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INTRODUCTION |
1. The United Steel, Paper. and Forestry, Rubber, Manufacturing, Energy, Alheci Industrial
and Service Workers International Umon AFL-CIO, CLC the Sierra Club; the Enviropmental Law

Foundanon, the Envuonmental ‘Working Group; the U.S. Public Interest Researeh-Group; Envirorment

California; and the \Tatural Resources Defense Council request that the Office of Environmental Health
Hazard Assessment (“OEHHA™) propose perfluorooctanoic acid and its salts ("PFOA”) fér |
consideration and listing by the Carcinogen Identification Committee (“CIC™) under Prop051t10n 65 asa
chemical thatis “known to the state to cause cancer.” California Health and Safety Code §25749 8(b);
22 €.C.R: §12305(=)(1). '

2. Twenty years ago, by an overwhelming vote, the voters of California enacted Proposi‘d‘on
65, the Safe Drinking Waf_er and Toxic Enforcement Act, for a specific and overérching plurposc- To
enharnce their protection from t_dxip chemicals from which slow movir ing go vernmnent agencws had failed
1o provide protection. As one California appellatc court put it: “Proposmon 65 clearly reﬂects the result
of public dissatisfaction with the state s eﬁ'orts at protectmg the people and their water supply from
exposure to hazardous chemlcals = AFL-CIOv. Deufcmqrmn 212 Cal. App.3d 473 441 (1989)

Proposition 65 mandates publication of a list of chemicals that cause cancer or rcproductnfc harm — the

-threshold and criﬁcal step in the statutory scheme — when certain conditions are met Only throug]i

| expediﬁoﬁs listing could the central purpose of Proposition 65 — allowing peoplé to be told of significant

health risks a_nd pratect themselves as a matter of personal choice — be accomplished.

3 Specifically, in Proposition 65, thé people stated ““that hazardous chemicals posea
sczious'potcﬁtial threat to their health and well-being, that state government agéncies have failed to -
provide them with adequate profection, and that these failures have been serious enough to Jead to
investigations by federal agencies of the administration of California’s toxic protection programs.”” ;Td '
at 430 (quoting preamble). ‘To counteract the threat of hazardous chémicals, Proposition 63 declares the
following rights of Califomians | . |

“(a) To protect themselves and the water they drink against the chemlcals that cause

cancer, buth defects, or otler rcproducnvc harm.
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“(b) To be informed about exposures to chemicals that cause cancer, birth defects; or other -
reproductive harm.
“(c) To secure strict enforcement of the laws controlling hazardous chermicals and deter

actions that threaten public health and safety,

‘o0

B o) (%] B

Id. at 430-31 (quoting preamble) :

4. Those pohc.y goals — and Proposmon 65°s mandate to carry them out — remain in full.
force and effect. The Proposition further requires “‘a diligent, thorough and continuing search for
additional chemicals which evolving scientific knowledge demonstrates are subject to the Act.” Id. at
440. Both the scientific evidence and recent actions (and inactions) by government agencies ..with
respect to PFOA conclusively demonstrate why expedited listing of PFOA is required to carry out
Proposi‘_cion 65°s essential purposes. More delay awaiting more studlcs or until somé other govefnmental
entity reaches closure would represent the very result the‘pﬁblic intended to remedy by cnacting
Proposition 65 in 1986. PFOA is a highly controversial substance (1) that studies have doilcumented
canses liver, pancfeatic, and testicular cancer in animals; (2).that the CIC’s_ countefﬁart, the U.S.
Environmental Protection Agency’s Science Advisory Board, has concluded is 2 lﬂceljf human
carcinoger; (3) to which there may be widesPrcad corisumér exposure to the people of Calli.'fornia froma -
variety of products including pots and pans; (4) the presence of which has been detected 11]1 human blood,
includi.‘ng that.of chi_ldreri; and (5) about which there is already a heated public debate occx_,elrring about
the levels of cancer risk presented, as most recently evidenced by _fdlll page newspaper advéftisements
denying qr'minimizing hazards to huma.n health. |

5. ki Is against the above background that thls petition shou.ld be assessed. As discussed

below, as with many other chemicals listed in the past mdcpendcntly by the CIC and OEHHA_ the
animal studies of PFOA show that the substance meets the reqmrement for listing under Proposition 65.
(The CIC need not even address whether the EPA’s Seience Advisory Board action and oﬂlaer evidence
requires listing.) By acting quickly to list, the debate over the levels of risk presented by PFOA can take

place as Proposition 65 intended — with the burden of ‘proof on the company fesponsible for exposure to

‘establish that the risks are insignificant and that the public right to know is unnecessary. For that process

|

~ ;
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to be prevented by government delay in the initial listing would dcfeat the purpose of Pr0pos1’non 65 and

I

undermine the intent and confidence of California’s elevtorate

PFOA MEETS THE REQUIREMENT FOR LISTING
N UNDER PROPOSITION 65 AND APPLICABLE REGULATIONS

n

~N D

6.. PFOA mustbe hsted under Proposmon 65 if it “has been clearly shown tb:ough

, scmnn:ﬁcally vahd testing accordmg to generally accepted pnnmples to cause cancer.’ Ca.hforma Health
and Safety Code §25249.8(b). The CIC is charged with listing such chemicals. 22 C.C.R. §12305(1). -

In particular, Lﬁder the goverm'ﬁg regulations, a chemical is to be listed as causing cancer if “studies in
experimental animals indicate that there is an increased incidence of malignant tumors or }:ombiﬁed
malignant and benign tumors in multiple species or strains, in nuIUplc experiments (e.g., wuh different
routes of admunistration or usmg different dose levels), or, to an unusual degree, in a single e*:penment
with regard to high 1n<:1dence sxte or type of tumor, or age at onset.” 22 C.C.R. §17306(e)(2)

7. PFOA Isa synthehcally—produced ﬂuorochemzcal compound that is ublqunous in modemn
consumer and mdustnal products. PFOA is used to create non-stick and stam-resxstant surfaces on
consumer products including cookware. PFQA alsa has numerous and varied industrial uées,. in almost
all industry segments, inoluding the aerospace, automotive, building/construéﬁon, chemical processing,
electrical and electranics, semiconductor, a.nd. textile ix,lchAJstries.1 PFOA is not only used in the '
manufacture of consumer and industrial products, but can be released into the ammosphere "during their
use, such as in the heating of non-stick cookware.* Because PF OA is not naturally occurring, ail PFOA

in the environment is attributable to human activity.’ i
1

8. The EPA recently reached a settlement with DuPont that impaoses the la.rgest c1v11

admlmstrauve penalty in EPA’s history, §16.5 million, against DuPont for violations of reportmg

'U.8. Environmental Protection Agency, “Basic Information on PFOA” availablc :at
http:/www.epa.gov/opptintr/pfoa/pfoainfo.htm.

. ?Environmental Working Group, “PFCs: A F amily of Chemlcals That Contammate the Planet,”
Part 1, available at http://www.ewg. Org/rcports/pfcwoﬂd/partl .php.

31U.S. Environmental Protection Agency, “Perﬂuorooctanmc Acid (PFOA), F luonnated

Telomers; Request for Comment, Solicitation of Interested Parties for Enforceable Consent Agreement,
DcchOpment_. and Notice of Public Meeting,” 68 Fed. Reg. 18626-01 (April 16, 2003).. .

~
2
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provisions of the federal Toxic Substances Control Act and the Resource Conservation and Recovery
Act with respect to PFOA.* The violations resolved in the settlement consist of multiple !faﬂures to
I

report information to EPA about substantial risk of injury to human health or the environment that ‘

DuPont obtamed about PFOA Irom as early as 1981 and as recently as 20047 A.A»M-;-m e

|
9. Moreover, in 2005, the EPA 1ssued a Draft Risk Asscssment, which concludes that there

is evidence that PFOA is carcinogenic in animals.’ On February 15, 2006, EPA’s Scicncic'Advisory
Board, which consists of non-government scientific experts drawn from academia and iudustry, voted té
approve a recommendation that the EPA inerease its categorization of PFOA in the DraftRisk
Assessment from “suggestive evidence of carcinogenicity” to “likely to be carcinogenic” ;n humans.”
The EPA’s Draft Risk Assessment remains in the internal review pmces's mth no cs'timaui:d date for
finalization. B

'10.  In the meantime, the EPA has asked compénies to agree voluntarily to red&ce their PFOA
ré]ease’s and its presencé in prodgcts by 95 percent by no later than 2010 and to work towéid eliminating
these sources of exposure five years after that but no later than 2015.% Participating complanieS are being
asked to provide their commitment to the EPA by March 1, 2006. _ ;

11. - The stable ﬁarbon—ﬂuoﬁne bonds that make PFOA such a pervasive and suélccssful

industrial and consumer product also result in its persistence. There is no brown environmental

1
breakdown mechanism for this chemical® As a result of the chemical’s stability and perva',siw use, the

*U.S. EPA, News Release, “EPA Settles PFOA Case Against DuPont for Largest Envmomnental
Administrative Penalty in Agency Ihstoxy” (December 14, 2003) avallable at:
http://www.epa.gov/cgi-bin/epaprintonly. cg1

Sl : : ‘

6 US EPA, Draft Risk Assessment of the Potential Human Health Effects Associa:ted With

Exposure to Perfluorooctanoic Acid And Its Salts, Office of Pollution Prevention and Toxics, Risk
Assessment Division (January 4, 2005), at 8. |

7 See U.S. EPA, Science Advisory Board, Draft Report (January 20, 2006), available at
http //wrww.epa.gov/sab/pdf/2006_0120 _final draft pfoa report.pdf. .

87U.S. EPA, News Release, “EPA Seeking PFOA Reductions” (January 25, 2006), available at
http://www epa.gov/cgi-bin/epaprintonly.cgi.

® Burris, J.M., Lundberg, T.X., Olsen, G., Simpson, C., and Mandel, T. 2002. Determination of
. | (continued,..)
L .

I
i
.
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concentrations of PFOA have rz-ipidly increased in the soil, water, and air, and in biological systemis,
including humans and animals. Numerous studies have shown that ’noil—occupaﬁonal exposure to PFOA

occuss daily, in people of all ages, from infants to the elderly, and that the chemicals may persist in

A hum@n b] OOdf or yedars, 1 0 As ﬁ.l:@sult, of its,,p,emasive,,use,in,consumer, a_nd,industria]_,,prgdhcts_’_,P,F@A__._,,4._u .

-exists in the blood of the general U.S. population.! Indeed, one study found that approximately 96% of

the U.S. children tested had PFOA in their blood.? Two smudies have found PFOA in dohated adult
blood from a Los Angeles blood bank and in California’s children,” L

9

(-..continued) |

Serum Half-Lives of Several Fluorochemicals (Interim Report No. 2), 3M Comvany, St. Paul; MN,
available at USEPA Public Docket AR-226; Corsolini, S. and Kannan, K. 2004.
Perfluorooctanesulforiate and related fluorochemicals in several organisms including humans from Italy
Organohalogen Compounds 66:4079-4085.

19 Burris (2002). !
.S, Environmental Protection Agency, “Perfluorooctanoic Acid (PFOA), Fluorinated
Telomers; chucst for Comment, Solicitation of Tnterested Parties for Enforceable Consent Agreernent,

Development, and Notice of Public Meeting,” 68 Fed. Reg. 18626-01 (April 16, 2003). Examples of ~
studies reporting the prevalence of PFOA in human blood include the followmg Olsen, G.W., Church,
T.R., Miller, P, Burris, .M., Hansen, K.J., Lundberg, ] X., Armitage, J.M., Herron, R.M.,
Medhdizadelikeshi, 7., Nobiletti, J.B., 0°Neill, EM., Mandel, .., and Zobel, L.R. 2003,

' Perﬂuorooctanesulfonﬂte and other ﬂuorochemmals in the serum of American Red Cross adult bload

donors. Environ. Health Perspect. 111(16):1892~1901; Olsen, G.W., Hansen, K.J., Stevenson, L.A.,
Burris, J.M., and Mandel, J.H, 2003. Human donor liver and Serum concentrations of
perﬂuorooctancsulfonatc and other perflucrochemicals. Environ. Seci. Technol. 37: 888—891 Olsen,
G.W., Church, T.R., Larson, E.B., van Belle, G., Lundberg, J.X., Hansen, K.J., Butris, .M., Mandel-
J.H, and Zobel, L. R. 2004, Serum concentrations of perﬂuorooctanesulfonate and other :
fluorochemicals in an elderly population from Seattle, Washington. Chemosphere 54:1599~1611;
Olsen, G.W., Church, T.R., Hansen, K.J., Burris, J. M., Butenhoff, J.L., Mandel, J.H., and Zobel, L R
2004. Quantitative evaluation of pcrﬂuorooctanesulfonate (PFOS) and other ﬂuorochermcals in the
serum of children. J. Children’s Health 2:1-24; Kannan. K., Corsolim, S., Falandysz, J., Fillmann, G.,
Kumar, K.S., Loganathan, B.G., Mohd, MLA., Ohvero 1, Van Wouwe N. , Yang, J.H., and Aldoust,
K.M. 2004. Perfluorooctanesulfonate and related ﬂuorochclmcals in human blood from scveral
countries. Environ. Sci. Technol. 38(17): 4489-91.

"2 Olsen, G.W., Burris, J.M., Lundberg, J.K., Hansen, K.J., Mandel, J.H., and Zobel L.R. 2002.
Identification of Fluorochemicals in Human Sera: IIL. Pediatric Part1c1pants ina Group A Strcptococc1
Clinical Trial Investigation (3M Company, Medical Deparcmcnt, Epidemiology, St. Paul, MN), U.s.
EPA Public Docket AR-226-1085.

l
v ‘ l
¥ QOlsen (2003) Environ. Health Perspect. 111:1892-1901; Olsen (2002). l
i |

|
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12.  The bio-accurnulation of PFOA is a very serious concern in light of the body of evidence

that demonstrates that PFOA causes cancer. Multiple studies have documented that PFOA causes liver,

pancreanc and Leydig cell (testicular) cancer in animals.

- ~ In oze study, groups of rats were fed diets containing 0, 30 0r 300 _ppm of a PEOA salt”

00 N v W kW

o

(APFQ) for two years, with an average consumption per day of 14.2 mg/kg-day for male
rats and 16.1 mg/kg-day for female rats.”* Postmortem studies were 'condu:cted on all rats
that died”throughout the study, as well as on a group selected at the one yez:;r interim, and
all.rcmaining ratsl at the tu}o-ycar termination of the cxPcrimcnf. ‘The stud;é, found 2

statistically sigmﬁcanr,dose—rclated increase in Leydig cell adenomas in male rats (4%

in hiétorical controls). This study also found an increase in the incidence of mammary
' fibroadenomas it female rats (at a rate of 43% in the high-dose group, compared to 21%-
in the corbtrol).” | |
. - ThatPFOA cmiScs Leydig-cell tumors was confirmed in a later study of PFbA toxicity in
male rats.’ ThlS study fed PFOA to the animals by gavage at 300 ppm for 2 years, and
analyzed the animalsat 1, 3, 6,9, 12, 15, 18, and 21 months. The sc1cntzsts found a
statistically snemﬁcant increase in Leychmcell tumors in the treated rats (1 1% compared

to 0% in the control group).

1 Sibmsk: L.J1.1987. Two-Year oral (chet) tox1clty/carcmocremcﬂy study of ﬂuomchemmal FC-
143 (perﬂuoroocta.nc ammonium carboxylate) in rats. Riker Laboratories, Inc., E“cpenment No '
0281CR0012 available at U.S. EPA Public Docket AR-226-0437.

1% According to the EPA, this study improperly concluded that the increased rates of mammary
fibroadenomas were not statistically significant, based on an improper historical control rate ffom an
earlier study. U.S. EPA, Draft Risk Assessment of the Potential Human Health Effects Associated With
Exposure to Perfluorooctanoic Acid And Its Salts, Office of Pollution Prevention and Toxics, Risk
Assessment Division (January 4, 2005), at 57. The EPA report concludes that the increase shown in the
study is statistically significant when compared to the historical control incidence for marmnary
fibroadenomas of 19% that has been used in 17 carcinogenicity studies. Jd.

¥ Biegel, L. B., Hurtt, M. E., Frame, 8. R., O’Connor, J. C. and Cook, J. C. 2001. iMechamsms
of Extrahepatic Tumor Iduction by Peroxisome Proliferators in Male CD Rats. Toxicol, Sci. 60: 44-55;
Cook, J.C., Hurtt, M.E., Frame, S.R,, and Biegel, L.B. 1994. Mechanisms of cmahepauclmnor
induction by peroxisome proliferators in Crl:CD BR (CD) rats. Toxicologist 14:301 (absr_rac #1169).

6 .

|

and 14% in the low- and high-dose groups, compared to 0% in the control group and .82%
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. The second study found liver and pancreatic tumors as well. The treated rats exhibited

significaptly increased hepatic B-oxidation activity and increased incidence of

hepaiocellulai adenomas (at a rate of 13%, compared to 3% in the control group). The

study also fouud a statlstlcally s19:n1ﬁcant incidence of pancrca‘uc acinar-cell-adenomas——-J:

and carcinomas (at a rate of 11%, comparcd to the control rate of 0%).
- Othcr studies have also demonstrated that PFOA acts as a promoter of liver tumors in rats

when combined with other cancer initiators.!’

13.  Insum, PFOA meets the requirement for hstmo asa che:r.ucal causing cancer under the

standard set forth in 22 c.c.R. §12306(£)(2).

1
i

14.  Unlike many chemicals that come before the CIC, the vast majority of California residents

likely have been exposed to this chemical, and actually have some amount of this chemiczl‘.l in their -

blood. The widespread and continuing exposure of Californians to this hazardous chcmic;al warrants an
abbreviation of the typical prioritization procedures to piotect tﬁc public health. The CIC I'sho‘uld
therefore plaée PFOA §n the agenda of the next vscheduled mesting, accbrding to the a.bbreviated listing
praccdure descnbcd in OEHHA, Process For Pnom:zmcr Chemicals For Consideration Under
Proposmon 65 By Thc “State’s Quahﬁcd Experts ” December 2004. Given the potcntxal sevcnty of the
health hazards caused by PFOA and the nearly universal exposure of the public, the CIC Should list

PFOA under Proposin'oﬁ 65 as soon as possible. |

carcinogenesis by perﬂuorooctanom acid, a peromsome praliferator. Toxicology and Applied ,
Pharmacology. 111(3): 530-7; Nilsson, R., Beije, B., Prear, V., Erxon, K., and Ramel, C. 1991. On the
-mechanism of the hepatocarcinogenicity of peroxisome prohfcrators Chem. Biol. Inferact! 78: 235-250,

7 | |

7 Abdellatif, A.G., Preat, V., Taper, H.S., and Raberfroid, M. 1991 The modula.tlon ofrat liver
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CONCLUSION

For the reasons stated above, the CIC should consider PFOA at its next scheduled meeting and

list PFOA under Proposition 65.
Dated: F ebruary 22, 2006

Respectfully submitted,

- STEPHEN P. BERZON

JONATHAN WEISSGLASS

DANIELLE E. LEONARD

- Altshuler, Berzon, Nussbaum,
Rubin & Demain

ALBERT H. MEYERHOFF
Lerach Coughlin Stoia Geller
Rudman & Robbins, LLP
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