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Executive Summary

Americans consume more than one billion pounds of canned wuna every year, vet most people are
unaware of the neurotoxic risks from exposure to methylmercury contained in canned tuna. For
the two most sensitive populations—vpreonant women and  voung children—canned tuna s
consumed  at alarming rafes; it is the most frequently consumed fish among women of
childbearing age, while children eat more than twice as much tona as any other fish. But for more
than a decade the U.S. Food & Drug Administration (FDA) has ignored substantial evidence that
s mercury content and frequent consumption meke canned tuna—and especially “white”

albacore tuna~-a public health risk to sensitive populations.

Recent independent sampling of canned wma taken fom supermarket shelves in the U.S., and
comimissioned by the Mercury Policy Project for mercury testing, found that over six-percent of
white albacore tuna samples contain mercury at or above the FDA’s Action Level of 1 part-per-
milion (ppm). Tesis results also found thar amounts of merciry 1 “white” albacore canned tuna
had average levels over four-times higher than “light” tuna.

Based on our analysis, pregnant women who routinely consume albacore tuna with mercury
levels above 0.5 ppm mercury—the average amount of mercury in our tests—are exposed to
levels that greatly exceed the US. Environmental Protection Agency’s (FPA’S) reference dose
RIDY), A second round of canned {una mercury sampiing (scon to be released) by the
Environmenta] and Cecupational Health Sciences Insttte in Piscataway, New Jersey found
similar resuits, These test results reinforce what the FDA has known for at least a decade, and
what its own Food Safsty Commiitee stated aearly a year ago: due to its mercury levels and
frequent consumption, canned funa poses a risk to the developing fetus through maternal
consumption of fish, and infants and voung chiidren are at a higher risk as a result of greater
intake per body weight and susceptibility to methylmercury toxicity.

Methylmercury—ithe organic form mercury assumes in fish—crosses the placental barrier during
pregnancy and is linked to newrclogical damage in babies. The latest US, Centers for Disease
Corirol and Prevention {CDC) data indicates that eight percent of women of childbearing age are
at risk of giving birth to bables with learning disabilities and other developmental defects caused
by i uterc mercury exposure, tanslating to approximately 300,000 babies borm at risk of
mercury poisoning in the U.S, each vear.

FDA officials acknowledge that none of the existing population studies of methyimercury have
clearly shown the level at which the developing fetus can tolerate exposure,  Yet, the Agency has
for vears failed to act responsibly to address this public health crisis even though they readily
admit that 30-30 percent of all women across the U.S. remain largely unaware of exposure risks
from methylmercury. Under apparent pressure from the US. funa industry, FDA has stopped
testing mercury levels in canned tuna, relies on canned tuna mercury data from over a decade ago
and 20 year old industry consumption estimates and risk assessments, and has ignored the latest
findings on methylmercury from the National Academy of Sciences (NAS).

The curent FDA mercury standard uses as its endpoint overt neurclogical symptoms in adults,
and does rot take into account sensitive subpopulations, notably the developing fetus and young




children, Nor does it account for the enormous quantities of canned tupa fish that Americans
consume. As one EPA scientist noted publicly last fall at a United Nations conference on global
mercury, "[tthe reason for breaking out canned tuna separately [from other fishi is because people
eat 30 much more of it than other kinds of fish, so that the actual exposure of canned tuna is
probably the largest. on average, exposure of people to mercury.” FDA’S allowable daily intake,
the amount of methylmercury thar can be consumed daily over the lifespan without producing
appreciable harm, is weaker by a factor of 4 {0.1 ug/kd/day for EPA, and 0.4 ng/kg/day for FIDA)
cornpared to guidance recommended by the EPA and supported by NAS and the Furopean Union.

Tn July 2002, the FDA's Food Safety Committee recommended a series of sweeping policy
changes which mcluded harmonizing the FDA's action level with EPA’s more stringent R,
warning specific sensitive populations to limit consumption of canned tuna, conducting mercury
testing for carmed tuna and other fish, and determining what the exposure risks are for sensitive
populations—yparticularly for young children. According 1o Dr. Michael Shannon with Children's
Hospital in Boston and one of the Food Safety Commitiee members, "[tihe burning question is
whether it is safe for kids to be eating tuna fish sandwiches for lunch every day.” Inexplicably, in
the vear since the Committee made its recommendations, the FDA has not officiaily responded to
this question or implemented any of the Committes’s eight recommendiations,

In fact, the (S, government continues to promote unsafe methylmercury exposure through its
Women, Infants and Children’s (WIC) program, a program that serves more than 7 million low-
income people who get WIC benefits each month. Because poultry and meat are not included on
the list of potential items that may be purchased using WIC benefits, canned tuna is one of the
primary animal protein sources purchased through the WIC program.

There are also concerns that FDA s not taking precawtions to protect public health, but is instead
protecting the $1 billion per vear US tuna dustry. Camned tana is consumed in 90 percent of
U.S. househoids, and accounts for 25-35 percent of all fish consumption in the country. The tma
industry has publicly smted that It believes any mention of canned tuna in the FDA fish consumer
advisory for sensitive populations would result in a 24 percent decline in sales. In recent years,
cencerns about FDA’s science on mercury and the relationship between the Agency and industry
have drawn the atention of Capitol Hill, resulting in several studies and recent congressional
inquiries over the past decade or so. Yet based on FDA’s track record of not adequately
responding to earlier concerns raised by NAS in their mercury reports of 1991 and 2000, and
General Accounting Office reports from 1991 and 2001, it appears unlikely that these latest
congressional inquiries will be sufficiently addressed.

In th
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fice of FDA inaction, states and others are atempting to fill the void by embracing
approaches that are more restrictive than the FDA's action level  Eleven states have issued
advisories waming women and children to limit canned tuna consumption, and several states
warn that the “white” canned tna contains higher mercury levels than “light” tuna. Also, new
warning signs are being posted at national grocery store chaing in California for sensitive
populations cautioning limis on consumption of fresh or frozen tuna and stating that “Chunk or
chunk lght tuna has less mercury than solid white or chunk white tuna” Nationally, some
grocery chaing are also beginning to post similar messages.




Recommengations

I Women who are pregnant or considering pregnancy and nursing mothers should avoid
consumption of “white” albacore canned tuna to protect developing fetuses and babies from
metlylmercury exposure.  As a precautionary measure, parents should steer infants and young
children away from consuming “white” albacore tuna as well.

. To enswe sensitive subpopulations are protected in the long term, the Food & Drug
Administration should adopt the following recommendations:

Adopt EPA’s more protective reference dose for human exposure to methylmercury.
Set a regulatory limit that would tale seafood with high mercury levels off the market.
Resume its methylmercury monitoring program for canned tuna and predatory seafood.
fssue more targeted seafood consumption advice in an effective manner.

Mandate mercury fish warnings in markets and restaurants.

Prohibit the WIC program from promoting consumption of “white” albacore tuna.
Specifically warn women and children to Hmit consumption of canned tuna.
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11, The World Health Organization should adopt the more protective EPA’s reference dose for
human exposure to methylmercury.

TV, All anthroposenic mercury uses and releases should be reduced or gliminated, exports
cutailed, and surplus quantities of mercury placed indefinitely in secure, long-term, manitored
above ground storage to reduce mercury levels in the environment and in fish over time.




Introduction

For more than a decade the US. Food & Drug Administration (FDA) has ignored evidence
collected by its own scientists that albacore, or “white” canned tuna, has mercury concentiations
o to three times higher than “light” canned mna,' and faled to warn the public properly abour
the higher mercury levels in “white” tna. - Recent independent tests comunissioned by the
Mercury Policy Project show that on average “white” carmed tuna has mercury levels over four
times higher than “light” tuna. Yet the FDA itself acknowledges that 30-50 percent of women
remain unaware of the risks associated with consumption of canned tuna and other figh,2

Mercury is a potent newrotoxicant that is most dangerous for eveloping fetuses, infants, and
young  children. Methylmercury—the  organic  form mercury  assumes  atter  entering  the
environment—cerosses  the placental barrier during pregnancy and s linked to neurological
damage in infants. For preghant women, consuming afbacore tuna on a regular basis could result
m methylmereury intakes above the EPA’s reference dose and pose risks of developmental
deficits to young children.’

Canned tuna accounts for 23-35 percent of all seafood consumption in the US.* and is a staple in
9 out of every 10 households in the country.”  Americans consume one biliion pounds of canned
nna every vear® with albacore “white” tuna comprising 29% of the market share.” Children eat
more than twice as much tuna as any other fish, and canned wna is the most frequently consumed
fish among women of childbearing age! In addition, the Federal Government promctes
methylmercury exposure by subsidizing the purchase of canned tuna through #s Women, Infants
and Children’s (WIC) program—a program that serves more than 7 million low- income people
who get WIC benefits each month.”

In the case of mercury, seafood species mafters.  Virtually all fish contain some level of mercury
in their tissue, but the concentration of mercury varies significantly in proportion to the type and
size of a fish Mercury  bicaccumulates  after entering the  environment, meaning that s
concentration increases as it ascends the food chain, Large fish accumulate mercury from  the
small fish that they eat. and end up with higher mercury levels than the smaller fish, Larger fish
aiso tend to be older, so ther mercury levels reflect more prolonged exposure to mercury.
Albacore tuna is a bigger fish than the skipjack that comprises the more popular “licht” mna. An
average albacore is between 20-45 pounds, although some larger fish can weigh as much as 85
pounds. ' By comparison, the “light” funa such as the skipjack averages between 6 and 12
pounds. !

2003 Independent Canned Tuna Sample Results for Mercury

A recent sampling of canned tuna, commissioned by the Mercury Policy Project, indicates that 3
of the 48 samples, or over six-percent of white-albacore tuna contained mercury at or above the
FDA’s “action level” of 1 part per million (ppm).  The results showed that *Swhite carned tuna
has mercury levels over four times higher than “light” tna. Random samples primarily of the
three major brands of canned funa—>Starkist, Bumblebee, and Chicken of the Sea—were
purchased from Safeway, Whole Foods, Trader Joe’s, Shaw’s, and other grocery stores and sent
for testing in fate March 2003 to the Landmark Laboratory in Benton Harber, Michigan.
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Canned Tuna Merocury Test Resulis'”

White {Albacore) Tuna

Sample:Number | Mercury Tevels ippm) |
1 .54
2 0.47
3 0.34
4 0.35
5 0.29

5 532

L7 0.34
8 0.31
9 0.23
10 0.533
11 0.56
12 0.62
13 051
14 .40
15 .30
16 1.10
17 046
18 | 1.00
19 0.97
24 0.39
21 0.32
22 0.48
23 0.36
24 0.48

Average amount of mercury in white (albacore) tuna: 0.508 ppm

 Contipued: 00
23 10,45
26 0.73
27 0.48
28 0.41
29 0.83
30 0.43
31 0.47
32 0.36
33 0.48
34 0.32
35 0.26
36 0.39
a7 .00
EE 0.57
51 0.58
52 (.42
53 0.59
54 0.65
23 0.44
36 0.47
57 .47
58 0.34
3 0.41
60 0.63

017

0.047

0.12

0.18
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39 0.058
40 0.063
41 0.13
42 0.11
43 0.13
44 6.667

0.18

0.14

Average amount of mercury in light tuna: 0.118 pom




Afier these initial test results were completed, ten replicate samples from the first batch were then tested
in early April 2003 at the National Food Laboratoxy m Dublin, California—the same lab used by the US.

tuna muumy. These resulls confimmed ro with a variation between the two tests of less than

10 per cent.!”

Canned Tuna Mercury Test Results-Replicates”

White {Albacore) Tuna

Sapiplenumber o [ M
g
12
13
14
15
16
17
18
19
20

44
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Average amount of mercury in replicate sampiss: 0.568 ppm

These test resulfs confirm what the FDA has known for more than a decade:  regardless of the brand,
“white” albacore tuna has substantally higher levels of mercury than “light” tuna. A 1962 FDA study of
canned tuna found average mercury levels i albacore o be twice as high as concenfrations i “light”
canned tuna, with mercwry levels i the “light” tuna averaging 0.11 ppm, the “chunk white” funa
measuring 0.31 ppm and the “solid white” to be 0.26 ppm. ">

According to the FDALS and repeatadly echoed by the US Tuna Foundation, the combined average
mercury concentration of “light” and “white” canned tuna weighted by the market abundance of eaca kind
is equal to a mercury concenfration of 0.17 ppm. While these data are from over a decade aGo 7 the tuna
ndustry and FDA use this average to justify consumptlon and calculate safety advisories, not publicly
acknowledging in their consumer information that the “white” has at ]ea's‘t twice the amount ot MEICUry as
the “light” canned tuna. The average mercury levels cited by FDA and i the fune indusiry may be accurate
for the “light” varieties, but. according to our more recent festing, may not accurately reflect mercury
levels in “white” albacore varieties currently sold in supermarket shelves across the U.S,

Furthermore, the FDA’s approach of averaging the mercury concer ntration in all types of tuna together to

obtain a weighted average concentration, and using this value to estimate mercury exposure from tuna
copsumption is misieading because it assumes that consumers “gamnle” and consume canned tuna at
random from the marker shelves. This approach ignores the fact that many, perhaps most, individuals wili

tend to consistently buy only one type of tunma. Thus, those who cons istently buy “white” canned tmna
will have a mercury exposure much greater than that suggested by FDA's averaging approach,




Our test resulis show that “white” canned funa has mercury levels over four times i giﬂe* tw 1 Clight”™ tuna
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upper 10" nercentile Eﬂvme mercury levels at (.91 ppm.  Also, an additional sampling of a larger data set
of camed tma by the Environmental and Occupational Health Sciences Instifute in Piscataway, New
Jersey confimed similar results in which “white” canred fuma had significantly higher levels of mercury
than “light”” tuna.'®
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Based upen our analysis, eating just one 6 oz can {170 grams) of "white" tuna with a mercury

concentration of 0.5 ppm could give a women of child bearing age a dose of about 1.4 ughkgiweek, or
twice EPA's reference dose (RiD), and af 4 ounces, she would have already exceeded the EPA's RID by
35%.  If a woman of childbearing age with a typical weight of 132 Ibs (60 kg) eats 12 ounces of canned
tuna per week—the limit advised by FDA--she will be exposed to 0.4 ug'kg/day of mercury, or 4 times
the EPA's reference dose of 0.1 ughkg/day. A 44 pound child eating 6 ounces of canned tuna per week
with a mﬁrcury concentration of 0.5 ppm would be exposed fo 4.3 uglkg/weel, or over six times EPA's

RID. A 22 pound toddler would have an intake over four times the EPA limit by eating only 2 ounces per
week and a young child (at 88 pounds) would exceed the EPA's RID three-fold bv consuming weelkly

only one 6 ounce can of tuna with a 0.5 ppm mercury concentration,

How s the Public Warnsd About Canned Tuna?

The FDA has primary authority for regulating commercial seafood in the mar ketplace, while FPA
provides guidelines for recreational fish. FDA's allowable daily intzke, the amount of methylmercury
that can be consumed daily over the lifespan without producing appreciable harm, s weaker by a factor
of four (0.1 uglkd/day for EPA, and 0.4 ugkg/day for FDA) compared 10 guidance recommended by the
EPA and supported by National Academy of S uencesl‘ (NAS) and the European Union,”

In 2001, EPA issued a natiomal consumer advisory on rec reationally caught freshwater fish. FPA's
advisory warns women who are pregnant or may become pregnant, and nursing mothers o limit their fish
consumption 10 just 6 to 8 ounces per week—as opposed to the FDA’s recommendation of 12 ounces per
week for a variety of fish (except shark, swordfish, king mackerel, and tilefish, which FDA advised
sensitive populations not to consume at all). EPA also advises voung children to limit consumption of
fishto 2 10 3 ounces per week. Meanwhile, FDA’s advisory states, “[tlhere is no harm in esting more
than 12 ounces of fish in one week as long as you don’t do it on a regular basis.™' FDA's justification for
allowing greater consumption is that seafood has lower mercury leve%s on average, than freshwater fish.**
However, as svidenced hy our testing of merawry in “white” canred tuna, it appears that this may not be
the case.

Despite recent scientific advances in understanding of how even low concentrations of methyimercury
exposure poses a risk to the developing fetus, the FDA has not c:ﬂonduded any thorough and
comprehensive  testing of mercury levels in canned tna since 15927 and stopped its seafood
methylmercury  monftoring program in 19987 Regarding seafoed te esting for methylmercury, FDA
scientist Dr. Michael Bol ger has stared publicly thar “[ijt would be a waste of valuable ;esoumes” to
comtinue monitoring fish for mercury, =3 Moreover, in the past thres vears the FDA has failed w0

implernent the findings of the NAS after the Academy endorsed EPA’s more stringent reference dose for




methylmercury. In addition, the FDA has ignored s own findings from focus group studies, and even
ignored recommendations requested last year from its own Food Safety Comim“tee——a panel of experts
assembled by the FDA to review the Agency’s advisory for methylmercury in seafood.” #

A History of FDA Inaction on Methyimercury in Figh

In Julv 2002, FDA’s Food Safety Committee recommended that FDA provide |Ubt1ﬂCﬁUOE" for ontinuing
to use ifs action level rather than employing EPA s more stringem reference dose.”’  An action level
identifies the level of contamination above which FDA may bring informal enforcement action and
remove fish fom the market. Tt is not the same as a regulatory limit that ¢ legally binding on the agency,
the industry, and establishments where fish are sold. Fach time FDA brings & case fo remove seafood
from the market on the basis of an action level. it has to prove that the seafood poses a threat to public
health, Vet this happens only infrequently and seafood excesding the FDA's action level is sold everyday
in markets and restaurants across the US.

FDA’s action level is currently 1 ppm for methylmercury, but when it was first developed it was 0.3
ppm—twice as stringent as it is now. The current U.S, action level was first issued as an administrative
suideline for fish in 1969 in response to a mass mercury poisoning incident in Minamata, Japan. At the
time, the Agency set the permissible level of mercury at 0.5 ppm and found many canned tuna samples
exceeded that level.  According to an October 1972 National Geographic article, when FDA scientists
found levels of mercury in canned funa above 0.5 ppm, the Agency “ordered the withdrawal of 12.5

o e
miliion cans of wna.. =%

In 1674, FDA converted “the permissible level” standard of 0.5 ppm to an action level, recognizmg that
chronje exposure o fish and shellfish containing methylmercury posed a greater danger to women of
childbearing age than to the general population. Bur in later actions FDA ignored the critical public
health consideration that there are sensiive sub-populations within the general population. In 1979,
following litigation by the fishing induswy challenging its mercury action level, FDA weakened the
standard to its cuent action level of 1 ppm (fom is original action level of 0.3 ppmy), effectively
ignoring the 1974 finding that methylmercury might hanm fetuses, and eliminating additional protection
for pregnant women and children, This decision followed the National Marine Fisheries Service’s
conclusion that “fthe bigher level would provide a significant economic benefit o those industries most
sericusly affected by regulatory actions under the 0.5 ppm guideline.

It is not surprising then that when the NAS issued fis seafood safety reports in 1991, it roundly criticized
the methedology used by FDA for establishing ifs methvlmercury action level and wamed that it did not

thodology 1ethylr cn level,
adequately protect pregnant women and their children, The NAS criticized H,)A for basing its standard
on the lowest blood level of mercury reported to produce adverse health ¢ L~-rather
than its typical approach of using the no observable adverse effect 1evel»~——NGAEL. Additionally, the
NAS poimed out that FDA's standard failed to account for two critical variables: weil-documented
differences among individual rates of mercury elimination, and the fttal response o mercury eXposure.
The NAS concluded, “[allthough the 10-fold safety factor as applied appears to offer a reasonable degree
of protection for adult effects, projections of the feial dose-response data suggest the possibility of
appreciable risk from methylmercury exposure even at levels 1o which many people are exposed via thelr
diet.'® Vet FDA never responded to the 1991 NAS study, nor has it responded to a second NAS study in
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2000 that enamsed EPA’s more stringent mercury standard as “scientifically justifiable for the protection

of public health”®' Now more than 20 years old, FDA’s Cllhan’{ action level is based on outdated data
et mofe Hao chogm dned At ban s aa by b ek 12
wmat sets the standard af keast four times o0 mgn.

In addiion to the other recomumendations discussed earlier, FDA's Food Safety Committes also ureed that
FDA make several sweeping changes to its methyimercury policies and prosrams.  These included
advising FDA to wam specific semsitive populations to limit consumption of canned tuna, condct
mercury festing for canned tuna and other fish, and determine what the exposure risks are for sensitive
populations, particularly for young children,*’ Inexplicably, in the vear since the Committee made iis
recommendations, FDA has not publicly mpiu‘nented any of these measures.

State Health Agencies Fill the Federal Void Created by FDA

State health agencies have started filling the void left by FDA by issuing advisories for canned tuna that
are much more restrictive than FDA’s action level”* Eleven states now voluntarily wamn preenant women
and children to limit canned nma consumption. These states are Michizan, Minneso, New Jersey,
Vermont, Connecticut, Maine, Massachusetts, New Hampshire, Washington, Wisconsin, and  most
recently California™ Some states also advise sensitive populations 1o eat less white cammed funa than the
light, based on a 1992 FDA study which found mercury levels higher in the “white” tuna.*®

State Canned Tuna Mercury Advisories
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Michigan 18G7 Pr gnam waornen limit to 7 oz, of tuna/week

Minnesota 1997 Pregnant women limit to 7 oz. of mma/ weel
New Jersey 1997 Pregnant women Hmit to 8 oz, of tunafweek
Vermont 1999 | Pregnant women limit to 7 oz, of una/week

o

. - Women of child-bearing age and children under 8§, limi o0 )
Maine 2000 .
can of “white” or 2 cans of “light” tuna/week

, No more than 12 oz, of tuna/week. Very small children,
Massachusetts P2001 LT I
' melnding toddiers, should eat less

Pregnant women, women who may get pregnant & nursing
New Hampshire 2001 women limit ¢ 1 can of “white” or 2 cans of “light"/week:
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children Hmit to ¥ can “whie" or 1 can® hbl iwesk

Washington 2001 Waomen of child-bearing age Hmit to less than 6 oz. per weel

Women of child-bearing age and children under 135 Iimit to |

Wisconsin 2001 !
can per weelk

Women who are pregnant or might become pregnant, nursing
California 2002 | mothers and children under 6 limit consumption to 12 oz, per
f week




In additicn, interim wamings posted at major grocery store chains in California—developed by the state
Attomey Ceneral in consuliation with the Department of Health Services—state that “Chunk or chunk
fight tuna has less mercury than solid white or chunk white fina’™’  Most recenily, the national natral
food grocery chain Wild Oats Market, Inc. committed to posting these warnings at its 101 stores located
in 25 states,”® and Whole Foods Market, Inc. now provides similar information on its website.””

. . - 4 ' .
Further, the Washington State Health Department websie™ provides canned tuna mercury consumption
recommendations for women and children by personal body weight assuming the FDA’s 1992 sampling
average of mercury levels in canned tuna &t 0.17 ppm.

Canned Tuna Weekly Consumption Rates*
Bars indicate the weekly limit of canned tuna for women of childbearing age and children
under six as recommended by Washington State Department of Health 4/12/04
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Of cowrse, If the average levels of mercury were over 0.5 ppm. as In our recent independent testing, the
recomumended allowable consumption amounts for these sensitive populations would be far, far less. For
instance, a 22 pound toddler would exceed the EPA reference does 4 times over by eating only 2 ounces
of canned tuna per week that had mercury concentrations over 0.5 ppm. Even a 176 pound man reaches
the EPA reference dose by eating only 4 ounces of camned tuna per week that contains mercury
concentrations over 0.5 ppm,

Page 12



FDA Protecting the Tuna Industry, Rather than the Public

Rather than taking precautions to protect public health, & appears that FDA is Instead tent on protecting
the $1.1 billion per year tuna industry, During the drafting of its fish consumption advisory n 2000, FDA
met privately on thres separate occasions-——September 23, November 6, and November 22—with industry
leaders from Chicken of the Sea, StarKist, Bumble Bee, the US. Tuna Foundation (the national
organization representing canned tma processors and the fishing boats that supply them), and the
National Food Processors Association (NFPA)—the trade association representing the $460 billion food
processing industry.®! Following these meetings, FDA dropped both fresh and cammed tuna from its fish
consumption advisory for sensitive populations issued Januery 11, 2001—aven though prior to that FDA
sclentists had included canned tuma advisories n its focus groups and explained, as noted in s own
transcriprs, why canned funa was & methylmercury exposure concern for sensitve populations. ™

In its written submittals to FDA, the US. wna industry projects that canned funa consumption would
significantly decline if it were to be mentioned i FDA’s advisory.*® A December 2000 letter to the FDA
from the US. Tuna Foundation wamed that purchases of canned tuna could decline by 24 percent if
canned na were mentioned specifically in an advisory.**  Shortly afier FDA dropped canned tuna from
its advisory, the NFPA announced that it had “scored a decisive victory when FDA released a revised
consum;:r advisory earfier in the year that did not mention canned tuna and did not lower the tolerance
level ™

However, the decision to omit fresh and canmed tuna from its consumption advisory runs conary o
mission statements of the FDA and other health agencies to protect the public fom contaminated food. It
also runs contrary to the conviction held bv other government agencies, scientists, and health officials,
that canned wma consumption poses a threat to public health, due to mercury levels and frequent
consumption

Based on an examination of FDA’s focus group franseripts, some™® bebieve that FDA's decision was
infended to allay industry’s concern that is inclusion in the advisory would lead people 1o curtail
purchases of canned tuna’  To justify this move, FDA spokespeople asserted that even the higgest
consumers of canned tuna ate only seven ounces per weelk,”® m other words not enough to warrant taking
action to minimize wna consumption n any part of the population.®®  These numbers, which suggest that
the usual consumption of canned wna by women averages less than seven grams per day, are based on a
study commissioned by the US Tuna Foundation.®™ Moreover, the funa industry regularly tests mercury
levels in camned twina but does not make this research publicly available®' Vet according to a
spokesperson from the tuna industry, “extensive research” found that four percent of the funa tested
reached or exceeded the FDA’s action level of 1 ppm.”*

Conaressional Inguilry

Concerns about the FDA’s questionable relationship with the tuna industry and human exposure risks to
methyimercury have sparked congressional involvement and inguiries. In March and Jubv of 2002,
Representative Frank Pallone (D-NJ) wrote to FDA and then Inspector General of the Department of
Health & Human Services, Janet Rehnquist, questioning “the undus influence fom the seafood
Representative Pallone concluded:s  “[dJocuments brought to my attention suggest that top
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FDA officials spent taxpayer monsy on public opinion focus group fests o leam how to bast
communicate to female consumers the hazards of eaﬁng mercury comtaminated tuna fish, then dropped

R e
x> atiy cpad 1 h 1mlaiy nad
the waming affer It met with seatood industry Jobbyists.’

In a March 2002 letter to then Inspector General Rehnguist, Representative Pallone reguested that the
Inspector General investigate reporis that FDA scientist Michael Bolger misrepresented the results of
focus group research on how to communicate mercury risks to women. Pallone alse voiced concerns that
the focus group process was unfalr and lacking impartiality.  Pallone writes:  “[ilssues of improper
conduct and undue influence by industry loom unanswered here, and your action is needed to clear up
these important questions..] ask that you take precautionary measures t© ensure any undue industry
influence ceases while vou are reviewing this matter...”

Similarly, citing speecific concern with the agency’s failure to adopt recommendations made by the 2000
NAS Commitiee on Methyimercury, Democratic Senators Patrick Leahy {VT), Edward Kennedy (MA),
Hillary Rodham Clhinton (NY), John Edwards (NC), and Tom Harkin (IA) wrote to thep-acting FDA
Deputy Commissioner Bernard Schwetz on February 25, 2002, stating: “We are concemed that the FDA
has not adopted the NAS recommendation and the EPA standard. Nor has the agency included all species
with high methylmercury levels in ifs public health advisories, leaving pregnant women, women of
childbearing age, and other seafood consumers vulnerable to the risks described in the NAS repoit. 93

Meanwhile. a January 2001 report by the U.S. General Accounting Office (GAO) ariticized FDA for its
handling of mercury in commercial seafood.” ¢ According to the GAQ, FDA does not provide guidance to
the fshing industry to identfy and prevent fish contaminated with mercury fom reaching consumers,
even though the Agency’s own testing found that over half of the swordfish met or exceeded its action
level of 1 ppm.

The GAO report also noted that for over 10 vears FDA has been evaluating the hazards of mercury in fish,
but has never completed its study. “In the meantime.” he GAQ report states, “TDA advises industry and
inspectors not to identify methyhmercury as a hazard reasonably likely to occur”  However, in prior draft
FDA Fish & Fisheries Guides, methvimercury was “identified as a potential hazard in certain seafood
species consumed by humens, including swordfish and mna” 7 Vet now FDA omits “a serious hazard
because methylmercury, a highly toxic substance, is not identified or covered in FDA's seafood guide as a
hazard reascnably likely to occur,” according to the GAC report.”t

Americans are Not “Average” Fish Consumers:
FOA's Action Lavelvs, BEPA's RBeference Deose for Warning the Pyublic About Marcury

Americans eat canned tuna meals more frequently than all other fish meals combined”® The average fish
consumer eats hetween one and three fish mesals per weelk, including canned funa. But according to a
report from the State of New Jersey, a significant percentage of the population eats five or more fish
mieals per week.®® More to the point. while some people don’t eat any fish, others are eating well more
than the average, with some people reportedly eating ten fish meals per week P! As an example of the
average annual number of fish meals per person, and the large percentage specifically mlated 0
consumption of canned tuna, see the graph below, from an annual report on the U.S. seafood industry.**
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According to an EPA scientist spaakmcr at & United Nations mercury meseting last fall, "{tthe reason for

breagking out canned tuna separately is because people eat so much more of it than othez <nds of fish so

that the actual exposure of canned tuna is probably the largest, on average, exposure of peopie to mercury.

In fact, even at the average exposure of 0.2 [parts per million] or there about, you can easily exceed he
EPA’s) reference dose at non-pathological levels.'®?

In April 2003, FDA's newly appointed chief medical officer in the sclence office, Dr. David Achesan,
announced what appeared to be a reversal of the Agency’s refusal to accept the NAS recommendation to
adopt EPA’s more stringent safe level for mercury in the human bhody.  Speaking to Mobile R@GNEl
reporter Ben Raines, Acheson said: “The FDA is now basing its adwsory on the EPA’s reference dose.”
While he stopped short of announcing that FDA was tlmah endorsing EPA’s safe level, a recent paper
co-authored by EPA, FDA, CDC, and NOAA published in the Journal of the American Medical
Associatiorf”, appeared 1o set the stage for an imter-agency harmonization of imake levels for
meihyhm:rcm‘;»%s@methha g which consumer advocates have long pushed for.

A few days later, on April 9, 2003, Achesen indicated that the Agency will decide what advice to orovide
about canned wna by the end of 20035 Already the wna mndustry has begun a public campaign wging
consumers 1o ignore concerns about the link between seafood consumption and neurodevelopmental
disorders.  As recently as May 13, 2003, the US Tuna Foundation issued a press release endorsing the
view that “canned wna, which conains only trace amounts of mercury, poses no health risks.. Canned




tuna is one of the safest, healthicst foods on the market today.”®’ This in spite of FDA acknowledgement
that none of the smdies of methyimercury have clearly shown the level at which newborns can tolerate

IF FDA adopts EPA’s reference dose, the agency will almost certainly have 1o revise its advice to women
and children for canned tuna consumption This would mean reducing the per weekly consumptaon of
canned tuna significantly, from two six ounce cans o one can of tuna for women and considerably less for
children, and even less for infants. The current FDA standard uses as its endpoint frank neurologic effects
in adults resulting from the mercury poisoning epidemic in Irag in the 1970s, ®® so it does not take into
account sensitive subpopulations, notably pregnant women, young children, and low mcome communities
relying on canned fish as a cheap source of protein,*

In its July 2002 meeting, the Food Advisory Comm;ttee advised FDA 1o justify more accurately how the

agency can continue to use a 1 ppm action level’ that, according to many, fails to adequately address
methylmercury exposure risks to the developing fetus and to young children. The FDA’s advisories are
based on consumption of a mixtare of fish corresponding to the average mercury concentration among the
all market fish. Vet realistically, people eating seafood do not consume avers age amounts of a particular
fish. Pecple who eat canned tuna, tuna steaks, swordfish, shark, king mackerel, and other high risk fish
generally eat these fish over and over again. According to Dr. Michael Shannon with Children's Hospital
i1 Bosten and one of the Food Safety Conumittee members, "{tThe buming question is whether it is sal
for kids to be eating wna fish sandwiches for lunch every day.”!

By contast, EPA used a group of tests of pysho-newologic performance including language, attention,
and memory administered to Faroese children as the basis for its RfD. EPA’s reference dose is designed
to account for the accepwble daily dose of a substance even for sensitive subgroups, in this case the
developing fetus and young children. EPA’s cument reference dose for methyhmercury is 0.1
ugkilogram/body weight/day.  According 10 a statement made by EPA scientist Dr. Kate Mahaffey, this
amounts to anproxhnatel “S to 7 micrograms per day {of mercury] for someone who weighs between
100-130 pounds™™ Based on this calculation, FPA’s RID guides states to warn women and children to
Hmit fish consumy “t:Dn to 6 10 8 ounces per week, as opposed to the FDA’s recommendation of 12 ounces
per week. For a 44 pound child, the EPA guidance utilized by certain states translates to only 3 ounces of
light wna or 1.5 cunces of white tuna weekly—one tuna sandwich a week—Dbased on the 1992 FDA
average of mercury i canned tuna of 0.17 ppm.73 Again, the amount of tuna consumed under EPA’s RfD
would be far less when the mercury levels exceed 0.5 ppm, as in the case of our recent tuna testing.

In addition to deveicping babies and voung children, methylmercury exposure from canned tuna has 2
disproporticnate impact on low-Income communities, where canned funa is consumed in higher gquantities
because of its affordability. Indeed, according to industry sources, “[clanned tuna is also critical to lower
income groups as it is often ‘“featured’ at a deep discount or as a ‘loss leader’ to drive waffic in the retail
store.
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Unfortunately, the Federal government promotes unsafe methvlmercury exposure through its Women,
Infants and Children’s (WIC) program, which serves more than 7 million people who get WIC benefits
each month,””  Under the WIC program, lower income women are provided government checks o
purchase food for themselves and ther families. WIC foods include iron-fortified infant formula and
infant cereal, on-fortified aduit cereal, vitamin C-rich fuit and/or vegstable juice, eggs, mille, cheese,
peanut butter, dried beans or peas, tuna fish md carrots.’®  Because poultry and meat are not meluded on
the list of potential items that may be purchased using WIC benefits, canmed tuna is one of the primary

animal proteins purchased through the program.

Now Evidence of Harm from Methvimercury in Fish

A large body of scientific knowledge demonstrating the adverse impects of low levels of methylmercury
exposwe on the developing fetus has emerged since ntensive study of the human health effects of
methylmercury began following the mercwry crisis in Minamata, Japan nearly 50 years ago. Vet new
information published over the past three vears sheds new light on methylmercury exposure concerns.

Most recently, a landmark article published bv top U.S. federal agency sclentists appeared in the April
2003 issue of the Joumal of the American Medical Association. The study, conducted together by EPA,
FDA, CDC, and NOAA, analyzed new CDC findings that 8 percent of women of reproductive age in the
U.5. have mercury blood levels above what EPA and NAS consider sate (5.8 microgram per liter, or 3
narts per billion), This equates to more than 300,000 childrenn born sach vear in the US. at risk of
developmental neurctoxicity from exposure to methylmercry,  The study also found that women who ate
three or more ervings of fish within a 30-day period had four times the mercury levels of women who ae
no fish during that period; and children who had eaten fish in the last 30 days before sampling had blood
mercury levels twice as high as those of children who had not eaten fish during that period.??

Another recent study, published in Envirommergal Health Perspectives by Dr. Jane Hightower, found
unexpectedly high levels of mercury exposure among her patients, who were not otherwise selected on the
hasis of either fish consumption or mercury exposurs. © Dr. Hightower measured blood mercusy levels in
patients who demonstrated  various mercurv-related  symptoms, and determined, among other findings,
that a number of her patients, including children, had eaten no fish other than canned tuna and sill
exceeded the EPA's safety level.”” Of the 116 patients studied, who revealed symptoms indicative of
mercury exposure, 89 percent had mercury levels excesding 3 ppb,

While some medical establishments advise patients with heart problems to eat fish because it s a low-fat
source of prowin and beneficial omega-three fatty acids are considered protective to the heart, recent
methylmercury exposure studies raise concern that moderate levels of mercury exposure from these same
fish may decrease cardio-protective effects of fish intake. An extensive exposure study in Finland in 1995
examined concentrations of mercury in hair, urine, and blood samples of men with high fish consumption
who were mitially free from cardiovascular disease. Results revealed a significant comelation between
high levels of mercwry and cardiovascular disease due fo fish consumption. Mercury concentrations in
hair resuling from fish consumption at levels which are found among US. fish consumers were
associated with a 2-fold increase of risk of acufe myocardial nfarction and coronary heart disease, other
cardiovascular diseases, and death.®®  Hair mercury data in a follow-up study showed aceelerated
progressicn of carotid atherosclerosis associated with mercury accumulation.®® T addition, a sudy of
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Furopean men released in the avwmn of 2002 found a significant association between METCUYY 8XpOosure
from fish consumption and subsequent elevated risk of acute myocardial infarction.®

hese cardiovascular concems are also supported by findings in the Faroe Islands study suggesting that
prenatal exposure 10 methylmercury may affect the development of cardiovascular homeostasis.  Blood
pressure increased significantly with increased cord blood mercury concenfrations up 1o 10 ugl® In
addition, ncreased methylmercury In cord blood levels reduced heart rate variability, which is an
indication of a lack of ability to respond appropriately to a physiclogical signal. Increased blood pressure
15 a risk factor for cardiovascular disease.

Conclusions

The Food & Drug Administration has failed in its responsibility to protect sensitive populations, including
pregnant women and children, from exposure risks to methylmercury from consumption of canned tuna,
and particularly “white” canned mma.  While FDA has known for over a decade that levels of mercury in
“white” funa arc at least double the levels v “light” tuna, the Agency has failed to acknowledge or
address this—even though 11 states now wam sensitive populations to limit canned tna consumption and
several warn that mercury levels in white tuna are much higher than light tuna.

Further, by FDA scientist's own admission, 30-30 percent of American women remain unaware of the
mercury exposure risks fom fish consumption.’®  FDA officials have also acknowledged that none of the
studies of methylmercury have shown the level at which newborns can tolerate exposure,  Unfortunately,
FDA’s apparent allegiance to the fishing industry has so far resulted in a public health breakdown of
critical proportions.  This breakdown places more than 300,000 children each vear at risk of mercury
poisoning. and endangers millions of people who routinely consume larger predatory fish like albacore
“white” canned tuna.

Despite promises that it would prioritize methylmercury seafood issues, FDA has ignored and skewed the
findings of focus groups, committee recommendations and revorts.  While there has been a pattern of this
occurring for more than two decades, this occurred more recently i 2000 and 2003, when the FDA
ignored reports put forth both by the National Academy of Sciences and U.S, General Accounting Office
respectively, Since  July 2002, the FDA has continied to procrastinate on implementing the
recommendations of Is own Food Safety Commitiee that it specifically requested—even though Joseph
Levitt. Director of the FDA Center for Food Safety and Applied Nutriilon and top official at the time in
charge of the Agency’s mercury policy, publicity agresd that the Committee’s findings were significant
and that FDA would be “taking the advice o heart.”™




Racommendations for Action

1) Sensitive populafions should avoid consuming “white” albacore canned tuna, Women who are
pregnant or considering pregnancy and nursing mothers should avoid consumption of “white” albacore
canned funa to protect developing fetuses and bebies from methyimercury exposure.  Parents should
steer infants and young children away from consuming “white” albacore tuna as well,

1)} ¥DA should adopt the EPA’s reference dose for human exposure to methylmercury. Following
the recommendation of the National Academy of Science, FDA should adopt the EPA’s reference dose
1or human exposure to methylmercury that is more protective for those most at risk.

3) FDA should resume testing of canned tuna and other seafood. More comprehensive tests are
critically needed to improve the FDA’s baseline knowledge about concentrations of mercury in seafood
and canned tuna.

4} FDA should set a regulatory limit rather than an action level for methylmercury in fish®® A
regulatory limit would provide both the public end the fishing industty with & clear picture of
unacceptable levels of mercury in fish and provide FDA and other agencies with a much clear direction
as to removal of seafood from the marketplace,

5) ¥DA should issue more targeted seafood consumption advice. Consumption advisories should be
specifically  aimed at presenting the public with a ranoe of aprropriste consumption levels based on
pody weight, consumption patterns, and mercwry levels, as well as particular fish including identifving
the higher risks of eating albacore “white” carmed tuna.

6) FDA and states should mandate mereury labeling in markets and restaurants, Poit-of-purchase
information is a proven and  effective mechanism for influencing consumer behavior.  Consumers
purchasing fish in the marketplece should be made aware of how much mercury the fish contains, and
what consumption levels and Hmits are appropriate for them.

7y Federal and state Women, Intants, and Children (WIC) Program should not aliow albacore
“white” canned funa fo be included in its benefits,
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The World Health Organization should adopt the EPA’s reference dose for human exposure to
methylmercury.
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Avnnendix | Mercury Timeline

1953 Fishermen, their families and the community of Minamata, Japan experienced a mercury poisoning
epidemic due to consumption of mercury contaminated seafood, resulting i severe health impacts,
including brain damage and death.

1969 FDA sets an "administrative guideling” of 0.5 ppm for methyhmercury in marine fish.

1971 FDA finds seafood over its administrative guideline of 0.5 ppm for mercury and recalls 12.5 million
cans of canned tuna and prohibits sale of swordfish and other high mercury seafood.

1972 A mercury poisoning epidemic occurs in Iraq where wheat and barley freated with ethylmercury
fungicide resulted in several thousand exposures and 4359 deaths. Pregnant women who consumed
mercury-contaminated bread were not affected, but their offspring experienced neurclogical damage.

1974  FDA converts their "administrative guideline” of 0.5 ppm for mercury to an "action level"
recognizing that chronic exposure to fish and shellfish conteining methyhmercury posed & greater danger
to women of childbearing age than to the general population,

1979 After being sued by the fishing industry, FDA raised their "action level” to 1.0 ppm, ignoring the
critical public health consideration that there are sensitive sub-populations within the general population.

1980 The U.S, Congress adopts the Clean Alr Act amendments which, among other things, instructs EPA
to conduct a comprehensive study of the healih, ecological effects of mercury, and sources of mercury,
and present its findings to Congress within 5 years.

1901  The General Accounting Office released a report stating that FDA failed to examine mercury’s
reproductive and developmental toxicity data when it weakened its action level from 0.5 1o 1.6 pprm.

1001 National Academy of Sciences releases its report "Seafood Safery. which eriticizes FDA for its
handling of methyvimercwy in commercial fish. NAS stated that the adequacy of FDA’s action level to
protect the developing fetus “is highly doubtful,” characterizing the approach as “unusual” and criticized
FDA for not adequately protecting the developing fetus.

1865 FPA establishes iis reference dose for human consumption of methylmercury at 0.1 micrograms per
kilogram of body weight.

1605 In July, EPA completes its "Mercury Stady Report to Congress” - a seven-volume, 1,700 page
report that was peer-reviewed internally and externally. Rather than release the report to Congress or the
public, EPA forwards it to the Sclence Advisory Board (SAB) for further review,

1696  In October, Senator Patrick Leahy (D-VT) leads 20 senators in a letter to the EPA Administrator
calling for the immediate release of the mercury report to Congress,

1997  In February, the SAB recommends that EPA not wait for more data befors moving forward with
the report. SAB also finds that the EPA's report was already the best compilation to date.




VT send a letter to President

'mgcss Senator e-ahfy' also
leads a bipartisan coalition of six senators in infroducing a resolution (8. Con. Res. 28) that calls for the
immediate release of the EPA mercury report and questions the reasons for the delay.

the EPA to release its mercury report &
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1897 In May, Senator Patrick Leshy (D-VT) and Senator Jim Jeffords (R-
8]

1997 In November, the Farces Island study, “Coenitive deficit in 7-year-cld children with prenatal
exposure to methlymercury” is released.

1997  In December, Senators Leahy and Jeffords send a letter to EPA Administrator Rrowner and
Secretary of Health and Human Services Donna Shalala, wging them o work together to reduce public
xposure to mercury.

1997 On December 19, EPA releases its "Mercury Study Report to Congress.”" The report concludes that:
"coak-fired power plants and municipal wash incinerators are the two largest sources of mercury emissions
i the United States, mereury pollution can contaminate fish and birds and, at least 1.6 million Americans
are potentially at risk from food contaminated by mercury pollution thar enters the environment
principaily as the result of human activities.”

1998 In the late spring, Representative Mollohan adds language to US House VA-HUD Appropriations
bill that says EPA cannct regulate mercury until scientific studies review EPA’s reference dose.

1998 In July, in a conference committes of the FY 1999 VA-HUD Appropriations bill report, Senator
Leahy and Representative Mollohan compromise with language calling for EPA regulations to abide by a
National Academy of Sciences study that will be completed in 2 vears.

1859 In March, Senator Leahy sends a letter to HHS Secretary Shalala urging review of the Agency for
Toxic Substances and Disease Registry (ATSDR) proposed "toxicity profile” of mercurv, Leahy sugeests
that the proposed profile is a weakening of currently-available reference dose information and will cause
conflision as to appropriate mercury levels. Leahy argues that ATSDR should submiz data to the ongoing
daational Academy of Sciences study mandated in FY 1999 VA-HUD Apprepriations.

1999 In April, ATSDR sets a mercury "minimal risk level” for methylmercury at 0.3 micrograms per
kilogram of body weight,

1999 In Cctober. Senators Leshy and Tom Harkin (D-fowa) send a letter to Secretary Shalala reguesting
information  from FDA about how the agency is protecting American consumers from the ris§<5 of
mercury-contaminated ood, They also ask for clarification of the basis for the FDA "action level” They
set a deadline of November 3, 1999 for a response.

2000 In mid-Febmary, FDA finally responds to the letter from Senators Leshy and Harkin, The FDA
letter includes datasets that show FDA stopped monitoring domestically caught seafood for mercury
contamination in 1998, This was done even though their 1997 daw showed that several samples of
domestically caught tuna, swordfish, and shark exceeded their own 1.0 ppm "action level.”




2600 In April, Senators Leahy and Harlin release a statement expressing serious concerns over the lack
of FDA menitoring of domestically caught seafood since 1998.

2600 In July, the National Acadermny of Sciences releases its veport "Toxicological  Effects of
Methylmercury™ to Congress. The report supports the EPA reference dose for methylmercury of (.1
ne/ke/day. In its risk assessment section, the report defines "high consumption” levels of fish at or near
100 grams/day (approximately 3 ounces/day). This is the amount eaten by about 3% of the US.
populations studied. Given these statistics, the NAS report estimafes that, on average, 7% of women
nationwide would exceed the 0.1 pg/kg/day reference dose for methylmercury. In addition, the risk may

be higher in certain regions of the country.

2009 In mid-August, Senators Leahy and Harkin send a letter to Secretary Shalala to urge the FDA and
ATSDR 10 adopt the more stringent, NAS-supported EPA reference dose.

2860 In November, FDA begins engaging in stakeholder meetings t©  discuss revising their
methylmercury "action level” and their consumer advisory for sensitive populations.

2006 A mid-December conference report for the final FY 2001 appropriations bill of the 1064 Congress
includes a rider which passes to stop FDA from taking action on methylmercury in fish. The language
stipulates that FDA  should not develop consumer guidence on methylmercury exposure  without
considering "more than one relevant study,” a reference to the Seychalles Islands studies.

2061 In January, Senators Leahy and Harkin send a letier to Secretary Shalala, urging the FDA to update
fts consumer guidence immediately to protect pregnant womsn, voung children, and other sensitive
pomiations. They wrge FDA 1o update its "action level” to the soicter FPA methyimercury standard, and
they note FDA's lack of response to their August 13, 2000 letter,

2001 On January 11, FDA issues a new consumer advisory for methvlmercury in fish. The advisory
warms  pregnant women, women of childbearing age, nwsing mothers, and voung children 1o avoid
swordfish, shark. king mackerel, and tilefish. Tt also warns them to lmit other fish consumption to 12 oz
per week and 1o consult state and local advisories regarding freshwater fish. The new advisory does not
specifically mention fresh wna or canned tuna. FDA issues new consumer advisory but doesn't change the
‘action level." At a congressional briefing, FDA states that mercury is a high priority for the coming year,
to include development of an overall mercury swategy,

7{}{%1 On January 11, the EPA issues a general fish consumption advisory for methylmercury in 2001,
advising  women who are or mav become pregnant, nusing mothers and young children to limit

fosi
-

jektbis pur\q of freshwater fish to one 6-8 ounce meal per week for aduits and one 273 ounce meal for
founo children, based on its RiD.

4y

2001 On January 11, ABC's "20/20" investigative report on the healh risks of methylmercury in fish zirs
at 10 PM. The report finds that fish with high mercury levels are readily available, and it questions the
FDA's limited actions to protect consumers,

2601 On January 31. GAO releases its report "Federal Oversight of Seafocd Does Not Sufficiently
otect Consumers,” which cyiticizes FDA for its handling of methyimercury in commercial fish.
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2601 In February, FDA responds, expressing its concerns  about methylmercwy and describing the
decision-making process behind FIDA's recently updated consumer advisory. The letter reflerates FDA's
commitment 10 "develop an overall public health straegy for methylmercury in commercial seafbod,

ncluding a review of the action level.” The latier does nat commit to any regulatory action.

2061 In March, the Centers for Disease Control and Prevention release data from the 1990 National
Health and Nufrition Fxamination Survey, showing that 10% of women may have potentially hazardous
levels of mercury. This would put far more newborns at risk than the NAS estimated i T uly 2000,

2002 In October, the European Commission endorses the US EPA’s reference dose as the appropriate
methylmercury exposure standard for Europe in a position paper.

2002 In December, the United Nations Environmental Programme released its Glohal Mercury
Assessment report, which recognized the serious global health threars from methy! mercury:

“Methyl mercury is adversely affecting both humans and wildlife,  This compound readily passes
the placental barrier and the blood-brain bartier, and is a newrotoxicant, which may in particular
cause adverse effects on the developing brain.  Studies have shown that methyl mercury in
pregnant women’s diets can have subtle, persistent adverse effects on children’s development as
observed at abowr the swart of school age. Moreover, some studies suggest small increases in
methyl mercwy exposure may cause adverse effects on the cardiovascular system.  Many people
(and wildlife) are currently exposed ar levels that pose risks of these, and possibly other acverse

-

effects. "

2303 In February, the Food Standards Agency of the United Kingdom (FSA} advises pregnant and

breastfeeding women, and women who ntend 1o pecome pregnant to limit their consumption of tuna to no
more than two medium-sized cans or one fresh funa steak per week. According to the FSA, “the new
afety guidefine for pregnant and breastfeeding women and women intending to become pregnant is

3
almost {ive fimes lower than that for the general population,”

2003 In February, the United Nations Fnviropmental Programme Govemning Council agrees that there is
suthicient evidence of significant global adverse fmpacts from mercury and its compounds to warrant
further intemnational action o reduce the risks o human health and the environment. It is now develoning
a plan to raise global awareness of the critical need to sharply reduce human exposures to mercury.

2603 In June, the Joint FAQ/WHO Expert Commitiee on Food Additives (JECFA) meets to consider
revising the Provisional Tolerable Wi cekly Intake (PTWI) for methyl mercury exposure in humans,
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United States District Court,
D. New Jersey.
Hadis NAFAR, on behalf of herself and all others
similarly situated, Plaintiff,
v.
HOLLYWOOD TANNING SYSTEMS, INC., De-
fendant.
Civil Action No. 06-CV-3826 (DMC).

April 10, 2007.

Barry Benjamin Cepelewicz, Meiselman, Denlea,
Packman, Carton & Eberz, PC, White Plains, NY, for
Plaintiff.

Stephen M. Orlofsky, David A. Dorey, Kit Apple-
gate, Blank, Rome, LLP, Cherry Hill, NJ, for Defen-
dant.

OPINION

DENNIS M. CAVANAUGH, U.S. District Judge.

*1 This matter comes before the Court upon motion
by Defendant Hollywood Tanning Systems, Inc.
(“Defendant”) for partial judgment on the pleadings
pursuant to Rule 12(c) of the Federal Rules of Civil
Procedure. No oral argument was heard pursuant to
Fed.R.Civ.P. 78. After carefully considering the
submissions of the parties and for the following rea-
sons, Defendant's motion for partial judgment on the
pleadings is denied.

I. BACKGROUND

Hadis Nafar (‘“Plaintiff”) purchased monthly tanning
memberships from Defendant in Middlesex County,
New Jersey. Nafar began purchasing monthly mem-
berships in April 2005, and continued through March
2006. Plaintiff then instituted this suit against Holly-
wood Tans alleging: (1) violation of the New Jersey
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Consumer Fraud Act, (2) fraud, (3) unjust enrich-
ment, and (4) breach of warranty; and (5) requesting
injunctive relief.

Nafar alleges that Hollywood Tans fraudulently omit-
ted the fact that any exposure to ultraviolet rays (UV
rays) increases the risk of cancer. Plaintiff emphasiz-
es that “excessive exposure” to UV rays is not neces-
sary for harm to occur and that any exposure can suf-
fice. Plaintiff goes on to allege that Hollywood Tans
made affirmative misrepresentations through its web-
site. Among these alleged misrepresentations are
claims that exposure to UV rays may help with acne,
customers will “look terrific,” and UV rays may help
those suffering from psoriasis, body weight issues,
stress, and seasonal affective disorder. Nafar con-
tends that Hollywood Tans distorts these “benefits”
and deceptively fails to warn consumers about the
dangers of indoor tanning. Defendant's website states
that its tanning system “block[s] out most of the UVB
rays allowing your skin to maintain natural exfolia-
tion [which] helps high pressure tanners to stay tan
longer.” While Plaintiff acknowledges that Holly-
wood Tans' machines may block out most UVB rays,
she contends that Defendant fails to inform consum-
ers that UVA rays, also emitted by its machines, are
linked to skin cancer.

Plaintiff further alleges in her Complaint that both
UVA and UVB exposure destroys cell DNA, a pre-
cursor to cancer. In addition to direct DNA damage,
Plaintiff asserts that ultraviolet light produces acti-
vated oxygen molecules that also damage DNA, as
well as creating localized immunosuppression that
blocks the body's natural anti-cancer defenses. Plain-
tiff emphasizes that prior to purchasing her member-
ships, Defendant did not inform her about the cancer
risks or other health risks attendant with UV tanning.
Plaintiff also asserts that she did not receive warnings
before her sessions, and she did not sign any consents
or waivers acknowledging that she was informed
about the health risks of indoor tanning. Nafar dis-
claims any remedy for personal injuries suffered, but
proceeds on her fraud-based causes of action, which
provide remedies in treble damages, injunctive relief,
punitive damages, attorney's fees, and costs of suit.

© 2009 Thomson Reuters. No Claim to Orig. US Gov. Works.
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*2 Hollywood Tans notes that its tanning machines
are regulated by the FDA and are required by FDA
regulations to carry a label providing:

(1) recommended exposure positions;

(2) directions for achieving the recommended expo-
sure positions and a warning that the use of other
positions may result in overexposure;

(3) a recommended exposure schedule including du-
ration and spacing of sequential exposures and

maximum exposure times in minutes; and

(4) a statement of the time it may take before the ex-
pected results appear.

21 C.F.R. § 1040.20(d)(1)(ii)~(v).

Each machine also carries the following warning, as
required by FDA regulations:

DANGER-Ultraviolet radiation. Follow instructions.
As with natural sunlight, overexposure can cause
eye and skin injury and allergic reactions. Repeated
exposure may cause premature aging of skin and
skin cancer. WEAR PROTECTIVE EYEWEAR;
FAILURE TO DO SO MAY RESULT IN SE-
VERE BURNS OR LONG-TERM INJURY TO
EYES. Medications or cosmetics may increase
your sensitivity to the ultraviolet radiation. Consult
physician before using sunlamp if you have a histo-
ry of skin problems or believe yourself especially
sensitive to sunlight. If you do not tan in the sun,
you are unlikely to tan from use of this product.

21 C.F.R § 1040.20(d)(1)(@).

It is undisputed that Defendant has posted these
warnings on its tanning machines in compliance with
the FDA regulations.

Hollywood Tans' Motion for Partial Judgment on the
Pleadings seeks judgment as to each of Plaintiff's
claims that rely on a failure to warn theory, namely
claims (1) violation of the New Jersey Consumer
Fraud Act, (2) fraud, (3) unjust enrichment, and (5)
Plaintiff's request for injunctive relief.
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II. STANDARD OF REVIEW FOR 12(C) MO-
TION FOR JUDGMENT ON THE PLEADINGS

Defendant files this motion for judgment on the
pleadings pursuant to Rule 12(c) of the Federal Rules
of Civil Procedure. While it is generally true that a
Rule 12(c) motion for judgment on the pleadings is
treated similarly to a motion to dismiss under Rule
12(b)(6), there are significant differences between a
Rule 12(¢) motion for judgment on the pleadings and
a Rule 12(b)(6) motion to dismiss for failure to state
a claim.

First, a Rule 12(c) motion is brought after the close of
the pleadings, while a Rule 12(b)(6) motion is
brought before the close of the pleadings. Syncsort,
Inc. v. Sequential Software, Inc., 50 F.Supp.2d 318,
324 (D.N.J.1999). Second, “a Rule 12(b)(6) motion
to dismiss is directed solely towards the procedural
defects or the statement of the Plaintiff's claim for
relief and does not seek to determine the substantive
merits of the controversy.” 5C Charles Alan Writht &
Arthur R. Miller, Federal Practice and Procedure §
1369 (3d ed.2004).

Thus, whereas a Rule 12(b)(6) motion tests whether a
plaintiff's pleading, viewed alone, states a claim, a
Rule 12(c) motion moves for judgment on those
claims, as pleaded. In this respect, the standard for
decision the Court employs mirrors the summary
judgment standard.

I11. DISCUSSION

A. Whether Plaintiff's Consumer Fraud Claims
are Subsumed by the NJPLA

*3 Hollywood Tans contends that this is a “product
liability action” governed by the New Jersey Products
Liability Act (“NJPLA”). N.J.S.A. § 2A:58C-1
(b)(3). Defendant interprets Plaintiff's Complaint as
alleging damage to her DNA. This DNA damage
increases her risk of cancer, which requires that the
Defendant properly warn consumers of the risks in-
volved. Hollywood Tans asserts that Plaintiff cannot
pursue a consumer fraud theory, attorneys' fees, or
other theories on a failure to warn basis because the
NJPLA is the sole remedy for products liability ac-
tions.

© 2009 Thomson Reuters. No Claim to Orig. US Gov. Works.
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Defendant asserts that a “failure to warn” may consti-
tute a “product defect,” which is within the realm of
products liability rather than consumer fraud. See
Becker v. Baron Bros., 138 N.J. 145, 151-52 (1994).
(“A failure to warn, or a failure to warn properly, can
constitute a defect in a product sufficient to support
an action in strict liability.”).

New Jersey codified its products liability law in the
NJPLA. N.J .S.A. § 2A:58C-1 et seq. The NJPLA
defines a “product liability action” as “any claim or
action brought by a claimant for harm caused by a
product, irrespective of the theory underlying the
claim, except actions for harm caused by breach of an
express warranty.” N.J.S.A. § 2A:58C-1(b)(3). With-
in the NJPLA's purview are claims based on harm
caused by a failure “to contain adequate warnings or
instructions....” N.J.S.A. § 2A:58C-2.

In order for the NJPLA to apply, Plaintiff must have
suffered a “harm” as articulated in the statute. The
harm contemplated by the NJPLA is limited to:

(a) physical damage to property, other than to the
product itself;

(b) personal physical illness, injury, or death;

(c) pain and suffering, mental anguish or emotional
harm; and

(d) loss of consortium or services or other loss deriv-
ing from any type of harm described in subpara-

graphs (a) through (c) of this paragraph.

N.JS.A. § 2A:58C-1(b)(2).

Hollywood Tans argues that the DNA damage suf-
fered by the Plaintiff, which could lead to cancer,
constitutes “harm” under the NJPLA.

Defendant believes that Plaintiff is attempting to
avoid the NJPLA by disclaiming recovery for per-
sonal injuries and couching her harm as “economic”-
monetary harm suffered by the Plaintiff in the form
of membership fees that she would not have paid but
for Defendant's alleged fraudulent omissions. Despite
this “economic” harm, Defendant emphasizes that the
harm was “caused by a product,” necessitating the
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NIJPLA's exclusive application.

The NJPLA was enacted by the New Jersey Legisla-
ture to limit the expansion of products liability law,
and is thus, “the sole method to prosecute a product
liability action.” Tirrell v. Navistar Int'l, Inc., 248
N.J.Super. 390, 398 (App.Div.1991). The Defendant
cites Repola v. Morbark Industries, Inc., 934 F.2d
483 (3d Cir.1991), in which the Third Circuit dis-
missed a failure to warn claim based on negligence
because it was subsumed by the NJPLA. Additional-
ly, in Brown v. Phillip Morris, Inc., 228 F.Supp.2d
506 (D.N.J.2002), the court dismissed the plaintiff's
intentional fraud claims because the fraud claims
were also subsumed by the NJPLA.

*4 If the Consumer Fraud Act (“CFA”) claims cannot
go forward and are subsumed by the NJPLA, Defen-
dant will no longer face consumer fraud-based treble
damages and counsel fees. Additionally, under the
NJPLA:

In any product liability action against a manufacturer
or seller for harm allegedly caused by a product
that was designed in a defective manner, the manu-
facturer or seller shall not be liable if. .(2) The cha-
racteristics of the product are known to the ordi-
nary consumer or user, and the harm was caused by
an unsafe aspect of the product that is an inherent
characteristic of the product and that would be rec-
ognized by the ordinary person who uses or con-
sumes the product with the ordinary knowledge
common to the class of persons for whom the
product is intended....

N.J.S.A. § 2A:58C-3(a)(2).

Also, “[i]f the warning or instruction given in con-
nection with a drug or device or food or food additive
has been approved or prescribed by the ... [FDA], a
rebuttable presumption shall arise that the warning or
instruction is adequate.” N.J.S.A. § 2A:58C-4. Thus,
if the NJPLA applies, Hollywood Tans will be able to
take advantage of both statutory defenses.

Rather than claiming personal injury damages for
“harm caused by a product,” Nafar seeks to recover
for economic harm that she suffered from purchasing
Defendant's services without being warned of the
dangers associated with indoor tanning. Additionally,
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Plaintiff asserts that Defendant only challenges Plain-
tiff's claims that are based on Hollywood Tan's fail-
ure to warn. Therefore, the Complaint has not been
challenged as to claims based on affirmative misre-
presentation, particularly Claim 4, breach of warran-

ty.

Plaintiff argues that the NJPLA does not apply to this
case because the economic harm Nafar suffered is not
contemplated within the NJPLA's definition of
“harm.” In support of this proposition, Plaintiff cites
to Repola, 934 F.2d at 492 (3d Cir.1991), where the
Third Circuit explained that the NJPLA is the sole
remedy for “claims falling within its purview.”
Therefore, the NJPLA's scope is limited by its own
definitions of “product liability action” and ‘“harm.”
Id. Although Hollywood Tans argues that Nafar suf-
fered personal injury “harm” as contemplated by the
NJPLA, Plaintiff asserts that she has not suffered any
personal injury harm. Rather, she claims economic
harm as a result of purchasing monthly tanning
memberships that she would not have purchased but
for Hollywood Tans' deceptive business practices.

In support of her claim that the NJPLA is only li-
mited to the statute's definition of “harm,” Nafar cites
Knoster v. Ford Motor Co., 2006 U.S.App. LEXIS
22869 (3d Cir. Sept. 6, 2006). In Knoster, the plain-
tiff brought a consumer fraud claim after a car acci-
dent, but sought damages for the car itself. The de-
fendant argued that the NJPLA subsumed the con-
sumer fraud claim. However, the Third Circuit held
that the damage claim for the car itself was not the
type of harm contemplated by the NJPLA; therefore,
the consumer fraud claim was allowed to proceed.

*5 Additionally, Plaintiff argues that the NJPLA ap-
plies to suits arising from “products,” while this suit
is based on Hollywood Tans' deception regarding its
“services.” Plaintiff relies on Universal Underwriters
Ins. Group v. Public Serv. Elec. & Gas Co., 103
F.Supp.2d 744, 748 (D.N.J.2000), for the proposition
that “when an injury does not result from a defective
product, but rather from a service, the NJPLA is in-
applicable.”

In refutation of Defendant's case analysis, Plaintiff
points out that both Repola, 934 F.2d 483 and Brown,
228 F.Supp.2d 506, are inapposite because they deal
with “harm” as it is defined in the NJPLA. Plaintiff
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also claims that Defendant's reliance on Estate of
White v. R.J. Reynolds Tobacco Co., 109 F.Supp.2d
424, 431-32 (D.Md.2000) is misplaced. That court
relied on the Restatement (Second) of Torts and the
consumer expectations test in assessing a strict lia-
bility claim. Here, however, Nafar is not asserting a
strict liability claim, so the consumer expectation test
does not apply. If the court finds that the NJPLA ap-
plies in this case, Plaintiff seeks leave to file an
amended complaint to assert claims under that sta-
tute.

Nafar alleges that Hollywood Tans misrepresented
the benefits of indoor tanning and failed to disclose
the harmful effects of its services. Plaintiff further
alleges that she suffered a monetary loss because but
for these misrepresentations and omissions, she
would not have purchased Hollywood Tans' services.
These allegations are enough to support a claim un-
der the CFA.

Hollywood Tans argues that Nafar's claim is sub-
sumed by the NJPLA. For Hollywood Tans to suc-
ceed on this defense the court would have to construe
a deliberate omission of material fact as a “failure to
warn.” However, there are qualitative differences
between a failure to warn in a products liability ac-
tion and a fraudulent omission of material fact. Here,
Nafar is not claiming harm for any physical injuries
she may have suffered from the use of Defendant's
tanning machines, as would be appropriate in a prod-
ucts liability action. Instead, she is claiming monetary
harm because Defendant failed to inform her of the ill
effects of indoor tanning, and had she been informed
of those ill effects, she would not have purchased
Defendant's services. If Hollywood Tans can construe
economic harm resulting from the omission of a ma-
terial fact as equivalent to a “failure to warn,” this
would render the Consumer Fraud Act inapplicable in
nearly any situation where fraud is contingent on
material omissions, as opposed to material misrepre-
sentations.

B. Whether the Risks Associated with UV Expo-
sure are of Such Common Knowledge that Plain-
tiff Cannot Prevail on a “Knowing Omission” Un-
der the New Jersey Consumer Fraud Act

Defendant believes that Plaintiff's consumer fraud
claim is based on a “knowing omission,” specifically
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that Hollywood Tans failed to warn consumers of the
cancer risks associated with its tanning machines.
The New Jersey CFA provides that:

*6 The act, use or employment by any person of any
unconscionable commercial practice, deception,
fraud, false pretense, false promise, misrepresenta-
tion, or the knowing, concealment, suppression or
omission, of any material fact with intent that oth-
ers rely upon such concealment, suppression or
omission, in connection with the sale or advertise-
ment of any merchandise or real estate, or with the
subsequent performance of such person as aforesa-
id, whether or not any person has in fact been
misled, deceived or damaged thereby, is declared
to be an unlawful practice....

N.J.S.A. § 56:8-2.

However, Defendant contends that the CFA only
prohibits conduct that would mislead the “average
consumer.” See Dabush v. Mercedes-Benz US4, LLC,
378 N.J.Super. 105, 115 (App.Div.2005) (explaining
that “[t]Jo constitute consumer fraud ... the business
practice must be ‘misleading’ and stand outside the
norm of reasonable business practice in that it will
victimize the average consumer....”).

Hollywood Tans argues that it is a question of law
whether its “omission” constitutes consumer fraud
because it must be decided whether Hollywood Tans
had a duty to disclose in the first place, and “[d]Juty is
a question of law.” See Judge v. Blackfin Yacht
Corp., 357 N.J.Super. 418, 426 (App.Div.2003). In
support of its argument, Defendant cites Strawn v.
Canuso, 140 N.J. 43 (1995), where the New Jersey
Supreme Court held that a builder-developer had a
duty to disclose to prospective buyers the homes'
close proximity to an abandoned hazardous waste
site. The Strawn court emphasized that the builder-
developer was liable for physical conditions “known
to it and unknown and not readily observable by the
buyer....” Id. at 65. Therefore, Hollywood Tans as-
serts that “knowing omission” liability under the
CFA arises only if the seller knows of some material
fact that is unknown or not readily observable to the
buyer. See Oswego Laborers' Local 214 Pension
Fund v. Marine Midland Bank, 623 N.Y.S.2d 529,
533 (N.Y.1995) (reasoning that the New York Con-
sumer Fraud Act does not require businesses to
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“guarantee that each consumer has all relevant infor-
mation,” but businesses may be liable “where the
business alone possesses material information that is
relevant to the consumer and fails to provide this
information.”); Beaudreau v. Larry Hill Pontiac, 160
S.W.3d 874, 881 (Ten.Ct.App.2004) (dismissing the
plaintiff's claim because “a reasonable customer
should be aware that a for-profit retailer, in arranging
financing for a consumer, would expect to receive
some sort of remuneration for its efforts.”).

Defendant first argues that whether a duty exists is a
question of law. See Petrillo v. Goldberg, 139 N.J.
472, 479 (1995) (determining that “the existence of a
duty is a question of law for the court.”). Defendant
contends that Plaintiff's interpretation of Oswego
Laborer's Local, 623 N.Y.S.2d 529 (N.Y.1995), is
improper. Plaintiff used that case to establish that the
court could not rule on the parties' knowledge as a
matter of law. Defendant emphasizes that the court
does not have to determine the Plaintiff's subjective
knowledge of the harms associated with indoor tan-
ning. Rather, the CFA applies an objective test, and
Hollywood Tans argues that the court can determine,
based on the facts alleged by Plaintiff and by taking
judicial notice of the articles cited by Defendant,
whether the risk of cancer was of common know-
ledge to the average consumer.

*7 Defendant argues that Plaintiff's attempt to distin-
guish Beaudreau, 160 S.W.3d 874, is unavailing. In
Beaudreau, the court ruled as a matter of law that
there was no duty to disclose and no consumer fraud.
Plaintiff claims there was an imputation of know-
ledge in that case which is not present in this case.
The imputation was based on a Federal Reserve Rul-
ing stating that there was no necessity to disclose the
dealer reserve. Defendant asserts that Plaintiff must
now concede that she has imputed knowledge of the
FDA's 1985 regulation warning that tanning ma-
chines may cause cancer.

Defendant believes that Plaintiff misinterprets the
knowledge requirement for CFA actions. In citing
Cipollone v. Ligget Group, Inc., 893 F.2d 541 (3d
Cir.1990), a products liability case, Plaintiff noted
that the issue whether consumers know of the dan-
gers of cigarettes is a fact issue for the jury. Howev-
er, Defendant explains that Cipollone was a products
liability action and not a consumer fraud action. De-
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fendant argues that the issue of “knowledge” in a
products liability action goes to the causation re-
quirement, a fact issue. However, in a consumer
fraud action, “knowledge” goes to the question of
duty, a legal determination made by the court. See
Strawn, 140 N.J. 43.

Defendant explains that the risks associated with ex-
cessive exposure to UV light are commonly known,
similar to the way in which the risks of excessive
consumption of McDonalds' food is commonly
known. Hollywood Tans notes that in Pelman v.
McDonald's Corp., 237 F.Supp.2d 512
(S.D.N.Y.2003), the court dismissed the plaintiffs'
“deceptive omission” consumer fraud claims because
“one necessary element of any potentially viable
claim must be that McDonalds' products involve a
danger that is not within the common knowledge of
consumers.” /d. at 518. Defendant also cites a num-
ber of tobacco-related cases that support its conten-
tion. See, e.g., American Tobacco Co., Inc. v. Grin-
nell, 951 S.W.2d 420, 429 (Tex.1997) (“We conclude
that the general health dangers attributable to ciga-
rettes were commonly known as a matter of law
when [plaintiff] began smoking.”).

In sum, Defendant argues that the dangers of exces-
sive UV-based tanning are common knowledge, and
thus, there is no duty to disclose this information un-
der the CFA. Since there is no duty to disclose, De-
fendant contends that there can be no “knowing
omission” liability, and Plaintiff's CFA claim should
be dismissed. Defendant concludes by addressing
Plaintiff's claims that there is no such thing as a “safe
tan,” emphasizing that there is currently a debate re-
garding the harms and benefits of indoor tanning, and
the scientific evidence is inconclusive.

Plaintiff argues that the issue, whether the effects of
“excessive” exposure is common knowledge, has no
bearing on this case. First, Nafar emphasizes that any
exposure to UV rays is harmful; exposure need not be
“excessive.” Second, Nafar points out that even Hol-
lywood Tans is under the impression that the dangers
of tanning are minimal and that there are an abun-
dance of therapeutic benefits to sunless tanning.
Plaintiff emphasizes that the ill effects of any expo-
sure to UV rays is not common knowledge because
even Hollywood Tans fails to recognize that any ex-
posure is harmful. Because the effects of exposure to
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UV rays are not common knowledge, and because the
average consumer would consider such information
material to their decision to purchase such services,
Defendant is required to provide these facts to con-
sumers in order to avoid a fraud action.

*8 This Court cannot, at the pleading stage and be-
fore discovery, determine as a matter of law “what
the average consumer knows or should know.” Plain-
tiff notes that judgment on the pleadings is only
proper where the material facts are not in dispute, and
in this case, the average consumer's knowledge of the
harmful effects of indoor tanning is a disputed issue.

A Rule 12(c) motion is governed by the same stan-
dard as a Rule 12(b)(6) Motion to Dismiss for Failure
to State a Claim, which includes a prohibition against
considering evidence beyond the pleadings. See Mele
v. Federal Reserve Bank of New York, 359 F.3d 251,
257 (3d Cir.2004).

In Cippolone, 893 F.2d 54, the Third Circuit held that
whether the dangerous characteristics of cigarettes
are known to the average consumer is an issue of fact
for the jury. Nafar goes on to contend that the “com-
mon knowledge” test should not be read into the
CFA. The purpose of the CFA is to prevent fraud or
deception by acts of commission or omission. See
Fenwick v. Kay American Jeep, Inc., 72 N.J. 372,
376-77 (1999). Plaintiff argues that reading the
common knowledge test into the CFA would be in
contravention of the statute, emphasizing that the
CFA is remedial and should be liberally construed to
protect consumers.

Under the CFA, the “omission, of any material fact
with intent that others rely upon such concealment
... is unlawful. N.J.S .A. § 56:8-2. Hollywood Tans
argues that it is only required to disclose information
if it has a “duty to disclose,” and the recognition of a
legal duty is a question of law. In doing so, Holly-
wood Tans conflates a “duty to disclose” with the
issue of materiality.

For Plaintiff to succeed on her CFA claim, she has
the burden of demonstrating that the ill effects of
tanning are “material facts,” facts that would be im-
portant to a consumer's decision whether or not to
purchase Defendant's product. It is the materiality of
those facts, the ill effects of tanning, which is at is-
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sue. The ill effects of tanning would not be material if
the average consumer knows about these ill effects,
and this information would be material if the average
consumer does not know about the ill effects. Deter-
mining the materiality of a misrepresentation or
omission is a question of fact, not a question of law.

Because both parties dispute the very existence of
any ill effects related to tanning, this is an issue to be
resolved at trial. At this pleading stage, all disputed
issues of material fact are resolved in favor of the
non-moving party.

IV. CONCLUSION

For the reasons stated, it is the finding of this Court
that Defendant's motion for partial judgment on the
pleadings is denied . An appropriate Order accompa-
nies this Opinion.

D.N.J.,2007.
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