical
phototherapy units used in the studies made up the majority of the increased risk — 96% while commercial
sunbed use showed an increased risk of only 6%.

Many scientists and dermatologists have taken firm positions that melanoma's connection to UV light is
unclear or doesn't exist at all.

According to government data, melanoma incidence has been growing exponentially since 1930. Sunbeds
can't be responsible for melanoma increases when they weren't available in the U.S. until 1980.

Melanoma is more common in people who work indoors than in those who work outdoors, and those who
work both indoors and outdoors get the fewest melanomas.

Melanoma most commonly appears on parts of the body that do not receive regular exposure to sunlight.
If the relationship between melanoma and sunlight were clear-cut, melanomas would appear most often
on parts of the body that receive the most sunlight.

The American Cancer Society's key document measuring cancer rates in the United States ~ “Cancer
Facts and Figures” - says that melanoma rates have not increased since 2000 and that rates are
declining for women under age 50 - the opposite of what anti-tanning lobbying groups claim.

Professional indoor tanning facilities educate their patrons about the potential risks of UV overexposure. Consumers
are exposed to waming signs, equipment waming labels and are required to read and sign consent forms that include
wamings about potential eye damage, photoaging and skin cancer. While this serious approach to caution is just good
sense, it needs to be noted that understanding the risks of UV exposure is not as straightforward as some suggest.
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ACS: Melanoma Incidence Stable

"During the 1970's, the incidence rate of melanoma increased rapidly by
about 6% per year. However, from 1981-2000, the rate of increase slowed
to 3% per year and since 2000 melanoma incidence has been stable...The
death rate for melanoma has been decreasing rapidly in whites younger
than 50, by 3% per year since 1991 in men and by 2.3% per year since 1985
in women."

- The American Cancer Society “Cancer Facts & Figures, 2008”

NCi: Male Melanoma Rates 2 Times Higher

Melanoma Mortality Rates: National Cancer Institute

Race/Ethnicity Male Female

All Races 3.9 per 100,000 men 1.7 per 100,000 women
White 4.3 per 100,000 men 2.0 per 100,000 women
Black 0.5 per 100,000 men 0.4 per 100,000 women
Asian/Pacific Islander 0.4 per 100,000 men 0.3 per 100,000 women
American Indian/Alaska Native 2 1.3 per 100,000 men 0.7 per 100,000 women
Hispanic 2 0.9 per 100,000 men 0.6 per 100,000 women

FACT: Men are more than twice as likely to die from melanoma. Yet an estimated 95
percent of public health campaigns about melanoma are directed at younger women.

FACT: Melanoma mortality rates are increasing in men over age 50. But they are
declining in women under age 50. Despite this disparity, almost no public education
campaigns are directed at the people getting the most melanomas: Men over age 50.
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What this Chart Says:

- Mortality data are universally recognized as the best indicators. Melanoma
mortality in the United States for ages 20-54 has been decreasing for the past
25 years, according to the government’s best data. By 2006, the mortality
rate declined even further, to 0.9 per 100,000

- Melanoma incidence and mortality are significantly higher in men than in
women. Yet virtually all public health campaigns about this disease are
directed at women.

- Inrelative terms, melanoma mortality rates are significantly lower than
other forms of cancer. A woman aged 20-54 is about 10 times more likely to
die from breast cancer than from melanoma, according to NCI data:

Melanoma: 0.9in 100,000
Breast Cancer: 9.0in 100,000



The National Cancer Institute shows that melanoma incidence is increasing much faster in men than in
women since the early 1970s. For women under age 50, incidence rates have actually leveled off and are
declining. But dermatology industry lobbying groups continue to promote the opposite -- leading the press to

MELANOMA INCIDENCE: INCREASING IN MEN

believe that melanoma is increasing fastest in young women. The best data suggest otherwise.
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Melanoma Incidence Decreasing in Women Under Age 20
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Cancer sites include invasive cases only unless otherwise noted.
Incidence source: SEER 17 areas (San Francisco, Connecticut, Delroit, Hawali, lowa, New Mexico,
Seattle, Utah, Atlanta, San Jose-Monterey, Los Angeles, Alaska Native Registry, Rural Georgia.
Califonia excluding SFISJMILA, Kentucky, Louisiana and New Jersay).
Rates are per 100,000 and are age-adjusted to the 2000 US Std Population (19 age groups -
Census P25-1130). Regression lines are calculated using the Joinpoint Regression Program
Version 3.5, April 2011, National Cancer Institute.

WHAT THIS CHART SHOWS:

* Melanoma incidence in women under 20 is extremely rare - about
1 case per 200,000 - and has decreased in the past 10 years,
according to the National Cancer Institute's data.
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Relationship between sunbed use and melanoma risk in a large
case-control study in the United Kingdom

Faye Elliott", Mariano Suppa'=2, May Chan’, Susan Leake', Birute Karpavicius®, Sue Haynes, Jennifer H. Barrett?,

D. Timothy Bishop® and Julia A. Newton-Bishop’

"Section of Epidemiology and Biostatistics, Leeds Institute of Molecular Medicine, University of Leeds, Leeds, United Kingdom

*Department of Dermatology, University of L'Aquila, L'Aquila, Italy

Dear Editor,

A systematic review of 19 studies reported a 15% increased
risk of melanoma (95% confidence interval (CI) 1.00-1.31)
associated with ever use of sunbeds." A recent Australian
study by Cust et al. demonstrated an increased risk of early-
onset melanoma (<40 years) associated with ever use of sun-
beds (adjusted odds ratio (OR) 1.41, 95% CI 1.01-1.96)2
Concurrently with the Australian study and using the same
questionnaire, we investigated the relationship  between
sunbed use and melanoma at any age in the United King-
dom. A similar estimate in the UK, which has higher sunbed
usage, would imply that sunbed usage is a major etiological
factor for melanoma.

Nine hundred and fifty-nine population-ascertained inci-
dent melanoma cases diagnosed from September 2000 to De-
cember 2005 (age 17-76 years at diagnosis, 22% <40 years at
diagnosis), 513 population-ascertained controls and 174 sib-
ling controls were recruited to a case-control study whereby
comprehensive sun exposure data, including a life-long resi-
dence calendar, were collected as described previously.” Par-
ticipants were asked about sunbed or sunlamp use (ever
versus never) and about locations they were used. Data were
collected on age at first and last use and number of lifetime
sessions. Years since first use was calculated and these varia-
bles were categorized as presented by Cust ef al:: never, <25,
225 years; none, 1-10, >10 sessions; never, <4, >4 and
<14, >14 years, respectively. A proxy for sun sensitivity phe-
notype (categorized as sun-sensitive or not sun-sensitive) was
derived, as described previously.?

As far as possible, we repeated the analyses as reported by
Cust et al. Spearman correlations, Wilcoxon rank-sum tests
and Pearson chi-squared tests were performed for pair-wise
associations. ORs and 95% Cls were calculated from uncon-
ditional logistic regression models using data from cases and
population-ascertained controls to assess the sunbed variables
as predictors of melanoma. Population controls were signifi-
cantly older than cases (median age diagnosis/interview 58
and 53 years, respectively, p < 0.0001) and more educated
(x*(3) = 6.9, p = 0.03). Cases were significantly more likely
to have family history of melanoma in first or second degree
relatives compared with controls (x*(1) = 8.0, p = 0.01). The
primary analyses comparing cases and population controls
were therefore adjusted for age (examined as a trend over
quartiles), sex, highest educational level (primary/secondary

Int. J. Cancer: 000, 000-000 (2011) ® 2011 UICC

school, sixth form/vocational training, university/post gradu-
ate examined as a trend), sun sensitivity phenotype, self-
reported family history in 1st or 2nd degree relatives (none,
any) and cumulative lifetime total sun exposure (examined as
a trend over quartiles). These analyses were repeated in the
subset of 157 cases with matched siblings using conditional
logistic regression models, adjusted for all of the above-listed
factors except family history. We also performed some sub-
group analyses stratifying by the factors defined by Cust
et al. (sex, age at diagnosis/interview, sun sensitivity pheno-
type, nevi, lifetime total sun exposure) and also average num-
ber of sunburns during lifetime. In our case-control study,’
we found the sun exposure measure most associated with
risk was a protective effect of regular weekend sun exposure.
We therefore repeated the analyses adjusting for this measure
but there was no effect on the results (data not shown).

The locations where sunbeds were used were private
home (54%), tanning salons (349%), gyms/spas (32%), hair-
dressers/beauty salons (13%) and hospital/medical facilities
(9%). In analyses considering cases and population controls,
younger age was associated with number of sessions (rho =
—0.37, p < 0.0001) and ever versus never use (means 49 and
60 years, respectively, p < 0.0001). Females reported a higher
number of sessions compared with males (p < 0.0001) and
57% of females reported ever use compared with 38% of
males (x*(1) = 52.0, p < 0.0001). Sun sensitivity phenotype
and educational level were not associated with sunbed use.

In multiple regression analyses, ever-use of sunbeds was
not a significant risk factor for melanoma (adjusted OR 1.06,
95% CI 0.83-1.36, Table 1). Age at first use of sunbeds
showed a small non-significant increased risk for use <25
years compared with never use (OR 1.16, 95%CI 0.84-1.62),
as did age at last use <25 years (OR 1.49, 95% CI 0.95-2.34).
Number of sessions and years since first use did not show an
increasing trend effect on melanoma risk.

The secondary analyses comparing cases with sibling con-
trols gave an OR of 1.10 (95% CI 0.63-1.94) for ever versus
never use (Table 1). Having >10 sessions conferred an OR of
1.27 compared with never use (95% CI 0.63-2.55, Prrend
0.54). If we further examine the number of sessions catego-
rized according to our controls distribution (none, 1-20,
>20), having >20 sessions conferred an OR of 1.49 com-
pared with never use (95% CI 0.70-3.17, Prrend 0.35). Age at

=
=
-
S
(w5
{5
=
o
(=]
S
ot
S
L
u
[




Dermatologic Therapy, Vol. 19, 2006, 50-69 Copyright © Blackwell Publishing, Inc., 2006

Printed in the United States - All rights reserved
DERMATOLOGIC THERAPY
IS5N 1396-0296

Cutaneous melanoma and
intervention strategies to
reduce tumor-related mortality:
what we know, what we don’t
know, and what we think we know
that isn’t so

ARTHUR R. RHODES

Department of Dermatology, Rush Medical College, Rush University, Chicago,
Illinois

ABSTRACT: The care of patients who have cutaneous melanoma (CM) has undergone a dramatic
change during the past five decades. In an increasing majority of cases, CM is being discovered in a
premetastatic phase of tumor progression. Most patients are being treated in the ambulatory setting
with a minimum of inconvenience and economic cost, and modest re-excision margins have largely
replaced the mutilating surgical exonerations that were once standard only four decades ago. Histo-
pathologic assessment of the primary tumor is the most widely used staging procedure to determine
who is most likely to develop metastatic disease. For patients who develop distant metastases, there
is no therapy currently available, based on large-scale randomized trials, that will prolong patient
survival. Therefore, establishing an early diagnosis in a premetastatic phase of tumor development
must be the overriding goal of any intervention strategy that seeks to reduce CM-related mortality.
Unfortunately; as a result of public' messages that emphasize the role of ultraviolet radiation (UVR)
exposure in tumor development, most general physicians and lay people believe that most if not all
cases of CM are the direct result of UVR exposure. In fact, we do not know the case fraction of CM
directly attributable to UVR, and the unintended consequences of current messages directly linking
UVR exposure and CM development may be thwarting the primary intervention goal of reducing
tumor-related mortality. More likely to have an immediate positive impact on CM-related mortality
are public messages that encourage skin awareness and self-examination by patients, total skin
screening examinations by physicians during routine care, and periodic lifetime surveillance of
patients determined to have a high CM risk based on identifiable historic and phenotypic traits.

KEYWORDS: cutaneous melanoma, dysplastic melanocytic nevi, early detection, epidemiology of
melanoma, melanoma, melanoma intervention, melanoma of the skin, melanoma progression model,
precursors, screening
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Rhodes, MD, MPH, Department of Dermatology, Rush It ain’t what a man don’t know that makes him a
University Medical Center, 707 South Wood Street, Annex #220, fool, but what he does know that ain't so.
Chicago, IL 60612, or email: arthur_rhodes@rush.edu. Josh Billings
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The Skin Cancer Cover-up

Every summer we're wamed that the sun can kill. In fact, most sun-provoked lesions are benign, and not really cancers
at all. A clinical scientist writes.

Dermatology Professor Dr. Sam Shuster

Mankind and the sun have successfully maintained their unequal partnership for some considerable time.
We owe our existence to it, and Darwinian genetic and social evolution long ago taught us how to cope
with the quiddities of that existence and turn them to our advantage. For example, our bodies have
developed the ability to use the sun for the production of vitamin D essential for our bones, and certain
immune functions. That ability is passed on by the safe hand of genetic evolution, which is not subject to
the vagaries of its social counterpart.

Unfortunately our attitude to sun and ultra-violet (UV) light is subject to much perverse and dubious
technical ‘advice', which society has passively accepted without questioning its provenance. Whatever the
subject, there is always a guru: there must be experts on the best way to tie shoelaces. To test this assertion
I asked Google, and found 16,500 sites purporting to give the best way to tie shoelaces! The problem is that
there are now so many gurus on the dangers of sunshine that their shadow is obliterating the sun and our
long-leamt understanding of how to live with it.

What is skin cancer?

We are told that we must severely limit our exposure to the sun and suntan lamps. If we must take a holiday
where there is an opportunity to savour the delights of sunshine we should avoid it as much as possible.
The middle of the day should be considered dead time to be spent in the shade outdoors or indoors reading
improving books. We should wear wide-brimmed hats, long-sleeved shirts or blouses, and cover legs, and
we must not forget to cover ourselves with expensive, properly ranked, sun-protective creams and lotions.
As for the children: on the few precious occasions when the clouds of a British summer evaporate, we must
not allow them out of doors before slapping on sticky sunscreens, bullying them into sweaty hats and
clothes made with high sun-protective fabrics. The reasons given for this punitive catalogue of 'don'ts' is
that sun exposure ages the skin, and causes cancer. Yet most things we do have risks: what matters is the
consequence of that risk, which depends upon the frequency and duration of exposure. Both have been
grossly exaggerated for UV and its effect on the skin.

The rejuvenation of ageing skin is a money-spinner. There is no doubt whatsoever that exposure to UV
irradiation, particularly by UVB (the shorter wavelength that causes sunburn, but doesn't travel through
window glass), gives skin a weather-beaten look, as does smoking. How long this takes and its severity
depends on the dose of sun (or smoking) and your genetically determined response to it. The causal damage
is to skin collagen, but this is only partly understood. We know that UV promotes molecular cross-links
between collagen fibres, making them less elastic, but we do not really know the consequences of this
process. While many believe that the weather-beaten 'Marlborough Man' look Justifies giving up smoking,
sun exposure is different because, as we shall see later, there are trade-off benefits with other bodily
functions. However, this particular sun and smoking effect has nothing to do with the ageing process.

The fundamental defect of skin ageing is loss of collagen, the skin's main constituent, which is why ageing
skin thins. The loss is one per cent a year throughout adult life and is equal in men and women. The reason
female skin appears to age faster than male is that women have less skin collagen. This unfair difference is
equivalent to 15 years of ageing! The loss of collagen with age is genetic; it has absolutely nothing to do
with UV irradiation and occurs equally in skin that has spent its life covered or exposed. And, contrary to
the advertising blurb for anti-ageing creams - which simply irritate the skin producing inflammation that
swells the skin and conceals the wrinkles - nothing is known that reverses this loss of collagen. Ageing of
the skin is not due to UV and it cannot be overcome by the products of the cosmetic industry.



Skin cancer is the big scare; it is the main plank of the warnings that have come from government bodies.
The case that is made is that skin cancer is the commonest of all cancers and its increasing incidence is
casually associated with solar irradiation. These facts are correct but they have been mischievously
interpreted to scare us into self-inspection, attendance at special skin clinics and a masochistic, oppressive
and totally unnecessary, regimen of prophylaxis. Indeed, the very word 'cancer’ is being deliberately used to
create fear and coerce a public acceptance of these measures. Yet the key fact is that about 95 per cent of
skin cancers are basal or squamous cell epitheliomas (in a ratio of about five to one) and although they are
called 'cancers' they are functionally benign; they do not spread from the skin and kill. Most are just a
centimetre in size; local excision is 95-99 per cent successful; residual microscopic pieces of tumour
disappear by themselves and the few recurrences are easily removed. The exceptions are rare and often the
consequence of some other diseases.

So while 'skin cancer' is certainly the commonest cancer, the more honest statistic is that skin cancer is the
least dangerous cancer; it lies at the very bottom of the mortality table.

So the problem of 'skin cancer' shrivels as soon as you start to examine it, because the vast majority of
these lesions are benign. The problem is technical: these benign epitheliomas are classified as cancers from
a particular appearance under the microscope, not from their behaviour. The public, for whom the word
cancer creates fear, does not understand this. While it may be technically correct to say that skin 'cancer’ is
related to sun exposure, this is meaningless, because these sun-provoked lesions are not really cancers: they
are just small, local, slow-growing and above all benign. These trivial benign lesions cannot possibly
justify the aggressive hue and cry about avoidance of UV exposure.

The misunderstanding has been inappropriately talked up by the Australian experience. The high incidence
of skin cancer in Australia is the product of a high UV exposure in a population whose ancestors included
many with pale, freckled skin and red hair. It should not be extrapolated to different populations living in
sun-deprived climates.

But if 'skin cancer' is the bait, melanoma is the hook. Melanoma is the least common of the three skin
cancers. There is an alleged increase in its incidence and this is blamed on UV. People have been terrified
into inspecting their skin regularly, even though it is of doubtful value. Most of us have simple moles and
even more have seborrhoeic warts, which enlarge, get darker, itch and bleed in the same way as
melanomas. Dermatological clinics are overfilled with patients worried about these totally innocent spots.
Malignant melanomas are not found often enough to justify the hoo-ha about early screening and there is
no good evidence that screening saves lives.

Changing diagnosis
We need to have definite answers to two questions: is the increase in melanoma real, and what is its
relationship to UV? Sadly, the answer to both questions is uncertain.

Certainly, there has been a big increase in reports of melanoma; the problem is that what is now being
called melanoma may be nothing of the sort: it seems to be due to a reclassification of what constitutes
malignancy. The diagnosis of malignancy in a melanoma is subjective; it's in the eye of the histopathologist
looking down a microscope. In the past it was commonplace for histologists to report borderline, minimal
or dubiously suspicious histological appearances of moles. Experience of outcome of these cases taught us
that it was not alarming; we did nothing and nothing untoward happened to the patients.

Later, as compensation claims began to dictate a more defensive practice, this led to the very same lesions
being labelled suspicious, without the qualification of dubious. The process moved on, and it didn't take
long before brown spots previously labelled benign acquired a new label indicating the possibility of early
malignant change. In time this moved on again to probability and finally to certainty. The moles have not
changed but the diagnosis has.

Having seen the process evolve, I have no doubt that the re-labelling of benign lesions as malignant is a
major, if not the main cause of the increased incidence of reported malignant melanoma. I had confirmation
of this from well-known clinicians who had observed the same development in other countries. But an idea



is nothing without testing, and to put it to the test I proposed to send copies of the histology slides of moles
that were labelled benign years ago, from patients found by follow-up not to have had a malignant
melanoma, to a panel of histopathologists for their diagnosis by today's criteria. No laboratory would agree
to take part in the study; although they agreed with its design they appeared fearful of its outcome.

Support for this thesis comes from a variety of sources. The most important is that while the incidence of
melanoma has increased it has not been accompanied by a corresponding change in mortality. In the UK
the annual number of melanomas in women increased by 250 per cent between 1980 and 2002, but
mortality increased by just under 30 per cent and is decreasing. The reason for the apparent improvement is
not that we have more effective therapy, but that the number of cancers has been swollen by the new wave
melanomas. These have a cure rate of 100 per cent because they were never malignant in the first place;
they are paper malignancies, benign moles reclassified!

There are other explanations for the diagnostic confusion: for example, it is possible that UV, which is
known to increase the number of moles, also induces changes that lead to them being classified as atypical,
the jargon name for the features on which the histological diagnosis of malignancy may be based. It has
been found that death from melanoma is lower in the higher social classes. Does this mean that the genetic
defect that causes the cancer is class-related? This is obvious nonsense; the more likely reason is that the
middle classes always turn up first and flock to the clinics with their benign moles which they have been
frightened into having removed, and some of these are labelled mali gnant when in practice they are really
benign. Until we have better diagnostic criteria it is impossible to determine if the reported increase of
malignant melanoma is genuine. The case for an increase in the prevalence of truly malignant melanoma
remains unproven.

The role of UV

Even more doubtful is the role of UV as a causal agent. The evidence is fragile and certainly does not
justify the present anti-solar terror campaign. What we might expect if UV really caused melanomas is
illustrated by the skin epitheliomas. These cancers are caused by UV. They can be easily induced by UV in
laboratory animals, and in the case of epitheliomas there is an excellent correlation between their
prevalence in patients, the latitude at which they live and between the site at which they occur and areas of
the body exposed to UV.

None of this is true of melanomas. Melanomas are difficult to produce experimentally, the correlation with
the latitude at which the patients live is marginal, and their site of occurrence does not correspond to the
intensity of its UV exposure. They are commonest on the trunk of men, the legs of women, and the soles of
the feet of Africans, a phenomenon not to be explained by exposure to the sun's rays. Their reported
increase has been much less than the UV-related skin cancers and, unlike epitheliomas, there is no evidence
that sun screens prevent them from occurring.

The problem with melanoma, as with many other branches of contemporary clinical research, is that it is
based on circumstantial evidence obtained from epidemiological studies rather than an understanding of the
pathology. Melanoma is an illustration of the muddle introduced by uncritical acceptance of epidemiology
with its almost random generation of unhelpful numbers. A preoccupation with epidemiology has distracted
us from the essential biology. For example, we still need to establish the melanoma's cell of origin. Many
think it starts in the pigment cell, the melanocyte, but it may start in the ‘naevus' cell of the ordinary 'mole'.
Establishing this is vital to our understanding because we know the distribution of moles but not naevus
cells over the skin surface, let alone what makes them go malignant. It is well established that UV damage
to DNA can produce cancer; but the only sensible conclusion from all the studies to date has to be that
while this effect plays a major role in producing epitheliomas, at worst it can only be marginal for
melanomas.

The evidence on the effect of UV on the skin is surprisingly clear: it has no effect on skin ageing, which is
due to thinning of the skin and loss of collagen, although UV does give the same weather-beaten
appearance that is caused by smoking. While UV is the main cause of epitheliomatous skin cancers, which
are functionally benign, there is no hard evidence that UV is the principal cause of malignant melanomas.



Nature's own sunblock

What then should we do about UV exposure and sunscreens? The short answer is that in moderate climates
like the UK, apart from avoiding sunburn and staring at the sun, it doesn't matter what we do, because the
risk of exposure is trivial. Of course, children have to learn how much sun they can take without burning,
and their parents need to ensure they get a gradual UV exposure in order to achieve a protective tan (that is
more important in children with ginger hair and freckles, most of whom will need to take care not to burn
throughout adult life). In the UK, there is no point in trying to minimise sun exposure to avoid skin cancer
because our sun is usually too weak to be a danger. Although sunscreens will reduce epithelioma formation
they have not been shown to prevent melanomas. The use of a sun blocker in countries such as the UK
could be harmful, by impairing Vitamin D synthesis in the skin, causing a risk of osteoporosis.

We still have a lot to learn about what may be the silent benefits of sun exposure. We do not know the
significance and purpose of the profound changes in immune mechanisms, the extraordinary improvement
in mood and the alleged decreased risk in bowel and prostatic cancer experienced after sun exposure. We
may do more harm avoiding these advantages than anything we might gain from the uncertain benefits of
sun avoidance.

But not all of the sun's benefits are uncertain, particularly the protective effect of a suntan. Since there is
some epidemiological evidence to suggest that sunburn in children may be more harmful later in life,
parents have been told that sun exposure must be avoided in childhood. However, if you take a close look
at people who were sunburnt as children, you will see areas of white skin that doesn't tan because the
pigment cells have been lost by the sunburning. Such skin will always be oversensitive to sun. It is evident
that the original sunburn, and subsequent damage, would have been less had there already been a protective
tan.

Excessive avoidance and UV screening is a danger because it does not allow a tan, nature's own sun block,
to develop and as a result exposure is likely to cause sun-burn. The dogma, now fossilised in print, is that
any tan is a sign of skin damage. Tell that to Darwin. Pi gmented melanocytes in the skin are a system that
protects it from excessive UV, which evolved long before the advent of sunscreens. Even if there was hard
evidence that melanoma was UV-induced it would be all the more important to keep a protective tan.

It must now be evident that the effect of the sun on the skin is in desperate need of illumination, and that
the prophylactic message, particularly on melanoma, is unreliable. By presenting the fragility of the case
against the dangers of UV I hope I will provoke consideration of real cause of melanoma.

Sam Shuster is Emeritus Professor of Dermatology at the University of Newcastle Upon Tyne, and
Honorary Consultant to the Department of Dermatology, Norfolk and Norwich University Hospital. This is
an edited version of a chapter in “Panic Nation? Unpicking the myths we're told about Jood and health”
edited by Stanley Feldman and Vincent Marks. This excerpt appears on www.spiked-online.com. Buy this
book from www.amazon.com.
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Melanoma's Public Message
Arthur R. Rhodes, M.D.

Dr. Arthur R. Rhodes is a professor of dermatology at Rush Medical College, Chicago.

The dermatologic community has worked hard to educate the public about reducing mortality
related to melanoma. But some public education messages that we've endorsed may actually be
doing more harm than good.

The three messages most in need of rethinking are:

1. Sun exposure is the major cause of melanoma.
2. You can recognize a worrisome mole with the mnemonic ABCD.
3. The incidence of melanoma is rising rapidly, and we have a crisis on our hands.

During my 10 years at the University of Pittsburgh Medical Center during the 1990s, we
conducted melanoma screenings twice per year. We memorialized the screenings after a resident
trainee who died of metastatic melanoma. He and his wife were observing a mole change in his
armpit for several years. Because the site was sun protected, they delayed seeking help until it
was too late. They were both under the impression that melanoma was caused by sun exposure.
He died of metastatic melanoma at age 28.

Another case illustrates the same problem. A 40-year-old woman came to one of our melanoma
screenings with a lesion on her leg. Subsequently, the lesion was documented to be a squamous
cell carcinoma. During the screening by my colleague Dr. Mark Seraly, he suggested a full skin
examination and discovered a large melanoma on the heel of her plantar foot. She had been
observing the plantar mole change for more than 2 years. She was under the impression that
melanoma was caused by the sun and assumed that a changing mole on her plantar foot could
not be a problem. She died of metastatic melanoma 3 years later.

Why did the medical resident and young woman ignore their changing moles for so long? They
were certain that a changing mole in a sun-protected site could not be a problem. The public
health message that melanoma is caused by the sun appeared to be responsible for delayed



diagnosis—a potential death sentence for this tumor.

It should be kept in mind that half of the melanomas occurring in African Americans and other
darkly pigmented groups occur on palms, soles, and mucous membranes. Melanoma mortality is
higher for melanomas occurring in these sites. The sun message will certainly delay melanoma
diagnosis for darkly pigmented people.

Currently, the most important risk factors for developing melanoma include the presence of a new
or changing mole or unusual mole, a personal or family history of melanoma, and prominent
numbers of moles or atypical-appearing moles.

When | worked in Boston during the 1970s and 1980s, | was made aware of a Harvard-trained
pulmonologist who was observing a changing mole on his upper back with his fiancée, a Harvard
trained pediatric resident. The lesion had been changing for several years. After his fiancée
attended one of my lectures at Boston Children's Hospital on melanoma risk factors and early
diagnosis, she brought her fiancé to see Dr. Thomas B. Fitzpatrick at Massachusetts General
Hospital. While the lesion was adequately removed, he died 6 months later of metastatic
melanoma, at age 29 years.

Itis notable that this physician had a family history of melanoma, and he also had multiple
atypical nevi and a prominent nevus pattern. Moreover, he had one of the most important signs of
possible melanoma: a preexisting mole that was changing.

Two highly educated physicians were ignorant of the most im portant risk factors for developing
melanoma. This ignorance was at least in part responsible for a delayed diagnosis. Subsequent
to the pulmonologist's diagnosis and untimely death, Harvard Medical School upgraded medical
student teaching to include 29 hours of dermatology, which included extensive instruction on
melanoma's early diagnosis and risk factors.

If a medical resident can misinterpret public health messages about sun exposure and
melanoma, and two Harvard-trained physicians were ignorant about the most important risk
factors for developing melanoma, then the general public will tend to make the same potentially
fatal mistakes. Those mistakes lead to delayed diagnosis of this potentially lethal cancer—
particularly when we pound out the message that the culprit in melanoma is sun, sun, sun, and
we are not sufficiently emphasizing the most important risk factors for developing melanoma.

Ultraviolet radiation undoubtedly can damage cells and lead to malignancy, and certain types of
melanoma probably are caused by sun exposure, particularly those melanomas arising from
lentigo maligna. Itis also likely that sun-induced freckles may be the link between ultraviolet
radiation exposure and some varieties of melanoma occurring in sun-damaged skin.

However, melanoma is a heterogeneous disease with multiple causes, arising from potential
precursor moles that have little or nothing to do with sun exposure, including dysplastic nevi,
congenital nevi, and abnormal moles on acral surfaces and mucous membranes.

We really do not know what proportion of melanomas can be prevented by sun avoidance, and it
is unrealistic to believe that we are going to keep people out of the sun by preaching its dangers.
Consider our awful winters in the northern United States. When spring finally comes, and the sun
is shining, try to keep people out of the sun!

Don't waste time scaring people about sun exposure. Instead, encourage self-examination, early
detection, and education about melanoma risk factors and potentially dangerous moles and early
warning signs.

Like the sun message, the ABCD rules (Asymmetry, Border irregularity, Color, and Diameter) we
have disseminated may be too sim ple and possibly misleading.



About 10%-30% of cutaneous melanomas may be nodular melanomas—that is, usually black,
round, and initially small in their early phase of development. Early nodular melanomas, and other
varieties of melanoma in their early phase of development, may not fit the ABCD criteria.

Worse, the ABCD mnemonic may be obsolete. When it was first conceived in the early 1970s,
most melanomas at the time of detection had a diameter greater than 6 mm—the pencil eraser
equivalent—and only 6% were smaller.

That may no longer be the case. More recent surveys have found that 30% of cutaneous
melanomas diagnosed currently were smaller than 6 mm.

With our current ABCD message, the general public and medical community will think that if a
mole is smaller than 6 mm, they don't need to worry.

But small is good—it is what we want to find.

Smaller melanomas tend to be thinner and more curable than big melanomas. In fact, the ABCD
rule may guarantee more advanced melanomas. | would propose that the ABCD rule be dropped
for simpler and focused messages.

This brings us to the third message about which | am concerned: the declaration that the
incidence of melanoma is rising at an alarming rate.

This alarmist message may be distorting the real story. While the incidence of melanoma was
rising rapidly beginning in the mid-1970s, that is not the case now. Currently, the incidence of

melanoma is not increasing rapidly, except in one segment of the population: men and women
older than 65 years. For all other groups, the incidence appears to be leveling off.

The increase in melanoma incidence during the past 25 years may simply be an artifact of better
detection and intentional screening, akin to the way routine mammography altered incidence in
breast cancer and Pap smears in cervical cancer. The proportion of melanomas that are
metastatic is falling, and the case-fatality rate in melanoma has dropped appreciably—from about
44% in the mid-1950s to less than 20% in the late 1980s and about 15% today.

Physician education and awareness may have had an impact as well.

For example, about 600,000 physicians in the United States in 1973 received a pamphlet
reprinted by the American Cancer Society from an atlas of cutaneous melanoma originally
published in the New England Journal of Medicine (N. Engl. J. Med. 289[19]:989-96, 1973),
spearheaded by Dr. Thomas B. Fitzpatrick, Martin C. Mihm Jr., and others from the
Massachusetts General Hospital in Boston. The melanoma incidence rate rose rapidly after that
booklet's distribution, and the rapid rise continued for about 20 years.

The fact is, we are not in an alarming situation. Rather, we are doing quite well in many respects.

The case-fatality rate for melanoma is falling, the mortality rate is leveling off or falling in most age
groups, and the 5-year overall survival rate has improved from 50% during the mid-1950s to
better than 90% curmrently.

The better survival rate is due not to better treatment, because there is currently no effective
treatment that prolongs survival for metastatic melanoma. We are doing better because
melanoma is being diagnosed at an earlier stage of development. Older men and women account
for the continued rise in melanoma mortality. Older men and women tend to present with bigger,
thicker, more advanced tumors than young people.



So, how should we change the messages we deliver about melanoma?
First, we should be realistic about how we portray the situation.
We should explain that melanoma is endemic, and it will continue to be.

We should also stress the importance of skin awareness and total skin examinations by general
physicians and skin specialists. We know that patients detect 70% of melanomas. But we also
know that patients are not very good at identifying early melanomas. Melanomas found by
patients tend to be bigger and thicker than those found by general physicians and dermatologists.

Because we know that family history and atypical moles are important risk factors for developing
melanoma, we should encourage our patients who have had melanoma or atypical moles to bring
in their entire family for screening examinations. Medical insurance plans need to encourage this
practice to detect people who have a high risk for developing melanoma and to reduce the
occurrence of lethal melanoma.

The public deserves more focused, effective, and accurate messages about melanoma and
melanoma risk factors. We need to do more than simply telling people that all they need to do is
stay out of the sun and follow the ABCD rule for diagnosing melanoma.

We need to inform the general public about melanoma risk factors and potential precursor moles.
I would propose that our public messages include the following:

1. Be aware of the most important risk factors for developing melanoma, including a family
or personal history of melanoma, atypical-appearing moles, one or more large moles, or
large numbers of moles.

2. Examine yourself and loved ones once per month.

3. See your physician if you detect an unusual-looking mole, a new mole, or a preexisting
mole that has changed or is persistently changing.

Such signs or physical traits do not guarantee that you have melanoma or will develop
melanoma, but require a physician consultation to be sure.
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Background The reported incidence of melanoma has greatly increased and this has
been attributed to ultraviolet exposure.

Objectives We considered the possibility that the increase was an artefact caused by
diagnostic drift.

Methods We tested this by analysing the histological diagnosis, mortality and inci-
dence of all lesions reported as melanomas in East Anglia between 1991 and
2004.

Results There were 3971 melanomas in all, and their annual incidence increased
from 9:39 to 13-91 cases per 100 000 per year during the period studied. This
increased incidence was almost entirely due to minimal, stage 1 disease. There
was no change in the combined incidence of the other stages of the disease,
and the overall mortality only increased from 2:16 to 2:54 cases per 100 000
per year.

Conclusions We therefore conclude that the large increase in reported incidence is
likely to be due to diagnostic drift which classifies benign lesions as stage 1 mel-
anoma. This conclusion could be confirmed by direct histological comparison of
contemporary and past histological samples. The distribution of the lesions
reported did not correspond to the sites of lesions caused by solar exposure,
These findings should lead to a reconsideration of the treatment of ‘early” lesions,
a search for better diagnostic methods to distinguish them from truly malignant
melanomas, re-evaluation of the role of ultraviolet radiation and recommenda-
tions for protection from it, as well as the need for a new direction in the search

for the cause of melanoma.

There is a widespread belief that excessive ultraviolet (UV)
exposure has led to an increased incidence of melanoma,'?
and this has been passed on to the public in an alarmist way.
In July 2007, for example, the BBC warned that ‘Rates of the
deadliest form of skin cancer are continuing to rise’, reporting
an 18% increase between 2003 and 2005, We have examined
the alternative possibility that the reported increase in mela-
noma incidence is an artefact, caused by a diagnostic drift,
which reclassified what were previously found to be benign
melanocytic naevi** as truly malignant melanomas.

To test this possibility, we examined the nature of the
reported melanomas in detail. If the increased incidence was
real, there would be an increase in all of the usual presenta-
tional forms of the lesions, from minimal to advanced, as well
as the mortality from them; but if the explanation is diagnos-
tic drift, the increased incidence would be entirely due to
minimal lesions, and there would be litde or no change in
mortality or incidence of more advanced disease. To distin-
guish between these possibilities, we analysed the changes in

melanoma incidence, stage and mortality in the Eastern Region
of the UK. from 1991 to 2004,

Methods

We identified 3971 patients diagnosed with malignant mela-
noma (ICD10 site C43) between 1991 and 2004 from the
Eastern Cancer Registration and Information Centre (ECRIC)
database. All these patients were resident in East Anglia, which
is taken to comprise the counties of Norfolk, Suffolk and Cam-
bridgeshire (including Peterborough Unitary Authority). The
population of this area increased from approximately 21 to
2-2 million people during this period.

The primary sources of registration data are reports from all
pathology laboratories and hospital patient notes; these are
viewed by registry staff, who are either based at all the major
NHS hospitals in the region, or visit them at least monthly.
The diagnosis of 96:2% of all registered melanomas was con-
firmed histologically. Both electronic and paper-based reports
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are received by the registry, and a high level of completeness
of registration was achieved (estimated to be 962% by the
flow method®). Tumours were staged using the condensed
TNM system’ throughout the study period. Survival of each
individual patient was actively determined for this study by
ECRIC, early in 2007, through the National Health Service
Strategic Tracing Service, so it is expected that our data are
substantially complete and reliable. Patients with stage 0
disease (melanoma in situ) were excluded from the analysis.
Melanoma incidence and mortality were calculated as Euro-
pean age-standardized rates.® Relative survival was analysed by
the method of Hakulinen and Tenkanen,’ using life tables
developed by the U.K. Government Actuary’s Department. '
Changes in rates were analysed by linear regression and fitted
trend lines were plotted; rates at the beginning and end of the
study periods were calculated from the best-fit trend lines.

Results

Figure 1 shows age-standardized incidence and mortality rates
for malignant melanoma of the skin (ICD10 site C43) in East
Anglia from 1991 to 2004. During this period the incidence
rate increased continuously each year, and the overall increase
of 4'52 cases per 100 000 population per year, from 9-39 to
13-91 cases per 100 000 population per year, was highly sig-
nificant (¥ = 0754, P < 0-001). In contrast, mortality rates
increased only by 0-38 cases per 100 000 population per year,
from 216 o 254 cases per 100 000 population per year
(" = 0240, P = 0:043), giving a ratio of changes in inci-
dence to mortality of 11'9 : 1. There were a total of 2192
deaths due to melanoma in the study population.

The change in incidence rates was analysed separately for
the various TNM stages (Fig. 2). The rate of stage 1 melano-
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Fig 1. European age-standardized incidence and mortality rates for
malignant melanoma in Norfolk, Suffolk and Cambridgeshire in
1991-2004.
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Fig 2. European age-standardized incidence rates of malignant
melanoma by stage in Norfolk, Suffolk and Cambridgeshire
in 1991-2004.

mas showed an increase of 4-17 cases per 100 000 population
per year (rf =079, P < 0-001), the rate nearly doubling
from 4-81 to 8:98 cases per 100 000 per year between 1991
and 2004. By contrast, the combined rate of the other stages,
excluding stage 1, did not change at all (* = 0:007,
P=0771).

Subgroup analysis of these patients showed only small
changes. There was a significant increase in the incidence of
stage 2, from 2:13 to 277 cases per 100 000 per year
(©* = 051, P =0:002); there was no significant change in
stage 3 incidence (rz =012, P=0-124); and there was a
decrease in stage 4 incidence from 042 to 0'13 cases per
100 000 per year (¥ = 0-40, P = 0-015), although the value
of this analysis was limited by the small numbers of more
advanced tumours reported. Finally, there was a decrease in
‘not staged’ cases from 0-75 to 0:17 per 100 000 per year
(7" = 043, P = 0:006), probably due to improvement in data
collection.

Thus it was the change in the rate of stage 1 melanoma
[pT1 or pT2 (i.e. Clark level I or I, < 1'5 mm thickness);
NO (no regional lymph node metatases); MO (no distant
metastases)] that effectively accounted for the overall change
in melanoma incidence,

The prognosis for stage 1 melanoma was shown to be
excellent compared with more advanced disease (Fig. 3). This
comparison was based on a cohort analysis for cases diagnosed
between 1996 and 2000, these years being chosen to repre-
sent the average prognosis over the full study period. The
annual survival findings (Fig. 3) show that all grades of
tumour were diagnosed at first presentation. Survival with
stage 1 melanoma was effectively 100% and remained at that
level throughout the period 1989-2001 (Fig. 4). Furthermore,
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Fig 3. Relative survival with malignant melanoma diagnosed 1996—
2000 in Norfolk, Suffolk and Cambridgeshire according to TNM stage.
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Fig 4. Five-year relative survival with malignant melanoma diagnosed
1989-93 to 1997-2001 in Norfolk, Suffolk and Cambridgeshire
according to TNM stage.

the S-year survival rate for each of the other stages was little
different over the whole period of analysis (Fig. 4), which
makes it unlikely there had been a significant improvement in
therapeutic response. The distribution of the lesions is shown
in Figure S and is not predominantly that of solar exposure.

Stage 1 lesions, which comprise the bulk of the increase in
incidence, were found mostly in relatively less exposed
skin sites.

Discussion

The present findings are that between 1991 and 2004 in Nor-
folk, Suffolk and Cambridgeshire, an area with a population of
2-1 million, there was a marked and continuous increase in
the reported incidence of melanoma. This increase was due to
changes in the incidence of stage 1 disease, the combined
incidence of more advanced stages being unchanged, and
despite this appreciable increase, there was only a slight
increase in disease mortality, the ratio of the increase in inci-
dence and mortality being 119 : 1.

There are two possible explanations for these findings. The
first is that the reported change was due to a progressive
increase in the incidence of genuine, potentially fatal malig-
nant melanoma. But if this were the case, the presentation and
course should have followed the well-established nature of the
disease and its outcome, which was not found for either pre-
sentation or outcome. If, therefore, the increase in incidence
is genuine, it has further to be concluded (i) that, fortu-
itously, nearly all of this increase was due to lesions of stage 1
disease, instead of the usual mixed presentation of melanoma
types and (ii) that this coincided almost precisely with an
increased therapeutic response to surgical treatment, so that
the lesions were cured by simple excision. A similar coinci-
dence was given as the explanation of increased incidence but
not mortality over a 5-year period in Yorkshire.'

The level of coincidence necessary to make the reported
melanoma mountain credible is too extraordinary to counte-
nance. It would be remarkable enough if an epidemic of a
fatal disease were precisely matched in time and degree by an
improved therapeutic response (in this case, to the same sim-
ple local excision), so that the net outcome was little or no
change in mortality. It would be even more remarkable for an
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erican Suntanning Association

THE PHOTOTHERAPY
CONTRADICTION

While the dermatology industry lobbies against sunbed usage, it has also lobbied to continue its own usage
of "phototherapy” or PUVA sunbeds — which it calls "safe” — to treat purely cosmetic conditions like

psoriasis. |f exposure to_artificial UV light is as dangerous as some reports state, why would the

dermatology industry continue to ex consumers to the same UV light for cosmetic skin conditions?

1. An estimated 1.5 million Americans utilize tanning salons to informally treat psoriasis in lieu of phototherapy
in a dermatologist's office. And several peer-reviewed dermatology studies show that tanning salon
sunbeds can be an effective self-treatment for psoriasis. In fact, many psoriasis patients are referred to
tanning salons by physicians, as the cost of a tanning session is significantly less expensive than the health
insurance co-payment of a dermatology-based sunbed phototherapy session, which range up to $100 to
$150 per session, or more than 20 times the cost of a tanning salon visit.

2. Because tanning salon visits are less expensive and more convenient, the number of phototherapy
treatments by dermatologists has plummeted: In 1993, dermatologists administered 873,000 phototherapy
visits. According to the Journal of the American Academy of Dermatology, by 1998 that number dropped 94
percent to around 53,000. Today, there is an estimated $5 billion in lost phototherapy session business each
year the dermatology industry has lost to the indoor tanning industry.

3. Indoor tanning sunbeds feature conservative FDA exposure schedules designed to minimize
sunbumn risk for each client's skin type. Dermatology phototherapy, in comparison, regularly results
in sunburn (sometimes even blistering sunbum) as standard protocol and usually involves the
introduction of a carcinogenic psoralen-based drug in combination with the sunbed treatment.

Phototherapy Unit Indoor Tanning Unit




American Suntanning Association

Report on Carcinogens, Twelfth Edition (2011)

t h Methoxsalen with Ultraviolet A Therapy
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PHOTOTHERAPY RISK: The U.S. government considers dermatology PUVA phototherapy a known
human carcinogen - elevating risk of skin cancer up to 50-fold (5,000 percent). That's 66 times greater than
the risk dermatology alleged is related to indoor tanning sunbed usage. But the studies representing that
figure actually included dermatology phototherapy sunbed usage in their data sets. When phototherapy data
was removed from that study, tanning salon risk became statistically insignificant and dermatology
phototherapy was shown to double melanoma risk. But in lobbying against indoor tanning, the president of
the California Dermatology Society made this statement in a California Senate hearing:

"The truth be told there is no study that shows that treatment of psoriasis patients in a doctors
office using a medical light box increases the risk of melnanoma at all."”
- Dr. Ann Hass, California Dermatology Society

After making that false statement, the California Dermatology Society supported the following amendment in
legislation restricting tanning salon usage by those under 18:

Amendment 2
On page 2, before line 1, insert:

dSECTION 1. Section 2241.3 is added to the Business and Professions Code,
to read:




An International Smart Tan Network survey of 6,881 indoor tanning clients revealed that 11 percent of
tanning clients say a doctor referred them to a tanning salon for therapeutic reasons and that 28 percent of
those referring physicians were dermatologists. The survey shows that the recent press release from the
American Academy of Dermatology in which the organization contended that “100 percent of dermatologists
discourage tanning” is baseless.

Based on the survey, dermatologists refer an estimated 900,000 people to sunbeds in the United States
every year. “Two of my doctors told me | needed to tan: my dermatologist for my skin psoriasis, and my
regular doctor for depression from not getting enough sun light... Tanning did help a lot,” said Robert Van
Dine, a patron at Midnight Sun & Cruise in Holland, Mich., a Smart Tan member facility.

According to Smart Tan an estimated 1.5 million Americans utilize tanning salons to informally treat
psoriasis in lieu of phototherapy in a dermatologist's office. Phototherapy procedures use the same
equipment found in tanning salons. In fact, the Mayo Clinic cites UV light therapy as the standard of care for
treating these ailments.

But many patients are referred to tanning salons instead by physicians, as the cost of a tanning session is
almost always less expensive than the health insurance co-payment of a dermatology-based phototherapy
session. As a result, the number of phototherapy treatments by dermatologists has plummeted. In 1993
dermatologists administered 873,000 visits for phototherapy sessions. By 1998, that number dropped by 94
percent according to the Journal of the American Academy of Dermatology, which in 2002 described
phototherapy sessions as “a safe and effective treatment for psoriasis.”

If any UV exposure were as dangerous as a recent statement from the AAD claims, then dermatologists
would be guilty of violating their Hippocratic oath for using UV in what they describe as buming dosages to
treat ]':!),'I._I_lféﬁff_fbhtnE:ti_f,:_..-f&_kirjf..cja_"nditfﬁﬁéi-’"'-Said'-".Smaﬂ Tan Vice President Joseph Levy. “Professional tanning
facilities are trained to deliver non-burning dosages of UV light to create a cosmetic tan, but a side effect is
that people are treating all sorts of conditions informally and effectively. What we're really seeing is
dermatology's anger for the loss of billions of dollars in phototherapy treatments in their offices, as
consumers choose a more economical and convenient method of self-care.”

Professional indoor tanning facilities promote a balanced message about UV exposure — acknowledging
the risks of overexposure. In contrast, AAD continues to mislead the public by suggesting in its statements
that any UV exposure causes melanoma, which completely misrepresents the science. “This has never
been a health care debate,” said Levy. “This is the cosmetic dermatology industry attacking indoor tanning
for strictly financial gain.”

The AAD has come under fire from within its ranks for its position on melanoma. In 2008, Dr. Bernard
Ackerman — a pioneer in dermatology pathology recognized as a Master Dermatologist by AAD — backed
up Smart Tan's position about the complex relationship between UV and melanoma in the Dermatology
Times stating, “There is no compelling evidence that sun tan parlors have induced a single melanoma,” and
that any regulation of the tanning market “...should be predicated on evidence and not on accusation.”

In fact, AAD spokesperson Dr. James Spencer admitted in a May 2008 article in Dermatology Times that,
“We don't have direct experimental evidence,” referring to the fact that research has not shown a causative
mechanism between indoor tanning and melanoma. The studies the AAD has referred to do not show
causation — only weak correlations that are confounded by study design. The organization continues to omit
refuting evidence and studies and the fact that most studies don't show a correlation.

Further, while AAD is lobbying to restrict indoor tanning, its lobbying efforts have always called for
phototherapy treatment in dermatology offices to be exempted from further restriction.

“It's time that researchers and the media start asking tough questions about why dermatologists refuse to
talk about these issues and their real motivations around their attacks on indoor tanning,” Levy said.
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i \.’é‘}} PSORIASIS Fact Sheet: Phototherapy Copayments in Illinois

" For More Information: Amy Brennan: 773,727.9340 OR Mike Kreloff: 847.525.1139
Phototherapy (ultraviolet light therapy) is a first-line treatment for psoriasis—the most prevalent autoimmune disease in the
country, 'aﬁ'ecti.ng approximately 325,000 people in Illinois. However, very substantial copayments for this relatively
tnexpenstve treatment are a barrier to accessing care for patients who need this safe, effective and economical option to treat their
disease and live a normal life. The National Psoriasis Foundation is leading a common-sense legislative initiative to
reduce burdensome copayments for phototherapy.

PSORIASIS is a non-contagious, chronic, inflammatory, painful, often disfiguring and disabling autoimmune disease for which there
1s no cure. It requires steadfast treatment and lifelong attention.

PHOTOTHERAPY is treatment exposing the skin to an artificial ultraviolet light source for a set length of time on a regular schedule
commonly prescribed for treatment of psoriasis (for more information, see Psoriasis Foundation phototherapy fact sheet).

Phototherapy is a safe, effective, and commonly prescribed first-line treatment for psoriasis

®  Phototherapy is also a critical treatment option for psoriasis patients who are prevented from taking other medications because
of conditions such as pregnancy, infection, or malignancy. In addition, it is an important treatment used in combination with
other medications.

° A typical start-up regimen for the most common type of phototherapy is three visits per week, for 8-12 weeks. Long-term
maintenance regimens are usually required.

®  Surveys of psoriasis patients indicate approximately 18 percent use phototherapy, or about 58,500 people in Nlinois.

The cost barrier to phototherapy: misguided copayments required by insurance companies

The burden of health care costs continues to shift to the consumet, and many patients now face copayments as high as $50 for one
phototherapy visit. Out-of-pocket costs quickly soar and can be as much as $600 for one month of treatment. At the same time, the
overall cost to the health system is relatively economical.

® High copayments ate keeping patients from using phototherapy, and as a result, they either opt out of treatment
entirely, or prematurely move to more expensive and sometimes riskier therapies.

°  Systemic treatments may have a much lower monthly copayment under certain prescription plans than phototherapy,
discouraging patients from trying phototherapy first.
®  The annual cost to the health care system for a standard phototherapy regimen is approximately $3,500, as compared to

some biologic treatments, which can cost, on average, $24,000. Psoriasis patients do not have equal access for these equally
important treatment options because of the disproportionate cost-shifting for phototherapy.

®  Other treatments for psoriasis, while important options for some patients, can have serious side effects, including death, liver
toxicity, kidney failure, cancer, birth defects, and infections such as tuberculosis.

® Itis estimated that only one out of eight dermatologists in Illinois now offers the safe and inexpensive phototherapy treatment
option for psoriasis. A national survey of dermatologists has established that this decline is due at least in part to decreasing
demand related to exorbitant out-of-pocket copays.

° Patients cannot be expected to pay larger and larger portions of the cost involved in order to access phototherapy, and
providers cannot be expected to maintain a service for which utilization is decreasing.

A fair solution is needed: reduce copays to ensure access to safe, less expensive treatments

®  Phototherapy is a relatively inexpensive treatment. For example, the national average rate! for a typical psoriasis phototherapy
procedure is approximately $63. At this rate, with a $50 patient copay, the insurance company assumes $13 (or 20 percent),
placing the bulk of the cost burden squarely on the patient.

©  This cost-shifting can deter patients from pursuing treatment at all, resulting in long-term costs as these patients worsen without
treatment. This may also result in patients moving on to treatments with lower copays, but higher cost to the health care system.

° Equal access must be ensured for phototherapy treatment— an essential safe and effective psoriasis treatment option.

In 2010, the Illinois General Assembly passed HR 1171 (Representative Lang) and SR 792 (Senator Crotty) to urge the Department
of Insurance to study how out-of-pocket costs for phototherapy treatment affect patients. Supporters include:

The National Psoriasis Foundation Dermatology Nurses’ Association
The Photomedicine Society American Academy of Dermatology Association
Soderstrom Skin Institute

! Estimated based on the 2009 Medicare national average payment
July 22,2010



American Dermatology Associates, LLC

. 6333 Long Ave., Suite 360
We "5 fen... . Shawnee, KS 66216
We’ll take our time... (913) 631-6330

We’ll make sure.

American Dermatology Associates

Consent for Narrow-Band (NB) UVB Treatment

NB UVB is the administration of light to treat various skin diseases including psoriasis. Previously, many
different wavelengths of light (broad band) in the ultraviolet B spectrum were given to treat skin diseases.
However, it was found that giving only very limited wavelengths (narrow band) of light was as or more
effective as broad band, while offering an apparently better side effect profile in the form of less burning,
skin damage, and possibly skin cancer.

You will be required to undergo MED testing before actually undergoing the light treatments. MED
stands for Minimal Erythema Dose. The purpose of this testing is to see at what dose of light your skin
starts to burn, so that we can start your treatments at the highest dose possible while reducing the risk of
burning your skin. To perform the MED’s you will enter the booth with a glove around your arm. This
glove has little strap “windows” that can be opened or closed. All of your skin will be covered except for
the open windows on the glove placed on your arm. You will also be required to wear protective glasses
while undergoing the MED testing. While in the booth, the photo therapist will intermittently tell you the
close one of the windows on your glove. Do this promptly and in the order that she tells you. Failure to
do this could result in an incorrect dose of light being delivered to your skin when you start the actual
treatments. This could result in severe burning of your skin. Please make sure you understand the photo
therapist’s instructions BEFORE entering the booth. Initial

You will then come back the next day to have the doctor read the results of the MED testing. He/she will
then prescribe a dose of light based on these results.

You will begin treatments at 3 times a week (Monday, Wednesday and Friday). When you arrive at our
office, you will be asked to undress and apply plain Vaseline or mineral oil to your skin prior to the
treatment. YOU are responsible for bringing this in with you on the treatment days. You must also
remove all necklaces, bracelets, and watches before entering the booth.

After undressing, you will next be asked to wear protective clothing in areas where we do not want you to
receive the light. This includes the face and the genital areas. Men will be required to wear a “jockstrap”
in the light booth; women will be required to wear thong underwear. Women who do not have disease on
their breast should wear a dark cotton bra in the booth. You should wear the exact same model of
undergarment every dingle time!! Because each dose of light that you receive will be higher than the last,
if an area of your skin that was not previously exposed to the light gets exposed to the higher dose of light
without time to adjust, you will get a burn!! You may keep your undergarment at our facility, but should
take them home from time to time for cleaning. You will also be asked to wear a paper bag over your
head and neck and protective eyeglasses during the treatment. This is to protect your face and neck from
the light. Again it is important to wear the bag in the same manner as the previous treatment to prevent
burning. Initial

© American Dermatology Associates, LLC Page 1
www.kcdermatologists.com



It is very important that you keep every appointment, especially during the clearing phase (the first 25
treatments). Missing appointments will decrease the effectiveness of the treatment and could end up
exposing you to higher doses of light in the long run!

You MUST tell the photo therapist if you start any new medications by mouth, because certain medicines
may make you more sensitive to light and more apt to burn. You should also not start any new herbal
medications while you are undergoing photo therapy as they may make you more sensitive to light.

Initial

You should also apply a broad spectrum sunscreen to the light exposed areas of your body after leaving
the booth to prevent further sunburn or sun damage. Initial

I understand the above mentioned instructions, and also understand that other treatments are available for
my skin condition including topical, oral, and injectable medications. After considering the risks and
benefits of these options, Dr. Belsito and I have decided to pursue NB UVB treatment despite its risks,
which include skin cancer, skin damage, freckles, wrinkles and, if I were to remove the protective goggles
and look into the lights, severe eye damage including blindness. I also understand that it is important that
I follow up monthly while on the light treatment to check for skin cancer, and at least yearly after
finishing the therapy to check for skin cancers. Initial

I understand that NB UVB is not a cure for my skin condition, but a treatment that hopefully will cause
improvement in my skin problem. I also understand that I may not get any better, and/or possibly worse,
with this treatment; successful treatment, either written or implied, is not guaranteed. I agree to undergo
NB UVB under the direction of Dr. . This authorization extends to his/her associates,
including other physicians and assistants selected by him/her to carry out NB UVB therapy. I understand
that I am free to withdraw my consent and stop NB UVB at any time. By signing this agreement, I
acknowledge that I have received a copy of this consent as well

Signature of Patient Date
Signature of Witness Date
Printed Name of Witness

© American Dermatology Associates, LLC Page 2
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November 16, 2010
To:  Illinois Healthcare Reform Implementation Council

From: Sheila Rittenberg, Sr. Director Advocacy & External Affairs
National Psoriasis Foundation

RE:  Psoriasis and phototherapy treatment

On behalf of the National Psoriasis Foundation, thank you for the opportunity to submit our
comments regarding psoriasis and phototherapy, an effective treatment method that is in decline
because of soaring costs to patients. The National Psoriasis Foundation serves about 1.5 million
patients a year through programs online and across the country. We are the leading patient
advocacy organization in the nation for people with psoriasis and psoriatic arthritis, and are
govemned by a national Board of Trustees and a Medical Board that is comprised of the country’s
leading experts in dermatology and rheumatology.

For years, light therapy or phototherapy — one of the oldest and safest treatments for psoriasis —
has teetered on the edge of decline because of rising costs shouldered by patients. Over the past
months and years, we have received calls and emails from patients who cannot afford these
copayments or coinsurance, and have continually heard from dermatologists who cannot keep up
their phototherapy practices because demand is in decline.

Although we are excited to be leading this work in Illinois, the road here has been an arduous
one. We initially wrote 100 major insurers in the U.S. about the problem. We educated specific
health insurers about the consequences of their policies to patients. We spearheaded a letter-
writing campaign to several insurance commissioners across the country. The result was always
the same: take action at a higher level; pursue legislative change. As a result, we introduced
legislation to curb the rising costs of phototherapy for the consideration of the 96" General
Assembly in 2010,

Currently we are working to bring stakeholders — patients, health care providers, insurers, and
policy makers — together to identify opportunities to find a reasonable solution to the problem of
high phototherapy costs. It is in this context that we urge the Illinois Healthcare Reform
Implementation Council to address aspects of this issue as you consider the many components of
improving our health care system.

As you may know, psoriasis is the nation’s most prevalent autoimmune disease, affecting some
7.5 million Americans and an estimated 325,000 in Illinois. About 18 percent of those — or
59,000 Ilinois residents — would use phototherapy. The disease most often first strikes between
age 15 and 25, and requires steadfast treatment and lifelong attention. We now know that
individuals with psoriasis are also at elevated risk for other chronic and serious health conditions

6600 SW 92nd Ave., Suite 300 | Portland, OR 97223-7195 | 503.244.7404 | Fax 503.245.0626
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November 16, 2010
To:  Illinois Healthcare Reform Implementation Council

From: Sheila Rittenberg, Sr. Director Advocacy & External Affairs
National Psoriasis Foundation

RE:  Psoriasis and phototherapy treatment

On behalf of the National Psoriasis Foundation, thank you for the opportunity to submit our
comments regarding psoriasis and phototherapy, an effective treatment method that is in decline
because of soaring costs to patients. The National Psoriasis Foundation serves about 1.5 million
patients a year through programs online and across the country. We are the leading patient
advocacy organization in the nation for people with psoriasis and psoriatic arthritis, and are
governed by a national Board of Trustees and a Medical Board that is comprised of the country’s
leading experts in dermatology and rheumatology.

For years, light therapy or phototherapy — one of the oldest and safest treatments for psoriasis —
has teetered on the edge of decline because of rising costs shouldered by patients. Over the past
months and years, we have received calls and emails from patients who cannot afford these
copayments or coinsurance, and have continually heard from dermatologists who cannot keep up
their phototherapy practices because demand i8 in decline.

Although we are excited to be leading this work in Ulinois, the road here has been an arduous
one. We initially wrote 100 major insurers in the U.S. about the problem. We educated specific
health insurers about the consequences of their policies to patients. We spearheaded a letter-
writing campaign to several insurance commissioners across the country. The result was always
the same: take action at a higher level; pursue legislative change. As a result, we introduced
legislation to curb the rising costs of phototherapy for the consideration of the 96™ General
Assembly in 2010.

Currently we are working to bring stakeholders — patients, health care providers, insurers, and
policy makers — together to identify opportunities to find a reasonable solution to the problem of
high phototherapy costs. It is in this context that we urge the Illinois Healthcare Reform
Implementation Council to address aspects of this issue as you consider the many components of
improving our health care system.

As you may know, psoriasis is the nation’s most prevalent autoimmune disease, affecting some
7.5 million Americans and an estimated 325,000 in llinois. About 18 percent of those — or
59,000 Illinois residents — would use phototherapy. The disease most often first strikes between
age 15 and 25, and requires steadfast treatment and lifelong attention. We now know that
individuals with psoriasis are also at elevated risk for other chronic and serious health conditions
such as cardiovascular disease, diabetes, stroke, and malignancies. People with psoriasis are at
increased risk for depression and anxiety, and are twice as likely to have thoughts of suicide as
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Comments from the National Psoriasis Foundation November 16, 2010
Illinois Healthcare Reform Implementation Council

people without psoriasis or with other chronic conditions. Psoriasis has found to be an
independent risk factor for mortality, and in fact people with severe psoriasis die four years
younger, on average, than those without the disease.

percent of people with psoriasis also develop psoriatic arthritis, which without treatment can be
potentially disabling and crippling.

What is perhaps most important to understand is that psoriasis is a disease with its own mind. It
is individual to each patient and as diverse as people are themselves, Certain psoriasis treatments

person at one point may prove ineffective over time. There are different factors, such as stress,
infection or hormonal changes that may firigger onset or flare-ups. The challenge is for
dermatologists to be able to strategize about treatments to ensure that the most appropriate and
effective option is being prescribed for a given patient at a given time.

A decade ago, we had far fewer choices in psoriasis treatments than we do today. Fortunately,
the set of options has grown. We think of all these treatments — topical creams, phototherapy,
oral systemic medications and a newer class of drugs, biologics — as a “toolbox™ of options for
psoriasis patients. Phototherapy is a form of treatment that provides concentrated doses of
ultraviolet light to patients who typically stand in a “light box.” Not every treatment in the
toolbox is right for every patient but doctors need access to all the available options in order to
treat psoriasis effectively. To quote one of our dermatology leaders, “just because you have a
screwdriver doesn’t mean you don’t need a hammer,”

Dermatologists have relied on phototherapy for decades as an important and safe treatment
modality; unfortunately, the mounting cost to patients is ruling out this option for many. Because
multiple visits are required in phototherapy treatment, it can cost thousands of dollars in out-of-
pocket expenses. This is because insurance companies require a copayment for each treatment
and the amount of these copays is soaring,

The Psoriasis Foundation recently surveyed more than 1,000 dermatologists across the country.
Ninety percent of those who responded reported that the high cost of phototherapy copayments,
which can be $50 or higher per treatment, limits a patient's ability to undergo this form of
treatment.

For many patients who cannot sustain this level of copay, the irony is they are “bumping up” to
biologic treatments, which can mean lower patient copays but much higher costs to the system.
Compare $3,500 a year to $24,000. The first is the typical cost annually of a phototherapy
treatment regimen; the second is the average annual cost of a biologic treatment. Yet, a
phototherapy patient is paying as much as $600 a month in copays while a biologics patient may
be paying $10 a month.

The disparity in costs simply does not make sense. And there is a group of patients who is being
forced to go directly to biologics because they cannot afford the less expensive, and less invasive
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phototherapy. Adding to this, some patients need phototherapy in combination with other

treatments — phototherapy is routinely used in concert with topical treatments and also together
with biologics.

Mary Gunderson is an example of a psoriasis patient in llinois who enjoys 80 percent clearance
of her psoriasis when she treats with phototherapy. Unfortunately, her copay per treatment is
$45. Mary’s doctor prescribed two treatments a week, which keeps her psoriasis under control.
However, she cannot afford paying the $450 every five weeks for the copays — in addition to the
$167 premium she covers every two weeks for her insurance coverage.

Unless the copayment problem is addressed, we are looking at the potential demise of
phototherapy - a safe, reliable and relatively inexpensive psoriasis treatment. Patients cannot be
expected to pay larger and larger portions of the cost involved in getting this necessary medical
care. And doctors cannot be expected to maintain services and facilities that are being used less
and less.

In addition to the physical and psychosocial impacts of these diseases, psoriasis and psoriatic
arthritis cost the nation an estimated $11.25 billion annually due to direct and indirect health care
costs - with the highest cost being missed work. People with psoriasis, particularly those with
moderate to severe disease, have significantly higher health care resource utilization and costs
than the general population. Those with severe disease are significantly more likely to be
considered “low-income” than those with mild disease and to report psoriasis is the reason they
are not working. Furthermore, recent patient surveys indicate that 44 percent of patients,
including those with health coverage, have gone without treatment due to financial or insurance
issues. The currently unmet medical needs of this population will certainly surface as the
Affordable Care Act is implemented. The Illinois Healthcare Reform Implementation Council
has the opportunity to proactively address some of the need by curtailing phototherapy costs — a
solution with considerable potential for both cost effectiveness and improvement to health
related quality of life for patients.

The Psoriasis Foundation is hopeful that the state of Ilinois will intervene to reverse the trend of
rising copayment costs, allowing people with psoriasis who should be on phototherapy the access
to that treatment that they need. We urge the Illinois Healthcare Reform Implementation Council
to take action on this issue by:

° Ensuring that health plans participating in the Exchange minimize copays and
coinsurance for phototherapy treatment. Patient out-of-pocket costs for management of
this chronic condition should not stand in the way of adherence to ongoing medical care
and treatment.

° Facilitating continuity of care for low-income patients who may move between Medicaid
and private health insurance offered through the Exchange. For patients with Medicaid,
it is critical to ensure that a robust network of dermatologists offering phototherapy
treatment participate in Medicaid, and continue to provide affordable access for office
visits. Patients who move from Medicaid to the Exchange should not have their treatment
disrupted by the need to change providers, or by the imposition of unaffordable
copayments. For patients with psoriasis, ongoing access to treatment is crucial to
controlling the disease so they are able to participate fully in society and in their places of
work.
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° Engaging with stakeholders - patients, health care providers, insurers, and policy mak
— to raise awareness about the potential cost savings that may be realized by removing

Thank you again for the opportunity to bring this issue that is important to thousands of people in
Ilinois to your attention. Please contact me (sriftenberg@psoﬁasis*.org, 503.546.8365) if you

have any questions or if the Foundation can be of assistance to the Illinois Healthcare Reform
Implementation Council.
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The Biology of Sunlight and Indoor Tanning

Indoor tanning equipment, like outdoor sunlight, emits UVA (ultraviolet A) and UVB (ultraviolet B) light. Of the UV light
emitted by the sun at noon in the summer in the United States: 95 percent is UVA and 5 percent is UVB. The majority
of professional indoor tanning units emit 95 percent UVA and 5 percent UVB in regulated doses similar to summer sun.

Though indoor tanning equipment is regarded as a surrogate for natural sunlight, professional indoor tanning salons
understand that it is inappropriate to make health claims about indoor tanning or to downplay the risks associated with
indoor tanning services. But regardless of what a facility can say about its services, surveys show many indoor tanners
utilize tanning services for more than just the cosmetic tan.

* One benefit of indoor tanning is that trained operators can give a tanner controlled UV exposures to
gradually develop natural sunscreen - often called a *base tan” — while minimizing the risk of sunburn.

* Insunny environments many fair-skinned people can sunbum during normal outdoor activities even while
wearing sunscreen. But with a base tan their sunscreen becomes more effective and they are much less
likely to sunbum.

¢ Millions of indoor tanning customers frequent U.S. indoor tanning salons for their own self-treatment of
cosmetic skin conditions such as psoriasis, eczema, acne and other non-cosmetic tanning reasons.

*  An estimated three million indoor tanning consumers said they referred to tanning facilities by their doctors
with an estimated one million referred by their dermatologist.

* Vitamin D production is associated with human exposure to ultraviolet-B (UVB) emitted in sunlight and by
the majority of commercial indoor tanning equipment. While the North American indoor tanning industry
conducts indoor tanning as a cosmetic service, an undeniable physiological side effect of this service is
that indoor tanning clients manufacture vitamin D as a result of indoor tanning sessions.

¢ Vitamin D is a hormone produced naturally when skin is exposed to UVB in sunlight or indoor tanning
units. Scientists through thousands of studies now recommend vitamin D blood levels of 40-60 ng/ml. Only
those who get regular UV exposure have those levels naturally.

¢ Vitamin D sufficiency is linked to a reduction in 105 diseases, including heart disease, diabetes, multiple
sclerosis and most forms of cancer. It is believed that vitamin D deficiency contributes to nearly 400,000
premature deaths and adds a more than $100 billion burden to our health care system.

* 77 percent of Americans are considered vitamin D deficient according to vitamin D experts and overzealous
sun avoidance is the only plausible explanation for the 50 percent increase in that figure in the past 15 years.

The professional sunbed salon community believes that, for those individuals who can develop tans, the benefits of
non-buming exposure to ultraviolet light in appropriate moderation outweigh the easily manageable risks associated
with overexposure and sunburm.
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Benefits of Moderate Sun Exposure

Dr. Robert S. Stern, chair of the Department of Dermatology at Harvard-affiliated Beth Israel Deaconess
Medical Center , calls them “solar-phobes”: people so concerned about getting skin cancer that they stay
inside or cover every bit of skin. “They cover up like they were going out into the Arabian Desert " he says.
The marketing of ultrablocking sunscreens and special sun-protective clothing plays into these fears.

There's no getting around the fact that sunlight is hard on your skin. Age gets blamed for wrinkles and
rough, dry skin. But the real culprit is a combination of age and sun that dermatologists call photoaging. The
short UVB wavelengths that cause sunburn can also damage DNA and suppress the skin's immune system.
The longer, more penetrating UVA wavelengths may create highly reactive oxygen molecules capable of
damaging skin cell membranes and the DNA inside.

The relationship between sun exposure and skin cancer risk isn't as straightforward as you might think.
Genes are a factor, of course: Some protect, some promote. So is skin type: People with pale skin who
sunburn easily and don't tan are more likely to get sun-related skin cancer. As for exposure, the “dose” and
its timing are crucial. Several studies have suggested that suddenly getting a lot of sun is more dangerous
then steady exposure over time.,

There's also evidence that exposure when you're young — perhaps before your 20th birthday — matters
most. A large Scandinavian study of melanoma risk published in the Journal of the National Cancer Institute
in 2003 found that adolescence is the most dangerous time to get a sunburn. Recent sun exposure doesn't
seem to be associated with basal cell carcinoma, the mildest form of skin cancer. Squamous cell carcinoma
appears to be different. Cumulative and recent exposure to sunlight at any age is strongly associated with
actinic keratoses, scaly growths on the skin that are a risk factor for that type of skin cancer.

The same DNA-damaging, sunburn-causing UVB wavelengths that sunscreens are designed to block also
do some good: They kick off the chemical and metabolic chain reaction that produces vitamin D. Research
shows that many people have low vitamin D levels. There is a well-documented relationship between low
vitamin D levels and poor bone health. Now links have been made to everything from multiple sclerosis to
prostate cancer. “Linking” low vitamin D with these diseases doesn't prove cause-and-effect, but it suggests
that possibility. Getting some sun may also shake off the wintertime blues: Research suggests that light
hitting your skin, not just your eyes, helps reverse seasonal affective disorder (SAD). Moreover, being
outside gets us golfing, gardening, and engaging in other types of physical activity.

Nobody wants to get skin cancer, but we've gone from sun worship to sun dread. Dr. Stern and others say
there is a middle way that includes using a sunscreen with a sun protection factor (SPF) of at least 15 when
you're outside for an extended period and wearing a hat and shirt around midday. So when summer’s here,
get outside and enjoy it!



Tanning is associated with optimal vitamin D status
(serum 25-hydroxyvitamin D concentration) and higher

bone mineral density'

Vin Tangpricha, Adrian Turner, Catherine Spina, Sheila Decastro, Tai C Chen, and Michael F Holick

ABSTRACT

Background: Vitamin D is made in the skin on exposure to solar
radiation, and it is necessary to optimal skeletal health. Subjects who
use a tanning bed that emits ultraviolet B radiation (290-315nm) are
likely to have higher 25-hydroxyvitamin D [25(OH)D] concentra-
tions than do subjects who do not regularly use a tanning bed.
Objective: The first objective of this study was to ascertain whether
subjects who regularly use a tanning bed have higher 25(OH)D
concentrations than do subjects who do not use a tanning bed. The
second objective was to ascertain whether higher 25(OH)D concen-
trations correlated positively with bone mineral density.

Design: This cross-sectional analysis examined 50 subjects who
used a tanning bed at least once a week and 106 control subjects.
Each subject gave a blood specimen for measurement of serum
25(0OH)D and parathyroid hormone concentrations. Each subject
underwent bone mineral density testing of the hip and spine.
Results: Subjects who used a tanning bed had serum 25(0H)D
concentrations 90% higher than those of control subjects (115.5 +
8.0and 60.3 + 3.0 nmol/L, respectively; P < 0.001). Subjects who
used a tanning bed had parathyroid hormone concentrations 18%
lower than those of control subjects (21.4 + 1.0 and 25.3 + 0.8
pg/mL, respectively; P = 0.01). Tanners had significantly higher
BMD and z scores at the total hip than did nontanners.
Conclusion: The regular use of a tanning bed that emits vitamin
D-producing  ultraviolet ' radiation 'is’ associated  with higher
25(OH)D concentrations and thus may have a benefit for the
skeleton. Am J Clin Nurr 2004;80:1645-9.

KEY WORDS Vitamin D deficiency, secondary hyperpara-
thyroidism, vitamin D, bone mineral density, bone mineral content,
tanning

INTRODUCTION

Vitamin D is a secosteroid hormone that is made naturally in
the skin. The precursor to vitamin D exists in the skin as
7-dehydrocholesterol, which is converted to previtamin D; when
exposed to solar ultraviolet B (UVB) radiation of 290—315-nm
wavelength (1, 2). Previtamin D; undergoes thermal isomeriza-
tion to form vitamin D;. Once formed, vitamin D, enters the
circulation and is bound to the vitamin D— binding protein. Vi-
tamin D can also be obtained from the diet via consumption of
vitamin D—fortified foods such as milk and cereals and foods that
naturally contain vitamin D, including fatty fish such as salmon

Am J Clin Nutr 2004;80:1645-9. Printed in USA. © 2004 American Society for Clinical Nutrition

and mackerel (3). Adequate vitamin D status is important for
optimal bone health (4), and chronic vitamin D deficiency leads
to osteomalacia and osteoporosis in adults (3—6). Clinical studies
have shown a positive effect on bone mineral density (BMD)
after supplementation with vitamin D (5, 6). Higher blood con-
centrations of 25-hydroxyvitamin D [25(OH)D] during child-
hood correlate positively with greater adult BMD (7). Further-
more, serum 25(OH)D was positively correlated with BMD in
both men and women of all races (8).

There is increased concern about skin cancer, which has cre-
ated a fear of causative sunlight exposure (9—1 2). Melanoma is
the most serious form of skin cancer. It should be recognized that
most melanomas occur in areas that are not exposed to the sun
(13) and thatit is the number of lifetime sunburn experiences, the
number of moles, and red hair that increase the risk of this deadly
disease (12). The use of sunscreen with a sun-protective factor
(SPF) of =8 reduces the amount of vitamin D, produced in the
skin by >95% (14). A lack or scarcity of sunlight exposure leads
to vitamin D deficiency (15-20). Adults who use tanning beds
that emit vitamin D;-producing UVB radiation (17, 19, 21)
should be able to make vitamin D, in their skin and increase the
circulating 25(OH)D concentrations. We evaluated the possibil-
ity that higher serum 25(OH)D concentrations could correlate
with higher BMD in subjects who were exposed to UVB radia-
tion (ie, used a tanning bed) at least once a week.

We conducted a study to ascertain the serum concentrations of
25(OH)D and BMD at the hip and spine in a group of adults who
used tanning beds and in a control group of nontanners. We
sought to ascertain whether there was a significant positive
correlation between circulating serum 25(OH)D concentra-
tions and BMD.

! From the Vitamin D, Skin and Bone Research Laboratory (AT, CS. SD.
TCC, and MFH) and the Section of Endocrinology, Diabetes and Nutrition
(AT, KS, 8D, TCC, and MFH), Department of Medicine, Boston University
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and Lipids and the Department of Medicine, Emory University School of
Medicine, Atlanta (VT).
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versity School of Medicine, M-1013, 715 Albany Street, Boston, MA 02118.
E-mail: mfholick @bu.edu.
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America’s dangerous heliophobia

by MICHAEL HOLICK

BOSTON

LIFE ON OUR PLANET requires sunlight to survive.
And most organisms work hard to get it. Jungle reptiles
often compete with each other to find the highest, warm-
est surfaces for sunbathing. Rain-forest plants race to fill
rare, sunny openings in the thick canopy left by fallen trees.
And some flowers even bend their stems to follow the sun’s
movement across the sky.

Humans also need sensible sun exposure. But unlike the
rest of life on earth, we actively work to avoid the sun.

In recent years, several dubious groups have launched

smear campaigns against the sun, blurring the line between
overexposure — a very real threat to our heath — and any
2xposure at all. The sunscreen industry constantly warns the
public to “cover up” before venturing outside. Store shelves
are flooded with products promising increasingly higher
sun-protecting factors (SPF). And the latest children’s swim
trunks cover more skin than a nun’s habit.
This frantic obscuration has hurt us in an unexpected arca:
nutrition. The Centers for Disease Control and Prevention
estimates that more than 180 million Americans — 60 per-
cent of the population — are not getting enough Vitamin D.

Though certain foods contain trace amounts, it’s virtu-
ally impossible to get enough vitamin D through diet alone.
The National Institute of Health lists sunlight as “the most
important source of vitamin D.” Our bodies produce the
aptly named “sunshine vitamin” when ultraviolet (UV') rays
reach our skin. To produce the amount that most experts
now agree is the minimum daily requirement (about 1,000
to 2,000 international units), one would need to expose 25
percent of one’s body for around 10 minutes at least 2-3
times a week during spring, summer and early fall.

We don’t even come close.

Geography, weather, pollution and sunscreen limit the
amount of UV available. Even factors as simple as the sca-
son play a role. For instance, during this time of year, sun-
light is a scarce commodity, especially for Americans in the
northern states.

Without Vitamin D, our bodies cannot build strong
bones or maintain a healthy immune system. New research
indicates that the sunshine vitamin plays a vital role in the
prevention of many deadly illnesses, including multiple scle-
rosis, tuberculosis, schizophrenia and hearr disease. Health
officials estimate that as many as 47,000 cancer deaths could
be prevented each year in America if adequate vitamin D
levels were attained. But sun-scare messengers and health
“experts” irresponsibly urge us to wear lotions and cosmet-
ics with added SPF, which can block up to 100 percent of
our vitamin D production.

Vitamin D deficiency is contributing to hundreds of
thousands of cases of chronic and terminal diseases. That
means that the sunlight myths perpetuated by the skin-care
industry aren’t only misleading. They’re deadly.

We need sunlight as we need water, food and a roof over
our heads.

It would be false prudence to completely avoid the sun
to prevent skin cancer. Yes, too much UV light is unhealthy.
However, too much of any good thing can be bad for your
health. And too much UV avoidance can be downright
dangerous.

When it comes to sunlight, the old adage holds true: Ev-

erything in moderation.

Michael Holick, M.D., is the director of the vitamin D, skin,
and bone research laboratory at Boston University Medical
Center. He authored The UV Advantage.
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DHA SPRAY TANNING:
THE FACTS

Approved by the FDA as a cosmetic skin-coloring agent since 1977, DHA (dihydroxyacetone) is the
main active ingredient in self-tanning cosmetics. Its usage has peaked as a complement to UV
tanning services in recent years. Because more and more sunbed users are also using DHA spray
tanning as part of an active skin-care regimen, here are some answers to commonly asked
questions about DHA.

B What is DHA?

DHA is simply a carbohydrate (sugar) compound used in many cosmetics. Often derived from a
vegetable source like beets or sugar cane, its properties as a skin darkener were first discovered in
the 1920s but weren't marketed until the 1960s. It is approved by the U.S. FDA and recommended
by the Canadian Health Ministry for usage in externally applied sunless tanning products.

B How Does It Work?

DHA is a colorless sugar that interacts with the dead cells on skin's surface to darken it over a
period of several hours. Many self-tanning products also include immediate cosmetic bronzers to
produce an immediate darkening. Unlike a UV-induced suntan, in which melanin in live skin cells
turns brown to protect cells from sunbumn, a DHA tan is a cosmetic browning that does not protect
the skin from sunburn.

H What About Spray Tanning?

The FDA has approved DHA for external application to your skin. For spray applications, whether
at a salon or in using an over-the-counter self-spray product, FDA recommends you take protective
measures to eliminate eye contact, inhalation or ingestion during your spray tan session, such as:

* Using protective eyewear * Wearing nose filters
* Sealing lips with lip balm * Using protective undergarments

® Has Any Agency Ever Evaluated the Safety of DHA?

Yes. The independent European Commission, a group organized to standardize and oversee
consumer product safety testing, in 2010 concluded that DHA and its spray tanning applications
are safe to the consumer. While FDA has approved DHA for external usage since 1977, it does not
regulate spray tanning specifically.



6313 Maryland.govMail - Tanning Beds
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robin@sunseekersusa.com <robin@sunseekersusa.com>
To: dhmh.envhealth@maryland.gov

Robin Eason

2705 Deer Park Rd.
Finksburg, MD 21048-2249
June 1, 2013

Nancy Senvatius
Environmental Health Bureau
201 West Preston Street
Third Floor

Baltimore, MD 21201

Dear Ms. Servatius:

ZERO Complaints have been lodged against Maryland Indoor Tanning Salons,
7ERO.

By initiating this social media effort, you are instigating a form of
bullying and harrassment.

Indoor Tanning does not cause skin cancer. The is NO conclusive evidence
to support such a claim.

The Consent Form is a Consent Form, not a warming label.

The FDA is responsbible for mandating Warning Labels which are affixed to
every Tanning Equipment.

Sincerely,

Robin Eason

https://mail.g oogle.comymail/b/250/w/0/?ui=2&ik=b1 9c05bdad&view=pt&search=inbox&th=1 3f007fe9c66a29f

Sat, Jun 1, 2013 at 12:09 PM
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May 28, 2013 DHMH Hearing

Ref: Maryland Parent/Guardian Consent Form

Please replace all of your bullet point warnings with the following:

e The American Academy of Pediatrics have expressed health concerns related to
repeated over-exposure (sunburn) to ultraviolet light; indoors or outdoors.

e An increased risk of skin cancer and other skin problems may be related to repeated
over-exposure to ultraviolet light, precautions are necessary for moderate and controlled
tanning.

Over-exposure to UV light may cause erythema (sunburn).

® According to FDA’s regulations 21CFR 1040.20 (c) (4): it is a requirement that compliant
protective eyewear be worn when using a tanning device.

® Medications may increase your sensitivity to UV light; indoors or outdoors.

e Consult with your physician before using tanning devices if you are pregnant, using
medications, have a history of skin problems, a family history of skin cancer or believe
yourself especially sensitive to sunlight.

e The Fitzpatrick Skin Typing Chart must be used to determine the individual skin type of all
tanners. The label on each tanning device mandated by the Food and Drug Administration
states that for Skin Type | — Sensitive, use of the tanning device is “NOT ADVISED”



Vitamin D3 Deficiency is Linked to Various llinesses and Diseases Including:

Alzheimer’s disease
Arterial Stiffness
~thma

. .atism

Bi-Polar

Blood Pressure (Raised)
20 different types of Cancers including:

- Breast - Lymphoma
- Colon - Melanoma
- Colorectal - Ovarian
- Lung - Prostate

Congestive Heart Failure

Crohn’s disease

Cystic fibrosis

Dementia

Dental Cavities

Depression

Diabetes 1 and 2

Fibromyalgia Pain

Flu and Cold conditions

Heart disease

Hearing loss

High Blood Pressure

Hypertension

Infections

2rtility (men & women)

Inflammatory Bowel Disease

Insomnia

Macular degeneration

Menstrual Problems

Migraines

Multiple Sclerosis - (sunlight exposure reduces the death rate from MS by as much as 76%)

Muscle pain

Obesity

Osteoporosis and other bone health - (estimated 25 million effected for lack of Vitamin D)
Parkinson’s disease
Periodontal disease
Polycystic Ovary Disease
Pre eclampsia
Reduced C-section risk
Respiratory infections
Rheumatoid Arthritis
Rickets
Schizophrenia
Sczema & Psoriasis
Seizures
S~pticemia

1s of aging
Stroke
Tuberculosis

33,800 Studies have proven that Vitamin D3 is necessary for optimal health, and that the benefits far outweigh any risks.




5 Reasons 'Tan Ban' Legislation
Would Be A Mistake

While the professional tanning community supports constructive and cooperative measures to increase UV
awareness and sunburn prevention, a matter our market takes very seriously, passage of legislation
denying teenagers with their parents consent access to indoor tanning facilities would actually hurt more
people than it helps and will lead to an /ncrease in sunburn and skin injury. Proponents of such a measure,
however well-intentioned, ignore conflicting research and confounding information and are doing the wrong
thing for the right reasons. Specifically:

1. Is this a public health issue or a competitive issue? Dermatology has lost $5 billion in phototherapy
business, as clients are opting for more-affordable self-treatment of cosmetic skin diseases in tanning
salons. Dermatology uses identical sunbeds in their offices to treat cosmetic skin diseases. "Phototherapy"
sessions cost as much as $150 a session and are billed to insurance companies. If artificial UV devices
were as dangerous as some reports suggest, why would dermatologists continue to use phototherapy
sunbeds for the “safe” treatment of cosmetic skin conditions?

2. The science does not support it. Professional tanning salons are not the problem. Ban proponents
have misrepresented the World Health Organization's data on this topic, which actually points to medical
use of sunbeds for the treatment of cosmetic skin diseases and unmonitored home tanning units, but not
professional tanning salons':

WHO REPORT BY CATEGORY RISK FACTOR
Dermatology psoriasis sunbeds: 96% increase
Professional tanning salon sunbed usage 6% increase

3. Parents do not support it. Two-thirds (67.1 percent) of American parents with teenagers support the
tanning industry's current parental consent standard, according to a study of more than 1,000 adults with
teenagers conducted by International Communications Research. Only 27.3 percent were in favor of new
restrictions on teenage access to tanning facilities.

4. A ban will cost businesses and taxpayers money to implement. Enforcement of this provision will
cost taxpayers money to implement, will hurt small businesses and ultimately will not affect consumer
behavior. Bill proponents are overstating the risks of regular non-burning UV exposure and consumers know
it -- they will seek other options.

5. A ban will accomplish the opposite of what sponsors intend. Independent surveys have established
that teens will simply tan more aggressively outdoors or will tumn to unregulated home tanning units in
friends’ basements if they are not permitted to tan in salons with their parents consent. That simply drives
the issue underground into sunbeds that do not have the exposure controls that are present in professional
tanning facilities. Sunburn will increase, not decrease.

CONCLUSION: The present system works. Requiring signed consent from a parent/guardian is working.
It's what most parents want. The tanning market supports constructive efforts to bolster this standard.

1iPapas MA, Chappelle AH. Differential Risk of Malignant Melanoma By Sunbed Exposure Type. Proceedings of 3rd North
American Congress of Epidemiology. Am J of Epid. 2011; 1003
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U.S. Professional Indoor Tanning Industry
Economic Impact

Professional indoor tanning facilities are an important part of the economy in nearly
every community in the United States, generating business that stays in local
communities. The vast majority of tanning salon businesses are small, family-owned
businesses playing a strong role in the local, state and national economy.

1.

(F'S]

There are approximately 14,000 U.S. businesses that consider indoor tanning as
their core business.

According to industry statistics, approximately 75% of indoor tanning salons
are small, family-owned businesses.

67% of U.S. indoor tanning companies have female business ownership
compared to 29% in other industries. (U.S. SBA.)

There are approximately 150,000 indoor tanning employees nationwide - more
than 80% are female.

There are an estimated 30 million U.S. indoor tanning consumers of which
approximately 75% are female.

Three million are referred by their doctors for cosmetic skin self-treatments and
other non-tanning reasons. Approximately one million of these are referred by
their dermatologists.

There is an estimated $5-10 billion in health care savings based on the number
of consumers who utilize indoor tanning as a cost-effective self-treating
alternative to expensive phototherapy treatments. According to dermatology's
own reports, psoriasis patients average 35 sessions per year at an estimated
average of $85 per session. There are an estimated 1.5 million psoriasis patients
who utilize indoor tanning for treatment.

The U.S indoor tanning industry’s total annual product and service sales are
estimated to be $2 billion.



The WHO Report on Sunbeds:
The Data Implicate Dermatology Phototherapy - Not Tanning Salons

1) IN 2006 WHO convened a panel of scientists who published a report saying clearly:

“Epidemiologic studies to date give no consistent evidence that use of indoor tanning facilities in

general is associated with the development of melanoma skin cancer.”

That report also suggested "sunbed" use increased
melanoma risk 75% in users under age 30. But
"sunbed” actually meant dermatology phototherapy
units, not professional salon sunbeds. WHO's own data
showed that dermatology phototherapy units increase
risk 96 percent while commercial salon units have no
statistically significant increase in risk. (Papas 2011). ;
The data has been pooled together by lobbying groups L fpostieion

who continue to suggest incorrectly that the 75 percent Artificial UV Radiation
number applies to tanning salons. and Skin Cancer

2) In 2009 WHO convened a second group of scientists
to review the agency's list of known carcinogens. The
panel concluded that since sunlight had long been
included on the list of potential carcinogens that
sunbeds should also be included on the list. (Being
listed a carcinogen does not mean a substance is
harmful in any dose. Sunlight is also necessary for all
living things). No new science was conducted.

3) In July 2009 WHO staff published and promoted a short essay in The Lancet suggesting that
the WHO listed sunbeds as a carcinogen - failing to report that "sunbeds" meant dermatology use
of sunbeds, instead leaving the press to believe that the report studied indoor tanning salons. It did
not. And WHO has not corrected the error.

4) In 2011 Dr. Mia Papas, an epidemiologist at the University of Delaware, presented data at the
North American Congress of Epidemiology showing that only half of the subjects in the 7 studies
used to create the "75%" statistic were tanning salon users, and that tanning salons studies alone
in the data did not increase melanoma risk significantly. Dermatology usage of sunbeds in
phototherapy procedures, in contrast, accounted for a 96% increase in risk in the WHO data.

9) To date, WHO still has not corrected this error, despite the fact that several expert scientists
have questioned the WHO's conclusions.



Insufficient evidence exists to link sunbed use to risk of
melanoma for other than those with skin phenotype |

William B. Grant, Ph.D., Sunlight, Nutrition, and Health Research Center (SUNARC)
San Francisco, Calif.

Abstract:

A recent meta-analysis found that risk of cutaneous malignant melanoma (CMM) was
significantly correlated with sunbed use. However, some of the observational studies included in
the meta-analysis included individuals with skin phenotype at increased genetic risk of CMM
without adjustment for skin phenotype, and many other risk-modifying factors were not
considered in most of the studies. To examine the role of skin phenotype in the meta-analysis,
the five studies from the UK were treated separately in a meta-analysis that did not adjust for
any confounders from any study. In the original study, the odds ratio (OR) of CMM with respect
to sunbed use was 1.15 (95% ClI, 1.00-1.30). In this study, the similar OR was 1.20 (95% ClI,
1.03-1.38). The OR for the five UK studies was 2.09 (95% ClI, 1.14-3.84), while the OR for the
other 14 studies was 1.09 (95% Cl, 0.96-1.24). Thus, when studies in which a large fraction of
the cases have an increased genetic risk for CMM based on skin phenotype are removed from
the analysis, the risk of CMM is no longer significant. There are many risk factors for CMM that
are generally not considered in such observational studies, including the beneficial effects of
ultraviolet-B irradiance, vitamin D, and a good diet (low fat, high fruits and vegetables), so it is
doubtful that such studies could be used to establish a link between CMM and sunbed
use. Those with skin phenotype I should be discouraged from using sunbeds.

Dr. William B. Grant

Sunlight, Nutrition, and Health Research Center (SUNARC)
2115 Van Ness Ave., MB 101

San Francisco, CA94109-2510, USA

Www.sunarc.org

1-415-409-1980 - voice

1-415-931-6537 - fax

wbgrant@infionline.net

.....

Curs lreatment Favgurs contro

Figure 2. Results of the meta-analysis omitting the five UK studies and adding a recent study (Ref. 39)
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Tanning beds: What do the numbers really mean?

May. 7, 2010
Dr. ivan Oranst, M.D., editor of Reuters Health, AHCJ treasurer
May has been declared “iiciaiioma Awareness Month” or “Skin Cancer Awareness Month® depending on which

group is pitching you — and reporters are doubtlessly receiving press releases and announcements from a number of
groups, including the Melanoma Research Foundation, the Skin Cancer Foundation, hospitals, doctors and other
organizations.

Those press releases often point to the vvuiia Health Organization, which reports that “use of sunbeds before the age
of 35 is associated with a 75% increase in the risk of melanoma” - a statistic often repeated in news stories about
tanning beds. But what does that really mean? Is it 75 percent greater than an already-high risk, or a tiny one? If you
read the FDA's “Indoor Tanning: The Risks of Ultraviolet Rays,” or a number of other documents from the WHO and
skin cancer foundations, you won't find your actual risk.

That led AHCJ member Hiran Ratnayake to look into the issue in March for The (Wilmington, Del.) News Jourmnai, after
Delaware passed laws limiting teens’ access to tanning salons. The 75 percent figure is based on a review of a number
of studies, Ratnayake learned. The strongest such study was = mat 1oiowea more tan 100,000 women over eight
years. Butas Ratnayake noted, that study “found that less than three-tenths of 1 percent who tanned frequently
developed melanoma while less than two-tenths of 1 percent who didn’t tan developed melanoma.” That's actually
about a 55 percent increase, but when the study was pooled with others, the average was a 75 percent increase. In
other words, even if the risk of melanoma was 75 percent greater than two-tenths of one percent, rather than 55
percent greater, it would still be far below one percent.

For some perspective on those numbers, Ratnayake interviewed Lisa Schwariz, M.D.,M.S., whose work on statistical
problems in studies and media reports is probably familiar to many AHCJ members. “Melanoma is pretty rare and
almost all the time, the way to make it look scarier is to present the relative change, the 75 percent increase, rather
than to point out that it is still really rare,” Schwartz, a general intemnist at Veterans Affairs Medical Center in White
River Junction, Vt., told him. '

In a nutshell, the difference between skin doctors’ point of view and Schwartz’s is the < LELWEEN relalive nsk
ana aosolute nsk. Absolute risk just tells you the chance of something happening, while relative risk tells you how that
risk compares to another risk, as a ratio. If a risk doubles, for example, that's a relative risk of 2, or 200 percent. If it
halves, it's .5, or 50 percent. Generally, when you're dealing with small absolute risks, as we are with melanoma, the
relative risk differences will seem much greater than the absolute risk differences. You can see how if someone is
lobbying to ban something - or, in the case of a new drug, trying to show a dramatic effect — they would probably want
to use the relative risk.

This is not an argument for or against tanning beds. It's an argument for clear explanations of the data behind policy
decisions. For some people, the cosmetic benefits of tanning beds — and the benefit of vitamin D, for which there are,
of course, other sources — might be worth a tiny increase in the risk of melanoma. For others, any increased risk of skin
cancer is unacceptable. (And of course, for the tanning industry, the benefits can be measured in other ways — dollars.)
But if reporters leave things at “a 75 percent increase,” you're not giving your readers the most important information
they need to judge for themselves.

So when you read a study that says something doubles the risk of some terrible disease, ask: Doubles from what to
what?



Putting The Risks of Indoor Tanning in Perspective

While melanoma has captured a great deal of public attention in the past 15 years, much of the discussion has been
oversimplified in stating that melanoma is caused by overexposure to ultraviolet light. In fact, the exact nature of the
relationship between melanoma and ultraviolet light remains unclear, and the mechanism by which the two may be
related is still unknown — which is why some independent dermatology researchers even question whether the two are
related at all.

19 of 24 epidemiological studies ever conducted attempting to correlate indoor tanning and melanoma
incidence show no statistically significant association. While a minority of associative survey-studies have
suggested a correlation, no direct experimental evidence exists to show a causative connection.

A 2009 opinion paper published by the World Health Organization cited a 75% increased risk for
melanoma with the use of sunbeds before the age of 35. The report failed to cite that the medical
phototherapy units used in the studies made up the majority of the increased risk — 96% while commercial
sunbed use showed an increased risk of only 6%.

Many scientists and dermatologists have taken firm positions that melanoma's connection to UV light is
unclear or doesn't exist at all.

According to government data, melanoma incidence has been growing exponentially since 1930. Sunbeds
can't be responsible for melanoma increases when they weren't available in the U.S. until 1980.

Melanoma is more common in people who work indoors than in those who work outdoors, and those who
work both indoors and outdoors get the fewest melanomas.

Melanoma most commonly appears on parts of the body that do not receive regular exposure to sunlight.
If the relationship between melanoma and sunlight were clear-cut, melanomas would appear most often
on parts of the body that receive the most sunlight.

The American Cancer Society's key document measuring cancer rates in the United States — “Cancer
Facts and Figures” — says that melanoma rates have not increased since 2000 and that rates are
declining for women under age 50 - the opposite of what anti-tanning lobbying groups claim.

Professional indoor tanning facilities educate their patrons about the potential risks of UV overexposure. Consumers
are exposed to waming signs, equipment warning labels and are required to read and sign consent forms that include
warnings about potential eye damage, photoaging and skin cancer. While this serious approach to caution is just good
sense, it needs to be noted that understanding the risks of UV exposure is not as straightforward as some suggest.



United States
Melanoma
Statistics

Mortality:
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What this Chart Says:

- Mortality data are universally recognized as the best indicators. Melanoma
mortality in the United States for ages 20-54 has been decreasing for the past

25 years, according to the government’s best data. By 2006, the mortality
rate declined even further, to 0.9 per 100,000

- Melanoma incidence and mortality are significantly higher in men than in

women. Yet virtually all public health campaigns about this disease are
directed at women.

- Inrelative terms, melanoma mortality rates are significantly lower than
other forms of cancer. A woman aged 20-54 is about 10 times more likely to
die from breast cancer than from melanoma, according to NCI data:

Melanoma: 0.9in 100,000
Breast Cancer: 9.0in 100,000



National Cancer Institute Data:
Melanoma Incidence Decreasing in Women Under Age 20

Age-Adjusted SEER Incidence Rates
By Cancer Site
Ages < 20, All Races, Female
2000-2008 (SEER 17)
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Census P25-1130). Regression lines are calculated using the Joinpaint Regression Program
Version 3.5, April 2011, National Cancer Institute

WHAT THIS CHART SHOWS:

*  Melanoma incidence in women under 20 is extremely rare -- about
1 case per 200,000 — and has decreased in the past 10 years,
according to the National Cancer Institute's data.
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Cutaneous melanoma and
intervention strategies to
reduce tumor-related mortality:
what we know, what we don’t
know, and what we think we know
that isn't so

ARTHUR R. RHODES

Department of Dermatology, Rush Medical College, Rush Universi ty, Chicago,
Illinois

ABSTRACT: The care of patients who have cutaneous melanoma (CM) has undergone a dramatic
change during the past five decades. In an increasing majority of cases, CM is being discovered in a
premetastatic phase of tumor progression. Most patients are being treated in the ambulatory setting
with a minimum of inconvenience and economic cost, and modest re-excision margins have largely
replaced the mutilating surgical exonerations that were once standard only four decades ago. Histo-
pathologic assessment of the primary tumor is the most widely used staging procedure to determine
who is most likely to develop metastatic disease. For patients who develop distant metastases, there
is no therapy currently available, based on large-scale randomized trials, that will prolong patient
survival. Therefore, establishing an early diagnosis in a premetastatic phase of tumor development
must be the overriding goal of any intervention strategy that seeks to reduce CM-related mortality.
Unfortunately, as a result of public messages that emphasize the role of ultraviolet radiation (UVR)
exposure in tumor development, most general physicians and lay people believe that most if not all
cases of CM are the direct result of UVR exposure. In fact, we do not know the case fraction of CM
directly attributable to UVR, and the unintended consequences of current messages directly linking
UVR exposure and CM development may be thwarting the primary intervention goal of reducing
tumor-related mortality. More likely to have an immediate positive impact on CM-related mortality
are public messages that encourage skin awareness and self-examination by patients, total skin
screening examinations by physicians during routine care, and periodic lifetime surveillance of
patients determined to have a high CM risk based on identifiable historic and phenotypic traits.

KEYWORDS: cutaneous melanoma, dysplastic melanocytic nevi, early detection, epidemiology of
melanoma, melanoma, melanoma intervention, melanoma of the skin, melanoma progression model,
precursors, screening
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The Skin Cancer Cover-up

Every summer we're wamned that the sun can kill. In fact, most sun-provoked lesions are benign, and not really cancers
atall. A clinical scientist writes.

Dermatology Professor Dr. Sam Shuster

Mankind and the sun have successfully maintained their unequal partnership for some considerable time.
We owe our existence to it, and Darwinian genetic and social evolution long ago taught us how to cope
with the quiddities of that existence and turn them to our advantage. For example, our bodies have
developed the ability to use the sun for the production of vitamin D essential for our bones, and certain
immune functions. That ability is passed on by the safe hand of genetic evolution, which is not subject to
the vagaries of its social counterpart.

Unfortunately our attitude to sun and ultra-violet (UV) light is subject to much perverse and dubious
technical 'advice', which society has passively accepted without questioning its provenance. Whatever the
subject, there is always a guru: there must be experts on the best way to tie shoelaces. To test this assertion
I asked Google, and found 16,500 sites purporting to give the best way to tie shoelaces! The problem is that
there are now so many gurus on the dangers of sunshine that their shadow is obliterating the sun and our
long-learnt understanding of how to live with it.

What is skin cancer?

We are told that we must severely limit our exposure to the sun and suntan lamps. If we must take a holiday
where there is an opportunity to savour the delights of sunshine we should avoid it as much as possible.
The middle of the day should be considered dead time to be spent in the shade outdoors or indoors reading
improving books. We should wear wide-brimmed hats, long-sleeved shirts or blouses, and cover legs, and
we must not forget to cover ourselves with expensive, properly ranked, sun-protective creams and lotions.
As for the children: on the few precious occasions when the clouds of a British summer evaporate, we must
not allow them out of doors before slapping on sticky sunscreens, bullying them into sweaty hats and
clothes made with high sun-protective fabrics. The reasons given for this punitive catalogue of 'don'ts' is
that sun exposure ages the skin, and causes cancer. Yet most things we do have risks: what matters is the
consequence of that risk, which depends upon the frequency and duration of exposure. Both have been
grossly exaggerated for UV and its effect on the skin.

The rejuvenation of ageing skin is a money-spinner. There is no doubt whatsoever that exposure to UV
irradiation, particularly by UVB (the shorter wavelength that causes sunburn, but doesn't travel through
window glass), gives skin a weather-beaten look, as does smoking. How long this takes and its severity
depends on the dose of sun (or smoking) and your genetically determined response to it. The causal damage
is to skin collagen, but this is only partly understood. We know that UV promotes molecular cross-links
between collagen fibres, making them less elastic, but we do not really know the consequences of this
process. While many believe that the weather-beaten 'Marlborough Man' look justifies giving up smoking,
sun exposure is different because, as we shall see later, there are trade-off benefits with other bodily
functions. However, this particular sun and smoking effect has nothing to do with the ageing process.

The fundamental defect of skin ageing is loss of collagen, the skin's main constituent, which is why ageing
skin thins. The loss is one per cent a year throughout adult life and is equal in men and women. The reason
female skin appears to age faster than male is that women have less skin collagen. This unfair difference is
equivalent to 15 years of ageing! The loss of collagen with age is genetic; it has absolutely nothing to do
with UV irradiation and occurs equally in skin that has spent its life covered or exposed. And, contrary to
the advertising blurb for anti-ageing creams - which simply irritate the skin producing inflammation that
swells the skin and conceals the wrinkles - nothing is known that reverses this loss of collagen. Ageing of
the skin is not due to UV and it cannot be overcome by the products of the cosmetic industry.



is nothing without testing, and to put it to the test I proposed to send copies of the histology slides of moles
that were labelled benign years ago, from patients found by follow-up not to have had a malignant
melanoma, to a panel of histopathologists for their diagnosis by today's criteria. No laboratory would agree
to take part in the study; although they agreed with its design they appeared fearful of its outcome.

Support for this thesis comes from a variety of sources. The most important is that while the incidence of
melanoma has increased it has not been accompanied by a corresponding change in mortality. In the UK
the annual number of melanomas in women increased by 250 per cent between 1980 and 2002, but
mortality increased by just under 30 per cent and is decreasing. The reason for the apparent improvement is
not that we have more effective therapy, but that the number of cancers has been swollen by the new wave
melanomas. These have a cure rate of 100 per cent because they were never malignant in the first place;
they are paper malignancies, benign moles reclassified!

There are other explanations for the diagnostic confusion: for example, it is possible that UV, which is
known to increase the number of moles, also induces changes that lead to them being classified as atypical,
the jargon name for the features on which the histological diagnosis of malignancy may be based. It has
been found that death from melanoma is lower in the higher social classes. Does this mean that the genetic
defect that causes the cancer is class-related? This is obvious nonsense; the more likely reason is that the
middle classes always turn up first and flock to the clinics with their benign moles which they have been
frightened into having removed, and some of these are labelled malignant when in practice they are really
benign. Until we have better diagnostic criteria it is impossible to determine if the reported increase of
malignant melanoma is genuine. The case for an increase in the prevalence of truly malignant melanoma
remains unproven.

The role of UV

Even more doubtful is the role of UV as a causal agent. The evidence is fragile and certainly does not
justify the present anti-solar terror campaign. What we might expect if UV really caused melanomas is
illustrated by the skin epitheliomas. These cancers are caused by UV. They can be easily induced by UV in
laboratory animals, and in the case of epitheliomas there is an excellent correlation between their
prevalence in patients, the latitude at which they live and between the site at which they occur and areas of
the body exposed to UV.

None of this is true of melanomas. Melanomas are difficult to produce experimentally, the correlation with
the latitude at which the patients live is marginal, and their site of occurrence does not correspond to the
intensity of its UV exposure. They are commonest on the trunk of men, the legs of women, and the soles of
the feet of Africans, a phenomenon not to be explained by exposure to the sun's rays. Their reported
increase has been much less than the UV-related skin cancers and, unlike epitheliomas, there is no evidence
that sun screens prevent them from occurring.

The problem with melanoma, as with many other branches of contemporary clinical research, is that it is
based on circumstantial evidence obtained from epidemiological studies rather than an understanding of the
pathology. Melanoma is an illustration of the muddle introduced by uncritical acceptance of epidemiology
with its almost random generation of unhelpful numbers. A preoccupation with epidemiology has distracted
us from the essential biology. For example, we still need to establish the melanoma's cell of origin. Many
think it starts in the pigment cell, the melanocyte, but it may start in the 'naevus' cell of the ordinary 'mole'.
Establishing this is vital to our understanding because we know the distribution of moles but not naevus
cells over the skin surface, let alone what makes them go malignant. It is well established that UV damage
to DNA can produce cancer; but the only sensible conclusion from all the studies to date has to be that
while this effect plays a major role in producing epitheliomas, at worst it can only be marginal for
melanomas.

The evidence on the effect of UV on the skin is surprisingly clear: it has no effect on skin ageing, which is
due to thinning of the skin and loss of collagen, although UV does give the same weather-beaten
appearance that is caused by smoking. While UV is the main cause of epitheliomatous skin cancers, which
are functionally benign, there is no hard evidence that UV is the principal cause of malignant melanomas.
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Melanoma's Public Message
Arthur R. Rhodes, M.D.

Dr. Arthur R. Rhodes is a professor of dermatology at Rush Medical College, Chicago.

The dermatologic community has worked hard to educate the public about reducing mortality
related to melanoma. But some public education messages that we've endorsed may actually be
doing more harm than good.

The three messages most in need of rethinking are:

1. Sun exposure is the major cause of melanoma.
2. You can recognize a worrisome mole with the mnemonic ABCD.
3. The incidence of melanoma is rising rapidly, and we have a crisis on our hands.

During my 10 years at the University of Pittsburgh Medical Center during the 1990s, we
conducted melanoma screenings twice per year. We memorialized the screenings after a resident
trainee who died of metastatic melanoma. He and his wife were observing a mole change in his
armpit for several years. Because the site was sun protected, they delayed seeking help until it
was too late. They were both under the impression that melanoma was caused by sun exposure.
He died of metastatic melanoma at age 28.

Another case illustrates the same problem. A 40-year-old woman came to one of our melanoma
screenings with a lesion on her leg. Subsequently, the lesion was documented to be a squamous
cell carcinoma. During the screening by my colleague Dr. Mark Seraly, he suggested a full skin
examination and discovered a large melanoma on the heel of her plantar foot. She had been
observing the plantar mole change for more than 2 years. She was under the impression that
melanoma was caused by the sun and assumed that a changing mole on her plantar foot could
not be a problem. She died of metastatic melanoma 3 years later.

Why did the medical resident and young woman ignore their changing moles for so long? They
were certain that a changing mole in a sun-protected site could not be a problem. The public
health message that melanoma is caused by the sun appeared to be responsible for delayed



About 10%-30% of cutaneous melanomas may be nodular melanomas—that is, usually black,
round, and initially small in their early phase of development. Early nodular melanomas, and other
varieties of melanoma in their early phase of development, may not fit the ABCD criteria.

Worse, the ABCD mnemonic may be obsolete. When it was first conceived in the early 1970s,
most melanomas at the time of detection had a diameter greater than 6 mm—the pencil eraser
equivalent—and only 6% were smaller.

That may no longer be the case. More recent surveys have found that 30% of cutaneous
melanomas diagnosed currently were smaller than 6 mm.

With our current ABCD message, the general public and medical community will think that if a
mole is smaller than 6 mm, they don't need to worry.

But small is good—it is what we want to find.

Smaller melanomas tend to be thinner and more curable than big melanomas. In fact, the ABCD
rule may guarantee more advanced melanomas. | would propose that the ABCD rule be dropped
for simpler and focused messages.

This brings us to the third message about which | am concerned: the declaration that the
incidence of melanoma is rising at an alarming rate.

This alarmist message may be distorting the real story. While the incidence of melanoma was
rising rapidly beginning in the mid-1970s, that is not the case now. Currently, the incidence of

melanoma is not increasing rapidly, except in one segment of the population: men and women
older than 65 years. For all other groups, the incidence appears to be leveling off.

The increase in melanoma incidence during the past 25 years may simply be an artifact of better
detection and intentional screening, akin to the way routine mammography altered incidence in
breast cancer and Pap smears in cervical cancer. The proportion of melanomas that are
metastatic is falling, and the case-fatality rate in melanoma has dropped appreciably—from about
44% in the mid-1950s to less than 20% in the late 1980s and about 15% today.

Physician education and awareness may have had an im pact as well.

For example, about 600,000 physicians in the United States in 1973 received a pamphlet
reprinted by the American Cancer Society from an atlas of cutaneous melanoma originally
published in the New England Journal of Medicine (N. Engl. J. Med. 289[19]:989-96, 1973),
spearheaded by Dr. Thomas B. Fitzpatrick, Martin C. Mihm Jr., and others from the
Massachusetts General Hospital in Boston. The melanoma incidence rate rose rapidly after that
booklet's distribution, and the rapid rise continued for about 20 years.

The fact is, we are not in an alarming situation. Rather, we are doing quite well in many respects.

The case-fatality rate for melanoma is falling, the mortality rate is leveling off or falling in most age
groups, and the 5-year overall survival rate has improved from 50% during the mid-1950s to
better than 90% currently.

The better survival rate is due not to better treatment, because there is currently no effective
treatment that prolongs survival for metastatic melanoma. We are doing better because
melanoma is being diagnosed at an earlier stage of development. Older men and women account
for the continued rise in melanoma mortality. Older men and women tend to present with bigger,
thicker, more advanced tumors than young people.
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There is a widespread belief that excessive ultraviolet (UV)
exposure has led to an increased incidence of melanoma,'"?

Background The reported incidence of melanoma has greatly increased and this has
been attributed to ultraviolet exposure.

Objectives We considered the possibility that the increase was an artefact caused by
diagnostic drifi.

Methods We tested this by analysing the histological diagnosis, mortality and inci-
dence of all lesions reported as melanomas in East Anglia between 1991 and
2004.

Resulis There were 3971 melanomas in all, and their annual incidence increased
from 9-39 to 13-91 cases per 100 000 per year during the period studied. This
increased incidence was almost entirely due to minimal, stage 1 disease. There
was no change in the combined incidence of the other stages of the disease,
and the overall mortality only increased from 2:16 to 2:54 cases per 100 000
per ycar.

Conclusions We therefore conclude that the large increase in reported incidence is
likely to be due to diagnostic drift which classifies benign lesions as stage 1 mel-
anoma. This conclusion could be confirmed by direct histological comparison of
contemporary and past histological samples. The distribution of the lesions
reported did not correspond to the sites of lesions caused by solar exposure.
These findings should lead to a reconsideration of the treatment of ‘early’ lesions,
a search for better diagnostic methods to distinguish them from truly malignant
melanomas, re-evaluation of the role of ultraviolet radiation and recommenda-
tions for protection from it, as well as the need for a new direction in the search
for the cause of melanoma.

melanoma incidence, stage and mortality in the Eastern Region
of the UK. from 1991 to 2004.

and this has been passed on to the public in an alarmist way.
In July 2007, for example, the BBC warned that ‘Rates of the
deadliest form of skin cancer are continuing to rise’, reporting
an 18% increase between 2003 and 2005.° We have examined
the alternative possibility that the reported increase in mela-
noma incidence is an artefact, caused by a diagnostic drift,
which reclassified what were previously found to be benign

5 !
2 as truly malignant melanomas.

melanocytic naevi

To test this possibility, we examined the nature of the
reported melanomas in detail. If the increased incidence was
real, there would be an increase in all of the usual presenta-
tional forms of the lesions, from minimal to advanced, as well
as the morality from them; but if the explanation is diagnos-
tic drift, the increased incidence would be entirely due to
minimal lesions, and there would be litde or no change in
mortality or incidence of more advanced disease. To distin-

guish between these possibilities, we analysed the changes in

Methods

We identified 3971 patients diagnosed with malignant mela-
noma (ICD10 site C43) between 1991 and 2004 from the
Eastern Cancer Registration and Information Centre (ECRIC)
database. All these patients were resident in East Anglia, which
is taken to comprise the counties of Norfolk, Suffolk and Cam-
bridgeshire (including Peterborough Unitary Authority). The
population of this area increased from approximately 2-1 to
2:2 million people during this period.

The primary sources of registration data are reports from all
pathology laboratories and hospital patient notes; these are
viewed by registry staff, who are either based at all the major
NHS hospitals in the region, or visit them at least monthly.
The diagnosis of 96:2% of all registered melanomas was con-
firmed histologically. Both electronic and paper-based reports

© 2009 The Authors
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Fig 4. Five-ycar relative survival with malignant melanoma diagnosed
1989-93 to 1997-2001 in Norfolk, Suffolk and Cambridgeshire
according to TNM stage.

the 5-year survival rate for each of the other stages was little
different over the whole period of analysis (Fig. 4), which
makes it unlikely there had been a significant improvement in
therapeutic response. The distribution of the lesions is shown
in Figure 5 and is not predominanty that of solar exposure.

Stage 1 lesions, which comprise the bulk of the increase in
incidence, were found mostly in relatively less exposed

skin sites.

Discussion

The present findings are that between 1991 and 2004 in Nor-
folk, Suffolk and Cambridgeshire, an area with a population of
2:1 million, there was a marked and continuous increase in
the reported incidence of melanoma. This increase was due to
changes in the incidence of stage | disease, the combined
incidence of more advanced stages being unchanged, and
despite this appreciable increase, there was only a slight
increase in disease mortality, the ratio of the increase in inci-
dence and mortality being 11-9 : 1.

There are two possible explanations for these findings. The
first is that the reported change was due to a progressive
increase in the incidence of genuine, potentially fatal malig-
nant melanoma. But if this were the case, the presentation and
course should have followed the well-established nature of the
disease and its outcome, which was not found for either pre-
sentation or outcome. If, therefore, the increase in incidence
is genuine, it has further to be concluded (i) that, fortu-
itously, nearly all of this increase was due to lesions of stage |
disease, instead of the usual mixed presentation of melanoma
types and (ii) that this coincided almost precisely with an
increased therapeutic response to surgical treatment, so that
the lesions were cured by simple excision. A similar coinci-
dence was given as the explanation of increased incidence but
not mortality over a S-year period in Yorkshire.'

The level of coincidence necessary to make the reported
melanoma mountain credible is too extraordinary to counte-
nance. It would be remarkable enough if an epidemic of a
fatal discase were precisely matched in time and degrec by an
improved therapeutic response (in this case, to the same sim-
ple local excision), so that the net outcome was litle or no
change in mortality. It would be even more remarkable for an
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THE PHOTOTHERAPY
CONTRADICTION

While the dermatology industry lobbies against sunbed usage, it has also lobbied to continue its own usage
of “phototherapy” or PUVA sunbeds — which it calls "safe" — to treat purely cosmetic conditions like

psoriasis. If exposure to artificial UV light is as dangerous as some reports state, why would the

dermatol

ogy industry continue to expose consumers to the same UV light for cosmetic skin conditions?

1.

An estimated 1.5 million Americans utilize tanning salons to informally treat psoriasis in lieu of phototherapy
in a dermatologist's office. And several peer-reviewed dermatology studies show that tanning salon
sunbeds can be an effective self-treatment for psoriasis. In fact, many psoriasis patients are referred to
tanning salons by physicians, as the cost of a tanning session is significantly less expensive than the health
insurance co-payment of a dermatology-based sunbed phototherapy session, which range up to $100 to
$150 per session, or more than 20 times the cost of a tanning salon visit.

Because tanning salon visits are less expensive and more convenient, the number of phototherapy
treatments by demmatologists has plummeted: In 1993, dermatologists administered 873,000 phototherapy
visits. According to the Journal of the American Academy of Dermatology, by 1998 that number dropped 94
percent to around 53,000. Today, there is an estimated $5 billion in lost phototherapy session business each
year the dermatology industry has lost to the indoor tanning industry.

Indoor tanning sunbeds feature conservative FDA exposure schedules designed to minimize
sunbum risk for each client's skin type. Dermatology phototherapy, in comparison, regularly results
in sunburn (sometimes even blistering sunbum) as standard protocol and usually involves the
introduction of a carcinogenic psoralen-based drug in combination with the sunbed treatment.

[Tt

b
f
a4
i

Phototherapy Unit Indoor Tanning Unit




American Suntanning Association

An International Smart Tan Network survey of 6,881 indoor tanning clients revealed that 11 percent of
tanning clients say a doctor referred them to a tanning salon for therapeutic reasons and that 28 percent of
those referring physicians were dermatologists. The survey shows that the recent press release from the
American Academy of Dermatology in which the organization contended that “100 percent of dermatologists
discourage tanning” is baseless.

Based on the survey, dermatologists refer an estimated 900,000 people to sunbeds in the United States
every year. “Two of my doctors told me | needed to tan: my dermatologist for my skin psoriasis, and my
regular doctor for depression from not getting enough sun light... Tanning did help a lot,” said Robert Van
Dine, a patron at Midnight Sun & Cruise in Holland, Mich., a Smart Tan member facility.

According to Smart Tan an estimated 1.5 million Americans utilize tanning salons to informally treat
psoriasis in lieu of phototherapy in a dermatologist's office. Phototherapy procedures use the same
equipment found in tanning salons. In fact, the Mayo Clinic cites UV light therapy as the standard of care for
treating these ailments.

But many patients are referred to tanning salons instead by physicians, as the cost of a tanning session is
almost always less expensive than the health insurance co-payment of a dermatology-based phatotherapy
session. As a result, the number of phototherapy treatments by dermatologists has plummeted. In 1993
dermatologists administered 873,000 visits for phototherapy sessions. By 1998, that number dropped by 94
percent according to the Journal of the American Academy of Dermatology, which in 2002 described
phototherapy sessions as "a safe and effective treatment for psoriasis.”

“If any UV exposure were as dangerous as a recent statement from the AAD claims, then dermatologists
would be guilty of violating their Hippocratic oath for using UV in what they describe as burning dosages to
treat purely cosmetic skin conditions,” said Smart Tan Vice President Joseph Levy. “Professional tanning
facilities are trained to deliver non-burning dosages of UV light to create a cosmetic tan, but a side effect is
that people are treating all sorts of conditions informally and effectively. What we're really seeing is
dermatology’s anger for the loss of billions of dollars in phototherapy treatments in their offices, as
consumers choose a more economical and convenient method of self-care.”

Professional indoor tanning facilities promote a balanced message about UV exposure — acknowledging
the risks of overexposure. In contrast, AAD continues to mislead the public by suggesting in its statements
that any UV exposure causes melanoma, which completely misrepresents the science. “This has never
been a health care debate,” said Levy. “This is the cosmetic dermatology industry attacking indoor tanning
for strictly financial gain.”

The AAD has come under fire from within its ranks for its position on melanoma. In 2008, Dr. Bernard
Ackerman — a pioneer in dermatology pathology recognized as a Master Dermatologist by AAD — backed
up Smart Tan's position about the complex relationship between UV and melanoma in the Dermatology
Times stating, “There is no compelling evidence that sun tan parlors have induced a single melanoma,” and
that any regulation of the tanning market “...should be predicated on evidence and not on accusation.”

In fact, AAD spokesperson Dr. James Spencer admitted in a May 2008 article in Dermatology Times that,
“We don't have direct experimental evidence,” referring to the fact that research has not shown a causative
mechanism between indoor tanning and melanoma. The studies the AAD has referred to do not show
causation — only weak correlations that are confounded by study design. The organization continues to omit
refuting evidence and studies and the fact that most studies don't show a correlation.

Further, while AAD is lobbying to restrict indoor tanning, its lobbying efforts have always called for
phototherapy treatment in dermatology offices to be exempted from further restriction.

“It's time that researchers and the media start asking tough questions about why dermatologists refuse to
talk about these issues and their real motivations around their attacks on indoor tanning,” Levy said.
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We'll take our time... (913) 631-6330
We’ll make sure.

American Dermatology Associates

Consent for Narrow-Band (NB) UVB Treatment

NB UVB is the administration of light to treat various skin diseases including psoriasis. Previously, many
different wavelengths of light (broad band) in the ultraviolet B spectrum were given to treat skin diseases.
However, it was found that giving only very limited wavelengths (narrow band) of light was as or more
effective as broad band, while offering an apparently better side effect profile in the form of less burning,
skin damage, and possibly skin cancer.

You will be required to undergo MED testing before actually undergoing the light treatments. MED
stands for Minimal Erythema Dose. The purpose of this testing is to see at what dose of light your skin
starts to burn, so that we can start your treatments at the highest dose possible while reducing the risk of
burning your skin. To perform the MED’s you will enter the booth with a glove around your arm. This
glove has little strap “windows” that can be opened or closed. All of your skin will be covered except for
the open windows on the glove placed on your arm. You will also be required to wear protective glasses
while undergoing the MED testing. While in the booth, the photo therapist will intermittently tell you the
close one of the windows on your glove. Do this promptly and in the order that she tells you. Failure to
do this could result in an incorrect dose of light being delivered to your skin when you start the actual
treatments. This could result in severe burning of your skin. Please make sure you understand the photo
therapist’s instructions BEFORE entering the booth. Initial

You will then come back the next day to have the doctor read the results of the MED testing. He/she will
then prescribe a dose of light based on these results.

You will begin treatments at 3 times a week (Monday, Wednesday and Friday). When you arrive at our
office, you will be asked to undress and apply plain Vaseline or mineral oil to your skin prior to the
treatment. YOU are responsible for bringing this in with you on the treatment days. You must also
remove all necklaces, bracelets, and watches before entering the booth.

After undressing, you will next be asked to wear protective clothing in areas where we do not want you to
receive the light. This includes the face and the genital areas. Men will be required to wear a “jockstrap”
in the light booth; women will be required to wear thong underwear. Women who do not have disease on
their breast should wear a dark cotton bra in the booth. You should wear the exact same model of
undergarment every dingle time!! Because each dose of light that you receive will be higher than the last,
if an area of your skin that was not previously exposed to the li ght gets exposed to the higher dose of light
without time to adjust, you will get a burn!! You may keep your undergarment at our facility, but should
take them home from time to time for cleaning. You will also be asked to wear a paper bag over your
head and neck and protective eyeglasses during the treatment. This is to protect your face and neck from
the light. Again it is important to wear the bag in the same manner as the previous treatment to prevent
burning. Initial

© American Dermatology Associates, LLC Page 1
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November 16, 2010
To:  Illinois Healthcare Reform Implementation Council

From: Sheila Rittenberg, Sr. Director Advocacy & External Affairs
National Psoriasis Foundation

RE:  Psoriasis and phototherapy treatment

On behalf of the National Psoriasis Foundation, thank you for the opportunity to submit our
comments regarding psoriasis and phototherapy, an effective treatment method that is in decline
because of soaring costs to patients. The National Psoriasis Foundation serves about 1.5 million
patients a year through programs online and across the country. We are the leading patient
advocacy organization in the nation for people with psoriasis and psoriatic arthritis, and are
governed by a national Board of Trustees and a Medical Board that is comprised of the country’s
leading experts in dermatology and rheumatology.

For years, light therapy or phototherapy — one of the oldest and safest treatments for psoriasis —
has teetered on the edge of decline because of tising costs shouldered by patients. Over the past
months and years, we have received calls and emails from patients who cannot afford these
Copayments or coinsurance, and have continually heard from dermatologists who cannot keep up
their phototherapy practices because demand is in decline.

Although we are excited to be leading this work in Illinois, the road here has been an arduous
one. We initially wrote 100 major insurers in the U.S. about the problem. We educated specific
health insurers about the consequences of their policies to patients. We spearheaded a letter-
writing campaign to several insurance commissioners across the country. The result was always
the same: take action at a higher level; pursue legislative change. As a result, we introduced
legislation to curb the rising costs of phototherapy for the consideration of the 96™ General
Assembly in 2010.

Currently we are working to bring stakeholders — patients, health care providers, insurers, and
policy makers — together to identify opportunities to find a reasonable solution to the problem of
high phototherapy costs. It is in this context that we urge the Illinois Healthcare Reform
Implementation Council to address aspects of this issue as you consider the many components of
improving our health care system.

As you may know, psoriasis is the nation’s most prevalent autoimmune disease, affecting some
7.5 million Americans and an estimated 325,000 in Illinois. About 18 percent of those — or
59,000 Hlinois residents — would use phototherapy. The disease most often first strikes between
age 15 and 25, and requires steadfast treatment and lifelong attention. We now know that
individuals with psoriasis are also at elevated risk for other chronic and serious health conditions
such as cardiovascular disease, diabetes, stroke, and malignancies. People with psoriasis are at
increased risk for depression and anxiety, and are twice as likely to have thoughts of suicide as
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people without psoriasis or with other chronic conditions. Psoriasis has found to be an
independent risk factor for mortality, and in fact people with severe psoriasis die four years
younger, on average, than those without the disease.

Unfortunately, even with this profile, psoriasis often is overlooked or dismissed because it does
not typically cause death. It is commonly and incorrectly considered by insurers, employers,
policymakers and the public as a mere annoyance—a superficial problem, mistakenly thought to
be contagious and/or due to poor hygiene. Psoriasis is in fact an autoimmune disease with a
genetic basis that starts below the skin surface and can cause severe pain, disability and adverse
mental health effects and is associated with a variety of other serious health conditions. Up to 30
percent of people with psoriasis also develop psoriatic arthritis, which without treatment can be
potentially disabling and crippling.

What is perhaps most important to understand is that psoriasis is a disease with its own mind. It
is individual to each patient and as diverse as people are themselves, Certain psoriasis treatments
may work well for some patients but not others. Indeed, a treatment that is effective for one
person at one point may prove ineffective over time. There are different factors, such as stress,
infection or hormonal changes that may trigger onset or flare-ups. The challenge is for
dermatologists to be able to strategize about treatments to ensure that the most appropriate and
effective option is being prescribed for a given patient at a given time.

A decade ago, we had far fewer choices in psoriasis treatments than we do today. Fortunately,
the set of options has grown. We think of all these treatments — topical creams, phototherapy,
oral systemic medications and a newer class of drugs, biologics — as a “toolbox™ of options for
psoriasis patients. Phototherapy is a form of treatment that provides concentrated doses of
ultraviolet light to patients who typically stand in a “light box.” Not every treatment in the
toolbox is right for every patient but doctors need access to all the available options in order to
treat psoriasis effectively. To quote one of our dermatology leaders, “just because you have a
screwdriver doesn’t mean you don’t need a hammer.”

Dermatologists have relied on phototherapy for decades as an important and safe treatment
modality; unfortunately, the mounting cost to patients is ruling out this option for many. Because
multiple visits are required in phototherapy treatment, it can cost thousands of dollars in out-of-
pocket expenses. This is because insurance companies require a copayment for each treatment
and the amount of these copays is soaring.

The Psoriasis Foundation recently surveyed more than 1,000 dermatologists across the country.
Ninety percent of those who responded reported that the high cost of phototherapy copayments,
which can be $50 or higher per treatment, limits a patient's ability to undergo this form of
treatment.

For many patients who cannot sustain this level of copay, the irony is they are “bumping up” to
biologic treatments, which can mean lower patient copays but much higher costs to the system.
Compare $3,500 a year to $24,000. The first is the typical cost annually of a phototherapy
treatment regimen; the second is the average annual cost of a biologic treatment. Yet, a

phototherapy patient is paying as much as $600 a month in copays while a biologics patient may
be paying $10 a month.

The disparity in costs simply does not make sense. And there is a group of patients who is being
forced to go directly to biologics because they cannot afford the less expensive, and less invasive
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® Engaging with stakeholders - patients, health care providers, insurers, and policy makers
— to raise awareness about the potential cost savings that may be realized by removing
barriers to phototherapy treatment and promoting appropriate management of psoriasis
and the comorbid conditions that often accompany it.

Thank you again for the opportunity to bring this issue that is important to thousands of people in
Illinois to your attention. Please contact me (sritrenberg@psoriasis.org, 503.546.8365) if you
have any questions or if the Foundation can be of assistance to the Illinois Healthcare Reform
Implementation Council.
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The Biology of Sunlight and Indoor Tanning

Indoor tanning equipment, like outdoor sunlight, emits UVA (ultraviolet A) and UVB (ultraviolet B) light. Of the UV light
emitted by the sun at noon in the summer in the United States: 95 percent is UVA and 5 percent is UVB. The majority
of professional indoor tanning units emit 95 percent UVA and 5 percent UVB in regulated doses similar to summer sun.

Though indoor tanning equipment is regarded as a surrogate for natural sunlight, professional indoor tanning salons
understand that it is inappropriate to make health claims about indoor tanning or to downplay the risks associated with
indoor tanning services. But regardless of what a facility can say about its services, surveys show many indoor tanners
utilize tanning services for more than just the cosmetic tan.

* One benefit of indoor tanning is that trained operators can give a tanner controlled UV exposures to
gradually develop natural sunscreen — often called a “base tan” — while minimizing the risk of sunburn.

*  Insunny environments many fair-skinned people can sunburn during normal outdoor activities even while
wearing sunscreen. But with a base tan their sunscreen becomes more effective and they are much less
likely to sunburn.

* Millions of indoor tanning customers frequent U.S. indoor tanning salons for their own self-treatment of
cosmetic skin conditions such as psoriasis, eczema, acne and other non-cosmetic tanning reasons.

* Anestimated three million indoor tanning consumers said they referred to tanning facilities by their doctors
with an estimated one million referred by their dermatologist.

* Vitamin D production is associated with human exposure to ultraviolet-B (UVB) emitted in sunlight and by
the majority of commercial indoor tanning equipment. While the North American indoor tanning industry
conducts indoor tanning as a cosmetic service, an undeniable physiological side effect of this service is
that indoor tanning clients manufacture vitamin D as a result of indoor tanning sessions.

* Vitamin D is a hormone produced naturally when skin is exposed to UVB in sunlight or indoor tanning
units. Scientists through thousands of studies now recommend vitamin D blood levels of 40-60 ng/ml. Only
those who get regular UV exposure have those levels naturally.

+  Vitamin D sufficiency is linked to a reduction in 105 diseases, including heart disease, diabetes, multiple
sclerosis and most forms of cancer. It is believed that vitamin D deficiency contributes to nearly 400,000
premature deaths and adds a more than $100 billion burden to our health care system.

* 77 percent of Americans are considered vitamin D deficient according to vitamin D experts and overzealous
sun avoidance is the only plausible explanation for the 50 percent increase in that figure in the past 15 years.

The professional sunbed salon community believes that, for those individuals who can develop tans, the benefits of
non-burning exposure to ultraviolet light in appropriate moderation outweigh the easily manageable risks associated
with overexposure and sunburn.
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Benefits of Moderate Sun Exposure

Dr. Robert S. Stern, chair of the Department of Dermatology at Harvard-affiliated Beth Israel Deaconess
Medical Center , calls them “solar-phobes™: people so concerned about getting skin cancer that they stay
inside or cover every bit of skin. “They cover up like they were going out into the Arabian Desert ,” he says.
The marketing of ultrablocking sunscreens and special sun-protective clothing plays into these fears.

There’s no getting around the fact that sunlight is hard on your skin. Age gets blamed for wrinkles and
rough, dry skin. But the real culprit is a combination of age and sun that dermatologists call photoaging. The
short UVB wavelengths that cause sunburn can also damage DNA and suppress the skin's immune system.
The longer, more penetrating UVA wavelengths may create highly reactive oxygen molecules capable of
damaging skin cell membranes and the DNA inside.

The relationship between sun exposure and skin cancer risk isn't as straightforward as you might think.
Genes are a factor, of course: Some protect, some promote. So is skin type: People with pale skin who
sunburn easily and don’t tan are'more likely to get sun-related skin cancer. As for exposure, the “dose” and
its timing are crucial. Several studies have suggested that suddenly getting a lot of sun is more dangerous
then steady exposure over time.

There's also evidence that exposure when you're young — perhaps before your 20th birthday — matters
most. A large Scandinavian study of melanoma risk published in the Journal of the National Cancer Institute
in 2003 found that adolescence is the most dangerous time to get a sunburn. Recent sun exposure doesn't
seem to be associated with basal cell carcinoma, the mildest form of skin cancer. Squamous cell carcinoma
appears to be different. Cumulative and recent exposure to sunlight at any age is strongly associated with
actinic keratoses, scaly growths on the skin that are a risk factor for that type of skin cancer.

The same DNA-damaging, sunburn-causing UVB wavelengths that sunscreens are designed to block also
do some good: They kick off the chemical and metabolic chain reaction that produces vitamin D. Research
shows that many people have low vitamin D levels. There is a well-documented relationship between low
vitamin D levels and poor bone health. Now links have been made to everything from multiple sclerosis to
prostate cancer. “Linking” low vitamin D with these diseases doesn't prove cause-and-effect, but it suggests
that possibility. Getting some sun may also shake off the wintertime blues: Research suggests that light
hitting your skin, not just your eyes, helps reverse seasonal affective disorder (SAD). Moreover, being
outside gets us golfing, gardening, and engaging in other types of physical activity.

Nobody wants to get skin cancer, but we've gone from sun worship to sun dread. Dr. Stern and others say
there is a middle way that includes using a sunscreen with a sun protection factor (SPF) of at least 15 when
you're outside for an extended period and wearing a hat and shirt around midday. So when summer's here,
get outside and enjoy it!
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America’s dangerous heliophobia

by MICHAEL HOLICK

BOSTON

LIFE ON OUR PLANET requires sunlight to survive.
And most organisms work hard to get it. Jungle reptiles
often compete with each other to find the highest, warm-
est surfaces for sunbathing. Rain-forest plants race to fill
rare, sunny openings in the thick canopy left by fallen trees.
And some flowers even bend their stems to follow the sun’s
movement across the sky.

Humans also need sensible sun exposure. But unlike the
rest of life on earth, we actively work to avoid the sun.

In recent years, several dubious groups have launched
smear campaigns against the sun, blurring the line berween
~verexposure — a very real threat to our heath — and any

.posure at all. The sunscreen industry constantly warns the

public to “cover up” before venturing outside. Store shelves
are flooded with products promising increasingly higher
sun-protecting factors (SPF). And the latest children’s swim
trunks cover more skin than a nun’s habit.
This frantic obscuration has hurt us in an unexpected area:
nutrition. The Centers for Disease Control and Prevention
estimates that more than 180 million Americans — 60 per-
cent of the population — are not getting enough Vitamin D.

Though certain foods contain trace amounts, it’s virtu-
ally impossible to get enough vitamin D through diet alone.
The National Institute of Health lists sunlight as “the most
important source of vitamin D.” Our bodies produce the
aptly named “sunshine vitamin” when ultraviolet (UV) rays
reach our skin. To produce the amount that most experts
now agree is the minimum daily requirement (about 1,000
to 2,000 international units), one would need to expose 25
percent of one’s body for around 10 minutes at least 2-3
times a week during spring, summer and early fall.

We don’t even come close.

Geography, weather, pollution and sunscreen limit the
amount of UV available. Even factors as simple as the sea-
son play a role. For instance, during this time of year, sun-
light is a scarce commodity, especially for Americans in the
northern states.

Without Vitamin D, our bodies cannort build strong
bones or maintain a healthy immune system. New rescarch
indicates that the sunshine vitamin plays a vital role in the
prevention of many deadly illnesses, including multiple scle-
rosis, tuberculosis, schizophrenia and heart disease. Health
officials estimate that as many as 47,000 cancer deaths could
be prevented each year in America if adequate vitamin D
levels were attained. But sun-scare messengers and health
“experts” irresponsibly urge us to wear lotions and cosmet-
ics with added SPF, which can block up to 100 percent of
our vitamin D production.

Vitamin D deficiency is contributing to hundreds of
thousands of cases of chronic and terminal diseases. That
means that the sunlight myths perpetuated by the skin-care
industry aren’t only misleading. They’re deadly.

We need sunlight as we need water, food and a roof over
our heads.

It would be false prudence to completely avoid the sun
to prevent skin cancer. Yes, too much UV light is unhealthy.
However, too much of any good thing can be bad for your
health. And too much UV avoidance can be downright
dangerous.

When it comes to sunlight, the old adage holds true: Ev-
erything in moderation.

Michael Holick, M.D., is the director of the vitamin D, skin,
and bone research laboratory at Boston University Medical
Center. He authored The UV Advantage.
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DHA SPRAY TANNING:
THE FACTS

Approved by the FDA as a cosmetic skin-coloring agent since 1977, DHA (dihydroxyacetone) is the
main active ingredient in self-tanning cosmetics. Its usage has peaked as a complement to UV
tanning services in recent years. Because more and more sunbed users are also using DHA spray
tanning as part of an active skin-care regimen, here are some answers to commonly asked
questions about DHA.

B What is DHA?

DHA is simply a carbohydrate (sugar) compound used in many cosmetics. Often derived from a
vegetable source like beets or sugar cane, its properties as a skin darkener were first discovered in
the 1920s but weren't marketed until the 1960s. It is approved by the U.S. FDA and recommended
by the Canadian Health Ministry for usage in externally applied sunless tanning products.

B How Does It Work?

DHA is a colorless sugar that interacts with the dead cells on skin’s surface to darken it over a
period of several hours. Many self-tanning products also include immediate cosmetic bronzers to
produce an immediate darkening. Unlike a UV-induced suntan, in which melanin in live skin cells
turns brown to protect cells from sunburn, a DHA tan is a cosmetic browning that does not protect
the skin from sunburn.

B What About Spray Tanning?

The FDA has approved DHA for external application to your skin. For spray applications, whether
at a salon or in using an over-the-counter self-spray product, FDA recommends you take protective
measures to eliminate eye contact, inhalation or ingestion during your spray tan session, such as:

* Using protective eyewear * Wearing nose filters
» Sealing lips with lip balm * Using protective undergarments

B Has Any Agency Ever Evaluated the Safety of DHA?

Yes. The independent European Commission, a group organized to standardize and oversee
consumer product safety testing, in 2010 concluded that DHA and its spray tanning applications
are safe to the consumer. While FDA has approved DHA for external usage since 1977, it does not
regulate spray tanning specifically.



Maryland Department of Health and Mental Hygiene
Environmental Health Bureau

Attention: Nancy Servatius

201 West Preston Street Third Floor

Baltimore, Maryland 21201

To Whom It May Concern,

This letter is to be serve as comments for the open public comment period in reference to the proposed
changes in the already established Indoor Tanning Under 18 Parental Consent form.

My name is Luke Golueke and my wife and | operate three tanning salons in the State of Maryland. We
have been complying with the existing law and regulations since their inception.

The proposed changes to the consent form quite frankly in my opinion reach outside of the bounds of
what is legally possible by the Department. Placing an expiration on the date of the consent form is not
only outside of the bounds but also places an unnecessary burden on the logistics and the day to day
operating of our business. Parents are able to give the necessary consent on the existing form

Secondly, the proposed changes to the verbiage of the warning contain unsubstantiated scientific claims
and are obviously being used as a scare tactic rather than supplying unbiased scientific information.

One thing that often flies under the radar here, is that there are a large number of facilities not using the
form, therefore any informative and responsible changes to the consent form are falling on blind eyes.

Many gyms, nail salons, and hair salons offer tanning services and do not follow the existing protocol set
out by the Maryland lawmakers when the law was introduced allowing a consent form to be introduced.

Many Maryland salon owners have worked alongside Dr. Mitchell in working to try to make sensible
changes to this form, but wuite frankly the changes discussed above are going quite too far.

Thank you for the opportunity to comment on the proposed changes and I'm sure the committee will
make the right decision in removing these items from the proposed consent form.

Thank you,

// Luke Golueke
Owner
Aruba Sun and Spa

3456 _mmorton Rd. Abingdon, MD 21009 41 0.569.3899



5 Reasons 'Tan Ban' Legislation
Would Be A Mistake

While the professional tanning community supports constructive and cooperative measures to increase UV
awareness and sunburn prevention, a matter our market takes very seriously, passage of leqislation
denying teenagers with their parents consent access to indoor tanning facilities would actually hurt more
people than it helps and will lead to an increase in sunbum and skin injury. Proponents of such a measure,
however well-intentioned, ignore conflicting research and confounding information and are doing the wrong
thing for the right reasons. Specifically:

1. Is this a public health issue or a competitive issue? Dermatology has lost $5 billion in phototherapy
business, as clients are opting for more-affordable self-treatment of cosmetic skin diseases in tanning
salons. Dermatology uses identical sunbeds in their offices to treat cosmetic skin diseases. "Phototherapy”
sessions cost as much as $150 a session and are billed to insurance companies. If artificial UV devices
were as dangerous as some reports suggest, why would dermatologists continue to use phototherapy
sunbeds for the “safe” treatment of cosmetic skin conditions?

2. The science does not support it. Professional tanning salons are not the problem. Ban proponents
have misrepresented the World Health Organization's data on this topic, which actually points to medical
use of sunbeds for the treatment of cosmetic skin diseases and unmonitored home tanning units, but not
professional tanning salons:

WHO REPORT BY CATEGORY RISK FACTOR
Dermatology psoriasis sunbeds: 96% increase
Professional tanning salon sunbed usage 6% increase

3. Parents do not support it. Two-thirds (67.1 percent) of American parents with teenagers support the
tanning industry's current parental consent standard, according to a study of more than 1,000 aduits with
teenagers conducted by International Communications Research. Only 27.3 percent were in favor of new
restrictions on teenage access to tanning facilities.

4. A ban will cost businesses and taxpayers money to implement. Enforcement of this provision will
cost taxpayers money to implement, will hurt small businesses and ultimately will not affect consumer
behavior. Bill proponents are overstating the risks of regular non-burning UV exposure and consumers know
it — they will seek other options.

5. A ban will accomplish the opposite of what sponsors intend. Independent surveys have established
that teens will simply tan more aggressively outdoors or will tun to unregulated home tanning units in
friends' basements if they are not permitted to tan in salons with their parents consent. That simply drives
the issue underground into sunbeds that do not have the exposure controls that are present in professional
tanning facilities. Sunbum will increase, not decrease.

CONCLUSION: The present system works. Requiring signed consent from a parent/guardian is working.
It's what most parents want. The tanning market supports constructive efforts to bolster this standard.

Tipapas MA, Chappelle AH. Differential Risk of Malignant Melanoma By Sunbed Exposure Type. Proceedings of 3rd North
American Congress of Epidemiology. Am J of Epid. 2011; 1003



The Professional Sunbed Community's
Scientifically Supported Position

Sun exposure is natural and intended and humans get less today than at any point in human history. That's why indoor
tanning sunbeds were first developed in sunlight-deprived northem European countries for therapeutic purposes. In
North America, tanning is primarily a cosmetic business, but millions of customers visit sunbed salons because indoor
lifestyles deny them regular sunlight.

Putting The Risks of UV Exposure in Proper Perspective:

A 2009 opinion paper published by the World Health Organization cited a 75% increased risk for melanoma
with the use of sunbeds before the age of 35. The report failed to cite that the medical phototherapy units used
in the studies made up the majority of the increased risk — 96% while commercial sunbed use showed an
increased risk of only 6%.

Melanoma_is more common in_indoor workers (World Health Organization) who get 3-9 times less UV
exposure than outdoor workers. It is more common on parts of the body that don't get regular sun exposure.
While sunburn and overexposure are to be avoided, there is still no clear direct experimental evidence showing
a causative mechanism between UV and melanoma, according to dermatology's own lobbying groups. And no
study to date has examined non-buming exposure in sunbeds. And it's true: some independent dermatology
researchers question whether UV and melanoma are related at all.

Many researchers have discredited the WHO indoor tanning report because it does not actually study sunbeds
used in salons and does not acknowledge that UV exposure is also a necessary component of life.

The professional sunbed industry educates clients about the risk of overexposure and sunbur.

Competition - Not Science - Is Driving the Anti-Tanning Message

Dermatology's objection to tanning salons isn't scientific: It's competitive. Dermatologists use sunbeds in their
offices (which they call "safe”) to treat cosmetic skin conditions at 20 times the price billed to insurance
companies.

Because 3 million salon tanners are self-reating skin conditions as a side-effect of their cosmetic tanning
regimen, dermatology is competing with tanning salons for this business. Dermatology admits it has lost more
than 95 percent of its $5 billion phototherapy business to tanning salons because it is more expensive than
salon sunbed sessions.

If dermatology's objection to sunbeds were scientific, they would not be using sunbeds to treat purely cosmetic
skin conditions in their offices.

U.S. Indoor Tanning: Leading the World In Professionalism

More than 90 percent of professional indoor tanning units emit about 95 percent UVA and 5 percent UVB in
regulated dosages similar to summer sun. Recommended exposure schedules developed by the U.S. FDA in
cooperation with the tanning industry allow trained indoor tanning operators to set incremental exposure times,
based on the “skin type” of a patron, that deliver consistent non-buming dosages of UV light to allow a tanner to
gradually build a tan.

While tanning units may be 2-3 times as intense as summer sun, the duration of exposure is short and
controlled - typically 5-20 minutes - and thus the total UV output is controlled, to minimize the risk of sunburn.

The North American tanning community teaches clients a balanced message of moderation and sunbum
prevention — properiy educating clients about the potential risks of overexposure to sunlight.



U.S. Professional Indoor Tanning Industry
Economic Impact

Professional indoor tanning facilities are an important part of the economy in nearly
every community in the United States, generating business that stays in local
communities. The vast majority of tanning salon businesses are small, family-owned
businesses playing a strong role in the local, state and national economy.

1.

There are approximately 14,000 U.S. businesses that consider indoor tanning as
their core business.

According to industry statistics, approximately 75% of indoor tanning salons
are small, family-owned businesses.

67% of U.S. indoor tanning companies have female business ownership
compared to 29% in other industries. (U.S. SBA.)

There are approximately 150,000 indoor tanning employees nationwide - more
than 80% are female.

There are an estimated 30 million U.S. indoor tanning consumers of which
approximately 75% are female.

Three million are referred by their doctors for cosmetic skin self-treatments and
other non-tanning reasons. Approximately one million of these are referred by
their dermatologists.

There is an estimated $5-10 billion in health care savings based on the number
of consumers who utilize indoor tanning as a cost-effective self-treating
alternative to expensive phototherapy treatments. According to dermatology's
own reports, psoriasis patients average 35 sessions per year at an estimated
average of $85 per session. There are an estimated 1.5 million psoriasis patients
who utilize indoor tanning for treatment.

The U.S indoor tanning industry’s total annual product and service sales are
estimated to be $2 billion.



The WHO Report on Sunbeds:
The Data Implicate Dermatology Phototherapy - Not Tanning Salons

1) IN 2006 WHO convened a panel of scientists who published a report saying clearly:
“Epidemiologic studies to date give no consistent evidence that use of indoor tanning facilities in

general is associated with the development of melanoma skin cancer.”

That report also suggested "sunbed” use increased
melanoma risk 75% in users under age 30. But
"sunbed" actually meant dermatology phototherapy
units, not professional salon sunbeds. WHO's own data
showed that dermatology phototherapy units increase
risk 96 percent while commercial salon units have no
statistically significant increase in risk. (Papas 2011).
The data has been pooled together by lobbying groups - Exposure o

who continue to suggest incorrectly that the 75 percent Artificial UV Radiation
number applies to tanning salons. and Skin Cancer

2) In 2009 WHO convened a second group of scientists
to review the agency's list of known carcinogens. The
panel concluded that since sunlight had long been
included on the list of potential carcinogens that
sunbeds should also be included on the list. (Being
listed a carcinogen does not mean a substance is
harmful in any dose. Sunlight is also necessary for all
living things). No new science was conducted.

3) In July 2009 WHO staff published and promoted a short essay in The Lancet suggesting that
the WHO listed sunbeds as a carcinogen - failing to report that "sunbeds" meant dermatology use
of sunbeds, instead leaving the press to believe that the report studied indoor tanning salons. It did
not. And WHO has not corrected the error.

4) In 2011 Dr. Mia Papas, an epidemiologist at the University of Delaware, presented data at the
North American Congress of Epidemiology showing that only half of the subjects in the 7 studies
used fo create the "75%" statistic were tanning salon users, and that tanning salons studies alone
in the data did not increase melanoma risk significantly. Dermatology usage of sunbeds in
phototherapy procedures, in contrast, accounted for a 96% increase in risk in the WHO data.

5) To date, WHO still has not corrected this error, despite the fact that several expert scientists
have questioned the WHO's conclusions.



The Affect of Sunbed Location on Melanoma Risk:
A Pooled Analysis'

Papas MA, Chappelle AH, Grant WB

Summary

A 2006 International Agency for Research on Cancer meta-analysis reported a "limited" and "weak" positive
association between sunbed use and cutaneous malignant melanoma (meta-odds ratio = 1.15, 95%
confidence interval: 1.0, 1.3). That same review also reported a positive association between ever-use of a
sunbed and cutaneous malignant melanoma (meta-odds ratio = 1.75; 95% CI, 1.35-2.26) for first exposure
to sunbeds before 35 years of age. This figure has been widely referenced, yet the distinction of the exact
characterization of sunbed usage, as detailed in the data collection, limits the interpretability of these
findings and raises further questions. Usage of unsupervised home sunbeds and sunbeds used by doctors
as medical devices make up half of the cases reported in the data in addition to commercial sunbed usage.
This contamination of the data appears to significantly affect the results. When commercial sunbed usage is
considered independent of home and medical usage of sunbeds, the IARC review data no longer suggest a
significant association.

 HOME TANNING

STUDY CaseYes | CaseNo | Control Yes | Control No | Calculated Odds Ratio
Swerdlow 1988 No data or assumptions provided

Walter 1990 71 431 40 498 2.05
Westerdahl 1994

Chen 1998 96 483 51 417 1.63
Chen 1998 (people <25) 57 483 26 417 1.89
Westerdahl 2000 4 319 38 538 1.51
Veierod 2003

Bataille 2005 126 113 142 107 0.84
TOTAL | 327 | 1346 | 2711 | 1560 | 1.40 (95% Cl: 1.17-1.66)

(‘:aléulété& 6&(15 Réfio

CaseYes |  CaseNo [ Control Yes | Control No |
Swerdlow 1988 No data or assumptions provided
Walter 1990 59 43 55 498 1.24
Westerdahl 1994
Chen 1998 44 483 44 417 0.86
Chen 1998 (people <25) 14 483 16 417 0.76
Westerdahl 2000 52 319 64 538 1.37
Veierod 2003
Bataille 2005 189 169 212 161 0.85
TOTAL 344 | 1402 | 375 | 1614 | 1.06 (95% CI: 0.89-1.24)

Control Yes Calculated Odds Ratio

17 431 10 498 1.96 (95% CI: 0.89-4.33)

1 papas MA, Chappelle AH. Differential Risk of Malignant Melanoma By Sunbed Exposure Type. Proceedings of 3rd North
American Congress of Epidemiology. Am J of Epid. 2011; 1003



Insufficient evidence exists to link sunbed use to risk of
melanoma for other than those with skin phenotype |

William B. Grant, Ph.D., Sunlight, Nutrition, and Health Research Center (SUNARC)
San Francisco, Calif.

Abstract:

A recent meta-analysis found that risk of cutaneous malignant melanoma (CMM) was
significantly correlated with sunbed use. However, some of the observational studies included in
the meta-analysis included individuals with skin phenotype at increased genetic risk of CMM
without adjustment for skin phenotype, and many other risk-modifying factors were not
considered in most of the studies. To examine the role of skin phenotype in the meta-analysis,
the five studies from the UK were treated separately in a meta-analysis that did not adjust for
any confounders from any study. In the original study, the odds ratio (OR) of CMM with respect
to sunbed use was 1.15 (95% Cl, 1.00-1.30). In this study, the similar OR was 1.20 (95% ClI,
1.03-1.38). The OR for the five UK studies was 2.09 (95% Cl, 1.14-3.84), while the OR for the
other 14 studies was 1.09 (95% Cl, 0.96-1.24). _Thus, when studies in which a large fraction of
the cases have an increased genetic risk for CMM based on skin phenotype are removed from
the analysis, the risk of CMM is no longer significant. There are many risk factors for CMM that
are generally not considered in such observational studies, including the beneficial effects of
ultraviolet-B irradiance, vitamin D, and a good diet (low fat, high fruits and vegetables), so it is
doubtful that such studies could be used to establish a link between CMM and sunbed
use. Those with skin phenotype | should be discouraged from using sunbeds.

Dr. William B. Grant

Sunlight, Nutrition, and Health Research Center (SUNARC)
2115 Van Ness Ave., MB 101

San Francisco, CA94109-2510, USA

www.sunarc.org

1-415-409-1980 - voice

1-415-931-6537 - fax

wbgrant@infionline.net

Figure 2. Results of the meta-analysis omitting the five UK studies and adding a recent study (Ref. 39)
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Critique of the international agency for research
on cancer’s meta-analyses of the association of
sunbed use with risk of cutaneous malignant
melanoma

William B. Grant

Sunlight, Nutrition and Health Research Center (SUNARC): San Francisco, CA USA

Key words: IARC, mel

The International Agency for Research on Cancer (IARC)
reported meta-analyses of the assoclation of cutaneous
malignant melanoma (CMM), finding significant comrelations
with ever use of sunbeds and first use of sunbeds prior to age
35 years; it did not claim that the associations showed causal
links. However, some observational studies in the meta-
analysis included individuals in the UK with skin phenotype
at increased genetic risk of CMM without adjustment for skin
phenotype. Treating the five UK studies separately from the
other 14 corrected this oversight. In the original study, the
summary relative risk (RR) of CMM with respect to sunbed use
was 1.15 (95% confidence interval [CI], 1.00-1.31). In this study,
the similar RR was 1.20 (95% 1, 1.03-1.38). The RR for the five
UK studies was 2.09 (95% Cl, 1.14-3.84), whereas the RR for the
other 14 studies was 1.09 (95% 1, 0.96-1.24). For first use of
sunbeds prior to age 35 years, the IARC found a summary RR
of 1.75 (95% Cl, 1.35-2.36). This study plotted the RRs versus
latitude of each study population, with a linear regression
analysis carried out for all but the one UK study. The RR
increased at 0.077 per degree of latitude and the regression
explained 67% of the varlance. It is also argued that factors
other than sunbed use explain the increasing worldwide
trends in CMM. Because solar-UV-simulating sunbeds induce
production of vitamin D, the health benefits of their use greatly
outweigh any possible risks.

Introduction

In 2007, the International Agency for Research on Cancer
(LARC) reviewed the association of sunbed use with risk of mela-
noma through meta-analyses of observational studies.! There
were two important findings: (1) ever usc of sunbeds was posi-
tively associated with melanoma (summary relative risk [RR],
1.15; 95% confidence interval [CI], 1.00-1.31, although there

was no consistent evidence of a dose-response relationship; and
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meta-analysis, skin cancer, skin phenotype, sunbeds, ultraviolet-A, ultraviolet-B, vitamin D

(2) first exposure to sunbeds before 35 years of age significandy
increased the risk of melanoma, based on seven informative stud-
ics (summary RR, 1.75; 95% CI, 1.35-2.26). Thesc findings led
to the World Health Organization classification of ultraviolet
(UV)-emirting tanning devices emitting radiation between 100
and 400 nm as Group 1 human carcinogens,? joining solar radia-
tion, tobacco and ethanol.

_The questions addressed in this review include whether the

 evidence presented in the IARC review supports a-role of sunbed
* us€ as a'risk Ficror for curancous malignant melarioma (CMM)

for the general public and chat first use of sunbeds prior to age 35

", years is associated with increased risk of CMM. In health studies,

the evidence considered strongest in making causal inferences is
thé randomized, controlled trial; Unfortunately, such studies do
not exist for risk of CMM with respect to sunbed use because
such studies would both be unethical to conduct and ke too
long to be useful. The next bese approach is meta-analyses of
observational studies, which the IARC used. However, in con-
ducting such studies, it is important to ensure proper account-
ing of confounding factors. Related studies can also be used in
the evaluation—here, of risk of CMM from solar UV
irradiance.

This review will examine the data used in the meta-analyses,
secing whether the data used accurately reflect the dara published
in the studies reviewed by the IARC, the handling or not of con-
founding factors, and what is known about risk of CMM from
solar UV irradiance. This analysis will also discuss factors that
might be responsible for CMM trends, as well as the health ben-
efits of vitamin D production from natural and artificial UVB

irradiance.

Results

Table 1 presents the results of several meta-analyses of CMM
with respect to sunbed use. Omitting any adjustments for con-
founders increases the RR of the original 19 studies by 0.05, to
1.20 (95% CI, 1.03-1.38). However, omitting two or five UK
studics decreased the odds ratio (OR) by 0.07 or 0.11, respec-
tively. The RR for the five UK studies was 2.09 (95% CI, 1.14—
3.84). Thus, the UK studies were apparently responsible for the
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Tanning beds: What do the numbers really mean?

May. 7, 2010
Dr. Ivan Oransky, M.D., editor of Reuters Health, AHCJ treasurer

May has been declared “Melanoma Awareness Month” or “Skin Cancer Awareness Month® — depending on which
group is pitching you — and reporters are doubtlessly receiving press releases and announcements from a number of
groups, including the Melanoma Research Foundation, the Skin Cancer Foundation, hospitals, doctors and other
organizations.

Those press releases often point to the World Health Organization, which reports that "use of sunbeds before the age
of 35 is associated with a 75% increase in the risk of melanoma” - a statistic often repeated in news stories about
tanning beds. But what does that really mean? Is it 75 percent greater than an already-high risk, or a tiny one? If you
read the FDA's “Indoor Tanning: The Risks of Ultraviolet Rays,” or a number of other documents from the WHO and
skin cancer foundations, you won't find your actual risk.

That led AHCJ member Hiran Ratnayake to look into the issue in March for The (Wilmington, Del.) News Journal, after
Delaware passed laws limiting teens’ access to tanning salons. The 75 percent figure is based on a review of a number
of studies, Ratnayake leamed. The strongest such study was one that followed more than 100,000 women over eight
years. But as Ratnayake noted, that study “found that less than three-tenths of 1 percent who tanned frequently
developed melanoma while less than two-tenths of 1 percent who didn't tan developed melanoma.” That's actually
about a 55 percent increase, but when the study was pooled with others, the average was a 75 percent increase. In
other words, even if the risk of melanoma was 75 percent greater than two-tenths of one percent, rather than 55
percent greater, it would still be far below one percent.

For some perspective on those numbers, Ratnayake interviewed Lisa Schwartz, M.D.,M.S., whose work on statistical
problems in studies and media reports is probably familiar to many AHCJ members. “Melanoma is pretty rare and
almost all the time, the way to make it look scarier is to present the relative change, the 75 percent increase, rather
than to point out that it is still really rare,” Schwartz, a general intemnist at Veterans Affairs Medical Center in White
River Junction, Vt., told him.

In a nutshell, the difference between skin doctors’ point of view and Schwartz's is the difference between relative risk
and absolute risk. Absolute risk just tells you the chance of something happening, while relative risk tells you how that
risk compares to another risk, as a ratio. If a risk doubles, for example, that's a relative risk of 2, or 200 percent. If it
halves, it's .5, or 50 percent. Generally, when you're dealing with small absolute risks, as we are with melanoma, the
relative risk differences will seem much greater than the absolute risk differences. You can see how if someone is
lobbying to ban something - or, in the case of a new drug, trying to show a dramatic effect - they would probably want
to use the relative risk.

This is not an argument for or against tanning beds. It's an argument for clear explanations of the data behind policy
decisions. For some people, the cosmetic benefits of tanning beds — and the benefit of vitamin D, for which there are,
of course, other sources — might be worth a tiny increase in the risk of melanoma. For others, any increased risk of skin
cancer is unacceptable. (And of course, for the tanning industry, the benefits can be measured in other ways — dollars.)
But if reporters leave things at “a 75 percent increase,” you're not giving your readers the most important information
they need to judge for themselves.

So when you read a study that says something doubles the risk of some terrible disease, ask: Doubles from what to
what?



Putting The Risks of Indoor Tanning in Perspective

While melanoma has captured a great deal of public attention in the past 15 years, much of the discussion has been
oversimplified in stating that melanoma is caused by overexposure to ultraviolet light. In fact, the exact nature of the
relationship between melanoma and ultraviolet light remains unclear, and the mechanism by which the two may be
related is still unknown — which is why some independent dermatology researchers even question whether the two are
related at all.

19 of 24 epidemiological studies ever conducted attempting to correlate indoor tanning and melanoma
incidence show no stafistically significant association. While a minority of associative survey-studies have
suggested a correlation, no direct experimental evidence exists to show a causative connection.

A 2009 opinion paper published by the World Health Organization cited a 75% increased risk for
melanoma with the use of sunbeds before the age of 35. The report failed to cite that the medical
phototherapy units used in the studies made up the majority of the increased risk — 96% while commercial
sunbed use showed an increased risk of only 6%.

Many scientists and dermatologists have taken firm positions that melanoma's connection to UV light is
unclear or doesn't exist at all.

According to government data, melanoma incidence has been growing exponentially since 1930. Sunbeds
can't be responsible for melanoma increases when they weren't available in the U.S. until 1980.

Melanoma is more common in people who work indoors than in those who work outdoors, and those who
work both indoors and outdoors get the fewest melanomas.

Melanoma most commonly appears on parts of the body that do not receive regular exposure to sunlight.
If the relationship between melanoma and sunlight were clear-cut, melanomas would appear most often
on parts of the body that receive the most sunlight.

The American Cancer Society's key document measuring cancer rates in the United States ~ “Cancer
Facts and Figures” - says that melanoma rates have not increased since 2000 and that rates are
declining for women under age 50 - the opposite of what anti-tanning lobbying groups claim.

Professional indoor tanning facilities educate their patrons about the potential risks of UV overexposure. Consumers
are exposed to waming signs, equipment waming labels and are required to read and sign consent forms that include
wamings about potential eye damage, photoaging and skin cancer. While this serious approach to caution is just good
sense, it needs to be noted that understanding the risks of UV exposure is not as straightforward as some suggest.
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ACS: Melanoma Incidence Stable

"During the 1970's, the incidence rate of melanoma increased rapidly by
about 6% per year. However, from 1981-2000, the rate of increase slowed
to 3% per year and since 2000 melanoma incidence has been stable...The
death rate for melanoma has been decreasing rapidly in whites younger
than 50, by 3% per year since 1991 in men and by 2.3% per year since 1985
in women."

- The American Cancer Society “Cancer Facts & Figures, 2008”

NCi: Male Melanoma Rates 2 Times Higher

Melanoma Mortality Rates: National Cancer Institute

Race/Ethnicity Male Female

All Races 3.9 per 100,000 men 1.7 per 100,000 women
White 4.3 per 100,000 men 2.0 per 100,000 women
Black 0.5 per 100,000 men 0.4 per 100,000 women
Asian/Pacific Islander 0.4 per 100,000 men 0.3 per 100,000 women
American Indian/Alaska Native 2 1.3 per 100,000 men 0.7 per 100,000 women
Hispanic 2 0.9 per 100,000 men 0.6 per 100,000 women

FACT: Men are more than twice as likely to die from melanoma. Yet an estimated 95
percent of public health campaigns about melanoma are directed at younger women.

FACT: Melanoma mortality rates are increasing in men over age 50. But they are
declining in women under age 50. Despite this disparity, almost no public education
campaigns are directed at the people getting the most melanomas: Men over age 50.
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What this Chart Says:

- Mortality data are universally recognized as the best indicators. Melanoma
mortality in the United States for ages 20-54 has been decreasing for the past
25 years, according to the government’s best data. By 2006, the mortality
rate declined even further, to 0.9 per 100,000

- Melanoma incidence and mortality are significantly higher in men than in
women. Yet virtually all public health campaigns about this disease are
directed at women.

- Inrelative terms, melanoma mortality rates are significantly lower than
other forms of cancer. A woman aged 20-54 is about 10 times more likely to
die from breast cancer than from melanoma, according to NCI data:

Melanoma: 0.9in 100,000
Breast Cancer: 9.0in 100,000



The National Cancer Institute shows that melanoma incidence is increasing much faster in men than in
women since the early 1970s. For women under age 50, incidence rates have actually leveled off and are
declining. But dermatology industry lobbying groups continue to promote the opposite -- leading the press to

MELANOMA INCIDENCE: INCREASING IN MEN

believe that melanoma is increasing fastest in young women. The best data suggest otherwise.
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U.S. Melanoma Incidence Rates:
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National Cancer Institute Data:
Melanoma Incidence Decreasing in Women Under Age 20

Age-Adjusted SEER Incidence Rates
By Cancer Site
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Cancer sites include invasive cases only unless otherwise noted.
Incidence source: SEER 17 areas (San Francisco, Connecticut, Delroit, Hawali, lowa, New Mexico,
Seattle, Utah, Atlanta, San Jose-Monterey, Los Angeles, Alaska Native Registry, Rural Georgia.
Califonia excluding SFISJMILA, Kentucky, Louisiana and New Jersay).
Rates are per 100,000 and are age-adjusted to the 2000 US Std Population (19 age groups -
Census P25-1130). Regression lines are calculated using the Joinpoint Regression Program
Version 3.5, April 2011, National Cancer Institute.

WHAT THIS CHART SHOWS:

* Melanoma incidence in women under 20 is extremely rare - about
1 case per 200,000 - and has decreased in the past 10 years,
according to the National Cancer Institute's data.
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Relationship between sunbed use and melanoma risk in a large
case-control study in the United Kingdom

Faye Elliott", Mariano Suppa'=2, May Chan’, Susan Leake', Birute Karpavicius®, Sue Haynes, Jennifer H. Barrett?,

D. Timothy Bishop® and Julia A. Newton-Bishop’

"Section of Epidemiology and Biostatistics, Leeds Institute of Molecular Medicine, University of Leeds, Leeds, United Kingdom

*Department of Dermatology, University of L'Aquila, L'Aquila, Italy

Dear Editor,

A systematic review of 19 studies reported a 15% increased
risk of melanoma (95% confidence interval (CI) 1.00-1.31)
associated with ever use of sunbeds." A recent Australian
study by Cust et al. demonstrated an increased risk of early-
onset melanoma (<40 years) associated with ever use of sun-
beds (adjusted odds ratio (OR) 1.41, 95% CI 1.01-1.96)2
Concurrently with the Australian study and using the same
questionnaire, we investigated the relationship  between
sunbed use and melanoma at any age in the United King-
dom. A similar estimate in the UK, which has higher sunbed
usage, would imply that sunbed usage is a major etiological
factor for melanoma.

Nine hundred and fifty-nine population-ascertained inci-
dent melanoma cases diagnosed from September 2000 to De-
cember 2005 (age 17-76 years at diagnosis, 22% <40 years at
diagnosis), 513 population-ascertained controls and 174 sib-
ling controls were recruited to a case-control study whereby
comprehensive sun exposure data, including a life-long resi-
dence calendar, were collected as described previously.” Par-
ticipants were asked about sunbed or sunlamp use (ever
versus never) and about locations they were used. Data were
collected on age at first and last use and number of lifetime
sessions. Years since first use was calculated and these varia-
bles were categorized as presented by Cust ef al:: never, <25,
225 years; none, 1-10, >10 sessions; never, <4, >4 and
<14, >14 years, respectively. A proxy for sun sensitivity phe-
notype (categorized as sun-sensitive or not sun-sensitive) was
derived, as described previously.?

As far as possible, we repeated the analyses as reported by
Cust et al. Spearman correlations, Wilcoxon rank-sum tests
and Pearson chi-squared tests were performed for pair-wise
associations. ORs and 95% Cls were calculated from uncon-
ditional logistic regression models using data from cases and
population-ascertained controls to assess the sunbed variables
as predictors of melanoma. Population controls were signifi-
cantly older than cases (median age diagnosis/interview 58
and 53 years, respectively, p < 0.0001) and more educated
(x*(3) = 6.9, p = 0.03). Cases were significantly more likely
to have family history of melanoma in first or second degree
relatives compared with controls (x*(1) = 8.0, p = 0.01). The
primary analyses comparing cases and population controls
were therefore adjusted for age (examined as a trend over
quartiles), sex, highest educational level (primary/secondary

Int. J. Cancer: 000, 000-000 (2011) ® 2011 UICC

school, sixth form/vocational training, university/post gradu-
ate examined as a trend), sun sensitivity phenotype, self-
reported family history in 1st or 2nd degree relatives (none,
any) and cumulative lifetime total sun exposure (examined as
a trend over quartiles). These analyses were repeated in the
subset of 157 cases with matched siblings using conditional
logistic regression models, adjusted for all of the above-listed
factors except family history. We also performed some sub-
group analyses stratifying by the factors defined by Cust
et al. (sex, age at diagnosis/interview, sun sensitivity pheno-
type, nevi, lifetime total sun exposure) and also average num-
ber of sunburns during lifetime. In our case-control study,’
we found the sun exposure measure most associated with
risk was a protective effect of regular weekend sun exposure.
We therefore repeated the analyses adjusting for this measure
but there was no effect on the results (data not shown).

The locations where sunbeds were used were private
home (54%), tanning salons (349%), gyms/spas (32%), hair-
dressers/beauty salons (13%) and hospital/medical facilities
(9%). In analyses considering cases and population controls,
younger age was associated with number of sessions (rho =
—0.37, p < 0.0001) and ever versus never use (means 49 and
60 years, respectively, p < 0.0001). Females reported a higher
number of sessions compared with males (p < 0.0001) and
57% of females reported ever use compared with 38% of
males (x*(1) = 52.0, p < 0.0001). Sun sensitivity phenotype
and educational level were not associated with sunbed use.

In multiple regression analyses, ever-use of sunbeds was
not a significant risk factor for melanoma (adjusted OR 1.06,
95% CI 0.83-1.36, Table 1). Age at first use of sunbeds
showed a small non-significant increased risk for use <25
years compared with never use (OR 1.16, 95%CI 0.84-1.62),
as did age at last use <25 years (OR 1.49, 95% CI 0.95-2.34).
Number of sessions and years since first use did not show an
increasing trend effect on melanoma risk.

The secondary analyses comparing cases with sibling con-
trols gave an OR of 1.10 (95% CI 0.63-1.94) for ever versus
never use (Table 1). Having >10 sessions conferred an OR of
1.27 compared with never use (95% CI 0.63-2.55, Prrend
0.54). If we further examine the number of sessions catego-
rized according to our controls distribution (none, 1-20,
>20), having >20 sessions conferred an OR of 1.49 com-
pared with never use (95% CI 0.70-3.17, Prrend 0.35). Age at
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In addition to the above comments, tanning representatives—the Maryland Indoor
Tanning Association and SunSeekers, specifically—enclosed a petition signed by Maryland

citizens expressing opposition to the Department’s revised consent form draft as follows:

1. I oppose State mandated limitation of amount of time given by Parent to give
consent for Teen Tanning

2. 1 oppose scare tactic, false language and information on Parent/Guardian Consent
Form. State Law requires consent not a warning label. Statements such as “indoor

tanning causes skin cancer is a lie, is false, and is purposely misleading.”





