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ORAL ARGUMENT SCHEDULED JANUARY 14, 2004

UNITED STATES COURT OF APPEALS
FOR THE DISTRICT OF COLUMBIA CIRCUIT

. — )
NUCLEAR ENERGY INSTITUTE, etal., )
| )
Petitioners, )
)
V. ) No. 01-1258 and
) consolidated case
UNITED STATES ENVIRONMENTAL: ) Nos. 01-1268, 01-1295,
PROTECTION AGENCY, ) 01-1425, and 01-1426
. ) (Complex)
Respondent. )
: )

EPA’S SUBSTITUTION OF APPEARANCE
The Clerk is requested to withdraw the appearance of G. Scott Williams and substitute
the a;;pegrance of Christopher S. Vaden as co-counsel (with Michele L. Walter) for Respondent
U.S. Environmental Protection Agency in Case Nos. 01-1258, 01-1268, 01-1295, 01-1425, and
01-1426. |
Respectfully submitted,

THOMAS L. SANSONETTI
Assistant Attorney General
Environment and Natural Resources D1v151on
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CHRISTOPHER S. VADEN

MICHELE L. WALTER

Environmental Defense Section

Environment and Natural Resources Division
United States Department of Justice

P.0. Box 23986

Washington D.C. 20026-3986

(202) 514-4438, 514-3376
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OF COUNSEL:

KEITH A. MATTHEWS

Office of General Counsel (2344A)
Environmental Protection Agency
1200 Pennsylvania Ave., N.W.
Washington, D.C. 20460

DATED: December 11, 2003



CERTIFICATE OF SERVICE
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Marta A. Adams, Sr. Deputy Attorney General
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100 North Carson Street
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Joseph R. Egan
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McLean, Va. 22102

Antonio Rossman

Special Deputy Attorney General
Roger B. Moore

Special Deputy Attorney General
Law Office of Antonio Rossman
380 Hayes Street )

San Francisco, CA 94102

Elizabeth A. Vibert

- Deputy District Attorney, Clark County, Nevada
500 South Grand Central Parkway '
Las Vegas, NV 89106

Bradford R. Jerbic

City Attorney, City of Las Vegas, Nevada
400 Stewart Avenue

Las Vegas, NV 89101

Charles J. Cooper

Vincent J. Colatriano

Cooper & Kirk, L.L.P.

1500 K Street, N.W., Suite 200
Washington, D.C. 20001

William H. Briggs, Jr.

Ross, Dixon & Bell, L.L.P.
2001 K-Street, N.W.
Washington, D.C. 20006-1040



Michael A. Bauser
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Washington, D.C. 20006

Geoffrey H. Fettus

- Natural Resources Defense Council
1200 New York Avenue, N.W.
Suite 400

Washington, D.C. 20005

James Bradford Ramsay

National Association of Regulatory Utility Commissioners
1101 Vermont Avenue, Suite 200

Washington, D.C. 20005

Jean V, MacHarg

John Martin

Susan Mathiascheck
Patton Boggs, LLP

2250 M Street, N.W.

- Washington, D.C. 20037

John F. Cordes, Solicitor
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U.S. Department of Justice

Environment and Natural Resources Division

" Michele L. Walter

U.S. Department of Justice

Environment & Natural Resources Division . o .
Environmental Defense Section . . Telephone (202) 514-3376
P.O. Box 23986 L Facsimile (202) 616-0013

Washington, DC 20026-3986

December 18, 2003
VIA HAND DELIVERY

Mark J. Langer, Clerk

U.S. Court of Appeals for the

. District of Columbia Circuit -
Room 5423

333 Constitution Avenue, N.W.

Washington, D.C. 20001

- Re:  Nuclear Energy Institute, Inc., et al. v. EPA
Docket No. 01-1258 and consolidated cases (complex)

Oral Argument Scheduled for January 14, 2004
Dear Mr. Langer:

Pursuant to Federal Rule of Appellate Procedure 28(j), Respondent United States
Environmental Protection Agency (“EPA”) advises the Court of the decision in City of
Waukesha v. EPA, 320 F.3d 228 (D.C. Cir., Feb. 25, 2003) (attached). This decision precludes
arguments IIL.B and IT1.D in the 'opening bnef of Petitioner Nuclear Energy Institute (* ‘NEI”) in

Nuclear Energy Institute, Inc. et al. v. EPA, Docket No. 01 1258.

NEI challenges the scientific basis of EPA’s Yucca Mountain groundwater protectlon
standard. See Brief of Petitioner, Nuclear Energy Institute (“NEI Br.”) at 19-23, 26-28; Brief of
Respondent, Environmental Protection Agency (“EPA Br.”) at 58-64; and Reply Briefof
Petitioner Nuclear Energy Inistitufe at 16-19. EPA’s Yucca Mountain groundwater standard for
beta/photon emitting radionuclides incorporates the Safe Drinking Water Act maximum
contaminant levels (“MCLs”) for those radionuclides. EPA Br. at 62. NEI challenged the -
scientific methodology behind those MCLs in Waukesha, claiming that they are based on
outdated science; and that this outdated methodology results in MCLs that do not provide a
uniform level of protection against cancer risks. 320 F.3d at 256-57. The Court rejected these
arguments, finding that EPA’s use of the most recent federal radiation protection guidance to
analyze and assess these MCLs “was consistent with the ‘best available science,”” and that EPA
reasonably determined that the MCLs did not need to prov1de a uniform level of protection.  Id.
at 256-57.

_ NEI makes the same arguments here as it did in Waukesha. NEI Br. at 19-23, 26-28.
Because Waukesha expressly rejected these arguments, the doctrine of collateral estoppel
precludes NEI from raising those arguments here. “[O]nce an issue is actually and necessarily



determined by a court of competent jurisdiction, that determination is conclusive in subsequent
suits based on a different cause of action involving a party to the prior litigation.” Montana v.
~ United States, 440 U.S. 147, 153 (1979); see also Beverly Health & Rehab Sves. v. NLRB, 317
F.3d 316, 322 (D.C. Cir. 2003).

Enclosed are the original and four copies of this letter. Thank you for your assistance.
"Please do not hesitate to contact me if you have any questions.

Sincerely,
Michele L. Walter, Attorney

Enclosures
cc: Counsel of Record
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228
CITY OF WAUKESHA,
et al., Petitioners,.
. ) '. v. ) . . . .
ENVIRONMENTA{, PROTECTION -

~ AGENCY, Respondent.

Village of Sussex-Water Coinmissx;on," '

etl. al Intervenors
Radxatlon, Science & Health,
- Inc., Petitioner,
- v. .

" Environmental. Protection
Agency, Respondent.
Nuclear Energy Instltute

Inc, Petltxoner, L
Envn-onmental Protectlon
Agency, Respondent.
. .Natmnal Mining Assocxatlon,
Petitioner, '
V.’ .

Envu-onmental Protection
Agency, Respondent.

’ Nos 01-1028, 01-1033, 01-
1034 and 01. 1037.

Umted States Court of Appeals,
sttrxct of. Columbla Clrcmt.

Argued Nov. 20, 2002.
: Dec1ded Feb. 25, 2003

Mumcxpal water’ utihtxes, utihty cus-

tomer, trade associations ‘and consumer .

- advocacy group petitioned for review “of
~ Agency’s
- (EPA’s) new rule, promulgated under Safe
Dnnkxng Water Act (SDWA), setting stan-
dard for radionuclide levels in public water

_Systems. “The Court of Appeals held ‘that:

(1) advocacy group lacked standing; (2)

AL
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EPA was not required to engage in cost
benefit analysis with regard to pre-1986

- limits it left unchanged; (8) EPA used best

science available when setting lnmts )

* limits were not arbltrary or capricious; and
. (5) EPA adequately responded to com-
.ments to proposed rulemaking.

Relief deniéd. )

" . 1. Federal Civil Procedure ¢103.2, 103.3

In analyzing whether party has stand-
ing, court must determine whether there is'

(1) injury-in-fact, (2) causation, and (3) re-

dressablhty USC.A. Const. Art 3,82

2 Admlmstratlve Law and Procedure

€668 .
"In allegmg lmury-m-fact, for. purpose

" of establishing party’s. standing to contest
o agency action, party must show that agen-
. .cy’s alleged failings have-caused traceable
" concrete and. partxculanzed ‘harfn that is

actual or imminent, ie., that there is sub-’
stantial - probabilxty that local condltlons
wﬂl be adversely affected..

" 8. Assocxatlons @20(1)

In evaluating standing of assocmtwn.

‘to sue _on "behalf of its members, court
'm}xs't ‘determine that: (1) ‘at least one 6{
- association’s -members ‘would have stand-

ing to sue in-his own right, 2) interests
association seeks to protect are germare.

_to its purpose, and (3) ‘neither claim assert-

ed nor relief requested requirés that indi- -

Awdual member of association participate in’

lawsuxt.

4, .Waters and Water Courses'ﬁléid
'Municipal water utility had standing -

to contest Environmental Protection Agen-

cy's (EPA’s) rule setting radionuclide lim-
its in"public water systems on ground that
EPA failed to engage in reqmsxte cost

"benefit’ analysis, even though parties-dis-

<
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puted whether - EPA was statutonly pre-
cluded from raising limits; for standing

purposes, court-would assume that:EPA
- was not so precluded, and thus that injury

from omitted procedureiwas redressable.

Public Health Service Act, § 1412(b)(3)(C),

(EN6)A), as amended, 42 US.CA. § 300g"

1(b)(3)(C), (b)(ﬁ)(A) _

5. Admmlstratlve Law and Procedure
o668 0 .. ,
Federal Civil Procedure @103.2

.Agency’s vwlatlon of - procedural re-
qmrements of statute:is sufficiént to grant

.. injured plaintiff standing-to sue;so long as -
procedural Trequirement ‘was- designed to

‘protect, some: threatened. concrete interest
of plamtxﬁ' .

. 6. Waters and Water Couxses @196
- Nuclear:.. mdustry - association” had

standing to contest. Environmental Protec-:

- tion. Agency‘s (EPA’s).Safe Drinking- Wa-
ter Act (SDWA) rulé-setting beta/photon

- ‘emitter. limit for: public drinking . water;-
- rule was ‘used -to set CERCLA c]eanup
.z,standards and at least one-of assoclatlons

members’ had - begun decommxssmmng
plant whose emitter leveéls ‘exceeded new

limit. -Public Health .Service Act; § 1401

et 5eq.,"as amended, 42:US.CA: § 800f et
. seqs” Comprehensxve Envuonmental Re-
sponse, Compensatxon, and Liability Act of

-'1980 § 101 et seq 42 USC.A. § 9601 et'_

A Waters and Water Courses @196\ ot

Mxmng ~industry , association had
Stand;ng to contest Environmental Protec-
tion Agency’s:(EPA’s)..Safe Drinking Wa-
tér'Act (SDWA) rule setting 4 uranium limit

. - for publie. dnnkmg ‘Wwater; ‘at least-one of B
associatior’s: members ; :operated communi--

-ty water system$iibject: to.régulation un-
- deri SDWA, - and:i therer+was:. substaftial

Drobabihty that. system’s uranitm’ levels’

exceeded new limit. .. Public Health Semce

Act, - §1401 et seq, as amended, 42

‘U.S. C.A. § 300f et seq.’

8. Waters ‘and Water Courses €=196
Consumer advocacy. -group lacked

.standmg to contest Environmental Protec~; .

tion Agency’s (EPA’s) Safe Drinking Wa-

ter Act (SDWA) rule setting radionuclide
~ limits for public drinking water; there was

no. evidence -that any particular group

“member was :likely to- suffer incressed
" . drinking water costs as result of rule. -
»Puhhc ‘Health' Service  Act, § 1401 et seq,, 3
as amended 42 Us. C.A. § 300f et seq';

‘9, Statutes e=219(4) ] :
. Unless Congréss has du-ectly spoken- o
--'to precxse questlon at xssue, court . must
) uphold agéncy’s interpretation’of statute it
. . administers o long as it is based on’ per-
,.mlssible c0nstructlon of that statute _

A

10. Waters and Water. Coursos @196

¢ -f Under- Safe -Drinking.. Water “Act
(SDWA), Environmental Protection Agen-

-y (EPA) was 'not required -to ‘engage in.
cost benefit analysis before setting: radion--

uclide limits for public. water systems,

where EPA decxded to leave its pre-1986n
limits, unchanged. Public Health Service

Act, § 1412(a)(1), ®BBEXC), BIEXO),. as

: amended 42 U.S C.A. § 300g—1(a)(1).-'
: (b)(3)(C), (b)(4)(0) .

‘11. Watet's and Water Courses ¢=196

Envn'onmental Protectlon Agency

'(.EPA) ‘did niot amend Safe Drmkmg Water .

Act (SDWA) e settmg radionuciide lim-

its for pubhc water sysbems, and _thus was’

not reqmred to engage in cost—beneﬁt anal-

ysis, even though it' deterrnined that exist-" 7

ing - levels ‘had been - -providing - greater

" health protection than it had originally an-

ticipated. --- Public- ‘Health Service " Act,

*§ 1412(a)(1), B)B)(C); (b)(4)(C), as amend- -
ed;r 42 USC.A. § 300g—1('a)(1), (b)(3)(C){
(b)(4)(C) : oA

eorieen e

O

certme

P
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_amended, 42USCA.§ 300f et seq.

12. Waters and Water Courses &=196" "
Environmental . Protection . Agency

. (EPA) did not amend Safe Drmkmg Water
Act (SDWA) rule setting radionuclide lim- . .
its for pubhc water systems, and thus Vas.’

not required to engage in cost-benefit anal-

.ysis, even though it did alter monitoring -

" requirements, where limits remained wn-
.(EPA) satisfied Safe Drinking Water Act

changed. _Public Health Servies Act,

:§ 1412(a)1), (OXB)C), (B)4XC), as amend-

ed, 42 US.CA. § 300g—1(a)(1), (b)(3)(C),
b)4)O). :

13 Waters and Water Courses =196

Emnronmental Protection Agency

- (EPA) c¢onducted adequate cost-benefit
analysis béfore amending- Safe’ Drmkmg'

Water Act (SDWA) rule set’ung uranium

. -limits for. pubhc water systems; EPA was’
* not required: to -analyze effect of limit in

non-SDWA contexts, and- 80 micrograms

.per liter limit ‘set in final rule was logical

outgrowth of 20 to 80 micrograms per liter

 limits set out in proposed. rule on which -
public had commented Public Health Ser-:
vice Act, § 1412(b)(3)(C)(1), as amended 42°

U.S.CA:§ 300g-1(b)(3)(C)(D)-

14. 'Waters and Water Cotirses o196
Key question in determining whéther’

standard adopted in Environmental . Pro-

tection-Agency’s (EPA’s) final Safe Drink-".
ing Water Act (SDWA) rule is “logical .
" outgrowth” of proposed-rule, as required
undér Administrative -Procedure *-Act -

APA), is wheth should have . . )
(APA) iswhe ercommenters Y ave suggested by. newer "studiés would not

- have 'mm'ntamed current levels of- protec- :

anticipated that EPA might use final rule’s

standard when it first provided notice of-
. its propésals. 5 US.C.A §553;° Pubhc

Health . Service Act, § 1401 -ét seq,, as

15. Admmxstra_tlve Law ‘and Procedure
. 797
Although court, conductmg Adnums-

trahve Procedure Act (APA) review’ of °
" agency rule, gives extreme degree of def-

erence to agency’s evaluation of scientific

. 320 FEDERAL REPORTER, 3d SERIES

data within its technical expertise, it must

.nonetheless ensure that agency has exam.
ined relevant data and has articulated ade. -

quate explanation for its - action. " 5
USC.A. § 706(2)(A).

*16. Waters and Water Courses @196

Environmental Protectxon .Agency

(SDWA) requirement that it sét radium '
and natural uranium limits for public: wa

ter- systerns based on .best available sc;.-

ence; there was substantial smentlﬁc sup- -

~ port for ‘EPA’s selection from- .amorig

several competing toxicity reports Pub- -

“lic Health Service Act, § 1412(bX8)(A), as
‘amended, '42' US.CA. § 300g-1(b)(3)(A).

17. Waters and Water Courses ©196
Cost~beneﬁt analysxs engaged in by

-Emnronmental Protection ‘Agency (EPA)’

when_ setting : ‘Safe Drmkmg Water - Act

~(SDWA) limit for natural uranium was not

arbitrary or capricious.. : Public Health’
Service Act, § 1412(b)(6)(D), as amended,.
42USCA: § 300g—1(b)(6)(D) '

18. Waters and Water Courses <196

Enm-onmental Protectxon Agency.

- (EPA) satisfied Safe Drinking Water Act’

(SDWA) requirement that it set beta/pho-

-ton emitter limits for public water systems
- based on best available. scienice; though

EPA retained prior limits, which had been
based. on now-outdated studies,. standards

tion.  Public » Health- . Service - Act,

'§ 1412(b)X3)XA), (b)9), as amended, 42
L U S CA. § 300g-1(b)(3)(A), (b)(9) '

_19 Waters and Water Courses @196

Any deficiencies- in’ Em_nronmental‘
Protectlon Agency’s (EPA's) allegedly -ge-
neric response to comments to proposed”

‘Safe Drinking Water.-Act .(SDWA) ritle, ,
. setting radionuclide limits for public water
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CITY .OF WAUKESHA v. EPA.
Clte 23 320 F.3d 228 (D.C. Cir. 2003)

systems, were harmless where it was clear
that EPA had considered commenters’ ar-
guments 5USC.A.‘§ 553(c) .

. On Pet1t10ns for- Revrew of an Order of
the Emnronmental Protectlon Agéncy.~.*

. John C. Martm, Michael B. W'gmore,
Curt R. Mextz, and David C Lashway

: u-gued the cause for the pehtloners John,
- 'N. Hanson,’ Bnan L. Doster Justm A.
. 54vage, Jean V MacHarg, Susan M

'Mathlascheck, Donald P. Gallo, H. Stanley
. " Rime, Phillip J, ‘Eckert, Paul F. Reilly,'

"Johi S. Noblé, Richard M: Glidden, Aritho-

ny J. Thompson,: RobertW Blshop, James:
B. Harvey,. Suzanne K. Schahg, Wilham

" Von Arx; and Denms M. Duffy were on
'bnef

Daxuel M. Flores ‘and Chnstopher Peak,

Attorneys, United - States Department ‘of -

Jusuce, ’argued the cause for the respon-

was 61 bnef

_ Before HENDERSON ROGERS and

GARLAND Cu-cmt Judges s

Opuuon for the court ﬁled PER e

CURIAM. - o
PER CURIAM A

*The petltloners—the City* of Waukesha
and jts” water ut1l1
ney, “trade assomatlons Nuclear Energy

- Institute (“NEI”) and National Mmmg As-

sociation (“NMA”"), and advocacy group

 Radiation, Science & "Health, (‘RSH")—.
- Seek review of reguIatlons promulgated by
the - Emronmental  Protection .‘Agency'._
~ CEPA”). pursuant. to-the Safe Drinking .
~Water Act of 1970 (“SDWA” or “Act”), 42
- 'USC. 55 300f et-seq. The. challenged
regulations. estabhsh -standards governmg-

customer Bruce Ziv- -

- as 1s feasible

- radionuclide levels in public water sys-
. tems. " Specifically, they set the miaximum
*  contaminant level goal (“MCLG”) and the

" maximum’ c¢ontaminant level- (“MCL") for
radium-226 ‘and radium-228,’ naturally ‘0c- -

curring uranium, and various " beta/photon

tions violate the SDWA and the Adminis-
trative Procedure Act,’5 US.C. §§.551 et

"seq.," (“APA™" because in setting the ra-

dionuclides standdrds EPA did “not (1)
properly conduct. requxred cost-beneﬁt
analyses, (2) use the “best aVaﬂable sci-
éfice” - to' determine. the appropnate

~ MCLGs and’ MCLs or: (8) adequately re-
‘spond t6 comments submitted diiring the

: rulemakmg “For its part, EPA contests’
" petltloners standmg to challenge ‘the regu-

.,'-latlons and”défénds ‘the standards on’the

. Tnefits.’ We conclude that all petltloners

231

. emitters. "Petitioners’ contend the regula-’

except RSH ‘have standmg and that EPA.

'comphed with the requn'ements of the
€ .SDWA and the APA. .
dent.” Karen Clark, Attorney, - United

'-States Emnronmental Protechon Agency,

..

L BACKGROUND

The SDWA generally apphes to each .
.‘pubhc Water system in each State” 42

USC: § 300g, and authonzes EPA to set

therem 42 U. S.C.§ 300g-1(b). For a giv-

- o.en contammant the ‘Act directs that EPA
- first estabhsh an MCLG wlnch is “the level
"~ at which.no_known or- antxmpated adverse-

‘effects on:the health of persons ‘occur and

which allows an. adequate ‘margin-of safe-’

ty” - Id.’§ 300g-1(b)(4)(A) EPA is then
to set an M.C.L. “as close to the [MCLG]
1d. § 300g—1(b)(4)(B)

“In 1976 EPA promulgated mtenm regu-

c standards for dnnkmg water coritaminants

latmns that estabhshed MCLGs and MCLs -

for. radlonuchd%, which are matenals ‘that

elemental form to: another “The' regu]a-

tions estabhshed an M.CL. of 5 pxcocu- ,

* emit radJatxon ‘as ‘they: decay from: one. .



- (“ede”) for the beta/photon émitters;
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ries/Liter (pCi)L)’ for the ‘isotopes radi-
um-226 ‘and radium-228; .a ‘combined

‘M.C.L. of 4 millifems’ (mrem)?_for all
| “beta/photon_emitters;. and no M.C.L. for
© ndturally-occurring uranium. -See National,
"Interim Primary Drinking Water Regula—'
" tions, 41 Fed Reg. 28,402, 28404 (July 9,

1976)..

.In 1991 EPA proposed new MCLs for
the radionuclides: 20 pCVL for radium-226
and -228; 4 mrem effective dose e'qm‘valent

.20 micrograms per liter (ng/L) or 80 pCi/L:

“for naturally occuiring uranium. , See Na-
; tional Primary Drinking Water Régula-
* "tions; Radmnuchdes, Notice of Proposed
‘Rulemaking, ‘56. Fed. Reg 33050 33051-"
: (July18 1991.

in’ 1996 the Congress amended the

A SDWA to, #iter-alia, add an. antl-back-.
- sliding” prov1510n requiring that"any water -
- regulation revision “maintain, or prowde
-+ for greater, protection of. the. health. of
- persons,™ 42 Us. C.§ 300g-1(b)(9), and to
- require the agency to consider the relative
. costs and benefits in settmg each MCL, id.
8 3008"1(1'))(3)(0), CY(OR
.~ In April 2000 EPA 1ssued a “Notlce of _
Data. Availability” (“NODA”) proposmg
- ‘that the 1991 radionuclide 'MCLs be revis-
B 1ted in hght of « new mformatxon and ‘the

The curie measures 1.he rate at* whxch a

ngen radioactive _compound disintegrates. -

One curie is equivalent to 3.7 x 1010 disinte-
- grations per second. A picocurie is a mil-

" .lionth millionth of a curie. National Primary"

. Drinking’ Water Regulations;. Radionuclides,

Advance Notice of Proposed Rulemaking, 51 .

ch Reg 34, 836 34 850 (Sept. 30, 1986). .

"2, The rem measureés the dose of radxanon an

-individual receives from a certain type of ex-
posure. EPA, Radionuclides Notice of Avail-

- ability, Techmcal Support’ Document_at 1.5
" (March 2000)." A rem takes into account not
_“-only the number of radioactive emissions that .
;. -dre present (i.e., the curies) but also the ener:
- gy of the radiation and the types of particles .
. that are emitted. 51 Fed. Reg at 34 849—50

*1996 amen_dments.

and”

:radlonuchdes rule,

. 579
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ng National
Drinking - Water Regulations; Radiong.
clides, 65 Fed.Reg. 21,576 (Apr. 21, 2000)
The 2000 NODA proposed maintaining the

,1976 MCLs for radium-226 and -228 ang
for beta/photon emitters and set MCLs for
.-naturally occurring uranium at.either’ 20,
.-40,"or 80 pg/L. EPA further propoSed

Trevising the 1976 radmm monitoring regi-
men—which reqmred public water systems
to test for radium-228 only if- the radium-.

226 level exceeded 3 pCilL—to’ ‘require
_separate testmg for each of the two iso-

topes. . The NODA. further. set June 2(,-
2000 as the’ deadhne for submltt.mg com-

ments-on the proposed ‘rule and its under-

lying data and analyms

. In December 2000 EPA 1ssued the ﬁnal;

National - ana.ry'
Dnnkmg Water Regulations; . Radionu-

clides, 65 Fed.Reg. 76,708 (Dec. 7, 2000)
" (Final Rule). As it had proposed; EPA

retained the 1976 standards for ‘radium-

© 226 and -228 ‘and for beta/photon emitters_
" and instituted the separate radium isotope.
.'-:momtonng requirement. Id. at 76,710-11

For uranium, however, the final rule set-

'the M.C.L. at 30 pg/L. " Id. " at 76,710..

Petmoners filed timely petltlons for review

of the final rule

.3 “The effective dose equwalcnt measures thc
“ .amount of radiation distributed to an individ-
ual. The radiation amount is first estimated
for each individual organ and_ the. result is

. ~adjusted by a “weighting factor” to reflect the

rddiosensitivity of the particular.organ. The .
sum of:the ede of each organ provxdes an

© .--estimate of the total effect on the entxre body.

51 Fed. Reg at 34,843.

"4, - EPA agreed to review and takc ﬁna] acthﬂ
.on the radionuclides standards by November

* 21, 2000in a.consent agreement it execut
with a private lmgant. 65 Fed. Reg at’2s
TR |
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Peutxonexs bring several challenges to
thie 2000 final rule. . First, they argue that
EPA failed to-publish a cost-benefit analy-
" gis for the radium and beta/photon MCLs
4s required by SDWA § 1412(b)BXC)),

‘and that the agenty’s cost-benefit analysis -
" of the  uranium M.C.L: fell short of the' .

..-equn-ements of the SDWA and the APA.

" \Ve discuss those arguments in Parts_III"
and IV, respectively: Petitioners also. at--

tack the radium, uranium, and beta/photon

~MCL$ on their mérits;, and we consider

. those challenges in. Parts V, VI; and VII,

‘xespectlvely -Finally;. pehtxoners - assert
“that EPA, in violation of the APA, failed .
‘adequately to respond to comments in pro- :

“ mulgating'the 2000 firal rule.’ .We discuss
that assertion in Part. VIII EPA defends

against’ each’ of petltloners arguments on -
- the merits, dnd i in turn; contests. petition-

ere’ standmg to, bnng their petltlons,
nrgument to' whlch We now turn

II S'I‘ANDING

[1-3] Fn-st, we ‘address the threshold
.';msue of our. Junsdlctlon specxﬁwlly,
“Whethier petitioners have standmg to raise
their .claims. “Sierra: Club v. EPA; 292
- F.3d'895, 898 (D.C.Cir.2002).:: In analyzmg

- whether -a party has. standmg, -the court,

“must deterxmne whether there is “(1) inju-
..ry-in-fact, ;(2) causatxon, and '(8) redressa-
bility.” . Id. In a]]egmg ‘an mJury-m-fact,
pétitioners-must show that “EPA’s alleged

failings have-caused & traceable ‘concrete

and particularized’ harm ... that is ‘actual

or.imminent’? Id (quotmg Am. Petrole~"

um Inst. v. United States.Envtl.: Pmt.-
.Aymcy ‘216 F.3d° 50, 63 -(D.C.Cir.2000)).

‘To establish this, petitioners “must demon-

‘strate that thére is a ‘substantial probabili-
ty that local conditions will be adversely
.aﬂ'&ted” Id.: ‘In addmon in evaluatmg

the Standmg 6f ‘an association"to sue on-

behalf of js- members, the- court nitist de-
tm’mme that

-sent good- wuse ‘shown,

(1) at least one .of [the assocmt]on ’s]
" members ‘would have standing to sue in
his.own right,.(2) the interests the asso-

" ciation seeks to protect are germane to

. its purpose, ‘and (3) neither the .claim .
- asserted nor -the re'hef Tequested - re-

.quires that an ‘individual.member of the -’
. association participate i 1n_ _the lawsuit. -
Id. . . . . Lo

The burden of makmg these showmgs'
rests on the petltloner in an agency review -
case: -Id. at 899. “In such ‘cases ... the
petxtloner ordmanly will have partlcxpated'

in the proceedmgs before the agency,” and_'
therefore the admnustratwe record will es-

.tabhsh the relevant facts, for the petmoner

to show standmg Id The petltloner
must “either. identify in’ that record’ évi-

. dence sufficient to support its standmg £
-seek. review or. ...
. ,dence to” the court of appeals
.. though additional‘evidence is unnecessary,
ifits “standing to seek review-of adminis-
trative-action is self-evident,” id"at 899-
1900. Tn. ‘explaining how petltloners shou]d
- satisfy -that burden, Sierra Club decided -

. submxt additional: evi-
id, al-

Jurie 18, 2002, announced that “hence-
forth" petltloners ‘must -include - in their
opening briefs sufﬁcxent evidence to ‘dem-_
onstrate theu' standmg Id. at 900. “Ab-
e a litigant .
should not expect the ‘eourt” to allow peti-
tloners to submit afﬁdavxts post-oral argu-

ment in-order ‘to- support. .their standmg
arguments. -Idx’

Becduse - .the .opening
briefs in this case were filed before our
decision in,Sierrd. Cliih, and EPA has not
objected.to the filing-of supplemental affi-

- davits;: .our. resolution:of the question of

standing is “based on-the .submissions in

“-petitioners’ :opening: briefs Jas well as on -

the supp]emental affidavits subrmtted with
the penmsswn ‘of the- éourt, after oral ar-
gument See, ag, Umted States Telecom
‘Ass'n,” v FCC, 295 F3d 1326 -1330
(D C.Cir.2002)..- ve e
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[41. The_ administrative, record 'slmw§
- that the City-of Waukesha would face. sub-

_ stantial costs if it was reqmred to ‘comply

_.with the 1976 radium-226 and -228 regula-
-tions. EPA has not disputed that record
" .evidence. This-is sufficient for injury-in-
fact. Moreover, Waukesha has shown, and

" EPA does hot dispute, that maintenance of

: the 1976 regulations will cause Waukesha's
ury EPA. contends, however, that, to
- the extent ‘that Waukesha and ‘the other

" utility petitioners base their challenge .on:

.EPA’s failure to propérly conduct a cost-

| benefit -analysis, there is. o standing be: °
| cause thére is no redressability. In partic- .
. ular, EPA miaintains that even 1f it did not:
1 properly develop cost-beneﬁt ‘analyses for
.| “the radiunj regulations, 1t could ‘not -have . .
“used those analyses to raise the numerieal

:Jimits, because -the SDWA. prohiblts ‘the
“use -of cost-beriefit ‘analyses to weaken
“standards in, place.at the time ‘of the 1996
--amendments ‘to the SDWA. Waukesha re-
sponds that the court could order. the
agency to- properly follow the relevant pro-

cedural reqmrements and-it alleges that-

‘EPA’s - failures to. follow those require-
: ments are the i maunes t.hat it has suffered.

[5] A vxolatwn of . the procedural re-
qmrements of a statute is suffident to
grant a plaintiff standing to sue, so long as
the procediiral requirement was “designed
to protect some threatened concrete inter-
est” of the plaintiff. Lujan v. Defenders of
Wildlife, 504 U.S. 655, 673 n. 8, 112.S.Ct.
2130, 2143 n. 8,'119 L.Ed.2d 851 (1992).

As explained in Florida Audubon Society -

v. Bentsen, 94-F.3d-658, 665 (D.C.Cir.
1996), 2 plaintiff must show “not- only that

. the defendant acts omxtted some proce-

5 In thelr reply bnef peunoners arguc that .

they were also ‘harmed by the failure to con-
duct. a "cost-benefit analysis because of . the
lack ‘of “consistent, predlctable " clean-up
standards. Petitioners’ Reply Br. at 5. Noth-

* than the poss;bxlxty of setting stricter
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dural requirement, but also that it"is sub-

‘stantially probable that the procedura]

breach will cause the ‘essential injury to

“the plaintiff's own interest.” There are “at
.least two links” in. an - adequabe causa

chain” between a procedural violation and
uuury-m-fact, “one connecting the omxtted
[procedure] to some'substantive govern.
ment decision that may have been wrongly.
decided because of the lack of {the proce.

- dure] and one connectmg that substantive

decision to the plaintiff's particularized in-
Jury Id..at 668. The second link re-
qmres a showmg that- “the partxculanzed

injury that the plaintiff is suffenng or is

likely to suﬁ'er is fairly traceable -to the .

agency action that- unphcated" the “proce:
dural requirement in question. Id. at 669,
Here, the procedural requirements for ii.i
cost-beriefit analysis are.related to the
threatened interest  of Waukesha. The.-
cost-benefit analysis would examine wheth-
er the drinking water regulations are over-

Ty costly. compared to the health. benefits

they would provide, resulting i in increased
and . unjustified -costs for water suppliers.
See 42 U.S.C. § 300g-1(b)3)C), (b)6)A)..
Moreover, the harm-suffered’ by .Wauke-"

‘sha—increased water treatment costs—is
’ falrly traceable to the substantive action of:

EPA that is challenged by petmoners—-the

. maintenance of the 1976 radium regula-

tions. EPA challenges the ﬁrst caiisal link
connecting the procedural reqmrement— :

“the cost-benefit analysis—and the substan-:

tive actions of EPA.. EPA essentially cdt-,
tends that there is no chance that perform-
ing the cost-benefit analysis, as' requested.

‘by. Waukesha, will alleviate the harm suf-;

fered by Waukesha, namely, overly, stnd«
water-quality standards® Although somt_

mg in_the attached affidavit or in the b‘{él
. itself shows how a failure to pérform the 0‘”3-
benefit analysis will harm’ petmoners ot?

.-l,
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- ort of connechon between the procedural -

uirement at issue and the substaritive
n of .the agency must be shown, see
94 F.3d at 668, the Su-

ng
_ petio
‘Fla. Audubtm

me Court has held that-this reqmre-.

"+ ment is not very stringent.

Thu> under. our case law,-one hvmgo.

I .'mljdcent to the site for proposed con-
_.struction of a federally licensed dam has
" standing to challenge-the licensing agen-
"¢y's failure to prepare an environmental
jmpact statement, even though he can-
not establish with any.certainty that the
“'statement will cause.the license to be
\\ﬁthheld or altered. -

' .Lauun, 504 US. at 572 n. 7, 112 SCt. .at.

2143 n’ 7. In fact, “[a]ll that is _necessary

i_.‘..« to show that the .procedural :step was.

| - gorinected to the substantive result.” Sug-
" “ar Cane. ‘Growers - Coop. of Fla. v. Vene-

; man, 289 F. .3d 89, 94-95 (D.C.Cir.2002);
‘sec’ also . Fla. Aiudubon, . 94:F3d at 669.

. Indeed, in reviewing the. standing question,

" :the court must be careful not to decide the -

! qucstions on the merits for or against the

* plaintiff, and- must theréfore assume that
. on-the merits the plamtlffs would be suc-
“ cessfil in their claims.. .Warth v. Seldin,
42.US. 490, 502, 95 S.Ct. 2197, 2207 45

“1.Ed2d 343 (1975), ‘Am. Fedn of Gov't.

) 'bmployees . sze, 697 F.2d-303, 305
_he .Cir.1982). Consequently, because we
+|" assume that Waukesha is correct when it
contends that the SDWA does fot prohibxt

the Secrétary from’ raising the relevant

. Vmmdards based on'acost- benefit analysis,
there is some connection between the pro-
cedural right (the cost-benefit “analysis)
and the substantive decision (the decision

. Mot to'relax the drinking water standards).
Thus, EPA’s redressability argument fails,

Having ‘concluded that the “Cify-of .

Waokesha has’ standmg to cha]lenge the
.| ™dium regulations, it is unnécéssary’ for
:the court to, evaluate standmg for Bruce

. ‘, dards than oLherw]sc nught have ‘been im-

.§§ 9601-9675]."

Zivney or'any of the remaining utilities
who are parties to' this case. See Envil
Action v. FERC, 99 'F.2d - 401 406
(DCCII‘ 1993) " P

B.
"{6]° NEI contends that it has standing

to challenge the beta/photon emitter stan-

dard because “[ilts members’ facilities are
potential sources of beta/photon radionu-
clides,” which are also- “potenhally subject
to the beta/photon MCLs at decommis-
sioned facilities under CERCLA {Compre-
hensive Environmental Response, -Com-.
pensation and Liability "Act, -42 U.S.C.
 Petitioners’” Br. at 12.
EPA maintdins that NEI has failed " to

‘demonstrate - standmg Because NEI .has

only stated that its members may ‘be’ “po-

‘tentially” subJect to the MCLs, Whlch does

not :meet the ‘requiremerit- that m]ury-m-
fact'be concrete’ and parhculanzed Re—
spondent’s Br at 27.

""With its reply brief, NEI subrmtted an -

'aﬁidawt stating that EPA “will ‘impose

OERCLA requirements - (including the

' SDWA MCLs) ‘at those .[NEI member].

sites where groundwater is a.current or
potentlal drinking water source”” Peti-

‘toners’ Reply Br. Tab A at,2. NEI fur-
: ther avers in the ‘affi davxt that decommis-
=sxoned nuclear industry sites have residual

radxoactwe matenal that “typlcally consists
of a.mixture of different radionuclides”
that will be covered by the beta/photon

AMCL Id at 4. The afﬁdawt concludes '

that “application by EPA of the .2000
SDWA  beta/photon MCL will in some

cases result in increases to NEI members o

regulatory comphance costs.” IcL

To the- extent -that the demonstratlon of
standmg “Tequires substantlal speclﬁclty

- and parhcuIanty on the part of plmnbffs E

.
."v

posed ,.= e
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seekirig to establis}i injury-in-fact, see, e.g.,
Am. Petroleum Inst, 216 F:3a at 63-68, it
is arguable that NET's initial affidavit falls
short. “Bare .allegations are insufficient

.. to establish a petlt.loner’s standing to
seek judicial review. of. admiinistrative ac-
tion” Sierra Club, 292 F.3d at 898. Fur-
ther, plaintiffs must show a “substantial
probability” that the -agéncy action’ will
cause the alleged injury-in-fact, Am. Petro-

" leum Inst, 216 F.3d at 63-68, and plain-

tiffs must also show that “local conditions

* will be adversely affected,” ‘Sierra- Club,

- 292 F.3d at 898. At no point in its initial -
_affidavit does NEI state that any particu- -
‘lar site. owned by any ¢ of its members had

radionuclides that rmght be covered by the

- rule, nor does lt ever state that'a particu-

lar site would be deconumsmoned and
therefore become subject to’ "GERCLA.
Further, NEIs claims as to future cover-.

- age by CERCLA are hedqu w1t}_x qualifi-

ers such as “typically” and .“in some
cases,” Petitioners’ Réply Br. Tab A at 4.
NEI never states that thére-is a substan-

* tial probability that EPA would require a

particular site to be cleaned-up to “the

SDWA M.C.L. standards for beta/photon’

emitters.

A supp!emental afﬁdawt prowded -after’

: oral argument, however,. reveals’ that -at

least one of NEI's members ¢wns a nucle-
ar power plant that has begun the process

of decommissioning, and- that plant also™
- has - identified at least one- beta/photon

emitter that is present at levels higher
than the M.C.L. at issue.” At oral ‘argu-
ment, EPA conceded that its current regu-

- lations and enforcement policy would re-

sult in.the apphcatmn of the beta/photon

_emitter M.C.L. to decommissioned nuclear

power plants. As a result, that particilar
plant ‘faces a substantial probability "of
higher site mvestxgahon and remediation
costs under CERCLA as a result of the
beta/photon emitter M.C. L. at the present

time. Whether, as EPA suggested at oral
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argmpent, EPA chooses to change .thé' reg.
ulations in the future so that MCLs woyy
no longer apply to decommissioned tudle,,

~ power plants under CERCLA, or 50 thy
the MCLs are altered significantly, pres .

ents only a speculative possibility that doe
not eliminate the current circumstances
faced by .the NEI-member plant that is.
undergoing decomissioning. Thus, at leag
one member of NEI has shown injury-i.
fact ‘caused by the .application of the
beta/photon. SOWA M.C.L. to CERCLy:
clean-up standards. See Chlorine Chemis.,
try Council v. EPA, 206 F.3d 1286, 1283
90 (DCCu.2000) And, as noted NE[-

" has -shown that its injury could be i e

dressed either through a new cost-beneﬁt
analysis, or overturning of .the regulations .
on their ments : »'3

-The remaxmng ‘associational reqmm
ments are easily fulfilled by NEI: NEI:
seeks muunctxve relief, which does not

‘quire "the participation of pa.rtlcular ind

viduals, Hunt v. Wash. State Apple Adver.
Commn, 432'US. 333, 344, 97 S.Ct. 243,
244142; 53 L.Ed2d 883 (1977), and the
goals of the ]awsuit are germane to NEI's:

- overall purpose of advancing the interests;

of the nuclear power industry, Nat? Lime.
Ass v. EPA, 233" F.3d . 625, 636-31"
(D.C.Cir2000). Because NEI has stand-

.ing to .challenge the beta/photon emitter™

provisions, it is unnecessary for the court -
to address the standing of any other parf!
with respect. to the beta/photon emxtter
provisions.

I'ﬁ‘c .

M R -

C. _

[7] NMA challenges both the uramlmL
and radium-226 and -228 regu]ahowlj
NMA'’s initial showing of its standing
set forth in a conclusory statement in't
administrative record that it may
harmed by the proposed regu]atmns : _.‘;
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Theé proposed [regulatxons] for radionu-
dides (spec1ﬁcally uranium and radmm-
26 and -228) may unpact NMA ‘member
companies to the extent: they provide

water "supply services to communities - .

. associated with mining and mineral pro-
cessing facilities. In addition, NMA

member companies also may be impact-

ed by the application of [the regulatxons]'

" 4 limits'on groundwater at mining and
" mineral processing facilities under other
“ontamination” regulatory programs: -
Letter from Nat'l Mining Ass'n to, EPA
tJune 20, 2000).. The statement does not
ientily any | NMA members’ that own or
gperate parhcular water supply services
-that would be affected by the proposed

“rule or that own parhcular sites that might -
be covered by other “‘contamiination’ regu-_
_lnwry programs,” and states only that the- .

_pruposed - regulahons “may impact” its
members. See. Sierra Club, 292 'F.3d at

900, NMAs supplemental afﬁdawts filed regulahons

after oral argument cure any deﬁcxency,
however, by identifying an NMA ‘member
uut operates a commumty -water system
; auh_,cct to regulation under the :SDWA,
and by ; averring that there is a substantial
probability- that this water. system will
have uranium levels above the M.C.L. pro-
vided for by EPA S’ new. reg-u]ahons, re-

aulting- in significant monitoring, compli--

-'ance, and disposal costs for that member.
1 This is sufﬁclent to demonstrate injury-in-

fact and. causation’ on the part of NMA.
The injunctive relief sought - by NMA
would redress these harms. -

" Because NMA, like NEI, has shoywri that

at least one of its members has standing to
sue, because NMA seeks injunctive relief
Such that. the participation: of " individual
members in the ‘litigation is .not required,
and because the purpose of the litigation is
-Telated to NMA'’s  overall goals of promot-
ing ¢ the mberests of. the mining mdustry
*e conclude. that NMA has. standmg to

27

" pursue the challenge to the uranium stan- .

dards

~n.'"

[8] RSH, much like NEI and NMA,
did not make an untxal showmg that it has
standmg Rather it ‘relied on_its com- _
ments in the adrmmstratwe record that do-

.ot establish that any of RSH members

have suffered any type of injury from the ° .
proposed regulatnons While statmg inits

“brief that “its members would be Jinjured

based on the h’keh'hood of incréased drink-

"~ing Water costs resultmg from this regula

tion,” Petitioners’ Reply: Br. at 5, RSH,

“unlike NEI and NMA, has provided' no

affidavit that establishes- with specificity -

.and concreteness any particular .member

of RSH.that is- hkely to suffer increased’

. drinking water costs. - Thus, RSH does. not

have standing to challenge the prt)posed '

"To the extent that RSH seeks to chal-

.lenge EPA’s responses to comments at- .

tacking EPA’s reliance on the linear nén-

" threshold mode); we note that the Clty of

Waukesha and ‘NMA also raise this chal-
lenge. Because the linear non-threshold

model is relevant to-the setting of the

MCLG and MC L: for all of the contarm
nants, the Clty -of Waukesha and NMA
have standing to ralse this claxm :

TIL THE APPILI_CABIIJTY OF THE

" COST-BENEFIT ‘REQUIRE-
MENTS ‘TO ‘THE RADIUM. AND
BETA/PHOTON MCLs |

[9] Petitioners attack EPA’s ﬁnal radi-

um and beta/photon MCLs on the ground - .

that § 1412(b)3XCXi) of the SDWA, 42
USC § 300g-1(b)(3)(C)(i), allegedly. re-
qmred EPA to conduct a cost-beneﬁt anal-
ysis for each MCL, which EPA failed to’
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do " EPA responds that- no cost-beneﬁt
analyms was required for these MCLs be-
cause the SDWA exempts pre-1986 MCLs

from its cost-benefit requirements, and the..

agency left the pre-existing MCLs for ra-
‘diuin and beta/photon emitters unchanged.
Unless “Congress has directly spoken to
the precise question at issue,” we -must
uphold the agency’s interpretation of the
SDWA as long as it is “based on a-permis-
. sible construction of the statute” Chev-,

ron U.SA. Inc. v. Natural Res. Def Coun-
-l 467 US. 837, 84243, 104 S.Ct. 2778,
| 2781-82, 81 L. Ed.2d 694 (1984).° -

~In 1996 Congress amended ' §-1412 .of -
-the SDWA. "See Safe Drinking Water Act
Amendments of 1996, Pub.L. No. 104-182,
110 ° Stat. 1613, d
§ 1412()3)(C)(D)" provides that, “[w]ﬁen
* proposing any hational primary drmkmg
. water regulation that: mcludes a maximum
_contanunant level,” EPA must publish and
seek pubhc comment on'an analysis of the *

health risk reductwn benefits .and costs .

_ associated with the proposed MCL 42’
. USC § 300g-1(b)E@)C)G)- EPAls to-use -

6. Sechon 1412(b)(3)(C)(1) prowdes, in relc-
vam part

o When propo:,sint7 any national primary

drinking water regulation that includes a

maximum contaminant level, the Adminis-

trator shall, with respect to a maximum
- contaminant level that is being considered '
in accordance with paragraph (4) and each
alternative maximum- cortaminant level -

" that is being. considered pursuant to para- .

graph (5) or (6)A), publish, seek public
" comment on, and use for the purposes of
.paragraphs (4), (5), and (6) an analysxs of

" each of the following:
(I) Quantifiable and . nonquannf able
health ‘risk reduction” benefits for which' .

“there is a factual basis in the rulemaking
record t6 conclude that such benefits are

. likely t0-occur as the result of treatment
. - to comply with each level.

- (1) Quanuﬁab]e
héalth risk reduction bencﬁls for which
there is a factual basis in the rulemaking
record to conclude that such benefits are

As  amended, -

and nonquantifiable .
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that analysis “for the purposes of Pparg.
graph(] (4)." “subparagraph (C) of Whlch

-states: -. 1
At the time the Administrator Proposes’
. 2 national primary drinking water reg,,

 lation under this paragraph, the Admip.
 istrator shall publish a determination a
. to.whether the benefits of the maximuy,*
contarmnant level justify, or do not just.”
fy,. the costs based on the analysis cop,. :
ducted under paragraph (3)(C). . ‘

1d § 300g-1(b)(4)(C) However, amended
§ 1412(a)(1) “also includes 2 gx'andfather
clause: -

Effectwe on June 19, 1986 each natxon.u :

- interim or revised primary dnnkmg Wa

ter - regu]atlon promulgated. under -thi.

- séction before June 19, 1986, shall be
deemed to'be a natiorial primary drink”
ing water’ regulatxon under subsectzou
{(b) of this sectxon. No such regulatm, .
shall be required-to comply with - Uw’
standards set forth i subsection (b)(u,
- ‘of this section unless such regulation i u«
_amemded to establish a dzjfermzt ma:t L

’ lxkely to’ occur from reductxons in ctr,.
.occurring contaminants that may be >
_tnbuted solely to compliance- with the
maximumi contaminant level, excludm;
benefits resulling from compliance wll!:.l
other proposed .or promulgated regils;
tlons K ‘. .
(1) Quantifiable and _nonquantifiabk |
costs for which there is a factual basisia
the rulemaking record to conclude 0!3“"
- such costs are likely to occur solely aﬂg
result of compliance with the maxm"!rl .
contaminant Jevel, including momtonl‘&

" treatment, and other costs and exclidi
costs resulting froin compliance with
er - proposed’ or promulgated regy
tions. "

~42US.C.5 300g'l(b)(3)(C)(x)(I)—(IIl)

" 7.:’All parties agree that Chevron govems
review .of EPA’s interpretation of the statuly
‘see Petitioners’ Br. at 13; Respondent’s Bf-
34, an interpretation that was develo
the NODA, see 65 Fed.Reg. at 21,579, 2
the notice of the final rule, see id. at 76,

ndll

111



e e n

Cthe

' CITY OF. WAUKESHA v. EPA. 939
_Clteas 320 F3d 228 (D.C. Cir. 2003) .

oy ccmtammant level afler June 19
1936.

s 300g-1(a)(l) (emphasxs added).”

EPA argues that § 1412(a)(1) exempts
“radium- and. beta/photon MCLs" from
the- coet-beneﬁt determination required by
$1 1412(b)(4)(C), because they.do not estab-
{ish different-- - contaminant. .levels.. from

° thise first promulgated in 1976. EPA fur-

(her reasons that because the purpose of

the . cost-benefit analysis required’ by

llll(b)(3)(C)(1) is to "inform the - cost-
lnncrt ."determination . reqmred “by
(b)(d)(C), and because that’ determina-

"unn is not reqmred for .the preexxstmg

MCLs, no cost-beneﬁt analyms was  re-

quired for those MCLs. In Part IiLA we .
consider petitioners’ attack on EPA’s view .,

thut cost-benefit:nalyses-are not reqmred

" wheh “the’ agency decides’ ‘to .retain pre-'..
existing MCLs. In Part 111.B we consider .

petitionérs® claim tha"t EPA did not in fact

. retain the pre-emstmg MCLs for radium’
and beta/photon radxonuchdes, but mstead

ixsued new standards o
A.

110] Petiﬁoners raise three challénges
to EPA’s view that cost-benefit analyses

are not regmred when it retams pre-1986 :

MCLs.
First, pehtxoners contend that the decla~

_ ration of § 1412(a)(1)'s grandfather clause,_
" “that pre-existing MCLs are, not “reqmred
to’ comp]y W1th the standards set forth in

-8 Thcsc subsectlons prowde in relevant part:

(A) Maximum comammant level goals
Each maxlmum contaminant level goal

cSlabhshed under ‘this subsection shall be

set at the level at which no known or antici-
pated adverse effects on the health of per-
sons occuir’ and ‘Which allows an adequate
margin of safety It

B) Maximumy contaminant lcve)s

-Except as provided in paragraphs (5) and

(6), each natxonal primary dnnkmg “water’

" subsection (b)(4) of this' sectl.on, 42 U S.C.
§ 300g-1(a)(1) (emphasis- added), is not a
reference to § (b)4XC)'s cost-benefit de-

.termination requirement becaise that re-’
quirement is not a “standard.” Rather,
petitionérs _ conterid that ‘the .only “stan- -
- dards” in § (b)(4)-are those in § (b)(4X(A)

and-(B), which apply to.“maximum con-

" taminant level goals” and “maximurm con-

taminant levels,” respectively. - Id. § 300g-

1(b)4)(4), (B)2 EPA, however; correctly .

counters that the term “standards” is am-

biguous; . indeed, the term-serves as.the .’
title for all of § 1412(b), and “[gloals-and .
standards” is.the title for all of § (b)(4).

. There is nothing unreasonable about the .-
agency’s view that whethier the benefits of -

an M.C.L. justify its costs quahﬁes as a
standard” by Whlch the M.C.L. may, be
measured

Second petltloners contend that even 1f

the grandfather clause .does ‘apply to the
cost-benefit determination ‘requirement of .
§ 1412(b)(4); it does not expressly apply to -’
the cost-benefit analysis reqmrement of
) § :(®)(3)(C)G). - Although the observation is

. . correct, the agency is justified in describ- .
ing this as an instance-where “the statute -

is silent ... with respect to the specific

" issue,” and hence where Judlcxal deference

to the. agency's ‘interpretation-is warrant-

‘ed." "Chevron, 467.U.S. at 842, 104 S.Ct. at

2781. Because the statute provides.that

the § (b)@)C)(0) analysis.is to be “used for .

the purposes of paragrapb[] (4),.
USC § 300g-1(b)(3)(C)(1), it is reason-

regulatxon for a contaminant for whxch a
- maximum contaminant level goal is éstab-

lished 1indér this subsection shall specify a“

maximum contaminant’ level for ‘such con-

taminant which is as ¢lose to ‘thé maximum

contaminant level goal as is feasible. + -
42 us.cC. § 300g-l(b)(4)(A) (B).

‘9. In full this senience of § 1412(b)(3)(C)(1)

states that the -cost-benefit analysis is-to be -
used “for the purposes of paragraphs (4), (5).

and (6)."" 42 US.C. § 300g-1(b)3)CXi); - see
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‘able for the agency to. regard such an

" -analysis- as-unnecessary in situations .in
“which a § (b)(4) detemnatlon will not be..

. made

Thn'd petxtloners argue that, bemuse
- EPA could not have known when it pub-

" lished its 2000 proposal to retain -the

preexisting MCLs that it would ultimately . -
decide to keep'them,. the grandfather

clause of § 1412(a)X(1) did not ‘exempt: the

agency .from --conducting a cost-benefit -

analysxs at that time. But since § (a)1)
states that no” pre-existing reguilation is
" required to comply with the ‘standards of

*"§ (b)(4) “unless ‘such regulation is-amend-" _

“ed,” id. § 300g-1(a)(1) (emphasis added), it
-is reasonable for. the agency to conclude
. that the cost-benefit ‘requirement is not

triggered by a proposal to do nothing mere -

than retam - ‘unamended, pre-exlstmg
"MCLs. Petlhoners * stress - that

g 1412(b)(3)(0)(1) states that the agendy is.
{o produce a cost-benefit analysis: “[wlhen -

MCL. Id § 300g-

proposing , any”

- 1(bYB)C)) .(emphasis’ added). . But: EPA
correctly notés. that the rest of the sen-

tence prov:des that the analysxs is'to be

produced only “with .respect to 4-[MCL].

that is being considered in accordancewith

. -Paragraph (4) and each alternative [MCL]
. that is being considered pursuant to para-

" graph (5) or (6).” .Id.; see supra note 6.
Due to the grandfather clause, none of the

MCLs at issue here ‘were bemg “consid- -

" ered in-accordance with paragraph (4)”

" Nor were they being considéred “pursuant -

_ to paragraph (5) or (6).” See supra note 9.

supra note 6. Nenhcr paragraph (bX5) nor .

(b)(6) is applicable.here, as both are excep-
* tions to the requirements of paragraph (b)(4),
_[rom which pre-existing MCLs are exempt by
virtue of the grandfather clause. Paragraph
(b)(5) -authorizes EPA to establish an M.C.L.
at a lével other.than the feasible level required
under paragraph (b}4) if the “means used 10

determine the [easxble level would result in an.
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- EPA bolsters its position on all of these -
points by reference to another statutory
provision,. §.1412(b)(9), whxch it ;aptly re.
fers to as the SDWA’s “anti- backshdmg"

' provision. That sectmn states

The Administrator.‘shall, not- less often -
. than every 6 years, review and revise, as -
appropriate, - €ach’ national . * prifary
drinking water regulation promulgated
"under this subchapter Any révision of
a national primary drinking waler reg:
.ulation shall be promulgated in accor-
-~ dance with this section, -except that each
" “revision shall .maintdir; or provide Jor
greater, pratectzon of the health of per- -
sons. -

42USC. § 300g-1(b)(9) (emphasis added). .
EPA notes that § (b)(9) bars it from revis-
ing an M.C.L. unless the revision at least

. maintains -the existing MCL’s- level of
- health _protection, and reasonably con-
: cludes that this means the agency may nét -

raise an existing M.C.L. on the basis of a
cost-benefit analysis alone. That conclu- B

.'sxon is supported by the legislative history,

which states: “Sectnon 1412(b)(9). pre-
cludes the use of this new cost-benefit
standard-settmg authonty as the sole basis
to relax any existing maximum contami:
nant level” S.Rep. No. 104-169, at 35
(1995).  Accordingly, where the agency

_ proposes to retain an existing MCL, and.
"where (as here) theére is no evidence that
raising the M.C.L. would provide equiva-
" lent health protection, a cost-benefit analy-
sis would have no consequence.an_d the

agency is justified m concluding that Con-

increase in the health risk from drinking w2-
ter” for specified reasons. 42 U.S.C. § 300¢
1B)S)A).  Paragraph (bX6) permits the
_agency to promulgate an M.C.L. that is not 85
close to the MCLG as is feasible if EPA deter
mines that the benefits of the feasible’ Jevel
would not justify the costs of compliance. ”

§ 300g-1(bX6)A).
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'reSS did not intend to require it to under-
cake such a futile exercise.

- For the foregomg reasons, we conclude
that EPA’s ‘reading of the SDWA as not
requiring the production of a cost-benefit
analysis T when the agency decides to retain

pre-1986 MCLs is a reasonable statutory’

_mgerpretaﬁon to which this court is obli-
guted to defer .
. . "B. A

 Petitioners next contend that even if the
.SDWA exempts EPA. from' producing a
cust-benefit analyms when it leaves in

pl.xce  pre-existing MGLs,
beta/phéton and radium MCLs are in fact

different from "the 1976 standards and-
“hence not subJect to§ 1412(a)(1)’s exemp—_

- tion.” We dxsagree.

wr V\ﬁth respect to’ beta/photon emJt-
- ters, petmoners note that improved scien-
tific methods have led EPA to conclude
.that the 1976 MCLs generally .ensure
' greater health protection (and less. risk)

_than the agency had originally antlcxpated '
1 . From this fact, petitioners assert.that, by-

_retaining the 1976 MCLs, the agency “ef-
fectively 1ssue[d] a different standard than
the one-issued in 1976.” . Petitioners’ Re-
| plyBr.at 1. This assertion is unjustified.
As we have discussed,  EPA. reasonably
mterprets § (a)(l) to exempt a pre-1986
regulation from the statute " cost-benefit

determination p provision “unless such regu-’

_ lation ‘is amended to establish a different
maximum contammant level after June 19,
1986.7 42 USC § 300g—1(a)(1) Because

R Pemionexs further contend that, because
- EPA “repromulgated” the existing rules only
after public comment and reevaluation, those
“fules are subject to-challenge as though they
were new, citing Public Citizen v. NRC, 901 -
. F2d ‘147, 150 (D.C.Cir.19%0). Because this
argument was raised for the, first time in
- Petitioners® reply brief, we decline-to enter-

in it “Seq, e.g., McBride v. Merrell Dow & -

Pharms.,. Inc, 800 E.2d 1203 1210-11

the' 2000

“health of . persons.”

) 'bncf

the SDWA deﬁn% “max:mum contaxmnant ;
level” as
" of a contaminant. in water which is"deliv-

as “the maximum permissible level .

eréd to any user of a public water system,”
7. §:300f(3) (emphasis added), EPA is

“right-to focus on the level of contaminant

set by.the original M.C.L. rather than thé
degree of protection that such a level was
anticipated to-provide. Since EPA's

- beta/photon MCLs neither amended” t.he
1976 MCLs nor “establish(ed] .

. differ-
ent. maximum contaminant level[s],.

- § 300g-1(a)(1), the- exemptlon of § (a)(1) i is

plainly apphcable
Nor~ “does petltloners argument weaken

- the. support that the antx-backshchng provi- -

sion ‘gives to EPA’s conclusion that the
2000 beta/photon MCLs are exempt from

" the. cost-beneﬁt reqmrements As we have

dlscussed § 1412(b)(9) prowdes that any-

 revision of an M.C.L. “shall maintain, or '

provide for greater protection - “of ‘the
Id § 800g-1(bX9).
Petitioners contend that this provision
does not prohibit EPA from revising an
M.C.L. upward ‘when (as here) scientific
advances show that a contaminant - poses
less risk than previously- believéd, and that .
in those circumstances the: agency: may
consider a cost-benefit analyms in deter-
xmmng whether to raise the MCL. - This

argument requires inferring the followmgl .
“bracketed and italicized qualification to the

actual language of .§ (b)9): - “[E]ach revi-

- sion shall maintain; or provide for greater
. protectwn of the health .of persons [than
: the agency zmtzally thought it was promd

(D.C.Cir. 1986) ¢ ‘We genera]ly will not enter--
tain arguments omitted from an appellant's
openmg brief and raised jnitially in his reply
Consndcnng an‘argument advanced
for the fu-st time in a reply brief ... is not
only unfau‘ fo an appe]lce, but also entaxls the
" risk of ‘an improvident or ‘ill-advised opinion
on the legal issues tendcmd (cxtauons omit-

ted))
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ing]. Id. But there is nothing unreason-
able about EPA’s decision to decline to

read such a quahficahon mto the section,
and instead to regard it as a straightfor-

ward instruction to maintain the level -of.

protection that the initial M.C. L. actually

provides.!

[12] With respect to the-radium MCL,
petitioners argue that the- 2000 radium

standard is new becatse, although it re-.
tains the-same 5 pCi/L level as the original

MCL, it requires separate radium-228

monitoring regardless of the concentration -
of radium-226. See 65 Fed.Reg. at 76,712,

76,719." The original regulation required
radium-228 monitoring only if the level of
radium-226 exceeded 8 pCi/L. See 41 Fed.
Reg. at 28404, As discussed above, the

agency reasonably mterprets § 1412(a)(1)?
to provide an éxemption from cost-benefit .
. réquirements for a pre-exlstmg regulation
unless EPA chooses to establish'a different .

mazimum contgminant level. In -this
case the maximum contaminant level has

. remained the same, and we agree with

EPA that the fact that the agency has
changed its monitoring technique, thereby

tightening enforcement of compliance with-

the original level, does not take thé 2000
radium regu]atwn out of the statutory ex-

11;  In further support of theu' argument, petx-

. tioners cite -the l'ol]owmg statement in the
“legislative Histb:y: “If new scierice shows that
a‘less stringent standard would provide the
. .same ‘level of ‘health protection, the M.C.L.
.may be rewsed upward.” SRep. No. 104

169, at 33 4. Butthis citation adds nothing -

to their case.. Just as above, 1o carry peﬁuon-

‘ers” meaning, the‘phrase “that the agency .

" initially thought it was providing” would still

have to be inserted before the comma in the .

*-cited statement. : ., ;7 .. PN

12, leen this t:onclus:on it'is unnecessary "for
‘the court to consnder arguments relating’ to
“the spccxﬁc costs and benefits that petitioners

““contennd "EPA failéd o consxder wnh mpect -

to the radlum i'ule

13. Peunonexs also argue that EPA faﬂed to
comply because it did not consider disposal
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emption. " Accordingly, EPA was not re-
quired to produce a cost-benefit analysis

"with respect to the 2000 MCLs for either
radium or beta/photon radionuclides.™

IV." THE ADEQUACY OF THE COST-

BENEFIT ANALYSES PER-
FORMED FOR : THE URANIUM
MCL .-

{13) By contrast to the 2000 radium .

.and. beta/photon regulations, the uranium

M. C.L. issued in that year represented a’
“new” standard, as there was no pre-exxst-
ing M.C.L. for uranium. See. 65 Fed Reg.
at 76,708. “Section 1412(b)BX O there-
fore required EPA to prepare and publish .
a cost-beneﬁt analyszs, and it did so.- Petl-

‘tioners contend that EPA’s analysxs fai]ed .

to satisfy the requzrements ot' that sectxon '
and the APA.

A.

' Petxt:oners ﬁrst argument is that EPA

failed to comply with §-(XENC)) because
it’ did not-analyze the .costs and beneﬁts '
associated with compbanct; with the urani-
um M.CL. in contexts other than the
SDWA® In particular, petitioners assert
osts for waste-stream residuals from the op-

. eration of uranium water-treatment systems,

"or health risks. that those- residuals pose. to
water-treatment workers and the general pub-
lic. ‘The record reflects that EPA did' adc-_

. quately consider those-issues. See Office of
Ground Water and Drinking Water, . EPA,
Economic Analysis of the Radzonucluies Nié-
*tional Primary Drinking Water Regulations 4-3
(2000) (explaining that “total treatment costs
include the capital and operations and main-
-ténance costs associated with residuals han-
dling and disposal"); Office of Ground Water
and Drinking Water & Office of Radiation and

" Indoor Air, EPA, Preliminary Health Risk Re-

duction and Cost Analysis 4-4°(2000) (heréin:: -

- aftét “PHRRCA") (same); see also EPA, Com-
‘ment- Response Document 20-4 to 205, 20:7to
202t (2000) (response to’ ‘comments 20:A.4,
20.B: l to 20.B.22) (noting that the nsks that
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chat EPA faﬂed to evaluate the. costs and
'.nenef' ts arising from compliance with the

MCLs at hazardous waste sites governed
by CERCLA. EPA counters that the
\DWA does not requu'e it to analyze such
wnsts.

EPA again has the better of the argu
ment.  Section (b)(3)(C)(x)(III) requms
[PA to analyze:

Quantifiable and nonquantlﬁable costs

for which there is-a factual basis in.the

rulemaking record to. conclide that such’

costs are likely to occur solely as a
result of compliance with the maximum

. contaminant level, including monitoring,
. treatment, and other costs and exclud-
" ing - costs resulting from compliance-

with other proposed or promulgated reg-
ulations. -

12 US.C. § 300g-I(bX3)(C)GILI) (émpha- -
EPA reasonably reads the -

sis 8dd8d)
jtalicized words, “particularly the phrase

“excluding ¢ costs resulting from comphance-

with other ... regulations,” as ‘excluding

" custs associated with compliance with reg-

ul.xtory regimes other than'the SDWA it-
self. -As EPA argues, the purpose of the
MCLs'is to protect the public, as much as
feasible, from the adverse health effects of
drinking ‘contaminated water. See id.
§ 300g-1(b)(4)(A),. (B). That purpose

would be undermined if the cost-beneﬁt

halance were skewed by consideration of
the additional costs imposed by’ other uses
of the MCLs, unrelated to protecting con-

* sumers of drinking water.

Petitioners attack EPA’s view on a num-
her of grounds. . First, they note that the
vited exclusion refers only to tosts result-
ing from compliance with other “regula-
linns.”
wut, is not a regulation but a statute—one

Waste-treatment residuals pose to water-treat- .

ment workers and the public were analyzed
in draft guidelines-issued in 1994) (heremaf-

ter “Comment-Response Document”); Office

.lations.”

CERCLA, they correctly. point
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that specifically instructs that the clean-up
of hazardous waste sites must satisfy con-.
tamination standards promulgated under

the SDWA. See 42 US.C.§ 9621()A).

But EPA, equally correctly, points out that
like most.statutes, CERCLA's mandate is
implemented by regulations, which, among
other things, set forth the circumstances
under which MCLGs and MCLs of the
which compliance with them -can be
waived. See 40 C.F.R. § 300.430(e), (f);
see generally 40 C.F.R. pt..300. More-

" over, as EPA further notes, CERCLA it-

self imposes no requirement that EPA
consider the costs and benefits of compli-
ance with MCLs as an element of clean-up

. standards, "and . certauﬂv no requirement
. that the agenicy do so as part of its obli-

gations under:a separate statute like the

"SDWA.

Second, petitioners contend that the leg-
islative history of the SDWA indicates that

.the exclusion of consideration of the costs

of compliance with other regulations ap-
plies only to those-régulations that are
themselves the product of cost-benefit -
analysis. This argument relies on a single
sentence from a Senate report: .“[TThe Ad-
ministrator is not to consider the benefits,
(or costs) that are attributable to compli-
ance with othér proposed or promulgated
regulations, if those benefits and costs are
considered in a determination as to wheth-
er benefits justxfy costs under those regu-
S. Rep No. 104-169, at 29-30.
But as EPA notes, while this passage man-
dates that-the.agency may . not consider
benefits and costs under -such circum-
stances, it does not state that the agency
must do so under all other circumstances. -

of Ground Water and Drinking Water, EPA,
Draft Suggested Guidelines for Disposal of -
Drinking Water Treatment Wastes Containing
Radioactivity (1994).
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Since the statute ltSEIf contains no such

quahﬁcatmn on its exclusxon of the consid-

.eration of the costs and benefits of other

regulations, that is hardly 4n unreasonable

“view for the agency to take:
Thn'd petitioners assert that even 1f the-

SDWA does exclude consideration of the

" costs associated with, the. application of

MCLs in ‘other contexts, the Aet does not

" also exclude consideration of the bensfits
of applymg MCLs under other regulatory .
“regimes. In support, petitioners point to
. the  benefits
C§ 1412(b)(3)(C)(1)(I), " which, -unlike the

) 'costs prowsxon of § (b)(3)(C)(')(III), con-

" tains no- exclusion relatmg to compliance
‘with other regulations.” See’ ‘sitpra riote’6. -
Without qualification, the beneﬁts provi- .
sion requires an analysis of “[q]uanuﬁable .

prévision of

and nonquanuﬁable health risk reduction
.. Iikely to’ occur as the result of
treatment to -comply with each level” 42
USC. § 300g-1(b)(3)(C)(1)(I) But whilé it.

"is true that:§ (b)BXCY(D) contains o .
“exclusion, in context it is also clear that the

section’s use of the phrase “t.he result of

 treatment” refers to drinking water treat-

‘ment, and not.to freatment of . contami-
- _nants fot. other purposes. See id. § 300g-
1(b)(3)(C)(u), id § 300g-4(e)(3) More--

over, we do not understand what petition-

ers_hope tg gain by requmng EPA to add .
" “further to the benefits. (but not- to- the:
. costs) of MCLs ‘in conducting -its: cost-
benefit analysis; such a-calculus "would

only. increase  the justification - for the

. MCLs actual]y promulgated by EPA, as
* compared to the }ugher levels favored by
- petitioners.

Finally, petltloners contend that EPA
has' itself “acknow]edged the necessity of
evaluatxng benefits and_ costs of MCLs at

" CERCLA sites.” Petitioners’ Br. at 26.
It is. true that EPA’s preliminary cost-

benefit analysis stated that “the impact of
the regulations on other programs, such as

. slons,” was a “factor{] .

the use of MCLs in'site clean-up dec.
. of interest to -
decision-makers and will be taken into ac.

-count in the final selection of theé regulato.

ry -options to be implementeq”
PHRRCA, at 6-8. But regarding some-
thing as a factor “of. interest” is not the

‘same as regarding it as'a statutory Obli-
- gation, and nothing else in the agency’s
statements suggests.that EPA has regard-

ed the consideration of CERCLA “costs
and benefits as mandatory. ' :

For the foregotng reasons, we reject .
petitioners’ contention -that- EPA’s cost-
benefit analysis failed to analyze costs and -

‘benefits as required by § 1412(b)3)XC))..

In conducting-the cost-benefit “analysis
for the uranium regulations, EPA’ publish-

ed both an initial cost-benefit analyss, is-
sued before the NODA, and a final cost-

benefit analysis, issued about a'month be-
fore the final regulations were published in
the Federal Register. The" initial cost-
benefit analysis, for whlch ‘EPA requested'
comments, provided dxscunsxon of the 20,
40, and 80 jig/L standards. The final cost-

benefit nalysis ‘also included a discussion .
for the 30 p.g/L sta.nda.rd that EPA ulti-

-'mately promu]gated "that discuission was-
‘based in large part on an. interpolation by
" EPA from the analysés for the ‘other pro—
".posed levels.

-, Petitioners conterd that (1) EPA fal_led
. to comply with the SDWA’s requirement.
.that a cost-benefit analysis be perforied
for the 80 pg/L. uranium standard -that

EPA implemented in the final rule, and (2)
EPA failed to comply with the APA with

"respect to both the cost-beneﬁt analysis

and the issuance of .the 80 pg/L rule
EPA responds that it did not violate the
SDWA .provisions, or the APA because it
“provided ample opportunity for publi
comment on'the uranium 'MCL, cqnducting
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a cost—beneﬁt analysxs for several possible .

aranjum MCLs in“the range of 20 to 80
sg/lL” Respondent’s Br. at 43. Accord-
ing to EPA,ltsﬁnal30 pg/L rule 'was a

o “Jogical outgrowth” of the proposed- rule,
_such that the notice and opportunity to

comment ‘on the original three proposed

" MCLs incorporated the final 30 pg/L rule..

/i Petitioners reply that the “logical out-

.,mwth test is inapplicable because the
plain Janguage of the SDWA requlres that’

EPA “shall, with respect to ... each alter-
native maximum contarmnant level-that is
being considered .., pubhsh seek public
comment on, and usé for the purposes of

" puragraphs (4), (6), anid (6) an analysis” of

the costs and benefits of that alternative.

| .42 USC. § 300g-1(b)3)C)d)- (emphasis
“added); Petitioners’ Reply Br. at 9-10.

. [14) The traditional APA “logm.l out—

,growth" test applies where an agency
" changes its’ final regulatlon in some way

from the proposed regulation for which it

' provxded notice ‘and requested -comment,
" us required undeér the APA. " As this court -

has récognized:
EPA undoubtedly has authonty to pro-
miulgate a final rule that differs in some
particulars from its proposed rule.. As
we noted in International Harvester Co.
v. Ruckelshaus, 478 F.2d 615, 632 n. 51

" (D.C.Cir.1973), “[a] contrary rule would

" lead to the absurdity that ... the agen-

' . ¢y can learn from. the comments on its
". proposals only gt the peril of starting a-

new procedural round. of commentary.”
However, if the final rule deviates too
sharply from the proposal, affected par-

* ties will be deprived of notice and an

opportunity to reSpond to. the proposal,
Courts have devised various verbal
formulas for the extent- to whichi- an

agency ‘can make changes in the final’

rule that were not clearly presaged by

" the notxce of proposed rulemaking. This .

court has held, both under the APA and

under Clean Air-Act § 307(d), that the ™
final rule must-be a “logical outgrowth"
of the proposed rule.

Small Reﬁner Lead Phase-Down Task
Force v. United States Envtl. Prot. Agen-

ey, 705 F2d 506, 546-47 (D.C.Cir.1983) -
(alterations in original). Undér the “logi-

‘cal outgrowth” test, then, the key question’

is whether commenters “should have antic-
ipated” that EPA’ might use a 80 pg/l
standard when it first prowded notlce of
its proposals.- Id. at 549."

) Contrary to petmoners posmon, the fact '

‘that the SDWA establishes a somewhat .
"different notice-and-comment format for.

new regulations than the standa.rd APA
procedures does not necessanly mean that.
the “logical outgrowth” test is mapphcable '
Under other statutes that have altéred the
notice-and-comment format for rulemak-
mg, -such as- the Clean. Axr Act, the court
has held that the “10g1ca] outgrowth test
is applmble See, eg.. Husqvama AB v
EPA, 254 F.3d.195, 203 (D.C.Cir.2001).
Further, smctly_applymg the plain lan-
guage of the- SDWA, as petitioners advo-
cate, would lead to the absurd results that
the doctrine is intended to avoid in the
first place. Without.a “logical outgrowth”
test, EPA would be preyented from 1ssumg
a final M.C.L. of 20.1 pg/L,, even where it

had conducted a cost-benefit analysis for
20 pg/L and EPA had decided that a slight

shift in the M.C.L. would be advantageous .
Indeed petitioners conceded at oral argu-
ment that their position would have re-
quired EPA to.conduct an’ entirely new '
cost-benefit analysis in order “for it to
adopt the MCLs that petitioners them-
selves had suggested to EPA in their com-
ments, :

Turning then to conmder whether the'

-“logical outgrowth” test ‘was satisfied- by

EPA, we ‘bear in-fnind that the. doctrine
must be considered-in the context of this
specific statute, where its applicability may
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- be somewhat stricter than- in the generic
APA case.” Cf. Nat'l Constructors Ass’nv.
Marshal, 581 F2d 960, 97071 & n. 27
(D.C.Cir.1978). As-noted, in making that

determination .the court must consider

“whether the party, ex ante, should have

antlclpated” the-chianges to be made in the -

course of the’ rulemaking. Ariz - Pub.
Serv. Co. v. EPA, 211.F.3d -1280, 1299
(D.C.Cir2000) (quotation omitted). Thus,

one factor is “whether a new round of -

notice and comment would provide the
first opportunity for interested parties to
offer comments that could. persuade the
agency to modlfy its rule.”- Id. (emphasis
.| in original) (quotation omitted).- At -oral

. argument, petitioners conceded that there
were no "additional comments or evidence
. they could have proffered for the record
during the administrative proceedings’as
to how the costs and benéfits would have
'differed for an' M.C.L. at 30 pg/L as op-

posed to 20 ug/L or 40 pg/L. Aside from’

a  cursory statement that mterpolatxon
does not coristitute the required “best
available. methods,” 42 U.S.C.-§ 300g-
1(b)(3)(AX), for the t‘:ost-beneﬁt.ana]ysis,
-pétitioners have not .suggested any criti-

cism _tliey would have ‘raised 'concerning - .

EPA’s -method of interpolation of the data.
"Of course, the failure of .an interested

. party to shorw how' their comments would.
have' been dlﬁ'erent had adequate notice -
been” provided does not necessarily pre-’

clude a successful claim of inadequate no-
tice-and-comment, or a lack of a “logical

outg'rowth" connection between the pro-

posed and final rule. The APA requires
_petltloners to “show" prejudlce from an

agency procedural violation. ‘See 5§ U.S.C. .

§ 706. In making such a showmg in the
context of a violation:of notice-and-com-
ment requirements, petitioners may be re-
quired’ to- demonstrate that,.had proper
notice been provided, they would have siib-
mitted additional, different comments that
could have invalidated the rationale for the

revised rule.
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See Shell 0il Co. v. EPA, .
950 F.2d 741, 752 (DCClr.1991) (c1t1ng
Air Transport Ass'n of Am. v. CAB, 732
F.2d 219, 224 -n. 11 (D.C.Cir.1984)).-

the other 'hand, there are also situations
where prejudice -need.not be ‘shown by
petitioners in a notice-and-comment rule-

- making challenge, “where -tﬁe'agen_cy.h'as .

entirely failed to comply with notice-and-
comment requirements;. and :the agency
has offered no persuasive evidence-that

‘possible objections to its final rules have
‘been given sufficient consideration.” -Id.-.

at-752. Either way, a rule requiring peti-
tioners.in.all “logical -outgrowth™ cases to -
show what additional comments they
would have submitted had notice been ade-
quate would improperly merge the analy-
sis on the merits. of whether the' final rule .

is.a “logical outgrowth” with any applica-

ble prejudice analysis. We therefore leave
open the possibility’ that there may be
situations ‘where a. petxtloner who chal-
lenges an agency “logm.l outgrowth"

ment is unable to provide a proffer of,. .

additional comments for valid reasons, but-
note that in the instant case pet:tmners
have not offered any such Teason.

We nonetheless con51der petxhoners '
failure to suggest how  their comments
would: have been different as-a factor in
our “logical outgrowth™ analysis,- separate
from any analysis as to whether ‘petition-

ers were prejudiced by any alleged proce-

dural flaws. .We do. this because’ where
the final rule falls within the range of the
alternatives addressed in the agency’s ini-’
tial- cost-benefit analysxs, such a -failure’
shows that for notice-and-comment pur-
poses, the initial proposal and’ the final
rule were essentxally the same. Given the

" proximity, both higher and- lower, of the-
‘adopted M.C.L. to the’ proposed MCLS,

the. fact that- petitioners were unable to’

‘present any additional and new- comments

that would have been raiséd had they been
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aware of the 30 pg/L propps‘él,-.and the

fact that petitioners. have not identified

"any comment they would. have presented
regarding EP_‘A's interpolation method, the.

court has no basis on which to conclude
that ‘EPA falled “to comply with the
SDWA's cost-benefit analysis requirement
or violated the notice-and-comment re-
qmrements of the SDWA and-the APA.

A THE MERITS OF THE
RADIUM MCLs

[15 16] Next, petmoners challenge the
MCLs EPA set for radium-226 and radi-
um228. We review the rulemakmg pro-
ceeding and the final rule under the APA
and “will reverse an EPA action only if it
is ‘arbitrary, capricious, an abuse: of discre-

" tion, or otherwise not in.accordance with
Maw? " Intl Fabricare Inst. v. US. EPA;
472 F.2d 384, 3§9 (D.C.Cir.1992) (quoting 5
_USC. §-T066)A).

Further, we “will
grive an extreme degree of deference to the

_agency when it s evaluating séientific data’
' within its . technical expertise.””
‘Am., Inc. v. Browrer, 83 F.3d 445, 452

 Huls

(D.C.Cir.1996) (quoting Imt? Fabricare
fnst, 972 F2d at 389; citing Marsh v.
Oregon Natural Res. Council 490.U.S.

© 360, 377, 109 S.Ct. 1851, 1861, 104 L.Ed.2d
477 (1989)). Nonetheless; our review must-
““ensure that.the EPA has examined the
_ relevant data and has articulated an ade-
- tjuate explanat:on for its action.” Intl Fa—

Imcare Inst, 972 F.24 at-389.

As ‘noted above, EPA sef intérim MCLs
for.each isotope at 5 pCi/L in 1976 and in

- 1991 proposed-a new M.C.L. of 20 pGi/L
".for each. See 56 Fed Reg. at 33,082, "The
K agency based the 1991 MCLs on the “RA-'

DRISK” risk assessment model, with.ad-

iustments to conform with' data from epi-
demiglogieal studies. See d. at 33,056,
#0174, In thé 2000 Final Rule the

-“Rency used a newer risk assessment mod-

el set.out in “Federal Guidance Report
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No. 13,” Keith F. Eckerman et al., EPA,
Federal Guidance Report No. 13:. Cancer
Risk Coefficients for Environmental Ez-
posure to Radionuclides (1999) (hereinaf-
ter “FGR-18"), see 65 Fed.Reg. at 76,735,
and, based theréon, decided to retain the
original 1976 MCLs of 5 pCVL, see id. at
76,712, . 76,748 (codified at 40 C.F.R.
§ 141.66). Petitioners contend that EPA’s

decision to retain’the lower MCLs violates
the SDWA because it is. not based on the
“best available science,” as required by the
1996 - amendments to the 'SDWA wluch

state that

In carrying out this section, and, to the ™
degree ‘that an Agency action is based
on smence, the Administrator shall

' use—-(l) the best available, _peer-re-
viewed science and supporting studies
conducted in accordance with sound and-
objective scientific practices; ~ and- (ii)

" data collected: by accepted methods or
best available methods (if the reliability

. of the method and the nature of the
decision justifies use of the data).

42 US.C. § 300g-1(b)3)(4). We disagree.

Petitioners’ primary contention is that =

EPA ignored the epidemiological studies’
on which it relied in 1991-and failed to
reconcile the results of thé FGR-13 model
with the data therefrom. Specifically, . pe-
titioners point ‘to studies of watch dial-
painters who, in the early 20th century,

Jingested radium-226 and radium-228 when

they inserted luminescent ‘paint brushes
into their mouths to sharpen the tips. In.
1991 .EPA modified the results of the
RADRISK assessment in’ response to -
concerns expressed by EPA's Smence Ad- .
visory Board (“SAB”), based on ep:demlo-_;
logical evidence that’ included - the dial
painter data, that the .results overstated
the risk of leukemia and understated the

risk of head .cancef. Pefitioners contend

‘the agency arbitrarily ignored the dial

painter data. Contrary to petitioners’ '
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claim, the record reveals that the agency
did rely in part on the dial painter data
which are reflected to some degree in the
FGR-13 model. In other -respects the
agency adequately explamed its reasons
for rejecting the data..

First,- the FGR-13 model’s . coefficients- -

“for both leukemia and-bone ‘cancer were
adjusted to compensate for their over- and
under-prediction,” respectively, ' based on
-the results of the dial painter studies. See

FGR-13 at 174-(citing as basis for FGR-13

“Jeukemia “relative biological effectiveness”
factor 1994 EPA document “Estimating
" Radiogenic Risks,” w}uch in turn, e)q)launs
- -that. factor ‘was adjusted because " of evi-

- dence it was too high, citing 1991 proposed-
rulemaking); 65 Fed.Reg. at. 76, 722" (citing .
dial painter data as basis for doubling risk

" coefficient for head and bone cancer"com-
bined)® - In 'large part, however, - the
. FGR-13.model relies on alternative-epide-

mxologm.l data from studies of Hiroshima
and Nagasaki atomic.bomb survivors and
to a lesser extent, studies of medical expo-
sure to radium-224, FGR-13 at 173, and
provides substantial reasons for doing so.

The Final Rule sets forth spécific grounds. -

-for downplziymg the "dial painter studies:
(1) “no one knows the quantity of radium
mgested ‘in those studies, so dose esti-
_ matés are speculative” ‘and (2)" “the- high
mortality” in ‘'some groups, and the small
numbers of subjects in all exposure
groups, would impair use of the data to
'develop dose response relatlonshlps 65

14. As part of this phal]enge, peunoners also
contend: that EPA failed its obligation under
§.1412(b) to explain “the methodology used
to, rcconc:le mconsxstencxs in the sc:entlﬁc

) data ina comprehens:ve, informative, and

: -undcxstandable manner.” - Petitioners’ Br. at

.40,:44, After EPA pointed out that the 1991

.. RADRISK corrections [or leukemia and head

.cancer were included: in FGR-13, Respon-
" dént’s Br.-at 6970, petitioners stated that,

even if true, this was not obvious from the.

. EPA documents and therefore not presented

‘epidemiological follow-up.”
173. :

320 FEDERAL REPORTER, 3d SERIES

Fed.Reg. at 76,721; see also Comment.
Response Document 3-11 to 3-13 (response -
to comment 3.B.3). In addition, the FGR.
13 model identifies a number of advan.
tages to the "alternative epidemiologica)
data, in particular the bomb survivor stud.:
ies: the “large, relatively healtihy'populaT

tion at the time of exposure,” “wide range

of reasonably well established doses to in-
dividual -subjects,” “large, well matched
control group,” and “detailed, long-term
- 'FGR-13 at

Wlthout contest.mg the factual bases for.

"EPA’s preferénce, see Petitioners’ Br. at

40 (“[TIhese _obsérvations may be accu-
rate.?), petxtxoners point to (hsadvantaga
they see in the alternative data: the bomb
studies also involve estlmates the bombing
contamination was not’ hmlbed to radium-
226 and 228 and the contamination was
largely external exposure rather than in-
gestlon Given the. relatxve advantages_‘.
EPA found in the bomb surviver studles,
however, we defer.to its decxsmn to Use the
FGR-13 model because it bears a “rational
relatlonshxp to the characteristics of ‘the
data t6 which it is applied” See Nat'l
Wildlife Fed'n v. EPA, 286 F.3d" 554, 565

~ (D.C.Cir.2002) (“We may reject-an agen--
. ¢y’s choice of 4 scientific-model ‘only when

the model bears no rational relationship to
the charactenstm of the data to which itis
apphed 'y (quotmg Appalachion Pawer
Co..v. EPA, 135 F.3d 791, 802 (D.C. Cu'.

1998) - (citing Am. Iron & Steel Inst Py

in a comprchenswe informative, and under-:
- standable manner,” Petitioners’ Reply Br..-at
-36-37. However, *because, RADRISK and
FGR-13"are consistent and because petition-
ers never raised the issue of the analysis
leukemia and head cancer by FGR-13 in their
comments before the agency, f. ‘Northside -
: Sanitary Landfill, Inc. v, Thomas, 849 F2d
1516, 1521 (D.C.Cir.1988), there was no néed
urider the statute for EPA to reconcde an)’
“inconsistencies” pursuam e

§ 14120)3)XBYY). . - v R



Chem. Mfrs. Ass’n v. EPA, 28 F.3d 1259,
1265 (DCCu1994))), ¢f. Am. Forest &
Popér Ass'n, Tk v. EPA, 294 F.3d 118,
i (DCClr.2002) (applying “rational rela-
. tionship” standard and upholding EPA’s
-, “peasoned preference- for-one methodology
" of calculating safe' exposuré levels over
. glternative methodology) We also con-

comments critiquing its reliance - on ‘the
Jbomb studies. :
" .,-Petitioners further contend that the dial

fs; one based on “‘a'model which assumes
" "ithat the excess risk is proportional to the
_square of the dose, meamng that low dos-
- age’présents no appreciable cancer risk,’ ”

" Acad. ‘of Scis. Comm. on the Biological
' Eﬁ'ects of Tonizing Radiation, Health

.. “threshold (“LNT”) model used by EPA,

* the agency. sufficiently Justmﬁed its -choice

ahlp standard

.. First, while acknowledgmg that the dial
. painter. dats suggest'a quadratic, rather
than linear, dose response cive, EPA con-
cluded that the data are “of limited value
for. the estimation of risk” .because the
. varios reliability . problems noted above
- Cradium ° dosimetry, the high mortality in
“some groups, and’ the small numbers .of
. Sibjects in all exposure groups”) “would

pair use of the data to develop dose

'6'721 In particular, EPA concluded that
l! ~ .¥T® Just-.are not enough subjects at

CITY OF WAUKESHA v. EP.A. -
" Citeas320.F3d zzs (D.C. Cir. 2003)

EPA, 115 F.3d 979, 1005 (D.C.Cir.1997); -

“clude-that, EPA - -adequately responded to :

' pamter ‘data require the use ofa quadratic.
) dose—response curve for bone cancer, that .

Respondent s Br.at 68 n.32. (quotmg Nat'l.

. Risks of Radon and Other Internally De-
poszted Alpha-Emitters TV (1988)) (empha-
sxs added), rather than the lmear, non-.

- ‘Which' dSsumes that -the risk is. directly -
proportxona.'( to the dosage and that there
.. 18 ho threshold dosage below which there_
= 88 no risk;’ ‘see FGR-13.at v. Here; again,

of model to satisfy the “rational’ relahon-.

;. TeSponse relationships.” 65 FedReg. at -
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lower dose levels to show-the nsk, -giving h
the illusion of a threshold.” Id. at 76,722, -

* Petitioners also assert the ’radmm—224

- exposure study results, from which EPA

inferred . that* radium-226 and" -228 can
cause, cancer of body ‘parts other than the
bone or head, are misleading because iso~
tope -224 has different emissions from -228
and ‘a far shorter half-life than exther -226

-or 228 Petitioners point out that EPA -
‘itself observed in the NODA that such
" different characteristics can .affect human

health dlfferently. .EPA made the obser-
vation, however, in explalmng .why 224
had been and might again be .considered
less: nsky in degree than the other two
1sotopes, not ‘because of -any qualitative

. difference in effect. . See 65 Fed.Reg. at
- 21,685-86.  Petitioners™ further. - contend

that there were no data showing that any"
radmm isotope, even radium-224, caused
cancer in the esdphagus, stomach, colon,
jung, skin, ovary, or kidney. :Petitioners™
Br. at 43. In the Final Rule, however,

.EPA expressly states that “patients treat-

ed with radium -224 'were found to have
significant increases in. breast cancer, sofl
tissue sarcomas; liver cancer, thyrmd can-
cer, cancers of ‘urinary organs,:'and leu-

‘kemia”. 65 Fed. Reg. at 76,722 (emphasxs' ‘
"added)

“Soft tissue - sarcomas,” EPA
points out, “can’ include any hssue in the
body except cortical and trabecular bone.”

Respondent’s Br. at 72 n. 34 (citing FGR-

13 at GL-9). In sum, EPA was justified in

relying on the radium-224 studies for its

‘conclusion that, “[gliven our understanding

of radium metabolism and. the effects of .
alpha irradiation, it is expected that in-
gestion of any.of the radium isotopes will
increase the risks for various types of can-
cer other than bone 65 Fed.Reg. at
6,722, ' '

As additional jushﬁcahon for its model
choice, EPA noted -that the LNT model
derives support “from the linear dose-re-
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sponse ‘re‘latzonshxps -observed for most

-types of cancers in the intermediate- to
‘high-dose’ range for. atomic bomb surviv-
* ors, and.from results_of molecular and
cellular studies” 65 Fed Reg. at 76,721,

The latter studies, EPA éxplained, “have

-, shown that a single radlatlon track tra-
versing a cell nucleus can cause unrepalred
or-misrepairéd DNA lesions and chromo-

.- somal aberrations” and “that DNA lesions
and- chromosomal aberrations can lead to

cancer.” Id.- From these: data, EPA ‘in-
ferred, logically enough, “that the- proba-

- 'bility of DNA damidge and eatciriogenesis

"is linearly proportional to’thé dose.” .Id.

" EPA further noted that its use of the LNT,

.model for radionuclides “is entu-ely consis-

" ; ‘tent with all past.and cwrrent observations

_ and recornmendations™ of a number-of na-

 tional ‘and’ international -science organiza- .
g tlons” and. that “the U.S. Department of
"Energy, ‘the U.S. Nuclear Regulatory

Commission, and other Federal and State
agencies with regulatory authority over ra-

g dxoactnre materials also apply the LNT.
‘model as the basis for setting regulations-

“and, guldelm% for -radiation protection.”
" 1d;. see also FGR-13-at v. (“{Sleveral re-

- cent expert panels ( [United Nations Scien--

tific Committee: on the Effects of Atomic
- Radiation '1993; 1994; National Radxatwn

", Protection: Board-1993; and the National
" Council on Radiation Protection and Mea-.
'surements 1997]) have concluded that the.

. 20 Ihc agency idennﬁcd in pamcular lhe In-

" .. " ternational' Commission on Radiological Pro-. ™

- - fection, the Nauonal Council on Radiation
.+ Protection and Measureménts, the. National
- - Academy of Sciences Committee on the Bio-

Jogical Effects of Jonizing Radiation, the Unit- .~

. ed Nations Séientific Committée o the Effect

of ‘Atomic Radiation, and the National Radxa
. -tion Protccnon Board 65 Fed.Reg at 76,-
LT21, -

<

21. EPA also stated:

o [‘l‘]o address [the] lxmxtanons and the uncer- -

- ’!amhes associated with'this mode! and im-

_prove its. radiatiorr risk assessments, EPA is.
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‘science,”
. (“In carrying out this section, and, to the-

Ry

LNT model is sdfﬁciehtly consistent with

- current information on carcinogenic effects
of radiation that its use is scientifically

justifiable for purposes of estimating risks
from low doses of radiation. As a practical
matter, the LNT approach is universally
used for assessing the risk from environ-
mental exposire to radionuclides as well ay -

.other carcinogens.” 2.

* Finally, petitioners contend EPA did not
demonstrate that-the FGR-13 model rep-
resents the “best available, peer-reviewed.
as required by, § 1412()3)4) .

degree that an Agency action is based on .

‘science, . the Administrator shall use—(j)
* the best. availab]e,
- and supporting studies conducted in aceqr-

r-rewewed science ¢

dance with sound and objective scientifie ;.

.'practxces. ..."). As set out above, howey- *

er, EPA adequately explained, based on

scientific data, why it prefers the FGR-13
‘model and the epidemiological data it used :
"over the dial painter studies and the ap-.*

proaches. based thereon that petitioners
endorse. Further, as: EPA notés, . the .
SAB, whose-imprimatur petitioners parbc- ;
ularly esteem, reviewed and approved the ;

'FGR-13 methodology as it was employed 1

in a 1994 EPA document “Estimating Ra- 1
diogenic Cancer Risks,” and also reviewed |
and commented on the mtenm version: re-
ported -in 1998, see FGR-13 at vi® The

" actively suppomng national and interna

" tional studies of radiation dosimetry and {
dose reconstruction, radionuclide biokinet-

. ics, quantitative techmqu& for uncertainty
analyses, and long-term followup epxdcmifi

. ological "studies of populations aposea
chronically to low-dose i-adiation.f""rh?.;
Agenicy also continues to review its policies

. and positions as new reports and data at} -

: pubhshed so that the best scnencc is a,?‘
plied.

65 Fed. Reg at 76,721. RN ?"“".' .

22. Petitioners also contend in their reply anf
that EPA violated § 1412(b)(3)(B) by failing to
.- specify “an upper bound lower bound, an

’
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- reviewed " science”

CITY OF WAUKESHA v. EP.A.
Citeas 320 F34 228 (D.C.Cir. 2003)

_ substa.ntlal scientific support on “which

EPA relies for selecting the FGR-13 model

s ;Council v. EPA’ 206 -F3d 1286

. (D.C:Cir2000), in which ithe’ court found -

" EPA's-use of 'a default assumption of lin-

. earity and zero MCLG violated the SDWA
.because it * opexﬂy overrode the ‘best avail-

sble’ scientific evidence, which suggested
that chloroform is a threshold carcino-

‘gen"—a concession EPA had made at oral
See 206.F3d at -

argureent .in that case..
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VI THE MERITS OF THE -
C URANIUM MCLs

Pehtxoners also challenge EPA’s deter- -

mmatlon of both the MCLG at 0 pg/L and

the M;C L. at 80 pg/L for urahium on the
‘merits of the science used by EPA. They-
make three challenges to the MCLG and
“assert that EPA’s reliance on an improper
"_.MCLG tainted its M.C.L. determination,
. as'did -EPA’s reliance on kidney tancxty

data. - Regarding' the MCLG, petitioners
contend that (1) “the best available peer-
42 USC. .§ 800g-
1®)8XA)I), does not support a. 0-pg/L

MCLG :because the'LNT model used by’

EPA is'not supported by the science; (2)
under-EPA’s class1ﬁaatlon system for’ car-

“¢inogens, 2 0 pg/L MCLG is inappropriate;

and (3) EPA 1gnored a report by the Agen-
¢y for Toxi¢ Substances and Disease Reg-
istry (“ATSDR") on the. toxicity of urani-
‘um. Finally, - petitioners also argue that

Ccntral risk ‘estimate” or to identify “‘the

Tange of alternative risk estimates produced'

by other -methods that use the dial painter
studies,” Petitioners’ Repiy Br. at 37, and
ignored the . congressional directive “to in-
- form the public of ‘alternative risk estimates
'hal put the regulation in broader public

health context,’ " id, {quoting S.Rep. No. 104- _

:__] 9. at 29). -Because this argument was
-Taised in" the opening brief only suminarily,
* Without explanation or reasoning, sez .Peti-
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EPA’s cost-benefit decision, wluch deter-

" niined the final level for the MCL was
(and in parhcular its LNT approach) dis- -
. tinguishes this casé from Chlorine Chemis-

substantively flawed.
In'setting ‘the m-amum stanﬂard EPA

‘ﬁrst set the MCLG for m'amum based on -
- the risks of . carcmogemcxty ‘65 Fed Reg.

at 76/712. EPA’ reasoned- that bewuse
nétural uranjum is a radxonuchde, ‘and all

'radlonuchdes emit jonizing ‘radiation that

can cause cancer, there was no threshold

Jevel of safety for uranium. Id EPA

then concluded that the lowest feasib]e
level for controlhng the risks of cancer
from natural uranium in drinking water
was 20-jig/L. Id Next, EPA addressed

. the effects of uranium on the human kid-

ney, demdmg that the ‘best available sci-.
ence showed that uranium did _have toxic
effects on the human kxdney, and that the
level .of -uranium in drinking water that
could be expected to. protect human health-
was 20 pg/L. Id at 76,713. EPA added
that 30 pg/L would be expected to protect -

* .against the effetts of kidney toxxclty, id. at

76, 713-14 but ‘that any higher level might-
result in serious adverse effects on human
kidneys, id.-at 76,714. Finally, EPA relied
on its cost-benefit analysis to conclude that
at 30 pg/L. essentially the -same health

~benefits could be achieved at much lower
-cost compared to the 20 pg/L level Id
EPA therefore:set the uranium. M.C.L. at

30 pg/L.

EPA relied on the LNT modél in setting
the MCLG for uranium at zero. 65 Fed.
Reg. at 76,712, Accordmg to petltlone.rs, )

tioners' Br. at 33.34, 49, and first raised -
comprehensibly only in the reply brief, it is
: waxvcd See Tribune Co. v. FCC, 133 F.3d 61,
69 n. 8 (D.C.Cir.1998) (noting “‘our require-
ment that a parties’ [sic) .arguments be suffi-
ciently developed lest waived"); -Steel Joist
" Inst. v. OSHA, 287 F.3d 1165, 1166 (D.C.Cir.
2002) (argument presented for first time in
reply brief held waived) (citing Benkelman

. Telephoné Co. v. FCC, 220 F.3d 601, 607 n. 10

{D.C.Cir.2000)).
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“there is no evidence in the record to
support linearity and no evidence which
detracts from the weight.of the scientific
evidence that supports the application of a
non-linear model.” Petitioners’ Br. at 52.
There was évidence in the record, primari-
. ly provided by RSH, that radionuiclides in
general only cause harm above a certain
threshold level.” There were.also specific
crmques of the lmeanty model as applied
to uranium. However, the bomb studies in
the regord prowde ample support for the

linearity model see 65 Fed.Reg. at 76, 721,
- and there is also’ evidenice in‘the record

that uraniiim may-be a carcmogen without
a-threshold level of safety EPA noted
that there is clear evidence that uraniim
(as with all radionuclides'in genéral) emits

1omz1ng radxatlon, that 1omzmg ‘radiation .’

causes” genetlc “defects,’ and that . genetic

‘defects may. lead.to cancer. See 65 Fed.-

Reg. at 21587 21;600; 65- Fed.Reg. at
6721, Although this evidencé is based on
enriched uranium,- that does not exclude
-the possibility that natural uranium may

have thé same fmpact. -EPA noted that.
the impacts-of natural’ uranium may “be.

Adlfficult to ‘detect because - of -the small
doses of radiation involved and the com-
paratively small changes in cancer' risk
. that ‘would' result, moreover, the pathway
for causatlon would be the same for both
enriched and natural uranium.

" The resolution of this contrgdlctory data
lies well within EPA's expertise. . Chlorine
Chemistry Council, on which petitioners

.rely, is not to the contrary. In that case,
‘the court concluded that EPA’s rehance on
the LNT" model was indppropriate because

EPA itself concluded that the chemical in.

questxon (chloroform) only. caused harm
above a threshold level. . 206 F.3d at 1288.
EPA failed to change the MCLG from zero
because it wanted to wait for an additional
report from ‘SAB. Id. ' The ‘court held
that EPA’s demsxon -was arbitrary and ca-
pricious inasmuch as EPA had already

- sification process; but denies that 1t mxsap-s
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concluded that .the best science showed
that there was a threshold effect, and EPA
could always justify delay by stating that it
wanted to wait for additional evidence to
come in. Id..at-1290-91. .In the ‘instant
case, by contrast, EPA maintains that the
best available evidence still shows that
uranium is a non-threshold carcinogen.
Given the contradictory evidence in the
record there is no basis for the court‘to
override EPA’s decision for this is not a
situation where “there is simply no ration-

al relationship between the model chosén *

and the situation to .which it is applied.”
Am Iron & Steel -Inst. v. EPA, 115 F.34

* 979, 1004 (DCCu' 1997). (quotatxon omit-
“ted). - i

* Petitioners’ next contentxon is that EPA
did not- follow its own procedures fpr das.’ 3
sifying carcinogens ‘when it set the MCLG :

.for uranium at zero.. According to, peti-

tioners, EPA class1ﬁw substances as hav: .
ing an M.C.L. of zéro when the substance :
falls into one of three groups:

Group A, human carcmogens based on‘
.strong evidence- of carcinogenicity from
“drinking water-ingestion or sufficient ev:

- .idence from epidemiological studm,

ot
Group B-1, probable human - carcmogenl
'based on at least limited ‘evidence*of
. carcmogemclty based on epidemiological 3
 studies in humans; Group B-2, probable’
human carcinogen based on: su£ﬁcnent
evidence in animals-and- madequate ew-i
dence or no data from epldemlologwal :
studiés in humans. %
h 1

Petitioners’ Br. at 3., EPA does not con-
test petitioners’ chmctenzahon of its elas-}

plied it in this case.

Apparently EPA dassifies all radlonu'
clides as Group A carcinogens based on
the fact that they emit ionizing radxatxon
that. can cause cancer. 65 Fed. Reg. .at
76,721 Again, this § is 2 reasonable conelu{
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sion by EPA based on the evidence in the )

record. EPA is not relying on data from

patural uranium, any effect of which EPA -
has concluded might .bé very difficult to -
detect through epidemiological or laborato-

ry studies, but instead is relying on an
L.\11-apolatxon from other radionuclides and

the laboratory and epidemiological data-as- -

sociated with those. compounds. Se¢ 65

Fed.Reg.:at 76,721; see also 56 Fed.Reg.
ot 33071-72. Although studies to date
may not have detected any impacts of nat-
ural ‘uranium -on cancer rates when it is
‘ingested in_drinking" water .in. humans,

_EPA could reasonably conclude that based-
 on the known carcmogemc potentlal of N
similar substances, natural’ uramum should

: also be considered a Group- A mrcmogem
Petltloners make much of statements by

EPAin*its  proposed. ru]e in ‘1991 on a _
" :uranjum: MCLG where EPA noted “that.

“[s]tudles using - natural uranium. do: not
- provide direct evidence of - carcinogenic po-
“tential”-in-animals and that “[e}xisting hu-

man.epidemiology data are madequate ‘to .

assess. the- wmnogemcxty of uranium in-
.,gested in drinking water.” 56 Fed. Reg at
33,076."- However, 'EPA _continued to ex-
plain in.those statements that there were
 limitations t6 the studies that had found no
- offect,” that" other' radionuclides were
. known to bé harmful; that the pathways by

which - those- radlonuchdes caused - harm_

would be'the same ‘as for natural uranium,
and that therefore ‘the agency would con-
tinue' to --classify natural uranium as “a
GroupAcarcmogen Id.' .

Petxtlonexs aJso mamtam that EPA im-

Properly rehed on’ data’ that uranium

causes cancer’ by inkialation.in concludmg

that it should bé 'a Group A ‘carcinogen,
and state that this “is a fatal flaw.” Peti:.
: thonexs Br. at 55.: Itis'true that EPA has’
Rnerally declined - to rely én- mhalatxon .

data when ‘making- decisions about the car-
Cinogenic propertles of a"substance when

mgested See Int'l Fabricare Inst, -972

.F2d at 895. Hcmever, the statements

made in the 1991 proposed rule do not
indicate that EPA significntly. relied.upon
the inhalation data. 56 Fed.Reg. at 83, 076."

. Petitioners further maintain that EPA

.should be forced to treat.radionticlides in

the same manner that it treated asbestos,
where EPA concluded that. despite asbes-
tos’ status as a Group-A or B chemiical; it

‘would not autorhatically be treated as a

non-threshold carcinogen - because . the
agency believed that the “additional evi-
dence indicates that the overall evidence of
carcinogenicity via ingestion’ is limited or
inadequate.” Natlonal Primary. ‘Drinking
Water: Regulatxons, Final Rule; 56 - Fed. -

. Reg.’3,526,:3,534 (Jan. 30,.1991).. - Howev-
.er,’as EPA points out, ashestos. i is a com-

pletely differént chemical.:from  natural
uranium.- Given.the evxdence for - similar
radxonuchdes, EPA could reasonably con-
clude that the minimal direct evidence for
natural uranium’s . carcinogeriicity ‘should
be treated-differently from the .slightly

- more substantial direct evidence for asbes- -

tos. . T A . T e .
‘Finally, petitioners’ contend that EPA

“ighoréd a:ieport by the ATSDR on the

risks of naturdl- uramum The ATSDR
réport concluded that: - ’
- No, evidence- lmkmg oral exposure to.
'~uramum ‘to, human ‘cancer* has --been
: found Although natiral, depleted, or
ennched uranium and . uranium com- -
* pounds have not ‘been ‘evaludted in ro-

B _dent cancer bloassays by any route by

* the” [National Toxmology "Program];
there is potentlal for’ the carcinogenicity
of uramum, since it emits pnmanly al- .
pha “radiation.” Nevertheless, -no :evi-
‘dente has_been: found ‘to -associdte hu-
‘man exposure to.uranium: compournds

~.and - "carcinogenicity.. . The- --National
“Academy of Sciences has determihed .

- that bone. sarcoma. is ‘thé most likely
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* - cancer from oral exposure to uraniurn;
‘however, their report noted that this
¢ancer has not been observed in exposed
humans and concluded that exposure to
natural uranium-may have no measura-
.ble effect:

Similarly, the results of several oral

studies with uranium in several species
were negatlve for ev1dence of cancer
induction.

. ATSDR, US. Dep't of Health: and Hmnan
. Servs., Tozicological Profile for Uranium

' 137-38 (1999) (citations omitted). In Te-

~ plying to commenters who relied on the
- ATSDR  report, EPA

© “ATSDR's .statement doés not - preclude
. Human carcinogenesis” Comment-Re-
' ,sponse Document (response- to comment
9.A.4) ‘This appears to be a correct read-
ing of the ATSDR report, and, agam EPA
is generally entitled to_rely on ‘evidence
from other’ radxonuchdes and the potential
* for cancer from natural uranium'’s emission

of ionizing' radiation in the face of - the-

uncertainty .inherent in any scientific
study’s failure to identify a significant ef-
fect. Nor does EPA’s failuré to mention
. the 'ATSDR in its NODA .or its technical
. docunients’ that' accompanied the NODA
mean, as petitioners maintain, that EPA
. did not rely on the “best avmlable science.”
The ATSDR report is not.primary re-
séarch based on;ATSDR's
instead, it is a summary and review of the
" literature that has been pubhshed “the
same. type- of. undertaking that EPA’s

NODA -and - technical ‘documents_ per-_

formed. -We fail to see how EPA’s failure
to mertion. the ATSDR ‘report.in these
-documents is fatal to it§ analysis. Fur-
- ther, EPA's response to’ the comments

. menhomng the ATSDR report is adequate

:* Petitioners in a-footnote of their reply
brief also state, “While EPA’ argues that
FGR-13 represents EPA's ‘most sophisti-

cated science,. EPA did not utilize FGR-13 -

stated that™

‘own studies;

laboratory data to develop a lower staH

. to EPA's décision to set the findl M.C.L. af
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to develop the uranium standard. EP4

neither disputes nor discusses this point i
its brief.” Petitioners’ Reply Br. at 83 n. .
150 (citation omitted). Petitioners do not _
state what legal flaw results from EPA% -

failure to use FGR-13, although thé impli.

cation is that EPA did not meet the “best
available science” .standard of .the SDWA,
However, petiti_onexsf only references to

this argument in their opening brief were

two sentences that also referred to EPA’ :

failure to discuss FGR-13 in setting the
-uranium- MCL, without explaining the le-

gal implication of that failure. This is the
type of “asserted but unanalyzed” conten-

“tion that the court will not address. See

SEC v. Banner Fund Int%, 211 F.3d 602,
613 (D.C.Cir.2000) (quoting Carducci .

'Regan, 714 ¥24 171, 177 (D. CClr.1983))

Because EPA’s MCLG: is proper, peti-.
tioners’ challenge to the M.C.L. based on

“the MCLG fails. To the extent petitioners. -

also .challenge EPA’s reliance on kxdney;
toxicity data, data which it relied upon in”
setting the M.C.L. at 30 pg/L, the thrust
of petitioners’ challenge is that EPA relied -

' on studies that “showed risks so small that

EPA could not ‘determine’ whether expo-
sure -resulted in an adverse impact,” that

.EPA admitted that human studies were

uncertain as. to the actual impacts on kdd- -
neys from urarium consumption, and that -
EPA’s conclusions were primarily based on -
data from experiments on rats using ura-;
nyl nitrate, a compound of uranium, ratheri
thari'natural- uranium itself. . Petitioners’|
Br. at 61. However, in the face of uncerJ
tain laborabory and epidemiological data, 1t 3
was reasonable for EPA to take the nsk-
averse approach of relying on the animal

dard. )
[17] Regarding petxtloners challenge‘

80 pg/L based on its cost-benefit analysis;j!
the court’s review is limited to determining"

'



42 USC. §800g-1(b)(6XD).
, '-wntend that EPA “should have compared
the cost per cancer case'avoided”: . .

..pared the cost. per cancer- case -avoided,
. for each proposed uranium MCL. -EPA
dxd not do“that. . Had the agency done

mental cost savings ‘assodated with rais-
mg “theé ‘standard ‘from 30 ‘ng/L to 40
Sg/L ($64.1 million) was' even hlgher
‘than the.incremental- cost savings that

“from 20 jrg/L to 30pg/L ($452 milhon)

*+80 g/l and 40 pg/L,” as it did to the
" costs” between 20 pg/Li to 30 pg/L, it
-would have- concluded that an increase
+ t040-pg/L was appropriate. :

Petmoners Br. at 32. The ﬁgures that

petitioners cite in their. brief are the ag-

- gregate. amounts -of money saved by relax-

Ang the standards;  at no point-did petition-

cancer deaths or cases that would occur if

;hov\'ever, that; increase must 'be corisidered
in order to compare “the cost’ per. cancer
- ease .avoided,” as _petitioners request. In
other words, petitioners’ contention is ‘in-
-ternally iriconsistent. Furthermore, a ré-
View of EPA’s cost-beneﬁt analysw shows
that the, cost ‘per cancer case avoided is
lower between 80 and 40 pg/L; compared
o between 20 and 80 jig/L, ‘contrary to

EPA concluded that kidney risks increased
s“I’Stantlally above 30 pg/L, sharply in-
Creasing the benefits foregone by ‘raising

Reg & 76,713-14. EPA’s decision there-
0% Was not arbitrary and capricious.
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whether EPA’s analysis and final cost-ben- -,
ofit- decision. is arbitrary and capricious..
Petitioners -

> When EPA Selected from the acceptable :
" wuranium. levels EPA should have ‘com- o

1t would have found that the mcre-'

prompted EPA- to raise’ the standard.

“while still achieving an’ acceptable cancer,
f - risk. Thus if EPA- apphed the .same -
I ana]ysxs to the cost dxfferenees between’

-exs-dlsmss the ircrease in the number of-

-the standards were rélaxed. By deﬁmtxon ..

Pehhoners assertions. Most unportantly, :

Staridard ‘above that point. - 65 Fed.

-255

VII. THE MERITS OF THE
BETA/PHOTON MCLs

[18] ' As noted- above, t.he 1996 amend—-
ments to the: SDWA state that: - .

. "In am'ymg out this sectwn, and to the
'degree that an Agency ‘action is based
on., scxence, the Administrator shall
_use—-(:) the best avallable, peer-re-
. viewed .science and supporting studies :
. conducted in.accordance with sound and -
objective scientific practices; and (i)
.data collected by accepted methods-or
.best ‘ayailable methods (if the reliability
.of the method .and -the nature of the
decision Justlf' ies use of the data)

42 USC.'§ 300g-1(b)(3)(A) Petitioners
contend_ that, because EPA: did not use
today’s “best available science” ‘when it
promulgated beta/photou MCLs in 1976, it
violated § 1412(b)(3)(AYs “best available
science” reqmrement (as'well as the APA)
by retaining those "pre-existing MCLs in
2000. What EPA should have done in
2000, petitioners insist; is apply the latest
risk assessment model—set ‘out in FGR-
13—to est.abhsh uniform risk ‘at a level
EPA deemed appropnat.e

EPA does ‘ot dxspute that .it utihzed:_

now-outdated methods to predict mortality
and morbidity rates for ‘beta/photon emit-

ters in promulgating- the 1976 MCLs. 'The
snethodology. EPA ,used 'in 1976 did not .

differentiate among various beta/photon °
emitters and their effects on particular
organs within the body See 65 Fed.Reg.

-at 21,602-03. .The agency further admits -

that a newer “effective -dose equivalent”
methodology, which accounts for a particu-
lar organ’s sensitivity to radiation, is now
available, and .that FGR-13 incorporates
the newer methodology. See id.; Respon-
dent’s Br. at 83. Indeed, both parties
agree that, for purposes of this challenge

to the beta/photon MCLs, FGR-13 repre-

sents the “best available .science.” See
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Petitioners’ Reply Br at'45; Respondent’

~- Br;at 83.
" .EPA nonetheless insists that it complied

with: the SDWA'’s “best available science”
reqmrement because it used FGR-13 for
the analysis that led to its 2000 decision to

*retain the 1976 MCLs: That analysis dis-

closed_that the 1976 MCLs contirue in

virtually all cases to confine health risks
within the acceptable range of between 1 x’
-10% and 1 x 10°.(1 in 10,000 to 1 in
" 1,000,000) ‘lifetime excess risk of cancer.

65 Fed.Reg. at 21,583, 21, 605-14 tbl. 1I-3.
Moreover, EPA also used FGR-13 to eval-

. "uate the new beta/photon MCLs that the
- “agency proposed in 1991 EPA decided to
~ -retain- the 1976.levels in favor of the 1991 "
* .proposals because FGR-13 showed that the
. .latter were in almost all-cases outside the-
. - deceptable - ‘range and less protective of -
human health ‘than the 1976 levels. Id.
" We'see nothing unreasonable’about EPA’s
assertion that this approach was consistent -

with the “best available science,” and noth-

" “ing arbitrary about its decision to rétain
~ :the 1976 MCLs under these circumstances.

Petitioners do not seriously. dispute that
" .EPA used the “best available science” to
- .-analyze the health risks posed by the 1976

and.proposed 1991 MCLs,® - Instead, they.

. argue - that the “best available science”

" should have led the agency to promulgate .
beta/photon MCLs that prmnde a uniform
. level of protection. Although in 1976 EPA

thought that the more.than 160 beta/pho-
ton MCLs it -was setting would yield a

'23 ‘Petitioners dxd assert in their opening brief

that EPA’s application of FGR-13 risk coeffi-
cients to MCLs derived under different meth-
odologles ylclded ‘an analysis that combined

. ‘and compared multiple, incompatible genera-

tions of science, which necessarily. ylelded

" . inconsistent and incomparable results.” Peti- .

_tioners' Br. at 75: But EPA reasonably re-
sponded that all of the relevarit methodologies

result in dose limits expressed in pCi/L, which.

unit is compatible with FGR-13's risk coeffi-
cients. Respondent’s Br. at 85-86. Petition-

_taminant be the.’ same.
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consistent risk level of 5.6 x 10° for each
beta/photon emitter, EPA’s current analy-

sis. discloses that each M.C.L.  actually
yields a different risk level. See id at

21,582 fig.1; id. at 21,605-14 thl. I13. Be

cause it is possiblé to use FGR-13 to estab- -
lish MCLs with uniform protection levels,
petitioners contend that it contradicts the
“best available science" not to do so.

But just because science makes a result -

possible, does not mean that it -would con-
- tradict the “best available science” not to

achieve it. .Indeed, as- pehtxoners con-
ceded at oral argument, there is nothmg in .

. the record—neither scientific studies nor-

anythmg else—to suggest that the “best-

available smence” itself requn-es uniformity *

in risk protection. Nor.is there anythmg.'-

~.in the SDWA that Tequires. that the level

of risk protectmn provxded for each.con-.
Accordmgly,
whether to insist-upon uniformity is a poli-

cy. Judgment that ‘the SDWA leaves to

EPA’s dxscretlon 2

In thxs case, EPA concluded that umfor~
mity. was not a goal it should strive to
achieve for the beta/photon MCLs. The
agency noted that to produce umformxty, it

- would have to undertake an extensive new.

rulemaking- process. -65 Fed.Reg. at 21—

‘681. And it reasonably concluded that

such an effort was -unnecessary because,
while the actual level of risk ‘posed by the
1976. MCLs varies, in vn'tually all cases it -
is within the range regarded as acceptable

- ers did not retum to this i issue’in thexr repb'
" brief.-

24 The SDWA plamly contemp]ates that not
all agency decisions under the Act will be
stience-based. © See 42 U.S.C.- § 300g .
1(b)3)(A) (“In carrying ont this section, and, h

-tothe degree that an‘Agency action is based ot |
scienceé, the Administrator shall use—(l) thc\
best available, peer-reviewed scxence
{emphasis added))



bbf;fx in 1976 and today, and below the level
of risk expected in 1976." See id. at 21,682
. figd; id at 21 605—14 tbl. I11-8. Of. the

‘ of 1'X-10%.. Respondent’s Br: at 83; Tape
* of Oral Argument, Nov. 20, 2002; - see also
65 FedReg. at £1,605-14 tbl. II3. -.-Of
. those ten, only one (cesium) is likely to.be.
found at decommissioning sites, and none
is likely-to Jbe found 'in drinking- water.

Argument, Nov. 20, 2002. .
Umforrmty, of course, is not’ the only

.aim is to raise at least some of the MCLs,
and, accordmgly, they argue that the exist-
*ing MCLs are “artificially low and unnec-

| 64. Perhaps for this réason, petitioners
" suggest that EPA had no reasonable basis
* fot distinguishing betwéen the.1976 MCLs

and the subjstantially higher 'MCLs' pro-

- posed in 1991. But.as noted above, EPA
did have a rational basis for preferring the
.1976 MCLs over those proposed in 1991

the. 1991 proposed levels were in almost all
.-Cases less protective of human health than
.the 1976 levels and “outside the range ‘of

605<14 tbl. II-3
Moreover, although there is nothmg in

able science” requires uniformity, even if it
did ‘the anti-backsliding provision of
§ 1412(b)(9) would still prevent the agency
from raising the MCLs above those set in
1976. That provision imposes a limitation
i o0 any revision “promulgated.in accor-
dance with this section,” 42 U.S.C. § 800g-
J®X9), and the “best available science”
Provision is a part of the same referénced
: Section, se¢ id. § 300g-1(b)(3)(A). Section
| ®)X9s limitation is as follows: “[Elach
L Tevision ghal) maintain, or provide for

CITY OF :WAUKESHA v.. EPA. °
Cite a1 320 F3d 228 (D.C.Clr. 2003)

more than 160 existing MCLs, all.but fen .
hyleld risks -below the agency’s upper limit

" See 65 .Fed.Reg. at.21,583; Tape of Oral '

thmg pebtloners are after. Their ultimate’

* essarily conservative.” Petitioners’ Br. at -

acceptable cancer risk. 65 Fed.Reg: at .
. 21,583; see"id. at 21,582 ﬁgl id at 21- -

the record to_suggest that the “best avail-.

ter presented,
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greater, protection” of the health of per-
sons.”. Jd.-§ 300g-1(b)(9). Once again, pe-
titioners "contend that '§ (b)(9) -does’ not
preclude -an increase in an M.C.L. when
currént science shows that the M:C.L: can
be mcreased without reducmg ‘the level'of
protection the - agency mhally thought it

wad- promdmg See’ supm Part IILB:

And, once again, ‘we'atcept-as reasonable
EPA’s readmg of the section as ban-mg‘
any “revision to an exxstmg MC.L. ‘that
does hot-maintain the level of protectior
the current M:C.L: actually prmndes See
id. Hence, EPA could not achieve the °
uniformity for which petitioners argue
without lowering most of.-the 1976
beta/photon MCLs until they yield the risk
level actually provided by the most protec-
tive of those ‘MCLs—a result “petitioners

“ do not seek and that would defeat their

aim in bnngmg this petition. -

In sum, we conclude that EPA nelther_'- K

failed in its obhgatlon to use the “best

- available science” nor acted arbitrarily or

mpnmously in retaining the 1976 beta/pho-

ton MCLs .

Vil FAILURE T0 RE'SI"OND_'_ .
) TO COMMENTS "

[19] Fmally, petmoners “contend EPA
did not adequately ‘respond :to comments *

- 'submitted in opposition to using the LNT

model. Section 553 of -the APA requires
that an agency “shall give interested per-

"sons an opportunity to participate in the
-rule' making through submission of written

data, views, or arguments with or without
opportunity - for oral presentation” and,
“[alfter consideration of the relevant mat-
... shall incorporate in the
rules adopted- a concise general statement- -
of their basis and purpose” 5 U.S.C.
§ 553(c). The agency “need mot address
every comment, but it must respond in a
reasoned manner to those that raise signif-
icant problems.” Reytblatt v. Nuclear



" Regulatory Comm'n, 105 F.3d.715, 722

(D.C.Cir.1997) (citing Action on Smoking
& Health v." CAB,.699 F.2d 1209, 1216

. (D.C.Cir.1983)). Nevertheless, “(t]he fail--
"ure to-respond to.comments is-significant
_ only-insofar as it demonstrates that the

agency’s decision was not based on-a con-

sideration of the relevant factors,” ? Tezas.
-Mun. PowerAgency 2. .EPA, 89 F.3d 858,
876 (D.C.Cir.1996) (quoting Thompson v. .

C’lan'c, '741 F.2d 401, 409.(D.C.Cir.1984);

‘alteration in original). The record .here
-~ does not demonstrate that EPA fmled to

consider the relevant factors. .

Petltxoners object to EPA’s* general and
generic” response to ‘comments, citing spe-
cific studies that they contend reflect the

“best available science” and show the LNT

model. is- inappropriate. In its.first re-

. sponsé to a comment challenging the LNT -
model and zero MCLG (frequently Cross-

referenced in responses to later com-

. ments), EPA summanzed its reasoris for’
choosing the LNT model and stated it had -
" “reviewed the documents submitted by the

commenter that purport to provxde new
scientific evidence to counter the Agency’s

position that there is ‘no threshold’ for -

carcindgens such -as the radionuclides,”

‘that “much of. the mformatwn in .these

documents was familiar to the Agency and’

" accordingly had already been considered”
_ and that “the submissions cite anecdotal or -

case report data, provide comment on oth-
er ‘documents or " positions or policy deci-
sions, or selected ‘observations” and “do

. not provide the kind of data that EPA ) .

discusses in ‘the ‘remainder of t}us re-

sponse.” Commenb-pronse Document .

-25. Petitioners’ counsel made it clear at ora]v

argument that their objections to ‘the com-
--ment responses are procedural ones, ad-
dressed only to the' suffidiency. of the re-

sponses, and are ‘not intended as substantive

challenges to the merits.

26. The response ‘also recited that * [d]eta.xled.

responses to the issues raised-and the argu-

.35 (resporise to.comment 3.A.1). .
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This
response . demonstrates that the agency
considered and reJected petitioners' argu-
ments (and cited support) for adopting the
quadratic model -over the. LNT model—an
issue the agency had already thoroughly

. addressed -in .the Tulémaking proceeding.

This is-all that the APA requires® See
‘Am. Iron & Steél Inst. v. EPA; 115 F.3d-
979, 1005 (D.C.Cir.1997) (finding.comment
response sufficient if it “demonstrates that
the agericy at least ‘considered whether it -
should adopt [an a]tematxve] model”);

" Thompson, 741 F.2d at 409-10 (concluding

that. “nothing - had been presented which

: reqmred some explanahon beyond that al:

ready containeéd within thé rulemaking rec-
ord to, assure [the court] that “all relevant
factors hald]- been considered’ ") (quoting
Home Bozx Office. v. FCQ 567 F2d 9, 36
(D.C.Cir.1977))% Accordmgly, we .reject

) petmoners challenge; to the adequacy of -
EPA’s responsestothelr comments. . '

IX. CONCLUSION

.-For these reasons, the petition for re- -
view filed by RSH is d1smxssed forlackof
standing, -and the rernammg petmons for '

review are denied.

ments presented in those submissions [would]
-Tollow[ J," and, in many cases, EPA did pro-

- “vide more specific critiques of particular stud- -
ies, . See, e.g., Comment-Response Document
3-14 (resporise to comment 3.B.5), 3-30 (com-

.. ment 3.B.16), 3-28 (comment 3.B.23), 3-29

(comment 3.B.26-27).
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