N THE UNITED STATES DISTRICT COURT
FOR THE MIDDLE DISTRICT OF NORTH CAROLINA
WINSTON-SALEM DIVISION

FLUE- CURED TOBACCO COUPERATIVE
STABILTZATION CORFORATION.
THE COUNCIL FOR BURLEY TOBACCO,
INC..
UNIVERSAL LEAF TOBACCO COMPANY,
INCORPORATED,

PHILIP MORRIS INCORPORATED,
R.J. REYNOLDS TOBACCO COMPANY,

and
GALLINS VENDING COMPANY,

Plaintiffs,

v, 6:93CV00370

UNITED STATES ENVIRONMENTAL
QROTECTION AGENCY, ané

CAROL BROWNER, Administrator,
Environmental Protection
Agency,

Deiendants.

OSTEEN, District Judge

For the zeasons set ferth in che memorandum opirica entesed

contemporaneously hexewith,

IT IS ORDERED ANN ADJUDGED «hat Plaintiffs’ Motion for

Partial Summary Judgmea: i€ graéced 117) .



IT 1S SURTHER ORDEREDP AND ADJUTGED that DaZendants’ Cross

Motion for Summary Judgment is denied ([126]. The court vacatee

=

Chapters 1-6 of and the Appendiqes o EPA’'g Respiretory Heel
Effects af Passiveg Smokingl. Iang fancey ard Oother Disorgers.
EPA/600/6-90/006F (December 1992). Tc ripen its judgment for
purposes of appellate review, p\irsuant to rederal rule of Civil

Procedure 5S4 (h). the court finds thexe is no just veason fcr

delaying entry of judament.

IT IE£ FURIKER ORDERED AMND ADJU: i :hatv Plaintiffs‘ Merion

for leave to File Supplement Ple'ad'ing under Rule 15(d) is granted

{12¢).

Fu-
This the _ [/ day 3"‘.# 1598.

United Sctatcs Pisctrict Judge



IN THE UNITED STATES DISTRICT COURT
FOR TKE MIODLE DISTRICT GF NOKTH CARGLINA
WINSTON+SALEM DIVISION

FLUZ«CURED TOBACCO COO2EKATIVE !
STABILIZATION CORPORATION, -)
THPE COUNCIL FOR BURLEY TOBACCO, )
INC., )'
UNTVERSAL LEAF TOBACCO COMPANY, ‘)
INCORPORATED, ) \
PHILY® MORRIS INCORPORATED, 9
R.J. REYNOLDS TOBACCO COMPANY. )
and )
GALLINS VENDING QOMPANY, )
b

Flaintiffs,

6:93CV00370

V.

PROTECTION AGENCY, and

CAR0L DROWNER, Administrator,
Environmental Protection
Ageney,

)
)
)
UNITED STAIES ENVIRONMENTAL )
)
)

Defendants. L)

ME OPIN

OSTZEN. District Judge

Thig case is bafore the court on che parties’ CIOSS moticns

for partial summary judgment on Counts 1-I11 of che Cowplaint.
These counts raise hdministrative Procedure Act (APA) challengcls

to EFA‘'s report. Resparatory Health Zffects of aive Smoking:

Lupg Cancer_snd Other Diroydezs. BPA/600/6-SD/006F. December 1992



(;TS Risk Assegssmenc). EPFA ¢claims its aulhoraity teo ceaducc the
E%S Risk Assessmant derives Irxom the Radon Gas and Indcor Air
Q;ality Research Act of 1986, Puk. L. No. 99-459. 100 Scac.
.1%58-60 (1986) (Radon Roscarch.hc:) (codified at 42 U.S.C. § 7401
n§éq (1994);. In the ETS Risk Assessment, EPA evaluated the
réspizacory health effects of Br;athing sccondhand smoke
(énvironmental tobacco smoke or ETS) and ciassified ETS as a
Géoup A carcinogen, a-designation meaning there is sufficient

eéidence to conclude ETS causes: ca: ~ir in humans. Dieputing che

]
H

Aisessmenc, Plajntiffs argue: EPA exceeded its authority under
and violated the rescrictions within the Radon Research Act: EPA
did not comply with the Radon Pesearch Act‘s procedural

requirements; EPA violated adwminigtrative law procedure by mak:ng

1
H .

a ‘conclusicn regarding ETS before it concluded its risk

asceszsment, and EPA's ETS Risk Asscsament was noc she resgulc <&

+

rezsoned deciaion making.® EPA denies the same and argues the

adminictrative récord (reccrd) demonstrates reasoned decision

)

méking. Plainz:ffs have also filed a mation to supplement the

: 3 plaintiffs alzo allege that EPA's igsuance of clre ETIS
Risk Asscssment violated Plaintiffs’ due process raghts. The
court has stayed concadaration of the due proceas claims pending

resolution of the APA claims. See Flue-Cured Tobacgo Cooperative
sgabilizatien Comp. v, FEPA, 857 F. Supp. 1137 (M.D.N.C. 18%a).
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pleadings. For tNE rcasons staced hereir, the court will enter

an order granzing 2leintiffs‘ motians.

Y.  THE RADON RESEARCH ACT

The Radon Research Act was ernacted by Congress as Title IV

of:the Superfund Amendments and heaunhorizacion Act of 1986
(sQRA) and codified with the Clesn Air Act at 42 U,.5.C. § 7401
uoée. The Act was based on Congfess‘ finding: “exposure to
na&urally occurring radon and indo.r -ir pollutants poses public
heqlth risklsl .” id. § ¢02(2); “federal radon and indoor air
pclautant research programs are #raQMented and underfunded.” jd.
§ %02(3); and an “infcrmation baée concerning exposure o rador

and indoor air pollutants should be developed . . . . Xd..

§ 402(a). The act provades

(a) Design of Program. - [The EPA) shall establish
5 resesrch program with respect to radon gas and
indoor air quality. Such program shall be
desagned tao - :

(1) gather date and information on al:
aspects of indoor air quality in order
to contripute tc the understanding of
heslth prcblems associated with the
existerce of sir pollutants in cthe
indoor enviyonmenc;

(2; coordinate federal, State, local,
and private research and development



i afforts zrelaring vo the isgrovemsnt o<
indoor air quality; &and

(3) assess appropriate Federsl
Government actions LG mitigate the
envircnmental and hesltk risks
associated with indoor air quality
problems.

(b) Program requirements. - The research program
required under this section shall include -

(1) research and development concerning
the idencification, characterization,
and monitoring of the socuzrces and levels
of indoor air pellution . . .

i (2) research relating to the effacts of
i indoor air pollurien and zaden on human

% healch:

(6) the disscminacion of information teo
assurc the public¢ availabilicy of che
findings of the activities under this
secrion.

IJd. § 403(a) & (b). Conrgress aleo reguired a nayrow

1
congtructior of the authority delegated under the Radon Pesearch

hot. KXothing in the act “shall be construed to authorize the

i -
‘EfA]l to caxxy out aty regulatoTy progcam or any activity other

than research, development, and:related reporting, information

diisseminacion, and coordination activities specified in {the

.
Radan Research Accl.” Id. § 404.

i
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i
1

!

¢ 1The ACTt xeqguirgs EFA to estaktlish two advisory Qroups to
: .

aséxs: EPA in carrying our its statutory obligations under the
i

| .

Raﬁpn Regearch Act. One of the advigory groups is to be 2

co%min:ne'comprised of representatives of federal agencies

{
coépexned with various asgpects éf indoor air gualicy, and the
otﬁer'group is to be “an advisory group. comprisec of individuals
raﬁrescnting the States, the scientific community, industry, and
publ ¢ interect organijzationa .:. . «.* ld. § 403(¢c). The Aact
requircs EPA to submit its reseirca plan to the BEPA Science

Ad?isory RBoard which, in turn, would submit comments to Congress.

I1d. § 203 (d).
i

{
!
II; STANDARD OF REVIEW
|
|  Administrative agencies have no power to act beyond

auéhority corferred pbv Concress. See, e.q,. lowisiang Publig

Sefy. Comm'n v, FCQ. 476 U.5. 365, 374, 206 &,

: .
'Bd. 24 345 (1986). Title S U.S.C. § 706(2) (C) requires the

Ce. 1829C, 1901, 9y

{ 3 As this case involves réview of administrative agency

aci;on. the court will not ccndu"t de rovo review but must review
the record before EPA at thc time EPA made ite decision. For a

dxscuasxon on the scope of review, see Fliue-Cured Tobacco

izetio v. EPA, No. 6:93CV00370 &t 1€-29
199S) (Memozandum Opinion dircugging summary

v i

(M,D.N.C. May 23,
judament on scope af review).



i .
court to “hold unplawful and set agide agency action . . . found

co;be . . . in excess of statutory Jurisdicrion, authority. cr
lihinacions, or short of statutery right.” The inicial :Znquiry
to} judicial review of agency action is “whether Congress has
diiectly epoken to the precige question at issue. If the intent
‘0f | Congress is clear, that is the end of the matter; for the
coérc, as well as the agency, must give effect to the

unémbiguously expressed intent of Coangress,.” QChevron, U.S.A.,

ng. v, _Natural Resousces Qgiengg v-ancdl, Ine., 467 U.S. 827,

842-43, 104 S. Cr. 2776, 2781, 81 L. Ed. 2d €94 (1984). *“The
taék of resolving the dispute over the meaning of (che statuce)
beéina where all such inquiries must begin: with the language c!

Lh@ statuvte itself.” Ugiggﬂ_g;;;g;_g*_ggg_gigx_gn;gg‘, Ingc,. 424
v.§. 235, 241, 109 S. Ct. 3026, 1030, 103 L. E4. 2d 290 (1889)

(cicacions omitted). ~The judiciaxy . . . is the finzl authori=:

on issces of statutory construstion and will reject

administrsetive inverprecations which are comcrary to the cleax
congressional inteat.- Adams v, Dole, 927 F.2d 771, 774 (4ck

Cix. 1991).

“[I]f the statute is silent or ambigucus with respect to the
i
spacafic iesue, the question for the court is whether the

sgency’'s answer is based on a permissible censtruction of the

i
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stétute.' Chevxron, 467 U.5, at %43, 1C3 5. Ct. at 2782. Courrs
do;noc always abide by this ghgg;gn deference. Althcugh the
c;écuice aﬁpear divided, the majority of post-Lhevron cases hold
no 'deference is accorded to an aga2acy's vieﬁ of & statute vhere
thé statute does not coafer rule msking suthority on the agency.

Compare Merck & Go. V. Kesgler, 80 F.3d 1543, 1550 (fed. Cir.

1998) (Chevron does not arply to interpretive yules); Atchigon

Topoka & Sanca Fe RY. v. Pena, 44 F.3d 437. 441-42 (7th Cir.

1954) (en banc) (samer), '‘d on:arper 1 L nom.

krotherhgod of locomative Fong'rs v, AMchison, Topeks & Sanca Fe
Ry:, 116 §. Ct. 525 (1996) with Trare Union Gorp. v, FIC. 81 F.34

22y, 230-31 (D.C. Cir. 1926) (applying Chevron to interpretive

rule); Elizaketh Blackwell H=alth Crx. for Women v. Knell, €1

F.3d 170, 162 (3d Cir. 1995) (seme], gexc. denied, 116 S. Cu. 816
11596) . See Ronal< M. Levan, Sspbue 2 eview Legislation:

Lﬁéﬁgﬂi of 1865, 31 Weke Forest L. Rev. 647, 662-64 (1596).
Anéthcr fagctor in determining an agency’s digcretion in statutory
lnfarpratation is the specifizity of interpretation. Coures
de;ermznc the genesral meaning of legislation, whereas agencies
azé oftcn bettey equipped to determine interstitial meanings.

vcdhn H. Reese, Admin:srxarive Léw Pripciples and Practigce 709-713

(19951 .



IIX. EPA’s RUTHORITY UNDER THE RADON RESEARCH ACT

The parlies ass¢xt the plain languege of the stziute
deéczmines whethar EPA had au:ho;ity Lo asse:zs the risks of and
classify ETS. The court agrees. However, the parties, reading
thezplain language, come to opposite conclusions. Plaintiffs
arque FFA exceeded its statutoxy -grant of authority under the
Rad?n R;search Act by conducting a rigk assessment, making a
car?inogen classificatior, and by e&gaging in de facto

reghlaticn. Pla:nriffs also argue :he Toxic Substance Control

Accfprohibited EPA*s risk assessmant of ETS.:

A, The Radon Research Act Authorizes EPA’S Risk Assessment
and Classification of Environmental Tobacce Smoke.

Plaintiffs concede EPA wag authorized to conduct
rcséarch on ETS and indoor air quality buct argue EPR’s ETS
carginosen risk asgessmebt and carcinegen classification arxe
regulatory activities, not reseafch activities. EPA's Guidelines

for. carcinecer Bisk Assessiens, 51 Fed. Reg. 33,992, 33,993

*[rleguliatory

" (1ep6) (Risk Assessment Guidelineés) state:
deéision wmaxing inveclves twe c0m§onents: risk assessment and
rigx management.” See _algo., €0 Fed. Reg. $2,032, 52,024 {1995}

« 1 . .

i .
(Rilgk assessment is a cawponent of cthe regulatory process.).



Plairtxffs also rely on che Nationsl Resource Council’s (NRC)

Redbook which reccgnizes risk assesament as a distinet element of

the regulatory process., See NRC. Risk Assessgmant in che Federa?
Govorumenc: Managirng the Process 3 (1983) (NRC Redbook) .

Plaintiffs argue th&t since risk assessment is a component of

reéulacory activity, risk assessment is not authorized research

nroscribed ragulatory activity.

e vather b

MM Limwiae® PpavevesTe=

EPA’s Risk Assesament Guide;iﬂes state risk assessment
incorporstes judgmental positio s £25 tae Agency’s regulatory

miésion. Risk Assessment Guidelines at 33,994. Plaintiffs alesc

.offler evidence that EPA has promulgated regulations for every

otﬁer substance for which it has conducted a risk assessment and

CI&ssified cthe subscance as a Gzoup'h carcinogen.? Thus,

Plaintiffs conclude that EPA‘s guidelines and actions demorstrate

riEk spsessment is a regulatory.’ not research, cool.

. In arguing EFA recognizes this distinction between risk

séessment and research, Plaintiffa offer evidence that EPA is

ssessing the risks of scveral other indoor air pellutancts, nonc

of .which are peing conducted under the sutnoricy of the Radon

t

: 3 g AER#F.QLDMUMM
Hearing ot . s__.z_z__a__...._l.ﬂ.k&&—h-—-ﬂnd s the Syubcowm. on Clean AJy
n., Comr. on Env‘y and Public Works,

and Nuglenx
1031d Cong. 177. 204- os (1994) (Brownar Hearing Responses)

8



Research Act. Included is ovidénce that EPA did not conduct ITs

risk assessment of radon under the authority of the Radon

Rescarch Acr.* 1Irnstead, EPA relied on the Toxic Substancsa

which esuthorizes

Control Act (TECA), 15 U.S.C. §§ 260 et seo.,
EPA to describe *action levels indicating the health risk

associated with different levels of radon exposure.” TSCA

§ 2663(b) (1).5 Plaintiffs argue EPA's reliance cn TSCA indicates

EPA realizes the Radon Research Act does not auchorize risk

assessmencs or carcinogenic classi:xcacxons
EPA replies that the Radon Research Act provides a broad

mandate to conduct activicies ahézt of actual regulation. Upon a

sparae legislative record and Jubsequent congressional funding,

£PA uzges that Congress intended che act to include ETS.

~he court is not persuaded by Pla: ntlffs arguments or EPA’'s

reliance on whay certain members of Congress intended. The plain

language of the statute is sufficienc ta resolve thie dispuce.

Zn the Radon Research Act, Congress divected EPA to gather

infbrmation on all aspescts of indeor air quality. research indoor

. Sea Brownex iearing Responscs at 190-92.

. 5 plaintiffs also provide eVidence that EPA did not include
the ETS project when providing Congress with a listing of Agencv

recearch activity.
10



1
. '
pellucants’ cifects on realtk, chazaccerize sources of polliui:isxh,

and disseminate the findings. Determiring whether Congres

1]

suthorized risk assesements requires definirg risk assesswent.
“Risk asszassment is the use of the factual Lkase to define the

heixlcth effects of exposure oi individuals or popu.ations to

hazardous materials and situations.” NRC Redtook, at 3. “[NRC)

usg(s] risk ggsgsgmggg to mear the characterization of the
poéential adverse health effests. of human exposures to

enyironmantal hazards.” Id. at 18. “The qualitative assassment

or hazard identification part of risk agsessmenc contains a
review of the relevant biological and chemical informatioen

' bearing on whether or not an ageht may pose a carcinogenic

razard.” PRisk Assessmanc Guidelines at 33,9%¢.

Risk agsassmencs include several elements:
descripraicn of the potential adverse health
effects based on &n evaluation of results of
epidemiolegic, clinical, tekicologic, and
cavironmertal rescarch; extrapolation frem those
. results to predict the Ctype and estimate the
!  extent of health effects in humans under given
' conditicns of cxposure; judgments as to the numbex
and characteristics of persons exposed at various
intensities and durations; and summary judgmente
on the existence and overall magnitude of the
public-health problem. Risk assessment also
includes characterizaction of the uncertainties
innerent in the process of inferring Yigk.

NR& Redbook, at 18.



5. In researching effects on h?alth. ZPA mus:i eassess whethey
pofiucancs are hazardous to health. Researching whether
poflucancs are hazardous to health necessarily entails assessing
ché risk such pollutantc pose to health. Thus. researching
he{lch effecte is indistinguishable from assessing risk to
hcaﬁ;h. Ccnygrees’ directives to research the effects of indoor
aié pollurion on human health and disseminate the findings
encimpass risk assesswent as defined by NRC and explained by
EFA"s Ris.c Assessmenl Guidelines,

! The NRC explains "description of the potential adverse
. heaﬁch effects” is & component of risk assessment. Id. The
Re&on Research Act requires resegrching pollutancs’ effects on
he%lth and disseminstineg the findings. The mandate of the Act
re&uires mcre of EFA than merely deecribing effects. Congress

im’.le'x-'tdcd EPA to disseminaZ¢ findings, or conclusions, based upon

the informacion researched and gathered. Utilizing descriptions

féhealth effects to make findings i2 risk assessment.

The Radon Reseaxch Act cangains two independent directives
wh%ch suthorize EPA to classify indoor pollutants as
carcinogenic. Firsc, Corgress regquired EPA to characterize
scurceg of indcor air pollution. Radon Research Act § 403 (o) (1).

Since they ewit g&asses &nd particulaces, burning cigarettes ave a

12



source of indocr #ir pollutants. By determining wvhether these
emissions cause cancer iﬁ pecpie exposed to burning cigarectes.
EPA is chavracterizing 2 source;ot indoor aix pollution. Seccnd,
Congress required EPA to determiae indoor.pollutahts' effects on
health. JXd. § 403(b)(2). 1In &etermining whethar health is
a{fectcd by a pollutant, the résearcher must identify whather a
causal relationship exists bechen the pollutant and
deteviorating health. Puc simﬁly, the researcher must dacermine
how, if acr all, a pollutant affect: aealth. Once a researcher
has identificd how a pollutant harms human health, the risk is
most cften identified.® This 1§ especially true regarding
carcinogens. The Radon Researéh Act’s genaral language’
authorizing EPA to chazacterizé wources of pollutants, rcsearch
effects on health, and disscmigate the fiﬁdings encompasses

classifying pollutants based on their effects. '

¢ ror cxample, if research determines a pellutant harms
human health by causing malignant tumors, it is ipso facto a
carcinogen. Sae Ted A. Loomis & A. Wallace Hayes, Egsentials cf
Texicology z32-36 (4th ed. 1996) {tests for carcinogenicity). If£
research deterrines the pollucant causes blockage of
neurotransmiscions, it is ipso’ facto 2 neurotoxin. gee David R.
Frant, et al.., Clinical Racodnition and Mansgement of Patjents
Expaseqd to_Biolpaigal Warfare Aaegpts, 278 JAMA 399 (1997)
(d4scussing botulinum toxins).

13



{ The court ig not persuaded by Plainciffa’ evidence showing
i .
risk assessment incorporates judgmental positions and an agency’s

.

i
regulatbry mission. Kkesearching now a pollutant affects health

enéails conduceing risk assessment. Judgment and inference do

noﬁ automatically remove risk assessment from what congsitutes

reéearching health effects. To tha contrary, judgment and
! .
inﬁerence inhexe in the "use of {a) factual base to define the

{ .
health effects of exposure of i dividuals or populations to

haﬁardous raterials and situations.” NRC Redbook, at 3, 1&, 28.
“Rilsk assessment . . . includes tharacterization of the

| .
uncertaincies inherent in the process of inferring risk.* d, st
i
{

la.

The uncertainties inherent in risk assesement can
Le grouped in two general categories: missing CT
ambiguous information on a particujar substance
and gaps in current sc¢ienctific theory. When

' sScientific uncer:ainty a# epcouncared in che risk
i  assessment prccess, inferenrial bridges are neesded
to allow the process o ¢ontinue. . . . The

}  judgments made by the scicatist/risk assessor for
each compcnent of risk assessment often entail a
choice among severa. sciencificaily plausible
options; the Commitrtee has desigrated these

ane ootions.

Id. at 26. In copnducting & scientific inquiry into whether a
[
pollutanc affects human healtyh, & researcher will have to <Thoose

infercnce options. In fulfilling its obligation under the Radon
' : .

! 14



.Regearch Act, EPA nmust adop: Laée:ence optiens In conduwgnirg
research, characterizing. and méking findings. Infererce opticns
that are scientifically plausible and rfundamentally Zair are par:
of risk aasessment. EPA may conduct risk assessments under the
Radon Rescarch Act so long as the assessments do not impede che
Act’'s general requirements of gathering all relevant infermat:ion,
zegearching, and disserinating cée findings.

The court disagrces with Plaintiffs’ argument that risx
assessmens constitutes a ragulatory activity ané is thus
prohibited under che Radon Resea;ch Act. Both the NRC‘s Redbock
and EPA°5s Risk Assessment Guidelgnes idencify regulatory activity
&8s Ecing comprised of two elemenﬁs: risk assessment and ziék
management. Prohibition of certgin conduct does not ianclude
pr5hibition of lesser included activities.” Prohibiting conduct
entails & prchaibition sgainst conducting the lesser included
activities in concexc to arrive at the proscribed result. Risn
assesemont is a comporent of reéulation. Congress‘ prohibition

‘ |
of regulacicn ig not 2 prohibition against the components
comprising regulation. 1In che éaden Research Act, Congress

intended EPA to research, collect, and disceminate informstion

1 gtanding upricht is a cdmponent of running. A
prohititior on running is not also a prchibation on standing.

: 18



and findings on indecor aiv pellytencs’ effect on heaith without

i
i
i

enbéging {n regulsting. Risk agpessments are incidental to
rebearch:vg effects on health, Charac:etizxn gsources of
ponlutanta. and making fzﬂdzngs Sc leng as collecting and

zesearching information and d1sseminat ng the resulting

I

1ntormation are EPA‘'s lodestar, Congzess prohibiting regulation
unde: the Radcn Research Act does not preclude rigk assessment.

Thg court will review the ETS Risk hesessment ta determine

l :
whéther ESA conducted its resear¥ch uccivities in accordance with

thé Act,

Finally, Plaintiffs’ ev1de$ce of EPA"s reliance on other

snétutee for assesging riskes of other indocr air pollutants is

noé persuasive. In these s:atu:es. Congress granted EPA
| -

reéulatory power over czriain pﬁllutan:s. ‘EPA has sinze
prymulgaced regulations pursuant to cthese stactutes. 1IL is

untcmarfnble that when asked ;rs authority to conduct elements of

itf rogulatory prozess from uhsth regu-ation cccurred, EPA cited

thp statutes granting full regulacory power.?

5 s pven if it were persuasive evidence that IZPA incerpreted
:hh Redon Research Act tg exclude risk asse¢ssment, the court
makes itg determinatic.. bas=d upon the lanmtage Congress used,
nqt agency intecrpretation.

| 16



B, EPA‘s Envircnmental Tobaceo Smoke Activities Do Net
Conotitute s Frohibited Ragulatory Program Under the
Radon Research Aet, .

Plainciffs have shown that BPA aggressivély
disseminated informazion, coordfaa:ed activities with government
agencies and non-governmental crganizétions, and promoted ETS
segglacion and prohibition.? Plaintiffs argue EFA’'s conduct
ponﬁnitutcs de iacto ragulatory'ﬁcnivity in violation of the

Radon Research AZLT.

! See, ©.9., Sunmary of EPA Drafc Conclusions and SAB
Revicw, Sceven Bayerd, EFR ET® Froject Manager, CRD Q.5 at 1
(April 4, 1991) (Joint Appendix (JA) 6,700) (“EPM hac no
regulatory authority an ET§, but is coordinating with OSHR which
doex have regulatory authority in the workplace.*):; EPA
Memorandum from Wiiliam G. Rosenberq, AsGistant Administrater tor
Airr and Radiation., to Eriej W. dretthaier, Assistanc
Administrator for Research and Development at 1 (Oct. 7. 1991)
(JA 6,69€-97) (urging expedition of ETS study; local, state and

_faderal agency projecte awaiting its issuance); EPA Memorandum
from William O. Rosenberg, Asgistan:t Administrator for Air and
Radiation, co Donald G. Barnaes, Director. Bcicace Advisory Boaxd
(June 28, 1951), and attacred ETS Technical Ccmpendium, Draft
(Nay 19911 at 2 (CA 6,755-56, €,753) (intended to help state
legislators ban smeking in uorkplaces. restaurants, ané public

places).
' 17



)
é?n's activaitries did not a?ount zo formal reguletion,’’ fecr
iﬁ issued no reculations and ma;e 0 attempt to cdirectly manase
915 risks. EPA's accxvitiés coﬁstituted de facto regulatcry
act;vxty but were achieved tnrougn means authorxyed by Congrese.
congresa prohibited any regula:ory proyram or activity “gpthex
IBFQ regearch, development, cnd.telatcd reporting, information
d\asemxnatxcn. end coordinacxon actzv;txes . « . «* Radon
Re'er—ch Act § 404 (emphasis added) EPA nay ba using its
au;horacy under the Act more agq:ee..vely and effectively than
Co%gress had forcseen, however.isuch activities are within the
laL as wricten. Femoval of EPA;G suthority to engage in de facrn

regu.a:ary activity under the Radon Regearch Act requires an act

of Congreas, not the court’s judgment.

. €. The Toxic¢ Substance cbn:rol Act’s Prohibition With
; Regpect to Tobace¢o Does Not Apply to the Radon Research

ACt.
In che Toxic Subsrance Control Act (TSCA), Congrees

acthorized EPA to regulate chemical substances prasenting an

: 2> plaintiffs also seek leave to supplement tho pleadings.
claimxng EPA is pzumulgatlng indoor air regulations by funding
apd controlling a private an:icy that drafce indanr air

_wventilacion standards that are ‘adopted in state and local
building codes. The court doeg rot consider these ellegations ‘n

rulxng on the parties’ summary: ‘judgment motione.

;13



un#easonab)e risk of injuzy to heslth or the envayenment, LE
U.é.c. § 2605, TSCA does not authc%ize EFA Lo regﬁlate tonrscce

préducts. id. § 2602(2)(8)(111{. fsome in Congreas have
acLempted tc repeal the tobacco exempcion for the purpose of

prsvzd;ng EPA with authority to regulatc tobacce simoke under

‘I‘SC‘;‘A. Ape 13& Cong. Rec. 52223.5 52224 (daily ed. June 28, 1982¢;
(séanemanb of Rep. Luken). Mor{ zecently, 8 bill wae introduced

_;o;omend TECA *“to protect the puvblic from health hazards cauaed

' byéexpo:ure to (ETS]. S. 1530.;1c3d Cong., lst fess,, 139'Ccng‘
Re;; §16222 (daily ed. Nov. 18, 3993). Both bills were. |
;néroduced afcexr the spactmant cf the Radon Research Acz, and

negcher passed. Plaintiffs argqp the speacific language in TECA,

regard;ng tobaceo, takes pracedcnce over the general conflictang

1anguage of zhe Radon Research Act

The court doee not find the conflict Plaintiffe’' argument

présumcs. in the TSCh, Congress directed EPA to Frohibit, limic,
and regulate the manufacture, ptocesszng. or distribution of

ha;ardous chemical subkstances. Congress exempred tobacco from
Tskh's regulatoxy reach. The R;don Rogearch Act contains no
régulacory authority. Comparg &sca § 2608 (EPA’s requircments in
regu ating manufacturing, processxng, ana dlstr;butxon of

.hazardous chemical subs*ancas), with Rador. Research Act § 404 (no

' g' | 139



-

régulatory authority except researca. development, dissemination.

and coordinatiorn regarding iandocr air pollutants;.

To the extent the Radon Research Ac: attherizes de facto

rggulatory activity, Congress s%mply excluded tobacco from the
déﬁinicion of chemical substance &s used in the TSCA chapter.
See TSCA & 2602 (definictions ‘Aia used in this chapter”).
.Cohgress‘ defining *chemical substance’ under the TSCA to exclude
co;acco does not mean Congress ?onclusivaly removed tobacco from
EPA’'s jurisdiction. It means COp@ress removed tobacco from the
authority granted toc EPR underx iSCA. Congress did not so limit
the definition of “indoor airv péllutant" undexy the Radon EResexzrch
Act. Sec generslly Covne ggabmg Inc, v. FDA, 966 F. Supp. 1374,
1379-60 (M.D.N.C. 1987 (declining to infexr preemption of FDA
a&ihoriny co regulate tobacco p%oduccs frem other tobacco-
séecific legislation cr Congres;‘ failure to act). There being
né conflict between the stacuteg and finding Congress’ TSCA
réstriction by dafinicion inapplicable to the Radon Research Acrt,
Dfainciffs‘ argument fails. .

I\:?. £PA° s PROCEDURAL REQWWS UNDER THE RADON RESEARCH ACT

Plaintiffs argut EFA failéd to establish and consult the

vdvisory group mandated by the Radon Research Act, thezefore,

' 20



EPk 6 conduct under thae Act was! unlawful and must ke vacated.
EPk responds by argquing it saCLsfzed its procedural requirements
by’bpnsult‘ng the EPA Science Adv1eory Board (SAB). EPA stateg
&t'rozmcd an acdvisory group thhln SAB which included

I
xcptesentataves of all the stacdtor;ly ideatified constituencies.
Ehﬂ furcher argues that even if 1c did not satiefy the Radon
R:Jéarch Act’s procedural requlremerts- (1) the Act speaks in
geréral terms and committee formathn vas nét a prerequisite to
ra#Qarch activity undex cthe Act,fand (2) Plaintiffs were not
pveiudiced bacause EPA utili=zed ?qblic participation and peer
rev£ew procedures in developing éhe ETS Risk Assessment. In
repﬂy Plaintiffs analyze SAB an; the members of the board which

:QMQQwed the ETS Risk Assessment;

A Backgreund

1
1

*(T)he SAB is an andepéndent group of non-Federal

W v ey

gevelrnmant sciencists and engineers who are mandated through the

Enviiironmoncal Research, Development and Demoastration Act of 197¢

i
to dzovidc advice to the EPA Administracor cn technical aspects
' H

iscues confronting the Agency.” EPA Memorandum from william

ofl

K. Heilly, Administracor. to Conéressman Thomas J. Bliley, Jr.,

U.sé House of Reprepentatives 1 (Oct. 11, 1590) (Reilly Mem,) (J&

23
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9,310) . e ales, 4% U.S5.C. § 4385 (statute auchorizing SAS) .

.

“The objective of the Board is to provide independent acvice

~he Boaxd will review scientific issues, provide independent

scientific and technical advice ‘on EPR‘S major programs and

in, spa, L. nvironmental Prorectior Agsncy Advigorv Committecs
157 (July 1994) (JA 3,445). *[Tlhe Board augments its standing

cornmiItoe membership with the inclusion of subject-macter expercs

t‘consultan:s ) to provide spccial ~asights on particular issues.

In: identifying appropriate consultan:s. the [SAB) . . . solicics

names of candidates from & variety of public and privete sgources,
uhich generally include the Agenﬁy and the affected perties.”
Reilly Mem. at 2 (JA $,311). SAB then attampts ro select eXperte

{
fyém “either side of the middle ©f the spectrum of views in cthe

cechnical comwunicy, with few, if any. coming from ecither end ol

'thé spectrum.” ld. at 1 (JA 9,§1C). ‘

? In 1986, Congress passed che Radcn Research Act which
required that EPA “escteblisk . . . an advisory group cowprised of

individusals -representing the states. the scientific community,

{ndustry, and public interest organizations to assist [EPA] in

carrying out the research program for . . indoor air quality -
]

R€don Lkesearch Act § 403(c). The Act also required EPA To cubGic

: 22



ité resesrch plan o SAB. Jd. § 403(Jd). In response, *the SAk

esﬁablished the Indoor Air ouality/Total Human Exposure Commictee

(IAQC) ac the forum in which the SIB would consider indoor air

issuas.” Recilly Mem. at 1 (Jh §,310).

An EPA Ethice Advisory sent;to IAQC draws the disctinction
beéyoen “rapresentatives' on adV§sory commitcees and “Specié?
Gcgernment Eﬁployees.“ EPA Memo%andum from Robert Flaak,
Assistanc Staff Director, SAB, L? IAQC at Enclosure G!!' (June 17,
1922) (JA 10,938-40) (Flaak Hem.s. Representatives are those who
“agﬁear in a reprecsentative capa;ity to speak for firms or an
in&ustry . . . or fcr any other ;ecognizable group . . . ,“
whéreas “Special Government Emp;pyees" do not. JId. (JA 10,940).
.Anéehe: attachment, captioned 'ﬁrocedures for Public Discl@sures
at 'SAB Meetings,” states Che IAéC panel members were Serving as
Spécial Government Employces, né: as representatives: “SAB
me%bars and consultan:s (M/Cs) éarxy our [sic] cheir duties ag
CO1

Spécial Government Employees (SGE‘'s) and are subjiect to the

[cbnflicc of intercot)] regulacions.” Jd. et Bnclosure F (JA

v Enclosure G: EFA Memorandum from Gerald Yamada.
cipal Deputy General Counsel, Designated Agency Ethics

piin
official, to Deputy =thics qfficials (April 2a, 1292).

.23



10}936). Sge 16 U.S.C. §§ 202-29 (rescricticns op special

goverament employees) .

1

|
i
i

B. Neither the Science Advisory Board Or Its
.| Subcommittee e the Representative Advisory
! Group Congress Mandated In the Radon Research

. Act.
i .
The language used in the Radon Research ARet. the nature

ofésas. and the composition of the IAQC which revigwed the ETS
] .

| .
RiAk Assessment, demongtrate that EPA failed to comply with che

] i
proccdural requirements set forth by congress. In § 403 (c) of

!‘ ’ :
Lhﬁ Radon Research Act, Coagress: clearly vequires EPA to

H .
establish = representative advisory group ro assist EPA in

carrying out research programs conducted undéer cthe Act. The

dup is to be comprigsed of represcntatives from tae ECates,

QT
scientific community. industry, and public interest

: s
organizations. In tihe following paragraph, § 403(d), Congress

reéuares that EBSA submit 1te reéaarch plan “to the EPA Science

i H
Advisory Board . . ..” which would cthen submit its comments to

f :
Congress. ~wWhere Congress includes particular language in one

i co .
section of a starute but omits it ir anothex section of the same

Act, it is generally presumed that Congzese ACtS intentionally

ang purpoesely in the disparate ineclusion or exclusion.” Brown v.

.29



Gardney, 513 U.S. 115, 12¢, 115§, C:. 552, 586, 130 L. Ed. 24
455 {1994) (citation omitctea). fﬁe presumption is st¥engthened
uhére. as here, the disperate lénguage is used within the same
section. Had Congress mcanc SA§ when requ;ring a representative
.adéiaory group, Congress woula have specified SAB as it did in
th; subsequent paragr&ph. Further, § 403 (e) calls upon EPA to

_ cstablish the advisory group. fn 1577, Congresg mandated
craation of SAB, and EPA ccmpliéd. Congress’ use of “establish~

suggasts that EPA saculd creace:a group. Congress would nat

liﬁely direct EPA to establish vhat slready exists. A closer

]
‘.

exémination of SAB verifi¢s the court’'s statutory consctruction.
Congress directed EPA to eécahlish and censule a
repxesqncacive group to assist é}A in conducting research.under
The Radon Research Act. To *zeéresent' or.be a “representative,”
ore mMusSt possess the abilicy toé*speak cr act with authority on
hehalf of,.” or ~act as lal subspicute or agent” for the person or
iéceresc represented. glggx;g_bgg_pj;;;g;g;x 1301 (Sth ed.

1490} . In contrast, EPA dasigﬁed SAB to provide independent

2 The legislative history supports this common sense
interpretation of “represcnr.” Semator Lautenberg, one of the
sponsore of the bill tha: bacame the Rador Research Act. said the
Advisory Commitcee was to be *a blue ribbon sdvisory committee,
corposes of members® of cthe specified constitiencies. 131 Cong.
Rzc. S11684 (daily ed. Sepc. 18, 19685) (Jh 657).

. 25
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i i
advice. EPA designated 5A6 employees as special govermment
i X
‘employees (SGE's), meaning the employees are temporarily
! .

sppointed, “as ccncrasted with members who are designated as

R Flaék Metn. at Enclosure G (JA

‘representacives’
10, 38). SGB’'S may not pazticiﬁate in matters that affect cheir
employers‘ financisl interests.? Jd. (JR 10,938). Cengrecs’

| H

N )
requiring a collegium of representacives is incompatible with
!

SAB's indapendent and aspiringly neutral composition. Doth the
role Congress assigned to each group and the composition of the
H .

group that provided advice on Che ETS Risk Assesswent provides

1
furthey evidence of this incompatibilicy.

! congress set forth ir § 4€3(d) a role for the SAR that

tracks the SAB‘s traditicnal missien: providing independent

3c§entific xroview and comment on EPA‘s plan for implementing tre

\ i
zegearch program. In scnzrasc,!§ 403 (c) charyed the advisory

qroup with representing specified coastituencies and providing
carrying out the research program. Thace

'aa?istance to EPA in

arie two different roles for two different groups.

i
i
i
i :
5 13 EPA may walve conflicc# where the interegt affected is
jnsubstantial or the need for the SGE’S service outweighs the
canflice.
i , 26



The IAQC group that provided advice tc EPA on the iy xisr
Aslsessment wag not the representative body required by § 403 (¢).

See ETS Risk Assessment at xvili-x¥. In the ETS Risk Asscssmerc,

EPA lists nine members of IAQC who participated in the reviews of
two review drafts. Seven of the members are listeg as universiry

professors or members of schools, one was listed as a scieatist
in a national laboratory, and o@e'was a state cmployee, Of the

nite consultante involved, sever. were employed by universities,
and two by special incerest groups. &PA claims that one of the

licted members. Dy. Woods, repzésentcd irdustxyy. However, this

ié not possible since Dr. woodsi left industry for emzloyment with
|

a munivarsicy almost 2 year befo?e the firsct drafc of the ETS Raskx

Acsessment Was made available for review by IAQC. Sege JA

7.063-73 (Dr. Wood’s curriculum vita). EPA further asserts chat
! ]

two other individuals represented industry. The ETS Risk

Agsessaent IAQC listing does nét concain the names of these

iﬁdividuals. The individuals are not listed in the IAQC ETS

]
s EPA assert or direct tke courtv’s
, .

reviews’ tranacripts,’® nor doa

« Soo 1. S. ERAM SAB IAQC EIS Reyjew, I.SAB.16.1 & .2

1990) (transcript volumes I & II) (1590 IAQC

(NDecerrker 4 & S,
(JA 8,793 9,213); .S, FPA SAL TAQC ETS Review Panel,

Transcript) ]
XI.SAR.6.1 & -2 (July 21 & 22, 1992) (tramscript volumes I & II;
(1592 IAQC Transcrapt) (JA 11,641-12,10S5).
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attention to evidence that these.individuals provided any

l

participation in the ETS Risk Assessment.

EPA points cut that some panelists were associated with
organications that had received $oﬁe industry funding pursuant to
contract. That does not convert those individuals into induscry
representacives undexr § 403(0). :EPA algo urges that one of the
panalists was selected as a consultant on the recommendstior of
~he tobacco industry. Appropria;ely, 2PA does w0t attempt to
argue that one becomes a member ?r representative of industry
upon a recommendation by indus:r;.

EPA configmed IAQC's independence from outside interasts.
When he was prepavring the péanel for the second publi¢ meeting or
the draft ETS Risk Assessmenc, éhe SA3 assistant director
included in his tropsmiteal letser a reminder to panel members of
their conflict of interest and disclosure ébligatione:

An srea of potencial segsitivity in our public

meetings its che nature of your interactions with

bock the Agercy and outside interests on a

parciculay mactter. At thei beginning of the

meeting, I will ask each perscn on the Committee

to voluntarilv discuss any such areas they wish to
idencify. . . . 1Issues of conecern can irnclude the
extent to which you or your organization have
received (or will receive) profaessionsl or
personal benefits from any individuais,
organizationa or groups .;. . representing any
viewpoint conceruing the issue(s) undaz
considezracion at this meeting.

a8



Fiaak Mem. at 3. ALt beth IAQC ;ublic reviewe, no one admitred
representing industry or any other § 403(c) constiruency. * Ths
'osulc was in accordance with SAB s designed purpose and the Era
enhiqs.advisory sent to IAGC.

After reviewing the Radon Research Act. analyzing the SAB,
ané_reviewing che actual composétion of the IAQC. the court has
found no evidence that the IAQC:involved with the ETS Risk
hssas;menc satisfiad § 403(c) of :he Radon Resesarch Act. EPA’'s

procedures, guidelines, and conduct in the ETS Risk Aseessment

' clearly‘damonstratc tnat saé an& IAQC a2xe indepcndent bodies.
EPA's argument that IAQC was a representncmve body iz without
merit. IAQC’s merbership did no snclude individuals from
industry or representatives £roé more than one state. NO membeérs
we;e ;nvitcd to represent OY ad&itted to representing any
co;eti:uency. Rather, EPA’s regulations prohibited parties wits
me;nznufu_ outside interosts frém parcticipating. RAccoxdéingly.

BPA failed to comply with the requxxements of § 403 (c).

s gee 1590 IAQC Transcript &t 11-38 (JA 8,803-30), 1952
IAQC Transcript at 16-29 (JA 11.655-668).

2%



¢. The Timing of Committee Formatisn

EPA argues that § 403i(c) is generally worded and does

ndt make the formation of a representative advisory committee &

pﬁéraquisite that must be sacisfied before EPA can undertake a

sée:ific activity under the Act{ There is no evidence in the

récord. nox dces EPA argue, tha? EPA established the committee

du?ing or afcer any activity co;dUCted under the Act. 8ince the

cc;mattee has not beea ezcablis%ed. EPA’s argument about when it
{

H
‘could have sough:s tke committee’s a.sistance appears academic.

H@waver. for purposes of fashioning a remsdy, § 403 (c) requires

Ega to seek the committee’s assiscance “in carrying out the
r%saarch program . . . .* cong;ess intended consultation at
léaSt while EPA conducted rescarch. Ongoing consultation
réquires more thah post hoc consultacion., See Mexabito v, RBlur,
558 F. Supp. 252, 264-6& (S.D.N.Y. 1981) (Under che Social
sécurity Act, where consultation with a medical advisory

: ;
committee is reguired, commiteee input musc be sought and

réceived before action is taken.).

D. Consequences of EPA‘s Procedural Failure

Plaintiffs arque EPA's actions were unlawful and the

nfs RPiak Assesamant must be se§ agsida. EPA araues Plaintiffs
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eie not prejudiced “"because EJA in fact urili:zed extensive
public participation and pser review drawing uron all of cthe
desxgnated conatituencies in developzng the ETS Risk Aceessment.

(Conformed Mem. Supp. EPA's Cxoss Mot. Part. Summ. J. at 42-43.)

l
Further in its memorandum, howevez, EPA maintains it did “not

ha 6e an cbligation o respond to public comments in the same
t
{

manner as in [(an AFA] section 553 rulemaking,* jd. at 49, and the

i
)
court cannot require EPA to respond to comments because

“révieUing courts are generally ot free to impose additional

‘.

prpccdurnl requiremencs i the agencies have not chosen ta grant
1
1
th?m o I ,
Even if EPA did provide a genu;ne opportunity for cotamenc

an? SAB review. the Agency was required to carrv out its reseavch
{

prlogram with the essisctance of an advisoxy group of
répresencacives of =he idencifiéd interests. EPA may not rewritec

the terms of the Raden Research. Aet. See Envaronmental Defense

L]
N
.

Pind. Toe. v. EPA, 636 7.2d 1267. 1263-84 (D.C. Cir. 1880)

(égency—creaced »“de minimis” cutoff from application of statute
: :
U&s stxuck down because not 1njcamp1iancc with terma of statuce):

alpbama power Co. v. Costle. 636 F.24 323, 365 (D.C. Cir. 197)
I
(I'he agency is not “Iree to 1gnore the plain meaning of the

skatute and to subsrirute ics DGllCY Judgnent for that of

: 1



Congress.*). When Congress reqires specific procedures,

1

agencies may not ignore them orifashion substitutes.

A congressional directive to consult an advisory commiitiee
i

is moye than a formality. The ¢eurt of Appeals for the Distrier

explaining the procedural requirements within the Fedexal Ccal

Mine Health and Safety Act of 1969

]

The most important aspect is the requirencnt of

- consultation with knowledgeaw » scpresentatives of
federal and state government, induscry and labor.
Thic goes far beyond the usual requirements of
public notice and opportunity for comment get
forth in che Administrativé Procedure Act, and
represents the Congxessional answer =o the faars
exprecgad by industry and labor of the prospect of
unchecked federal sdmipistrative discretion in the
field, These rather unique requiremernts of the
Act are an important part of the ultimate
legislative cumpromise, and must be given their
due weight. :

¥ Sven $0, the IAQC was a poor proxy for industry
ropresentation. EPA sought parties near the “middle” of the
spectrun Wwhen establishing SAB panels and allegedly aveoided
represencation from either end . or ihe spectrum. As a general
rule, cthe tobacco industry occqp;es that end of the spectrum
contesting the carcinogenicity ‘of TS a2nd EPA‘'s motaves. A
commitcea aspir-ng ro tep:esent the middle of the EIS debate
neceesazily suppresses the tobacco industry's pezspective.
Further, industry‘'e abilicy co'atbmitc comrents to a “neutral”
comrittee, which itself had access tc EPA, 15 not equivalent to

industyy accass to EPA.
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Zggg er. Coal Co. Kloppe. 536 F.2d 3¢9 +03 {D.C. Cir. 187¢&).

-~

i
ﬂ National Conqrructcr1 Aas'n,v Ma ;g. 1, 5B1 F.2d 950 (D.C.
l

1978), the Secretary of Labor was obligated to establish snd

C

_.’..
|
|

consult with a specially const;tu*ed advisory commitcee when

Th? Marshal court re

(-
d

(o

1]

and comment with the required procedures and concluded that
i :
“ad~isory committece consultatien should, but in this case did

.no%. consaist af someching more ;han a . . . rest stop on the
ropne bectween a centative prcpo;al . . . and the fiaal
'pr;mulgacion © v . .7 I1d. &c 9?1.

! EPA rclies on !9;mgn;_ggnk#g_ﬂnglggz_zgggr Corp. . NRDC,

i :
435 U.5. S1o, 558, 9B 5. Ct. 1197, 1215, 55 L. Ed. 2d 460 (197&}.

!
Id Vermont Yarkcs, the agency compl;ed with statutory procedures.
|

bdc the appeals court held the agency should have done more. The

5upreme Court reversed, noting 'we £ind absolutely nothing in tho

l
velevant sctatutes to justify what the court did here.” Id, at

In the present action, EPA violated a

s$7, 98 S. Cc. at J1215.
i

st atutory procedura.
| .
! !
i At issue then is cthe proper remedy for agency action that is

+

p;ocedurally deficient. Specifically, the cour:t must determine

i :
whecher to vacste the ETS RiskiAssesswent. In Vermont ¥ank

13
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]
zhel Court held "{aldministrative decisions siaculd ke set aside

|
. .. . only for substapcial procegural or substantive reasons as

mén?a:ed by statute

In Synchatic Organic Chem. Mfrs. Ass'n v. Brennan, 506 F.2d

!
ags, Ie8-69 (3d Cir. 1974), Congress gave cthe Secxecary of Labor

.* Id. at S58, 98 S. Cr. at 1218,

ihd option of requesting recommendations from zn advisory
| H

coﬁmittee prior to proswlgating cerctain rules. If the Secretary

useld the committee, interested parties could submit their
[ 1] .
conments about the rule after the cummittee issued its reporc.

+

The dispuce before the Thizd Cir?uic arose when the Secretary
coﬁsuiced the committee but published a propcsed rule beZore the

advisory ccmmittce submitted its report. The complainants “were

not given adequate time to submit somments or to prepare for tke

hoaring after chc cormittee’s work was completed.* Id. at 366.
Thé courxt remanded the standards to the agency with the directive
]

Co; republish them and follow thé procedural :equirements.

In Marshal, 582 F.2d 860, cthe sgency was required toe consulc
a; advigory committee before promulgating the disputed standarda.
1ﬁe court found tha agency grea?ly cdeviated from fequired
p;ocedures and agency regulati&ns by not meaningfully consulting
tée committee. The court conc%uded that, had the agency abade=r

by its procedural requirements, the agency may have promulgatecd

34



[]
diffctent standards. Acccrd;ngly. the court remanded rhe

q:andards back to the agency for censultation wicth the advisory
committee. Becausc The court also found the =tandards as

promulgated were not illegal aﬁd the administrative record did

nét contain any glaring deficiencies, the court ordered a minimum
remand of ninety days during which the standards would remain in
cffecc. 1If the committee xecombended alteration. the ageacy

vole have to reevaluate the ecandards

: In *x;_g_n and Marshal, chp agencies failed procedural

requ1remencs in the process of promulgatxng agency s=andards. 1In

both Brennan and Maxeshal, che cpurcs reranded the disputed agency

! '
svrandards with direct:ves tc comply with the pzocedural

|
dire:tives_ The Marshal decision lef: the standards intact; the

B;‘ nag decision did nox.

This cage is similar to Esgn__g and Marshal in that the ETS

Risk Asgessment constitutes an;agency characterization

promulgaLed withoutr adherence to statttory procedure. However,

this case is also uniqgue. Flrst. it is quite clear that the EIS

Risk Asgessrent ccnsumed significannly more resources than the

promulgzcion of scandards in Brepnag and Marshal. Second,
!

Cﬁngcess' procedural requirements in the Radon Research AcCt

adhere to the research process. Remanading the ETS Risk

35



Aésessment for poOst noc consuléation could not satisly stacucory

! i
réquirements of consultation during research.

To satisfy ths Radon Research Act’s prccedural requirements,

e court would have co vacate the Assessment. EPA could then

(ad
e

cdnduct research on FTS with the assistance of 2 representative
cémmittee. Howevey, in V = Yankee. the Supreme Court advised

tAat agency action should be set aside only for subetantiszl
i :
rdapon. By itseclf, disregarding a statutory m~ndate to establish

aﬂd consuit an advisory committee is substantial. Again, EPA

eﬁpended significant resources over geveral years 'in producing an

assessment which claimed to deal with public health and safety.

Tlje Assessment-s subject matter and EPA‘s expenditures raise the

thHreshold of what constitutes a, substantial reason.

EPA‘c complete disregard of etactutory precedure and the
;

jal waste of significant executive branch resources dealing

patenci
|
with health and safery each suggest a different remedy. In
| . 5
résolving this conflict, the court finds persuasive the raticnale

{ ‘ '
upderlying the District of Columpia‘'s remedy in Maxshal, In
| :
a&dicion to enforcing Congress‘ directive, the remedy shou.d

I
1
. alneliorate the harm caused, or being caused. by EPA'Ss prccedurel

' 36



i
v:olation.'” The court is reluctant to characterize EPA‘S

procedural deficiency subs:sntfal where =FA would simply

reproduce the same ETS Risk Aseessment at significarnt cost. In
resolving the substanciality of EPA's procedural defect, the

court must ingquire whether EPA‘s procedural failure affected the

Agssesasment. See Iextile Workers Union of America v. Lincoln
* i

Millz of Alabama, 353 U.S. 448, 457, 77 §. Ct. 912, 918 (1957)

1
H

(Some federal law “lack(s) express statutory sanction but will be
. H

sclved by looking at the policy;az the legislation and fashioning

i
a 'remedy that will effectuate that policy. The range of judicial

t

jnventiveness will be determined by the pature of the problem.*) ;

United States v, Field, 183 F.2d 92, 95 (2nd Cir. 1951) (*{I]¢

is fundamental that federsl courts, in common with cther courts.

have inherent power to do ell things that are yeasonably

. H
nécessary for the administxation of justice, within che scope c¢f
1r - )

their jurisdiccion.

' 12 1n deciding whethexr procedural compliance could have
produced a different outcoma, the Marghal decision also

discinguished agency action cthat violated the lau. EPA’'s
1 failure constitutes a violation of the law. Where

procedura
the court will nort,

significant agency resources are at stake,
however, adopt a formal, bright line rule.
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V. THE ENVIRONMENTAL TOBACCO SMOXE RISK ASSESSMENT

‘ A, Querview :
; The court reviews the performance of rhe ETE Risk
!

! .
Kssessment to determine whether consultation with the

| .
ﬁeprescntatiVe group would have likely produced & different

gcsult." The court algo reviews the record to determine whether

[ - .
EPA conducted the Assessment in accordance with the Radan

Rescareh Act, aside from procedural defects. ?2laintiffs conteat

the validity of Chapters 3, 4,;and ~ of the final ETS Risk

h#sessment. A brief overview of the Assessment will elucidate
the arguments.?’? '

; :
Chapter 1 summarizes the claim chat ETS is a Group R

carcinogen that causes approXimately 3,000 lung cancer deaths per

[ .
e [

1t plaantiffg initially a¥gue that had industry been
doneulted during the research process, EFA likely would not have
conducted & risk assessmert anc carcinogen classification.
Plaintiifs’ argument depends on the ETS Rigk Assessment being
ultra wvires. As already addressed. risk 2sscssment i incidencal
to gathering information, researching, and disgeminating the

findings.

|

: 2 The parties’ arguments to the court address whether
EPA’'s conduct wag arbitrary aqd capricious and whether the record
Semonstratas reasoned decigion making. The court uses the
$xguments co determine whether the Assessment would have heen
different had industry (end state) representatives addressed
their concerng directly to EPA. The {nguiry turns on the
legicimacy of Plaintiffs’ concerns.

: s



'

t
|
Veir among noasmokers. Chapter'2 provides an introduction and

EPA states the study was conducred in acccrdance wigh

g
-m— ——

lrview.
; .
iCs Risk Assessment Guidelines.; The reporr explains EPA did nct
i
ué? xte gua_sljh.__JLJ;Jﬂ;JL_h_and___.x_a_mgﬁs_,_s‘_ﬁ_shsm;ggl
'

ﬂ;*;uz_g because mainscre=m smoke (MS) 2 and ETS are rot

auffacaently sikilar. 5pec1£1ca‘ly, using “cigarette-

cq#ivalents” to correlate ETS e*posure was not conducted for
1
ereral reasonsg, §

: Alchough MS and ET§ are qualitatively similar wich

| ¥espect to chemical compositier (i.e., chey

!  contain most, if pot all., af the same texicants

;' and cczcinogens), the absolute and proportional

! quantities of the components, as well as their

| physical stace, can differ isubstantially. . .

|  Furthermoare, it is net known which of the

g chetmicels in zobaccc smoke ‘axe responsible for its

i carcinogcenicity. Clearly, .the comparison of a

¢ small number of biomarker neasures cannot

! adequately quantify differential distributions of

; unkpown carginogenic compounds.

i tnother ares of uncer@ainay in the
.“cigarette-equivalents* approach relates to
potential mecabolic differences ketween active and’
passive smokars, . . . Because of these
uncertaincties, che data fyom acrive smoking are
more appropriate for qualitative hazerd
jdentification -han for qaantxcacive dose-response

assceessment .

1 pMainstczeam smcke is the swmoke inhaled by the smoker.
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ETS Risk Assessment at 2-7 thru'2-8. The report then gtetss the:

aZzhough ETS and NS are chemicgily similar, “ETS is rxapidly

‘

diluted into the environment, and conseguently, passive smokers

are exposed to much lower concentrations of these agents than are

‘
{
'

- acFive smokers.- Id, at 2-8.
.  Chaprer 3 establishes thac ETS and MS are chemically similar
be;buse: (a) ETS is composed of aged, diluced sidestream smoke
(s::;).u and aged. diluted. exhaled MS, and (b) fifty-twe of the

4.000« characterized chemical consticvenis of MS were found in

SS, which include most of the suspected carcinogens identified in

KS..

: Chapter 41 states that the high relative risks (RR) for lung

cancer associated vith active stoking aleng “witrh no evidence of

a;threshold level of exposure,';_d* at 2-9, the chemiecal
si%ilariny between MS and ETS, ;nd corroborative evidence for the
cércinogenicity of tobacco smoke provided by animal bioassay and
génocozicicy studias “clearly éstabliuh thelbiologiCEl
piausibility that ETS is alsc é human Jung carcinogen.* 1d. at

2:9; gee algo 4-27 thru 3-29. EPA asserts these obsexvations

! 1 gidestream smoke is cthe smoke emi.:zzd from a smoldering
cigareccte between puffs.
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alone are sufficient to establish ETS as a Group A carcinogen

desigpation.? '

Chaprer 4 concludes with fecpgnicion that EPA should examine
the “vast body of epidemiologié data dealing specifically with
lung cencer and exposure €o ET#.* J4d_ at 4-29. The chapter
concludes thisg data should be éxamined: (1) to promote “the

interest of weighing all che available evidence, as reccmmended

by WPA’s [Risk Assessment Guidelines] . . .° (2) because SS and

M5 rapidly dilute inco the eavironment and ETS components change

phaﬁe distributions over time, which raises questions about the
éarcinagenicicy of ZTS exposuré uynder environrental condaitions,
and (3) since “active smoking éata do not'consci:ute a good basis
for quanticative estimazion of 'tae health effects of passive

1

22 2 substance is5 categorized as a Group A Human Carcinogen
“only when there is sufficient evidence from epidemiclogic
studies tCc support & causal association between exposure to the
agents anc cancer.” Risk Assessment Guidelines at 34,000.

[}

Three criteriz must be mef before a causal association
can be inferred between exposure and cancer in humans:
- . There is no adentified bias that coulé explain the
association. 2. The pos}ibility of confounding has
peen considered and ruled out as explaining the
aseociation. 3. The association is unlikely to be due
to chance, !

Ig, at 33,899.



e

smoking because thea relative uptake znd 62p051T100 DEtween cues .o

and passive srmokers of the ageni(s) responsible for these effeets

o

are not known . . . . 1d.

Chapter © analyzas Lhirty-&ne epidemiclogic studies of
nonsmoking women married to smo%ing spouses (spousal smoking
studies). Chapter 5 combines the spousal smoking studies data
into six statistical “meca-analésiS" baseé o1 geographic origin.
Chapter 5 also analyzes high-exéosure groups in the studies,

corduets a trend analysis, and cateyorizes scudies into four

tiers based on theiy perceived ‘\:atility for assessing ar ETS/luno
cancer association. Tne znalysis within Chapter & utilices
one-tailed cests of significanc; and 90% confidence intervals.
“The jugtificacion for chis usa;e is based on the a_priori.
hypocthesia [from the theory of Liological plausibility! thac a
positive association exists between exposure to ETS and lung
cancer.* Jd, acv £-2. é

Chapter 6 ccnducts an expésure assessment in an attempt cc
quantify the threat posed by S%S. Chaprer €6 concludes that MS
and ETS arc¢ too dissimilar to Qse data abdu: MS to aseess the

.

ricks of ETS exposure. J1d. atfc-e. Chapter € thua bagses its

exposure assessment on data from the gpousal smoking studies ari

L V4



asgerts that ETS e¢xposure causes app-oximstely 3,000 nonsmuxe:

lung cancer deaths each vear.?

i _The Addendum addressss laﬁgn U.S. spousal smoking studies

published in 1992. It claims ‘these new studies are ganerally

o

consiatent with chis report’s conclusions . . . . 4, at

! !

ADD-1. Appendix A reviews the thirty-one spousal sroking s:zudies
i .
and explains how the studies were assigned to tiers based on

their perceived ﬁtility. Appendix B explains how EPA adjusted

' H
the data used in Chapter 5's meta-anaiysis to address the effecLs

‘ .
of smoker misclassification bies. -

There are two issues. The first is whether EPA’'s consultaing

a;represencazive committee, on whi¢h industyy’'s concerns were

represenced during the research process, likely would have causec

E?A to change the conduct or conclusions of ite ETS assessment.

~he key to this determination is whather industry represeniativas
could nave presented meritable’crizicism and advice. The second

yssue is wacther EPA‘s conduct, was othérwisec in accordanee with

rhe Radon Reseaxch Act.

: +
! i
1

3 Chapters 7 and B do nbo= involve the carcinogenicity ol
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B. Biolegical Plausibility

1. Indnst Critd i‘m

: Plaainciffs argue;EPA's *bioclogical plausibility-~
i
analyszs is flawad because the ! Agency disregarded evidence that

Nb and BTS arxe not similar, famlen to identify the criteria uced

1q equating MS and ETS, and d;szegarded evidence that MS has a

no-cffect threshold. The importance of Plaintiffs’ arguments is
- !

:Hat the biological plausibility analysis establishes Chapter &°'s

g_p:;g i hypothesis~ that ETS is a Group A carcinogen. EPA uses

ch;s hypothesis to justify the Lse of one-tuiled significance
: l

teats, which the Agency in Lurngtelles upon to switch from a 95%
! i

to 90% confidence interval.

Plaintiffs assert the xeco;d does not explain why EPA

‘. H
i
[

iéno:ed record evidence and EPA?: owa findings in zhe chemical
|

similarity analysis of Chapter B. Plaintiffs point out that EPA
analyzed che samilar:ty Sf MS and ETS threc timees and reached
t . .

Chapter 6 escablishes ETS and MS

:#ree different conclusione.
wérc roo0 diesimilar Co use MS data to establish the carcinogenic
“.sk of ETS, and Chapte:z 2 scsnes the similaricty of ETS to MS was
indeterminate to> assess rigk accordirg to EPA’'s Guidelines
ox_-he Bealth Risk dss,gsmen:%gz Chemica: Mixtuxes. Chapter 3,

i
wevey, uses the chemical samilarities of ETS and MS to

S A
g_._-

¥
T QT T
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establish ETS as a Xnown PUMAN Lodcasmme-e: - -
Chspter 3's similarity analysis fails for three -easons: (1) tiasz

chapter ignored Assessment findings about the differences ketwearn

MS and ETS: (2) EPA ignored evidence rejacting any chemical
s __aw _ T PR | 2= % e ALY emm L. s sl e nend =& vema AT & s Y
slm Aar:u:y; allQ (J3) oraA QlU oW e, LI LAl ClilQiaia UnN=EU LO YedCcoh

conclusions about the simiiarzc&/dissimilaricy/indecerminacy of
MS and ETS.

Plaintiffs peoint out Chapﬁer 3's éimilarity anzlysis is
contradicted by thLe éxplanatioé at cthe end of éhapter 4 for

analyzing epidemiclogic data. ?pecificallY. ~{t)he rapid

dilution of both 55 and exhaleq MS into the envirorment and

actual environmental expesure conditions.” ETS Risk Agsessmenc

at 4-28. :
' In rejecting using a “cig%rette~equivalencs“ correlation,

_Chapter 2 states that althoughgﬂs and ETS are gualitarively

similax, the absolute and proﬁorcional guanticties cf the

corpoenents, as well as their physical state, ditfer

substantially. EPA also rejects thie equivalents analysis
!
|
= & a4 Yemes sl B mamemsman cmalba shamsanle Fall Y-
pecause 1T QOes ngu r.nuw Whnici Tooacced sSmoKe Cnemifils Cause

canceér nor the effcct metaboii differerces between active and
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pagsive smokers nave on carcinogeaicity. S$ee id. st 2-7 thru

2-9. Chapter 6 basesg its rejeénion of an equivalents analysis on

the differences becween MS andeS:

The basic assumption of cigarette-equivalenCS
procedures is that the lung can¢er risks in
passive and active smokers are eguivalently
irdexed by the common measure of exposure to
tobacco &moke, i.e., a common value of the
surrogate measure of exposure in an active and a
passive swmoker would imply the same lung cancer
risk in bocth. This assunption may not be tenable,
however, 88 MS and SS differ in the re¢larive
compogition of carcinoaens afru 9CNeY components
identified in tobacco smoke and in theiy
physicochemical properties in general: the lung
and systemic distributjon of ‘chemica. agents
common to MS and S8 are affected by their relative
distribution betveer the vapor and particle
phases, which differs between M5 and §S and
changes with SS ag it aged. Active and passive
smoking also differ in characteristics of intake

. which may affect deposition and systemic
discribution of various tobaceco smoke components

as well.

ld, at 6-€. EPA further revcaied that such differerces a2ffect
cQ?cinogenicity: “Pipe and ciéar smokers, wWno inhale less deerly
than cigarette smokers, have l;wer risks of lung cancex than
cigarctte smoKers.” 1d. at 4-;0.

In a draft response To coﬁmeacs, Kennech Brown. the primary
author of Chapccrs S and 6, aﬁa Appendices C and D, rejects using

a cigarette-equivalents analysis because “there are 4Gifferences

berween acr.ve and passive amoking that may affect carcinogenic
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r#sk that are not fully understood.” KXenneth G. Brown, Drafr

ggkgnd Draft Report, Response To Ccmment 3.1.4. at 16 (June 1992)

R :
(Jp 6.457) (Draft Responses). The author agrees “that active zna

|
passive smoking are vastly dissimilar with regard to exposure,”

i
i
'
|

idi, and states,
|

" fajlthough it would be of interest to know more
abour the phyaicochemicai proj erties of ETS, che
distribution of exposure concentration, exposure
duration, and other characteristics, these things
do not need to be fully undesstood to conclude
thot ETS is a carcinocen, . . . If the unx<nown
characteristics regarding the propercies of ETS or
exposure to ETS nullified the carcinogenic
potential in fresh sidestream smoke, then we would
not €xXpect to see zn association of EIS exposure
with increased lung cancer, zs che study data
‘indicate. :

Response To 3.1.2, at le (JA 6,455).

Plaintiffs assert EPA’s statements impact EPA’'e biological

plausibilicy annlysis. Regardang EPA‘'s a priexi hyvpothesis,

Plélnciffs conclude: (1) ETS cannot be a known carcinogen if
! .

dilution and aging raise unresolved questions about its poterntia:
|

|
ecarcinogenicity, and (2) ETS and MS are not “sufficianctly

{
similer” carcinogens if they are “vastly dissimilar® as to

exéosure.
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; Plaintiffs next point to comments submitted by scientiscts®
an; by the rtcbacco industry ci;ing'scinncific lizerarure® clrat

i '
re%ect EPA‘s similaxity conclusiohs. Plaintiffs contend EFA
soiectiVGly ¢cites or ignoree ce?tain studies, depending on

uhéther the Agency is explaining;or disclaiming eimilarities

i .
beiween ETS and MS. Plain=iffs ulso point out that none of the
|

el%vcn U.S. epidemiologic seudies analyzed in che ETS Rask

i :
hasgssment, as reported by ctheixr authars, shaws an overall
| :

stétistically significant association between ETS and lung

canzer.
| Plaintiffs zlso argue ZPA fdiled tc idertify the critexia
|

used to determine chemical similariry. Plaintiffs insist the
b:ﬂceria EPA used tc¢ analyze similarity must be precise for two

reasons. Firss. at different times in the same ETS Risx

Assesswrer.t, EPA concluded that MS and ETS are similar,

| % Spe, e.g.. Comments of Cronan (JA 6,188); Comments cf
Gori (JA 10.839): Comments of Todhuntsr (JA 10,072); Comments of
Flamm (JA 10,633-34); Comments of Newell (JA 10,660-61); Comments

of iReasor (JA 10,786).

| _ .
| 2 gee, e.q,, Comments of The Tobacce Institute (JA
_537-38, 9.543): Comnents of Reasor (JA 10,782-90); Comments of

S
R.J. Reynclds (JA 5,821-58;; Commenzs of Puilip Morris (JA
i10,l012, 12,02%). .
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dissimilar, and of indeterminate similarity.:’ Second. EPA‘s
chemical similaracy analysis is! incorsistent with the Agency's

[ . N .. .
prior risk assessmznt pracrices. See Risx Assesswmant Guidelines
1 .

aq 33,992 (listing “consiatency.of carcinogsn risk asaessments~

aﬂ an EPA goal). Plaintiffs chen provide evicence that,
prévioualy, EPA did not classify agents in Group A because they

coh:ain the same constituents as other Group A carcxnogens. ce

IEDHP‘:_S_E Gas Hinﬂllﬂ s Co. v, F‘ E.-E.C. 82¢ F. 2d 1206, 1211

(D:c. Cix. 1991) (When an agency decasion is inconsistent with

prior decisions, it must explain the ckange.).
' .

: As their final argument against EFA‘s biolegical

plausibilicy hypothesis, Plaintiffs dispute EPA‘s conclusior that
]
ETS exposure causet lung c¢ancar because “{a] clear dose-reaponsg

relacionship exists between lung! cancer and amcunt of exposvre
{td MS], without any evidence of a threshold level.” ETS Risk
Assessmentc at 4-1.

E?A's “no thresholé” finding weans EPA

- smp—

i ¥ gge Dithiocarbanate ~agk Force v. EPA. 98 F.3d 1393,
1434 -05 (D.C. Cit. 1996) (vacating EPA's listing of a carbamate

as‘a "K waste" bccause EPA could not employ a highly
d;scret;onary and unarticulated “environmental concern~ standard
and. then fall to explain wky that cerbamate failed to maec that

sténdard) ; gee also Ioler v, . Eastern Assoc, Coal Co., 43 F. ia

109, 116-36 (4th Cir. 1935) (review aof denial of medical
beriefits, reguiring an ALJ to identify specific and persuasive

raasons to justify seemingly paradoxical reasoning) .

s io



pufported toe find no concentra:ign level at which M5 ceases to ze
caécinogenic. Tn:s finding.was ;ritical because Plaintiffs
assert that nonsmokers arc exposéd tc only minute concentrations
of ETS. 1f EPA had found a chre;hold for exposure te ME, then
or:e' would have to be escablishedffor ETS. =vidence of arn Ms
.exp%sure threshkold would jeopardize EPA‘s biological plausibilirny
ana?ysis since ETS is Subscantialiy more dilute than MS.

Flaintiffs point to comments and evidence in the record of

thrésholds in human, animal. and éenotoxicity studies. Again,

Plaintiffs point tc EPA’s selective use of studies and Zailure te

corgider or respond to tonirary evidence.

2. EPA’'s Response

In response o Plairciffs’ clzim that EPA failed to

resﬁond to certain public commeats, EPA asserts that it did not

have an obligation to respond teo public comments in the same

manney as in formal ruiemaking. EPA further reminds that it is

not the province af che court to jmpose additional procedural

requiremencs cutside those mandated by Congress.
In assessing the health riskfof ETS, EPA claimg it used 2
'toéal veight of the evadence” apbroach. see RIEX Agsessment

Guidelines at 33,9%6. 33,999-34,000, and the Agency’s conclusicns

? &6



rely upen &ll of zhe available;evidence, not on any single

aﬁalysis or theory. EPA offers two reasons the ETS Risk

'
'

Assessment is unique. Firsrc, t?e Cafabase of evidence conceraing
£TS is large and derived from hﬁman data. “The use of human
ev%dence eliminates the unceztaénties that normally arise when
on; has ro base hazard idencifiqation on the resulcs of high-dose
animal experiments.* ETS Risk Assescment at 2-7. Second, the
evidence consists of exposure aé ecvironmental levels Deople are
exﬁoned to in everyday life. EPS s.a.es such data are raxe in
riék assesements and obviate theineed Lo extrapolacre a response
frém high to low exposures. The;available data beirnq unique, E2A
assef:s “the guidelines chemSelvés stress that risk analysis is

not, subject to hard and fast rules, but rather must ve ‘conducced

on a casc-by-case basis, giving consideration to all relevant

scaientific information.'”
. (
]

Part. Summ. ¢. at 47: Quoting Risk Assessment Guidelines at

(Conférmcd Mem. Supp. EPA’'= Cross Mo:.

33,992.) .
EPA explains that ite biological plausikility findings reat

on three considexaticns, First,;active smoking causes lung

canher in humans, and MS is ckemically similar to ETS. Second,

ccnsiderable evidence exists that nonsmokers exposed to BETS

absorb &nd mgtaboliza significant amounts of ETS, including



| .
carcinogenic compounds. Thiré, lakoratery studies show ETS ca::

i
cduse cancer in animals and damage DNA, which scientists
! i

recognize as being an instrumental mechanism fer cancer

development. Further. EPA argues that its bioplausibility theory
i . :

alione need not be sufficient :o support the Assessmenr'sg

conclusion, because the theory is confirmed by the findings from

th? epidemiologic studies, '

EPA defends its Chapter 23 findings of chemical eimilaricy by

i
stating the Agency never suggested &Is and MS are identical

[l
i

co@pounds. Rather, EPA found that ETS and MS are similar in some
i H

respects and can be compared in ‘terms of carcinogenicity.
i :

Differences between tha ¢ompounds vere not disregarded by the
i :

Agency. EPA cites to the many portions in the ETS Risk
]

Asscssment where EPA discusses the dissimilarities between MS and

ET$ ’1'.'

]
1
i
I
H

7 EPA also relies upon IA@C's finding:

There are substantial differences in the relative
composition of the smoke formed between mainstream and
sidestyeam smoke, . . . but there is no reason to
supposc that the gualitative toxicities of ETS and MS
are substantively different. In comparing these two
agents the differences are 'largely ones ¢f dose and
duration of exposure rather than fundamsnatal
differences in the roxiciiy or carcinogenicity of the
agent in quesrtion. '

(continued.. .)
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EPA asserts the As°eSSWern.spec;f:ca-1" discusses dilutiorn

]
ng, and excosure characteris:sic¢q., PReview o

LPA‘s citations reveals very likited discussion. The discusszcrs

primarily edmit that these ave areas of uncertainty. See ETS

Risk Assessment at 3-30 (‘Deca;led chemical characterizations of

EI5 emissions . . . are limicedq As a result. the impact on ETS

of fectors such ao the rapid dilution of SS emissions, adsorption
and remission of contaminants, and exhaled MS is not well

understood.”): sege a2lso id, ar 3-1. (£TS concentration :s the

result of a complex interaction of at least 13 varjables: scudies

iations in contaminant concentrations.j. EPA

t

show large ver

asserts chat despite these uncertainties. nonsmokexs’ lungs are

nevercheless exposed to and ebsarb contaminants, including

carcinogens, and that exposure can be at significant levels

relntive Lo active smokers.
EBA character:zes Plaintiffs' contrasting the Agency’s
differing conclusions on T25-MS similarities as nocthing more than

obfuscatirg the diZferences berween qualita:iive and Qquanticative

assegsments. EPA claims the firsc issue (hazard identificaticn:

»( _.continued)

EPA, An_;An__ssmuu;__JuL;su_9._nxeI;_Eaggizg_imak_ns_ngels_
Ei ecte _Document., EDA/SAE/IRQh/93/003 at 11, November 20, 1992.
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ih the risX assessment prccessiis & cuzl:rafive deteraminaticr ag
t% whether a substance is carcinogenic. See Risk Assessment
G&idelincs at 32,993 ("The hazérd identification zcmponent

- gualicatively answers the quesgion of how likely an agent is to
bé a human carcinogen.”). EPA ?SSEICS that if the substance is
identified as a hazard, the sec?nd question ‘s a quanticative
asgessment as to how dangerous ; carcinogenic substance is to
humans. See id. (Quantitacive ;isk assesgment is a general tern

to describe all or parts of dosé-recsponse assessmeat, exposure

aséesezment, and risk character:izacion.).

EPA also claims it explained four criteria for finding MS
L}

and ETS clemically samilar: (lﬂ the process resuliing in cthe
generation of MS and §S; (2) the identity of toxins and
-caécinégens ir, the two substances; (3) the relative toxicity and

ca;cinogenicity of SS and MS pe£ cigarette smoke; and (4) the
de¥onscrated exposure to anig abs?rpcion by the body of
sxénificant levels of carcinoge%s and other toxins. In response
cof:he charge that it changed iés approach ain evaluating

baoclogical plausibilaty vis-a-vis other Group A carcinegen

determinations, EPA states risk .assessments are conducted on a
case-by-casc bagis. Thus, compérison to other EPA Grocup A
dererminations are nct relevant. EPA then re-explains the basis

5+



ﬁo: its plaueibilstry hypochesib ard states nd orhexr EPA Grzux »
determination involves comparison with a substance whose

N C . |
carcinogenicity is as potent and as well documenced as MS.

EPA asgerts the eprdemiologic studies reviewed in Chapter 4
establish M5 a5 a human carcinégen. In defense of chemical

similarity, EPA recates the similarities Letween SS and MS. Both

compounds contain the same carcinogenic compounds, moreover, EpPa

. asserts “chere is voluminous resord evidence demonstracirg that

S5 is more toxic per cigaretcte bmohed than the carcinogenic Ms.~

(Gonformed Mom. Supp. EFA’S Crost Mot. Part. Summ. J. at €2.)

In recognizing zhat =TS iaérapidly diluted inte the

i 1

environment, EPA explains that it analyzed the extent to which

; i
nonemokexs actually absorb and metabol:ze ETS. First. EPA

cxamined the cxtent of nonsmokers' actual expesure to ETS ir a.

’ |
viriety of indocxr environmants.: The studies EPA reviewed showed

1

measursbie cazcinogerns and toxins in ETS at Jevels that varied

bt consistenzly exceeded background levels. Second, EPA

fg&i&wed biomarker studics which showed at least some of the

. i
carcinogsns in ETS arxe absorbedsby the body at a highsr rste than
né;otine- The human carcinogeé 4-aminobiphenyl {4-ABP). which i=s
o;i:ted at concentratrong 32 times greatexr in SS than M5, was
p;esenc in the blood ¢f nonsmoﬁers exposzd to ETS in

‘gg



!
vl

concentrations of cne-tentdl to ore-fi<ch of that found in zcr:ive

i . :
smokers . These studies lead EPA o concluce that ronsmokers

eiposed to ETS absorb and metabélize £78, including carcinegenyc
: }

cohpounds.

EPA asserts that Plaintiffs‘’ arguments are simply attacks on
i i )
the uncertainties inherent in the risk assessment process. A

risk sssessment, by its very nature, is not a final determ:ination

abén~ the health effects of 2 substance bur is instead ap

i . » .
aggessment that makes the bust juduments possible based upar the

available evidence. zthyl Corp..v. EPA. 541 F.2d 1, 24 (D.C.
] '

2 .
Cir. 1976). In conducting risk hssessments, an agency must adapr

infercnce options and point out where evidence and scientific
knowledge arc incomp.ete. NRT Redbook, at 16, 28.

Finally, EPA dafends iis determinacion cthat there is no safe

level of exposuvre to ME by refer%ing to seveyal scudies thae

fcénd a risk of lung cancer at the lowest levels of exposure to
MS. EPA zlst relies upon SAB‘s finding it plaugible that

‘prelanged inhalatice of ETS resulcs in some increase of lung

caﬁcer. Finally, EPA asscris the record rehuts Plaintiffs:
[}

1
i :
argumenc that noensmokevs are exposed only Lo small amouncts of

ETS.

; §6



3. Apalysis i
EPA orfers th:eé assextions as the foundatior for

its biological plausibility hjpothesis. Plainmtiffs contesr EPA’
i

first assertion that M5 and zqs are similar. 1In support of its

second assertion, EPA points tp evidence in the record that sSome

componente of ETS are absorbed;by nonsmokers. EPA does not,

howaver, direct the court to evidence in the record demonstrating

that rhe observed absorption of ETS constituents answers the

questions of carcinogenicity raiseo eisewhere in EPA's analysis.
There is limited evidance in the racord supporting EPA‘s

final basis for its plausikilidy hypothesis. The animal
laboratory studies used by EPA}preacnt sorme evidence supporting

E?A‘s hypothesis. EPA conductéd no animal lifetime inhalatzion

studies of ETS put di¢ conduc:t icilgarecte smoke iphalation scudics

on Syrian golden hamsters. 7The studies detected no evidence of

lurg cancer buz did detect evidence of zancer of the upper laryn:

and a dose-response ralarionship. The record does not state

whether the substance analyzed{ air-diluted cigarectte smoka

i .
(1:15), replicated MS. SS, or ETS. The remaining studies. upon
which EPA relies, involve analysis of SS condensates from smoking

machinece. The Ascessment does%not explain, noxr does EPA d:.rsect
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|
chF eourt o any evidenc -.-v':::;.I tne record eyplairning, heow S5

l
cohdcnsace demonstrates s;mularxties batweer. M3 and PTS.

The court is disturbed 'nst IPA and Keaneth Brown buttress

l
th¢ pbioplausibilicy cheory witn the epidemiclogy studiea. FPA's

n

Lh&avy must be independencly plaus;ble EPA relied upon
91@11arities between MS and ETS ;o conclude. that it is
bi%;ogicglly plausiblc that ETS éauses carcer. EPA terms this
théory s “a npriori hyponhesis"gin justifying Chapter S's

meqhodol . Chapter 5's methodc;:g} allowed EPA to demonstraze
i

a st ac:sc;cally significanc Asscc;ataon between ETS exposure and
' .

lun‘ cancer. See Feder:z) Judicidl Center, Reference Man on

|

5;;#&;;1_5_;y;§gng¢ 151-55, (199‘) (Narrowing the confidence

xn:arvals makes it more likely Lhac 2 study will be found to be

s:a;istica]ly significanc.). Chapter S's analysis rests on che
] '

i :
validity of the biological plausﬁbxlity theory. It is eircular

forfEPA to now argue the cnzdemlolcgy tucies support che

Agaﬁcy's 2_kriori theory. wichoqt the theoxy., the srudies would
i
!

11kbly have done no such thing.

The recors also does not support EPA°S argument thet
I

i
[
ccdtras:xng EPA’'s thres pos;t;ons en ETS-MS similarities

]
Ct}n‘s:...l.utes ochfuscation. EPA’'s Risk Assegsment Guidelines
1

esdah‘ish a distaincricn between qualltaclvh and guantitative
58



analysis. Eowevevr. for purposes of ZPA’s picprausibility theorw.

n?ither the ETS Risk Assessméné or administracive recorad
| i '
demonstrates a difference or attempt the explanation which EPA

n?w offers the court. OQuarntity versus quality may be a relevant

dist;nc:ion in certain situations, e.qg.. the amount of arcenic
ndcurally occurring in an apple. Plaintiffs assert that since
ET9 is a gas., considering the elvidence regarding ETS’

physicochemical properties and the characteristics of the

pa&ticles and gases comprieing ?Ts .5 neéceseary to determine the
* 1

quality of ETS. This suggests an analytical praocess combining

qublitative and quanritative analysis, whizh is also what EPA‘s
H N
Rikk Assessment Guidelines suggest.

. Ly
EPA‘'s Risk Assessment Guidelines do not support the Agency’s

arjumenc that risk =ssossmenc i a bifurcated, quantitative then

gualitative. analysis. To tre contrary. “[r)ask assessment

1

includes one or more of the following ccupgnents: hazaxd

idencification, dos&-responst assessment, eXposure assessment,

anp risk characterizactien (NRC 19€3).% Risk Assessment

Guﬁdelines ac 33,9831 (emphasis added). “(Qluantvitative risk

assessmant has been used as an jnclusive term to describe all or

parts of dose-responc: assessmept, exposure assessment. and rie=

characterization. . . . [Eovevér,] the more explicir terminolcay
| ' .

.
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dévcloped by the NRC (1583) :s Lsually preferred.* Jd. Neithe:
i !

tﬂe Assessment or the administrptive record explains why

P . . ., i . .
phyeicoctemical inquiries require a bifurcated analysis instead
' i

o€ a combined analysis as per the Guideiines, or why MS and ETS

t

]
azic similar for purposes of haz?rd identification, but not for

.

pu&poses of quantitative risk a&seséments. Since Chapter 2 found

] {

ETS and MS not sufficientiy similar, Chapcter 3 found them
i .

sihlJaz, and Chaprex & found them dissimilay, RPA apparently uged

a @iffereat risk assessment methode.cgy for each chaprer. Again,
L : .
i

neither the Assessment nor the record explains the risk

sebesement components used in the different chapters, why

'meihodologies varied between chapters, or why ETS and M5 were o:

! |
were not similar using each metiodolegy.

The court is faced with :hé ugly possibility that EPA -
adbpced 2 methodology for each éhap:er, without explanacion,

based on the outcome sought in that chapter. This possibility .s
) . i .

m&sn potent where EPA rejected :S-E?S eimilaricties to aveid a

‘

*éigaracte—equivalents‘ analysid in determining carcinogenicity

oﬁ'ETS expagure. Use of cigarette-equivalencs analysis may have

léad to a conclusion that ETS i5 not a Group A carcinogen.** 7t

; i’
s (S]ome persons suggest a dosimetric approach
' {(continued. . .)
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is striking that MS and ETS were similar only where such a
conclugion promored finding ETS a carcinogen.

EPA’s assertion that “EPA idid exp-_air the numerous criteria

!
iz used in ossessing similaraty . . . ,” (Conformed Mem. Supp.

EPA’s Cross Mot. Part. Summ. J. &t 73), is without merit. EPA

|
mérely paxrots the fincings made in Chapter 3 of the ETS Risk
Assessment. The record present% no evideace of EPA establishing

|
similarity critoria before the Assessment.?’ Noxr did the

#(...continued)
(called “cigarette-equivalents” in the Report) to
estimare lung cancer risk from ZTS exposure Ircm
data oa active smok-ng. An average ETS exposure
is determ:ned to be equivslent to actavely smoking
some percentage of oneg cigarette per day.
Extrapolating dowrward on a does-response [sic]
curve for active smoking at chat level suggests a
*negligible” lung caacer risk.

Xenneth G. Brown, Draft Roport Responses fo Public Comments cn

the First EPA Dr Rigk As f ETS with Discugsion of
Revisions shat Appear in the Sepond Draft Report, Corwnent 3.1.4,

at 16 (June 25, 19%2) (JA 6,456) (Draft Responses). Dr. Brown's
résponose does not rebut the assgrred consequencas of a cigarettoe

egquivalcncs analyeis. i

»* gee Porrland Cgment irp v ckelshauws, 466 F.2d 375.
195 (D.C, Ciy. 1973) (*A troublesome aspect of this case is the
1gencification of what, in fact, formed the basis for the
standards promulgsted by EPA - a question that must be probed
prior to consideration of whether che basis or bases fox the

ctanderds is reliable.*}; see plse Independent U.S. Tapkex Owners
Comm., v. Lewis, 650 F.23 908, 920 (D.C. Cir. 2982) (noting that

when agency action 1s undertaken prior to disclosure of the basis
: (continued. ..}
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|
‘

scientists on IAQC’e [insl review panel ident:fy the criteris

bsed to determine similaricy.¥ EPA’'s citations reveal only

i
gummarles of findings on MS- SS similaritiee and ETS biomarkers.
i

(. ..continued) '
of the action. "[tlhere is &n pverwhelmlng ingetictutional bjas in
favor of justifying the result in any way posslble )

3¢ The data in Chapter 3 “do not . . . adequately suppoxt
the conclusion that the two are chemically similaz. . . . [Tlhe
data that are ;n there, speaking as a chemist, they simply con‘tc
make the case.” 1592 IAQC evxew at II-41 (Dr. Daisgey) (JA
11 96¢3). “Thit also brings you < ar. issue of what you mear by
‘chemically similar,’ which isinot so simple to discusas. . . .
(Plerhaps we don‘t have to consider it. Bur in a broader sense,
the chapter often talks about sort cf vague guaniitative terms

.~ 3d. at II-a3 (JA 11, 971) *"What does it mean? WRWhat as
the test for cnew-cal sxmilatity?' Ldﬁ at II-51 (Dr. Hammond!
(gA 11,979). “[Tlhe daza . . ! simply dc not demenstrace that

chey are similar. There are simply not enough data. . . .
[Y]ou re not going to have that data, and even if you did, you’'<
have to decide on criceria for iwhat constitures s:milarity and
what does not consticute s;m;lar;cy * 1d. at IT-77 (Dr. Daisey,
(JA 12,00%). :
1
3* Instead of explaining the criteria usci to make
findings, EPA’s citations revaeal more uncertainty. “Standardized
teqclng protocols forxr 3553351ng the physical and chemical nature
‘cf 5SS emissions . . . do not exist, and data on S§ are not as
extensive as thoss for MS emisgions.” ETS Kisk Assesswment at
3.2. :
: Although ETS is a major gource of indoor air

i contaminancts, the actual contribution of ETS tc indoor
air is difficult to asgess due to the background levels
of many contaminants copt¥ibute trom a variety of other
indoor and outdoor sources. Relatively few of thse
‘xndividual constituents of the ETS mix have been
idaacified and characterized. In addition, little is
known about the tcle of individual ETS constituents in

i (continued.
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The reccrd does not suppext =2PA’s arcuments that EPA COOx
[

is a known human carcinogen begause nonsmokers are exposed to and

abnsorb carcincogens. EPA conceded that dilution, aging, and

exposure charactexristics fundamentally distinguish ETS from

mainscream smoke, and *raige . ;. . questions about the
i

carcinoganic potential of ETS.”; ETS Risk Assessment at 2-7 thru

z-8, 8-29, 6-6. See also Draft, Responses at 14-18 (JA €,455-57].
. |

The recozd does not explain how, zicer raising these questions,

EPA could classify ETS a Xnown human cercinogen based cn

s:milarities batween SS and Ms.? The record also fails cto expla:in
whether or how EPA determined that, because some components of

ET5 may be absorbed, quastions raised in other areas of cha
|

assessmant about the carcinogenjc potential of ETS were no longe:r

relevaat. '

Firally, both sides cite to independen:z studies on ETS, done

by chird parties, to supporc their arguments. Both sides often

lay claim to the same scudies. : The studies predominantly contain

i
n(,,.continued) i
eliciting the adverse hea
ohsexrved.

1th and nuiscnce effects

Xd, at 3-18.



informatiocn useful to both side;. and ofren conflict with cne
adocher. The ¢our: finds one r;view particularly relevanz, a
re}iew conducted within EPA on ;hc ETS Risk Assessment. EPA'S
Rihk Criteria Office. a group o? EPA risk assaessmant experts,

|

coﬁcluded thac EPA failed to rc§sonably explain how all relevant
daFa or. ETS, evaluated accordiné to EPA Risk Aascanent
Gusdelines‘ causalicy criceria.}can support a Group A
cl%ssification. Acting Direc:o% Chris DeRosa advised EPA that

the evideace “suppcrt[ed] the cénc.;r;on that ETS be classified

as a Group Bl carcinogen. ¥ EP% Toxicologist Larxy Glass
concluded, “it is recommended c#at the [epidem:iological] evidence
ke summarized as being limired j . . . 'This would classify ETS
into a weight-ef-rhe-evidence Géoup Bl."? Office Director Texrv
Harvey also concluded thar tke fTS Classification's analysis

vidblated EPA‘s Risk Assessment Quidelines: “{1)ike it or not,

!

- i

! ¥ pdA Memorandum from Chris DeRosa, Acting Direcvor
Environmental Criteris and Assessment Office, to William H.
Parland, Directcx, Office of Health and Envaronmental Assessment

(OHER) 1 (April 27, 1950) (JA 6i€51).

: N 14, ar 4-5 (JA 6,654~ ssb The same authox recognizes
'Lremendoua scientifac, regula:ory, and political ramifjications

oi categorizing a substance as a Group A cavcinogen. . . .
[G)liven the inherent lzm;tatlons of the data. and the comparative

novolty of cthe approach used :o'xnterpret the data I would
recommend that this approach no: be used as the basis of a Group

A classificazion.” 74, at 4 (Jﬁ 6,654).
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EPA should live within its own categorization framework or

clearly explain way we chose nbc to do so.v
. |

In sumnary, Pleintiffs ra#se legjtimate questions not

: i

addressed in the record regarding EPA‘s bioplausibility theory.
IE confronted by a represencative committec that voiced industry
conccrns, EPA would likely have had to resolve these issues in

nhe recoxd. It is not clear whether EPA could have or can do sa.
' |

Thesr issues are more than periphaty. If EPA‘s a prioxi
hypothes1, fails, EPA has no JUSC1llcatlon for manipulating the

ency s acandaxd scientific méchodology

: |
L}
. €. EPA’s Choice of Epidemiolegical Studies.

By the time EPA tele%sed the EIS Risk Assessment in

t
i

1593, 33 studies had analyzed dhe lung eancer risk of nonsmoking

fémales rarried o smoking spouses. 12 studies had analyzed the

risk of females exposec to ETS 'lin the workplace, and i3 studies
|

had analyzed the risk of £QMnleS exposed to ETS in childhood.

81x of the SE analyses (10. 3%)!repotted statistically

sign;flcann association between ETS exposure and lung cancer for
!

[}
3¢ EPA Memorandum from Terry Haxrvey, Director,
Environmental Criteria and Assessment Office, to Linda Bailey,
rechnxcal In‘ormatxon Staff. OHEA 2 {March 24, 1992) (emphasis

added) (Jr 5.,661).
! E
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nonsmoking females: twe of 13 ‘analyses for male nonsmoxess were

significant. EPA chose 31 of the 33 scudies done on nonszmoxing

i
females married to smoking spouses. Of the 33 scudies completed

in 1993, thres large U.S. atudies were not completed at the time

EPh conducted its second IA(C review. EPA used interim results
i
from one of the three, the Fontham study, and did not include the

P i
other two in its overall assessment. EPA did not draw its
1

conclusions directly fxom the il studies it chose. Instead, EPA

pooled the results of the SCudiEs and arranged the data into

categories by geographic region: and exposure level. EPA then

oyrganized and analyzed the studies by the quality of cheir

methodology. This technique ofésyncheéizing findings across

related scudies is known as meta-aralysis.

The Rigk Assessment gives %hort notice to why =hé childhood

or workplace studies were not evaluated. The assessmen: states,

(tlhe uvse of a more homogeﬁous group allows more
confidence in the vresults of combined study
analyses. . . . Some (studies] also provide
information on childhoed and/or workplace
exposure, buc cthere is far: less anformation on
these exposuras; therefore, in order to develop
one large database fox analysis, only the female
exposures from spousal smo§1ng are considexed.

i
ETS Risk Asgessment at 5-1. The Assessment’'s overview explains

only that chiidhood arqd workpla&e studies are fewer, reprasent
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e

tewer cases, snd are Ienerally excluded from ZPA’'s analysis.

at 1-8. The Addendum mentionsﬁthe two large U.S. fenale

noasmoker studies but does rot .explain why the Ttwo were excluded

buz the Fontham study included.:

In its first review, IAQC stated that one of four criteria
necessary to conduct a meca—ana?ysis i= a “precise definition of

criteria used to include (or exclude) studies.* EPA, An SAR

Renort: Review of Nrafr Fnvi onment & oha th

Rffocrs Secument, EPA/SRB/IACC/S1/:)7 ac 32-33 (1991; (SAD 1851
: ]

Review) (JA 9,497-98). Regarding the studiea chosea for the ETS

' t
Risk Assegsment, IAQC stated, |

[s]pecific criteria for including studies was not
provided. The imporrance of thias was reinforced

i at the Committee weeting wﬂen a reanalysis was
presented on a different sec of studies than those

in the reporc. Ihisg zesnlggd in a2 _cpange ixn the
gvarall risk esrimate. Decisions as to study

inclusion should be made p;;or to analysis, based
on clearly stated cviteraa; It is also desarable
to evaluate the impact on ¢onclusions of closely

relzred, but excluded, sgugies

1d. ac 33 (£irsC ewphasis added] (JA 9,498). In its 1992 review,

neither EPA or 1AQC addressed again the criceria used to

determine which studies were 3np1uded in the meta-analysas. IAGTC

snd'e: chat the coneination of e:ud1es used provided a

scientafically defeneible basiq for estimating the relative ricx

+
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6F lung carcer associaced with ETS sxong American women whe have

e

éever smoked cigarettes. IAQ¢ also suppor:ed EPFA’'sS general mecsa-

;nélysis categerization of thé studies which EPA had chosen. See

%RA, An _SAB Report: Review of Draft Pacgive Smoking healrk
!

'gffg;ug bocument. EPA/SAB/IAQC/93/063 at 3-a. 22 (1992) (IAQC

review which EPA now misrepresbnts as a full explanation of EPA'¢c

&atabase choice with express IRQC support) (JR 12.207-0A,

|
12,276).
|

i :
i Plainciffs concest that FPA eac.iuded srudies and data on

wprkplace and childhood exposure to ETS, as well as the “two

[}
|
¢
largest and most recent” U.5. spousal smoking studies, because

ipclusion would have undermined EPA‘s claim of a causal

assoc:ation hetween ETS exposure and lung cancer.” (Conformed

M@m. Supp. Pls.’ Mot. Summ. J.iat 66.) In its mamorandum befeore

this court, EPA offers four reasons for excluding the workplace
and chilchood data. .

i
i .
*Firsc, such data are less extensive and therefore less

| .
reliable.  (Conformed Mem. Supp. EPA’s {ross Mot. Part. Summ. J.

at 88.) EPR’'s threc citacions; te the record do not support th:is

15 plaintiffs also argue EPA included workplace data that

dffirmed the Agency’s 2 oriori hypothesas. Thé court does not
find it necessary to reach the merits of this assertion.
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i

. i

assercion. All chree citations state there is less informacion
i i

i . . .
in the disputed studies. One of Dr. B8rovn‘s draft responses alsc

L ;
calls the disputed studies inadequace, without reason ox
|

explanation. IAQC also recognized *he disputed studies contained
1
. .

less information, however, IAQC concluded “the report should

tév{ew and comment on the data ihac do exist . . . - SAB 2991
Révicu at S (JA 9,470). The court has also found no record
| i

supp rt or reason for the asserticn that smaller studies are less

fé}iable for purposes of meca-aﬁalysxs. The purpose of
| |

méua'analysis is uti’ization of;smaller studies.

éimilarly, EPA‘'s secoad a:;ernion that workplace studies
u%re excluded because of pocent%al confounders is without recorad

stporc. As evidence explaininé why EPA excluded workplace

siLdies frem the meta-analysis.EEPA cicea IAQC's 1951 Review
i !

di'scussing limitations on EPA'séreliance on spousal smoking as an
i .

irddicator of ETS expecsure. IAQC discussed that the structure of

|

peoples® homes, where they livel and work, the climate, and even
' |

| : .
parental influences impact spousal assessments. SAB 1991 Review

aé 30. The repor: cited by EPA does not state workplace data
ehaquld be disregarded. If at ill relevant, the discussicn now

ciced by EPA supports the opposite conclusion.



EPA also claims thil wWOrkyLacs expesurc cata were

1
disragarded because only two studies made an attempt tO classiiw

by amount of exposure. Acain, EPA’s explapation appears nowhere
}

in’ Lhat portion of the Risk Assessment c¢ited by the Agency.
]
: i
Further, EPA‘s explanatior appears targeted only at workplace

data contained within the apous$1 smoking atudies and does no:

address the Agency's decision cé disregard workplace and
{

childhcod exposure data reported outside spousal studics.
! )

EPA‘s final proffer is tnat c..aldhood studies rely upon
- i
distant memories and more linited lifetime exposure. Again, the

reccord does not revea> chat EPAiused this as a selection
criceria. Rather, an agsessment on ETS and lung cance: en vhich
t

EPA now relies states, “No consistent association has been

reborted for lung cancer and =xposure to ETS in chiléhoed. which
l
might be expected to exerc & gréacer effect . . . . O©f course,

i
reca)l of ETS exposure in childhood is more difficult than reca’l

oﬁ such cxposure in adulthood."i E.L. Wynder & G.C. Xabat.

!
~n_Snoke ‘Lung Cancer: A Critical

ogvironmenta

ORD.C.1 S59-1 (JA 5.02C). Nowhere in the Assessmenc

Asagssment:,

15 there a suggegtion chat chilidhood exposure data should be

i
1

ignored.



- N L] . i
EPA claims :i exclucded :re lates: 2wg U.S. sSpousal smcki-o
i
studies because they were submitted after che close of tha
comment period, and EPA already had a consilerable database., zPA

i
cleims the Fonctham study was used because it published interim

resules, was the largest U.S. ETS study, and its methodology was

superior to any other study. The record contains discussion of
the Fontham study, even tcstimény by Dr. Fontham. However, the
evideace is not zelevant to Plaintiffs’ assertion. There being

no indication ot study criteria, it is not possible to determinc

whether or why the Foncham study was “superior.”  Even if EPA
i

provided criteria. ccmparison would not be possible since EPA

provides no discussion on the two U.S. spousal sctudies excluded.

[

in sumrmary, EPA’'s claim cf havi;g clearly established critexria is
without mexic. Seg gQ!gn_2A_Qg;Iggiggg_ggiggzﬁi;!_gggn*, 468
*U.S§, 204, 212, 105 5. Ct. 488, %74. 192 L.‘Ed. 2d 433 (1988
(*The courcts may not accept apﬁellate counfel ' $ pESt hac

!

raricnalizacticns for agency lorders, .”); Arexican Truckino Ase =

.3¢ 405. 411 {(4ath Cir. 1993 (1f

... R

v. Faderal Highwav Admin., 31

agency action is to withatand judicial review, the zgency’a

. must prove reasonable, not the poat hoc

~actual reasoning

1
rationaslizacion dev:sed duraingilitigation.”®).

1
i

P



év'
i
picked" 17S data. Wichout criqeria for pooling studies into a

mera-analysis, the court cannot detormine wnether the ¢xclusion

o£ studies likely to disprove ﬁPA's 2 priori hypothesis was

coincidence or intentional. Sécond, EPA‘s excluding nearly half

oﬁ the available studies d1*ect1y conflicts with EPA's purported

purpose for analyzing the ep;dem;olog;cal ecudies and conflicts

wi:h EPA's Risk Asgessmant Guxdpl;n:s. See ETS Risk Assessmeunt

ad 4-29 (“These data should alsb be exaraned in the interest of

wezgqlng ‘2] ghe avaisable ev ;ggg e, as recommended by EPA’‘s

CaTCangEh risk assessment gu;del;nes (U.S. 2PA, 1986a)

'(gmphasis added)). Third, EFA‘s selective use of data conflict

?he Act staLus EPA’s program shall

~gather dsta and informition on all aspecte of indoor air gualizy

uith the Radon Researxch Acxt.

(empnasis added). In

.-

. . .~ Radon Research Act §§403(n)(1}

l t
conducting a risk assessment under rhe Act. EPA deliberately
| H

rafused to assess information én a1l aspects ¢f indoor air

qualicy.

|
; At che outser, the court honcluded risk assessments were
[}

fnc:dencal to colleccing intormanion end making findings. EPA
étcps outside the court’s analyszs when :nformacion collectaon

T2



[, ;

b%éemes incidental to conduCtiﬁg a8 risk assessment. In mak:inzs =
L !

5446y choice, consultation with arn advisory committee voicang

;4é5c concerns would have resulzed, at a minimum, in a recoxd

l

|
cqzn explalned EPA’S sclective use of available information.

?tul such record, a reviewing courl: could then determine whether
|

' “cherry picked- its data, and whcthex EFA exceeded its

Ir ,
14 tory authoricy. .
H

D. EPA’s Epidemiclegic Methodology
Plaintiffs raise a liét of chjections asserting that

Eah.dev;ated from accepted sciertific procedure and its own Risk

Aggpssment Guidelines in a mannezr designed to ensure a
[
preprdained cutcome. Given the;ETs Risk Assessment shorctcominge

} Z ]
al padv discuseed, it 1is neicher necessary or desirable to delve

fu ther into EPA’S epzdemao‘og;cnl web. However, two of
’ .
Plagnciffs’ arguments rcquire mention.’ Tne first contention is

[
o

4

% The court fainds it unnecessary to resalve Plaintiffs’
refiaining methodological contentions: (1} EPA inexplicably
de wrted from its stated procedure for eelacting risk estimates

from the spousal smoking stuoles when that 2llowed the Agency ta
n ase its summary risk estzmate for particular scudies; (2)
EtF:;d not incjude cercain studiee and data in its meta-analysis

or rdex to exciude the possxbiljcy that confounders explain the

dociacion betwaer ETS and cancer: (3) LA adopted statistical
{yc ng methods rejected by epidenioclogists, ignored the

l

i

1

VLY

r'l

! (continued.. .)
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éph switched, without explanat?on. from usirg snéndard 25%
c;nfidence intervals to 90% co?fidence intervals to enhance the
lgxelihood that Its meca—analy%is would appear atatigt:cally
sggnificant. This shife a:sis%ed EPA in obtaining statistically

significant results. studies ﬁhat are not statistically
szgnlflcant are ‘null stud;cs'; they cancot =upport a Group A

cléassiticanion. See MWLMM. 874 F.2a

3d7. 312 {S5th Cir. 1989) (“If n}e confidence interval is so great

tHat it includes the number 1.0i then the study will be said to

Bhow neo statisticaliy sigrnificant associat:on between the facror

. :
and the disease.”).

{ '
EPA used a 95% confidence interval in the 1990 Draft ETS

Risk Asgessment, but lacer switéhed to a 90% confidence interwval.

M st prominently, this drew Iriticism from IAQC‘'s epidemiologisct.

|
. who was also a contributey 2o c?e ETS Risk Assesasment:

3% (...continued) E

possxb;l;cy that more than cre confounder inceracting jointly
could explain the claimed association, and inconsistently
interpreted the results of con'ound;ng analysis to promote
finding an association: (4! EPA switched from a peer-reviewed
nethodology to an unpublished one in execluding study bias as an
egplanation for the claimed association; and (5) to create
cditical ETS dosze-response cvzdence. EPA inexplicably used a
trend analysis thar included ungxposed (L.a., control) subjeccts,
in violation of EPA's Kisk Assessment Guidelines and standard

epidemiologic practice. !
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Thae use of y0% confideage intervals, instead of
the conventionally used 953 coanfidence i1nrervalis,
is to be discourzged. it looks lixe aln) atterpt
to achieve statisctical significance for a resulc
waich otherwise would not achieve significance.

Geoffrey Kabat, Comme=rnts or RﬁA‘g Rrafc Report: “Bgsgjgatqu

ggg} 8 O ive Sm {’ ;L ancer and_Othex

Risardevs:, II.SAB.9.15 at 6 (July 28, 1592) (JA 12,18S).

Plaintiffs axgue that escab]iahed epidemiologi¢ practice is to

use 95% confidence intervals. |As evidence, Plaintiffs point out

EPA’s prior risk assessments, %nc]uding the 1990 ETS draft,

consistently used §5% confidenge intervals, as did previous ETS
i
ansalyses by IARC, NRC, and che ‘Surgeon General.

ETS Risk Assessment Chaptér 5 states:

Throughout this chapter. dne-tajled tests of
significance (p-0.05) are used, which increas=ss
the statistical ability (power) to devect an
effect. The 90% confidence intervals used for =he
snaiyses pcrformed are consistent with the use of
the one-tailed test. The justificarion for this
usage 15 based on thke a prioxi hypothesis . . .
that a positive association exists be:ween
exposure to ETS and lung cancer.

ETS Risk Assessment ac 5-2. Be%oxe this court, EPA explains the
“use of the 95 percent confiden;e interval with the one-taileé
test . . . would have produced an apparent discrepancy: study
resylts that were :ca:isnicallf significant using the standard
p-value of .05 maght :everthele;s‘have a 35 percent confidence
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intexrval that ineiuded 3 relative risz I 1. (Comfozmed Mer.

Supp. EPA‘s Cross Mot. ParC. Simm. J. at S6.!
' Plaintifis’ second methodélogical argument reguiring commenc

states. EPA based ETS‘ Group Aiclassificatien in large part on a
' i
: . l .
. resulting relative risk of only 1.19, withour adequately

v |
explaining why thc Agency had requircd every ocher Group A

|
carcinogen to exhibit a much nigher relative risk, or why it had

vécently found relative risks Gf ".6 and 3.0 insusficient to

classify other agents in Group A. al. of che 15 chemicals or

mixtures previously classifiedghy EPA a8 Group A carcinogens have
|

higﬁer relative risks than ETS{ Sca,. &.g.. ETS Rick Assessment
!

at 4-15, 16 & 22 (Risk assessments on cigaretre smoking

démonscrate relacive risks bectween 7 and 14.9 for lung cancex.

aéd ralative risks between 26§ énd 60 for undifferentiated
cércincma-): sec_alsc ©PA Reviéw Draft. fvalustion of the
Pecteqgtial Cerginogenicity of Electromagnecis Fields, EPA/60D/&-

901/0058 at 6-2 iSctober 1530) | (JA 1,562) (decliring Classifying
a
EMF as carcincgenic for lack of strong association with cancer

where relative risks in studies seldom exceeded 3.0). IrQC

enidemioloqist Dr. Kabat observed, “An association is gemerally

considered weak if the odds ratio [relative risk] is under 3.0

: i
and particularly vhen it 1s under 2.C, as ia the case in tha
i
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relaticnship of LTS and lung cancer.” E.L. Wynder & G.C. Kabar,

gnvjrogmgntal Tohaoca Smok af Lung Cancer: A _C-igigal

Aagscsomenc. 1.SAB.7.1 at 6 (J& 7.,216) .

EPA responds that the most impressive evidence fxom the
epidemioclogic studies is the consistent results of many stud:es
showing increased rick, and the dose-response relationships

showing the most risk to the mdst exposed nonsmokers. . EPA

!
'

e%p]'ins that ETS' diluted con¢entration in the atmosphere
a?counts for the low strengta éf assuciation.
| The record and FPA‘s explénacions to the court make it clear
c#at using standargd methodolog#, EPA could not produce
‘s%atiscically significant resuits with icts selected studies.
Analysis conducted with a .05 Qigniiicance level and 95%
c;nfidence level included telaéiva ris#s 0f 1. RAccordingly,
theée résults did not cenfirm éPA's controversial é_n;;g;;
h&pothcsis. In oxder to confiém ite hypothesis, EPA maintained
i%s standard significance 1cvei but lowered the confidence
i;terval to 905. This allowed;EPA tc confirm its hypothesis by
finding.a relative risk ol 1.1;, albeit a very weak association.
ZPA’'s conduct raises seve;al concerns besides wnether a
rélatlve rigsk of 1.19 is cred;gle evidence supporting a Group A
cﬁassificacion. First, wath s;ch a weak showing. if even a
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fracction of Flaintiffs’ allegaiions regarding sctudy selectiaon cy
methodology is true, EPA canno% show 2 statistically sign:f:can:
associarjion ketween ETS and lubg cancer.

Second, the court's conclﬁsions regarding EPA’'s notive for
reducing the confidance level ére based upcn EPA’s litigati.on
explanations and circumstantial evidence from che recoxd. KPa
does not provide axplanation ié the ETS Risk Assessment aor
admiristrative record. when aé agency changes its methodology
mid-stream, as E2A did here, 16 nat an obligation to explain why.
Sge We tes Petro”eum i ‘nv. EPA, E7 F.3d zéo, 264 (9th
Civr. 1998) (“EPA “may rot depaéc. sub silento, from its usual
rules of decision to reaca a d#fferent. unexplained result in a
single case.’*); E253xﬁl_Bﬂ§Q2é5g£_Qgiﬁnﬁﬁ_ﬂgsngxl‘.JUE;hJLL_EEA-
859 F.2d 156, 205-.1 (D.C. Ci:; 1938) (inﬁalida:ing an EPA rule

because EP3 failed tc explain its mid-proceeding switch on the
utilicy of an upset defensc): see_also Motor Vehicle Mfrs. Bss'n

of U.S.. Inc__v. EPA, 768 F.2d 365, 399 (D.C. Cir. 19885) (EPRA

failed to explain why it deparxted from “established specific

gratistical criteria for deter@aning whether a fuel will cause &
vehicle to exceed emission staﬁdards Y

'Finally. when an agency c@nduccs activities under an act
authorizing infoyrmation collec?ion and disseminaticn of findings,

T



t ‘
the agency has a duty to disseninaze iz “indings made.

Fa

(2

* 2
;ct disclose in the recsrd or 'in the Ass=ssment: its inabilicv
;o demonstrate a statistically significant relationship under
%crmal meshodolcgy; the xeasoéiné behind adopring a one-tailed
teet, or that only after adjusting the Agency‘s methodclogy could
a weak relative risk be demonscrated. Instead of disclosing
{qformacion, the Agency withheld significant porrions of its
fiindings and rcasoning in striving to confirm its a oriorj

hypothes;s.

E. Summary of the Asscsfnenc and Ré:ord

In reviewing the pcr;ies‘ axgumrents, the court has
g;ven the benefit of many doubis to EPA by allowing the Agency te
a?opc third parcy scatements. #uch as IAQC reviews, as Agency |
reasoning. EPA, tnc decision maker, not ZAQC, the independent
adviscr, has the ducy to demonstrate reasoned decision making cn
nbe record. Seg SEC v, Chnag:¥ Corp., 332 U.S. 194, 196, 67 S.
Cr. 1s7¢, 3577, 81 L. Ed. 1995:(1947) {"[A] reviewing court, in
éealing with a determination o; juéanent which &n administrative
;gency alone is authorized to make, must judge the propristy of

duch action solaly b, the orounds invoked by the agency." ). MgLOY

vaplcle MIr. Ass'n_of che United States v. stete Farm Muh. Auto.
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Ins._Ce.,, 463 U.S. 29, 50, 103j5. Cc. 2856, 2&70, 77 L. ed. 2¢
413 (1993) ([A)n “agency’s acc&on wuegc be upheld, if ar al;:, on
che basis arciculatced by the aéency icgelf.”); see also K.R. Rep.
NP. 95~722, 95th Cong., 1st Seés., 1€ (1977). gggria;gg in 1977
U.S.C.C.A.N. 3283, 3295 (JA 652-53) (The SAB “is intended to be
aévisory only. The Administraéor will still have the
responsibilicy for making the decisions rqquired of him by
daw.~). If EPA‘s appendages sp?a? on behalf of cthe
AAminiaLrator. the opposing con?lusaons reached bgtween IAQC ar.d
ch; EPAR Riek Criteria Office woéld demonstrate schizephrenia,
Even allowing EPA the benefac of now adopting IAQC reasoning, tiae
record does not precvide answers;co Plaintiffs’' questions.

. Eéh determined it was biolégical]y plausible that ETS causes
lung cancer. In doing so. EPA %eCogniZed problems with ats
thécry, nam2ly the dissimilarities netwean MS and ETS. In other
«réas of the Assesesment, EDPA reJiied on these dissimilarities in
ju#tifying its metacdology. EP% did not explain much ¢f che
criteria and asserticns upon which EPA'e thecry relies. ©CPA
clgzmcd selecced epidemiclogic étudies would affirm ics
plaugibilicy theory. The scudie:s EPA selected did nct include a

pignificant number of studies and data which demonstrated no

aasociation petween ETS and cangex. EPA did nct explain its
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criteria for study selecticn. thue Zeaving :tself open tc

aiiegations of "“cherry pickirg:~

U it methodolo ogy a and its seleccted studies, E=P>

Ueing 1

0
»”
[

did not demongtrate a statistically significant association

betwaen ETS and lung cancer. 7This should have caused EPA to

recvaluate the inference options used ir establishing ics
* |

pIausib;lzty theory. A riask assessment ig supposed to entail the

besn judgment possible based upon the available evidence. e2

Instead‘ E-a cheanged its methodology to

Eghxl, sz1 F.2d az 24.

find a statistically significan; association. EPA claimed, but

Sid not explain how, its theory justified changing the Agency'’s

mdchodology Wwich the changed methodclogy and selected studies.

EPh established ovidence of a ueak statistically significant

association between ETS and lung cancer.
vi. MOTION TO SUPPLEMENT THE PLEADINGS

Plsinciffs have moved to supplement the pleadings pursuant

' ped. R, Civ. P. 15(d). FlainciZfs’ Supplemental Pleading

séeks declaracory and injunctive reiet against EPA relazing co

the Agency’s alleged unlawful eéffcris to regusate indoor air,
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