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To amend the Toxiec Substances Control Act to reauthorize and modernize
that Act, and for other purposes.

IN THE SENATE OF THE UNITED STATES

Marcr 10, 2015

Mr. UpaLL (for himself, Mr. VITTER, Mr. MANCHIN, Mr. INHOFE, Mr. CAR-
PER, Mr. BLunT, Mr. CooxNs, Mr. BoozMAN, Mr. DONNELLY, Mrs. CAP-
1m0, Mr. HEINRICH, Mr. CassiDY, Ms. HEITKAMP, Mr. CRAPO, Ms. STA-
BENOW, Mr. HOEVEN, Mr. POrRTMAN, Mr. WARNER, Mr. PETERS, Mr.
ROUNDS, Mr. BrROwN, Mr. THUNE, Mr. BARRASSO, Mr. BOOKER, Mr.
CORNYN, Mr. CoTTON, Mr. ISAKSON, Mr. KAINE, Mrs. McCASKILL, Mr.
MERKLEY, Ms. MURKOWSKI, Mr. MUurpPHY, Mr. RuB1O, Mr. ScorT, Mrs.
SHAHEEN, Mr. WHITEHOUSE, Mr. Casgy, Mr. PErRDUE, Ms. KLo-
BUCHAR, Mr. Coars, and Mr. ToOMEY) introduced the following bill;
which was read twice and referred to the Committee on Environment and
Public Works

JUNE 17, 2015
Reported by Mr. INTIOFE, with an amendment

[Strike out all after the enacting clause and insert the part printed in italic]

A BILL

To amend the Toxic Substances Control Act to reauthorize

and modernize that Act, and for other purposes.

1 Be it enacted by the Senate and House of Representa-

2 tiwes of the United States of America in Congress assembled,



]l SECTION 1. SHORT TITLE.

2 This Aet ey be eited as the “Frank R Lantenbere
4 SEC. 2. FINDINGS; POLICY, AND INTENT.

6 56 260He s amended—

7 3 by strikine It is the intent? and inserthe
8 the followinoe:

9 HH bR — 5 the trtert

10 t2) i paragraph (1 (as so redestenated); by
11 fsertiee o as provided wnder this Aet” before the
12 period at the ends and

13 3 by adding at the followine:

16 antendinents nade by the Frank R Lantenbere
17 Chemteal Safety for the 2dst Centary Aet—

18 A shall be administered 1 & manner
19 that—

20 “4) proteets the health of ehildren;
21 preenant women; the elderly; workers; eon-
22 stners; the general prbhe; and the envt-
23 ronment from the risks of harminl expo-
25 and
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s 55 4 G0 G G2 G55 and G as
processed; distrtbuted 1 eommeree; used; or dis-
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4
eeptibte poptthtton teats + ot tore erotps—
dren; pregnant women; workers; and the eldep-

by a chemteal sabstance under the eonditions of use;
safety determination’ means a determination by the
Admimistrator as to whether & chemieal substanee
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B)
He:
sttehetds Hents o stardhted Hhat etstiess weitbhont
the environment swill result from exposture to a ehem-
A the oetetand popthrttons o
SEC. 4. POLICIES; PROCEDURES; AND GUIDANCE:
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3 tens 4 4+ 5 and 6; neludine the polictes; procedures;

5

O o0 3 A

10
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trator—
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and doenmented:
trator considers all mformation Hm a s¥s-
ot
propriate; the wse of peer review; standardized
HO) & elear deseription of each mdividual
tration Grehidine control over the desien of the
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9
eiston with respeet to a chemtend substanee wnder seetion
4; 4A; 55 or 6; the Administrator shall take mto eonsider-
of & chemteal substanee under the eonditions of use that
etttetrett of this el o of o volttaey bastss e
“EY manndaetarers or processors of a sub-
etes; oF

Dy the Governor of a State or & State

or the environment;
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ment; or

postire Hformation as a ek of expostre or ex-
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methods; and
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“Hy to mform a deeston of the
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13
tential health or environmental effeets or expo-
YD) ABVANCED  PESTING  WEEHOUT

I T
MEATTONS—
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prrstant to seetion 4A
paragraph; stbjeet to the eondition that all
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trator shall earry ont seetion 6-
trator elear to the pubhe:
YOy MPEEMEM  REQEIREMENTS: &
“H the manner 1 which the Ad-
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“Han) to define the seope of
seetion 6 ineluding the hazards; expo-

b to explain the basis for the

“Lee) to aceept eomments regard-

“Htany to identify the tems de-
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of expostres; to o chemtead stbstanee
elade—
“HH a desertption of the weteht
S w st of the Hdore-
v} estabhsh o thnely and  teans-
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termination; and
Faves:

to be folowed 1 developthe a deaft assess-
trator:
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istrator determines to be advisable; melading at a
stres to women; ehildren; and other potentially ex

yeatrs:

o
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SEC. 5. TESTING OF CHEMICAL SUBSTANCES OR MIXTURES.
Controel Aet (45 U5-6- 2603) is amended—
fe)s
agreement; or order’s
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l )lw: BHOPMENTE oF } W I NFORMATION ON

Al ~ hanYel S nie] a <

a chemteal substanee or mixtare i aceordanee with

“AS to reviess a notice under seetion 5td)
or to perform a safety assessment or safety de-

“B) to mnplement o reqiirement tHnposed
i & consent agreement or order issued under
seettonr ot or under a rile promudeated
ander seetion 6(dH3):

SOy presaant to seetion 12{aH4): or

(C[¢€ o, mepagnm B nr's Mmiyr, m T
—EZ—) ERHTRED $ESTENG FOR  PRIOREFEAATION

P{YRP()S VEEV
J K .

*S 697 RS



O o0 N N Bk W =

SR S EEE VN S U e e e e e o e e
W RN = O VO 0 J O W kR WD = O

tion parstant to subparegraph 9 enly  the

*S 697 RS

ment: or
seht aereement; or order tssted tnder His sub-
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be reeptired; and
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24
“H by erNERAE—In promuleatine a rade; en-
terthe Hto a testine consent aereement; oF isstthe
potentinl) parsuant to this seetion; the Adminis-
trator shall—
thadequate to meet that need; neluding a ref-
trator shall isste a statement providine & jus-
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ranted mmstead of promuleating a rale or enter-
e to a testine consent agreement:
i subparaeraph (&) shall eontain o deseription
of—

stor of faws

trator has obtatted or attempted to ebtain

o mxtires; by—
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of o chemtenl substanee wordd provide reh-
frot—
models; and
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shall—
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priblie comment; develop & strategie phan to pro-
“B) as practieable; enstre that the stea-
tegte plan developed wnder subparagraph & s
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ttor; and

PRSP REGHFHRIHSNS—O+  reattest from a

chaet
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port a eoneclasion that a chemteal substanee or
mixtiare has; or does not have; a partedtar
ehsion;

“B) as a result of 1 or more physteal or
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29
attors—

teehnteally not practieable to conduet; or
SHEY a eherend stbsbree o miche e
path or distress; beeatse of phystead or chemtend

gitive the development of information by—
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rite; testine consent aereement; or orders
but
“tih subjeet to paragraph (3 before
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&) or B) of paragraph 1) to desienate 1 of the
persons or & qhakitted third party—
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subjeet o a rale; testine eonsent agreement; or

oped by a person destenated under paraeraph
2

whder  stbparaeraph Y the  Admis-
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31
and & person destenated under paragraph

trator determines that a person eovered by the

22 consent agreements and orders and all mformation sub-

23 mitted under this seetton==

24

b

25 HHHHEHAT of the Comprehensive Joetrortrentad Re-
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SEG: 6: PRIORITIZATION SCREENING:
trator shall establish; by rale; & risk-based sereenine
) & high priovity for & safety assess-
B o owe prioris for o sofets assesstent
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i the Oetober; 2004 TSCA Werk Plan
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etent to ensure that at least a totad of 20
least a total of 20 lowpriority substanees
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pletion of a safety determination
ander seetton 6 for a chemteal sub-
this subseetion; unt a safety assess-
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“H) make every effort to com-
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ing & chemienl substanee complying with &
i CONSHDERATION—

taking into consideration the ability of

the Administeator to sehedwle and

t¥7 determinations under seetion 6 1 &

coat for the mumber of ehenrent seb-

stanees  to be  subjeet  to the

eoories of chemienl sabstanees to ensare an effi-

clert priositiprtion sercoring process to allow

for timely and adequate destenations of high-
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each year; the Administrator shall publish a hst

Lepisi ] been deforred:

orition i
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L5y the volume of a chemteal substanee
manufactared or proeessed:
stbstanee as reported under a rale promuleated
erensed of deerensed drte the period beoth-
we on the date of a previous report or the
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41

mformation to be a suffictent basis for deste-
natineg & chemeal substatice as & high-priovity
avattabtity shall not require destenation as «
Federal or State regunlation of any uses evala-
ated i the prioritization sereenine proeess as &
faetor 1h destenatine a chemieal substanee to be
a low-prioriy substanee:

(Vls\l()) (&l
AR JAINKD .

SO e € Ty C e
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“D) subjeet to paragraph (5) and usme
at the time of the deeiston; identify a chemtead
sthbstatee as a eh-priorty substanee or a tow-

prioritization sereentne deeiston regardine a chem-

sttre

that

pavy J. . [ )
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A sl dents as o Hehpriorits sab-
stanee & chemteal substanee that; relative to
stanee o chepreal substanee that; relative to
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that the Administrator determines wareants «
STANCES—The Administrator shall identify as a
eaired to establish the priority of a chemteal sub-
defer the prioritization sereentng deeision for & rea-

mformation; or

aereettent; or order issted under  seeton

HaH2)-
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Hon;

the Admintstrator shall estabhsh a deadhne for

trator shat—
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avattabiity of relevant information was a basis

Ql
ANR .
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stattte or takes an admstrative aetion to pro-
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“H any State or loead conditions
Hyve aetion;

cant Hapaet oh tepstate comneree;
ot
“HH have been subjeet to a pro-
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oF more States:
to seetton 4 and any appheable State faw re-
tion reeetved from & Governor or State ageney
t His paraeraph shall preempt a State statute
State statate or administrative action; or apply
seettor 15 to a States
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1 Erpper—Subjeet to seetton 18 a des-

with

respeet to o chenrend substanee shal not af-

foet—

e}

teal substatee; or
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“A) inelude a proeess by which & mann-
stanee that has not been destenated a heh-pri-
or 18 not i the proeess of a prioritization
for a safety assessment and safety determina-
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tise to determite whether or not to erant sueh
1+ or more States on the manufaettre; proe-

essthe; distrbuation th commeree; or use of the

stbseetion the Administrator shall etve a preference

1 or

eant

more States have the potential to have a stentfi-
tpaet on terstate eommeree or health or the

erant & request submitted ander paraeraph (1 the
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tHon:
~+H

9 I abvkEk—The prabhe shal be
S
oN—H the Administrator erants a reguest

of seettots S ad b e
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wise sabjeet to speetal treatment relative to
SEG: - NEW CHEMICALS AND SIGNIFICANT NEW USES:
“SEC. 5. NEW CHEMICALS AND SIGNIFICANT NEW USES.”;
seetion b
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seetton o shal ehade; with respeet to a chennent
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of reeetpt of a notice submitted under sub-

HotHees
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S as teededs deselop o profide of

environtent: and

eood eattse for 1 or more pertods; the total of
which shal be not more than 90 daess
= BRoRRreN soRes—t evahittiie o

SLA} ey velevant inf o identified in
subseetion feH); and

and suabjeet to seetion 18(e) the Administrator shalt
determine that—

*S 697 RS



O o0 N N BB W =

[\© TN NG T NG T NS R NG R NS R N e T e e T e T e T T
b A W D= OO0 NN NN R, WD = O

*S 697 RS

25
SR the eelevant ehentedt sabstnee o
order to muake a determination tnder sabpara-

eraph 5)
“4

paraeraph (A9 ot {6} of paragraph )
with respeet to a notiee subttted under
stthsector H—

sent agreement or order; as appro-
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ards and
stanee; or mannfactare or proeessthg
of the chemieal substanee for a ste-

the Adminmsteator makes a determination
under subparagraph (B) of paragraph 33
stentfteant few use for whieh a nottee was
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stthstanee for a stentfeant new uses

shall—

protrente a ride prrstuant to subseetton
stbstanee for a new wse; that 18 net m
L) nttiate & relemakine desertbed
th elatse (4 or
“H pubhsh a statement desertbine
inttiating a relemakines
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appheable; of the ehemieal substance;
S a pestereton o the gttt of
the chemteal substanee that may be mann-

“H 1 eeneral; o
=t} o prohthiton of other restitetion

chentend substanee for a stentfteant
HET Hse;

the ehetrteat stthstatees o

=} o protibttion or other restrieton

= for o portterdar wses
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forwe

addittonal mformation 18 neeessary to conduet a re-
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mitter; extend the review period for a reason-
{6} muy promudente & rude; enter mto &
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61
sttbttted o totee thder stthsection ) cottetees
nonexempt commeretal mannfacture of a chemteal
ministeator & notice of eommencement that identi-

essor that has submitted a notiee under subseetion

25

: her the Adirimistptor poeai
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1 & notice of commencement for a chemteal
substanee:

ey 4 to seetion 14 the Ad-

et trdess i orders of the Sdmiristrator: ad
trarteeh—
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SEG: 8: SAFETY ASSESSMENTS AND SAFETY DETERMINA-

O o0 N N Bk W

—
o = O

TIONS.

13 Seetton 6 of the Toxte Substances Contrel Aet 45
14 U5 2605) i3 amended—

16 headitte and thsertine the folovwtes

17 <“SEC. 6. SAFETY ASSESSMENTS AND SAFETY DETERMINA-
18 TIONS.”;

19 23 by redestenatine subseettons o) and 5 as
20 subseetions () and th); respeetively

21 £33 by strikite subseetions {1 throuweh (b and
22 tsertie the follovwine:

23 oy Iy GENERAE—The Admintstrator—

24 = shal condiet o osets assesstrent atd
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e

than 6 months after the date on which a chemeal
substanee s destenated as a hieh-priovity substanee;
sttt t6 subseetion {6

date ont whieh a chemtend substanee 15 destenated as
a heh-priority sabstanee:

and

seetton for a reasonable pertod of time after an ade-
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prevents the Admin o inikintine o
onrditte w chetrend sibstatees or from con-
cies aned procedures reqrived to be established
micder seetion B2 and 42k ave evtablisheds to the

2} ACTIONS COMPHETED PRIOR 6 €OMPHE-

this e peeitites the Sehiistbabor to bevise or seitbh-
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draw a completed safety assessment; safety deter-
pleted prior to the completion of a poliey or proee-
hdity of a completed assessment; determination; or
stteh a pohey or procedhre:

“BH By oNERAE—DBased o & review of the

Liniis - shedk by eide under subseed

h—

tses or
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as appropriate; or
order to make a determination under subpara-
graph (2

letopmines that additionnd iné o is

neeessary to make a safety assessment or safety de-
termination for a hieh-priority substance; the Ad-
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Hoh
=Bt iy protrHente o #Her enter Hto a

the in o

“HE) may defer; for a reasonable pertod
seettor {a); a safety assessment and safety de-
ton; and
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make a determination ander paragraph (-
ettestine the development or subhrsston of mforma-
tablish & deadhne for the sabmisston of the mforma-

tors

“H R—

makes a determination under subseetion {eH B

with respeet to o chenreal substatee; the Adis-
“i) apply to mixtures containing the
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and

SOoRST

or aceompanted by elear and adequate min-
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“B) a requirement that mantfactarers or

“Hi montter or conduet tests that
processeds o distribtted 1 eomeree;

“D} a reeqirement to ban or phase out; or

processine; or distribution i commeree of the
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“Hb v partierdar wse ot a concentra-
Hon it exeess of a level speeified by the
“5) a restrietion on the quantity of the
proecessed; or distributed 1 eommeree for—
“{1 & parttendar use; or
Hott H exeess of a level speetfred by the
S & requirement to ban; phase ont; or
echemteal sabstanee; and
“Hy a requirement direetine manafaetur-
extent reasonably aseertainable; to other per-
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3 as part of developme a rule under para-
the proposed reeulators action and of the 1 or
relemakine:
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stanee from any restrietion 1 a rale promul-
) the rule eannot be comphed with;
without—
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T
By ExeMerioNn  ANARYSES—n pro-

finad 2 rrde vnder paraeraph (1 that melades
tstrator shall melade a statement desertbine
eraph for a chemteal substanee for which a ban
and benefits of the 1 or more technteally and
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shall establish; as part of a rale under
whder this paraeraph; o e Bt on any
exemption for a time to be determined by
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of an exemption i the ease of a rale
reeatrine the ban or phase-ont of &

yeatrs:

o

e
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Hoh 1 commeree; use; or disposad of the ehem-
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of sertons or widespread harm to health or the
=2 1 the case of o proposed tide to prohibit
the manufactare; processine; or distribution of &
determined under paragraph (DA a court has
stanee or misture:

1 a safety determination; and the asseetated
the safety standard; shall be considered to be a final
=2 n Frd pe protrHented whder stbseetton
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& final ageney action; effeetive beginning on the date
of pronmtention of the final rrder and
eraph (2H—
paraeraph (-

SEG: 9: IMMINENT HAZARDS:

the chenreal stubstanee or mixtare; or
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H-

“H) a deeision by the Administeater
ment; or order under seetion 45 StdH4d)
Bt o B o

Aet
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1-<2

=57
Gi) by inserting “seetion 4 orl after
SELHA and

33 by addine at the end the followine

“t4 Rbts—

formation kthown or reasonably aseertain-
Hons 4 and 6=
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date of ennetment of the Frank R Lavten-
Aet:

prrstant to sabparagraph Go—

“EG} A MENESTE 1 ] . o

i to apply any reporting obliga-

Bation velevant Lo the effeetive implemen-
fation of this titke,
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35
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sertbed i the appendix & of volume T of
Doetnment No- EPA-H60/7—85—-002a); and
Sy treat all eomponents of eat-
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CAS Neo- 659973173

FHONS—



O o0 N N B W

e T S e S T T e T e T
O o0 N O »n B~ W NN = O

20
21
22
23
24
25

*S 697 RS

84

between the nomenelature eon-
graph (h; and

the multiple listines as a siele chemdeal

S b sed R E—Neb Riber Hhen



O o0 N N B W =

e T S N S T T T = U =
O o0 N O »n B~ W NN = O

20
21
22
23
24
25

*S 697 RS

85
processed for a nonexempt ecommererad pur-

fstrator shath, purstant to paragraph

B CONFIDENTRE CHEMICAS SEB-

chide a confidentiad portion and a noheon-
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shall promuleate a rule that establishes a plan
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shal—
eraph Hh to sebstartiete the chimr s
the manufaetarer or proeessor has sub-
stantiated the elaim i & submisston made
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by the Administeator to deter-

for a pertod of 10 years; unless; prior

hes or
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completed over the eourse of mmple-

and
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tends to mantfactare or proeess for a
Y R S—H & person suabmittne a
person shal—
a notifieation under elanse (); the Admin-
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hes or
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SO prrsaant to seetion 44 re-
stanee as the Administeator deter-
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the pubhe—
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“{1 an active substanee; or
namber for each ehemieal substance on the eon-
paragraph ) for which a elaim of confiden-
isteator prbstaant to seetion 14 and
received:
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mintstrator; or
8 Enararton—No person may assert a
thselostre of a speetfte identity of any active or thae-
tive echemieal substance for which & notiee is recerved
“B) to retain a record sapportine the eer-
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porting the eonchaston that a chemieal substanee or
mixtre presents; wil present; or does hot present a
() i subseetion (; by striking “For prrposes
substanee’ means a chemteal substanee—
“A) that has been manufactared or proe-
acthent; or
) for which a notiee s reeetved under
substaneel means a chemteal substanee on the hst
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44(?) )4 ANEEA CTHRF, 77.

tepee—

posed by the substanee or mixtare™
or 1 atd Hsertine “seetton 6 or seetion
and
6 oF 7 ahd Hsertte Sseeton 60 or
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of a chenttea) substanee that may be prevented or redueed
SEMINATION; AND UHEIZATION OF DATA-

S wnder seetion o is not likely o mmeet
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tainthe & chemteal substanee deseribed 1 paragraph
not apply to the mixture or artiele; or
=14 estabhsh o threshold cotreentrtion
paragraph (1) for the parpose of determining wheth-

tends to export to a foreten eountry—
A ehettend stbstatee of o fche
eontaining a chemieal substanee that the Ad-
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not likely to mreet the safety standard and for
By a chemteal substanee or & mixture
contatning & chemteal substance that the Ad-
) a chemteal stubstanee for whieh the
S a ehettend stthstanee aor srbcbee <b-
jeet to a prohibition or other restrietion pursa-
feet under this Aet; or
“Hot o chetrart stbstatee of tisstire for
ander seetion 4=

“E?) Rebps
u( A ) B GENFRA - ThH ? 3 d]ﬁiﬁ].Stl/'ﬁffﬂq

shelt promdgate rales to earry out paragraph
e
purstant to subparagraph () shal—
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a ehemteal sabstanee or mixtare 1s exported—
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desertbed 1 subparagraph (s B or By of
paragraph {15 & notiee of the determination;
desieneation;

ey for a chemteal substanee or mixtare
desertbed m paragraph (HHD; & notiee of avad-
trator and
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contathie a chentteal stbstanee or mixtare offered
= Has protrdented o tde prestt
of the rale;

*S 697 RS



O o0 N N B W =

|\ I N© T NG T NS R NS R L e e T e T e e e T
A LW PO = O VWV 0 N O R WD = O

*S 697 RS

103
seetton ShH1); and
“ a rale; econsent agreement; or
“H) an erder issued i a el aetion
broteht whnder seetion T or title V-
A Iy eENERAE—Subjeet to subpara-
eraph (B); #f & chemieal substanee; mixture; or
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sertbe; H the ehemtenl substanee o mix
Homeland Seenrity; pending a revtew by
tHhe dtstiators trae release o the eon-

“HH pavs o duty on the chenneal

stettee fats to return a chemead substanee
tody of the Seeretary of Homeland Seen-
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on that payment shall eonstitute a hen against
that—

with any appheable rale; consent agreement; or
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tton SHhH1); or
a rale promuleated by the Administrator
H for an artiele containtne a ehemtenl sub-
determntne the need for and content of a eep-
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tare subjeet to rule under seetion 5 or 6;
tential for the ecertifieation to impede or

S REANONABR ENQHHRY-—

potter on

“f) a safety data sheet or stmthar dee-
laration provided by a suppher that deen-
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pher; & eertifteation by the sappher that
B Aktrers—or prpposes of & eer-
porter on & eertifieation by the suppher that the
eation requirements i a rale promuleated pae-
sttt to paragraph (2
e the tdentiy of a chemtend substatee or misdure
et NOFHE— person offertie o ehetrtend stb-
e
stanee i a mixtare 13 a Meh-priority substanee;
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sttee He o tistre 1 For whieh the bFrted States

ot

“EY 18 the subjeet of a safety assessment

eraph (1) may modify the appheation of any requtre-
ment of this seetions as approprinte for the effieient
ane effective implementation of this Aet s
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& are met
stthiitted by a mantfacturer; proeessor; or distrtbutor
esses wsed i manafaetire or processthe of a ehem-
tomer:
4 Details of the fall composition of a mixtare
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fanetion; or appheation of a chemieal substance or
tor; the speetfte tdentiy of a chenneal substanee
wonld dentify a speetfie chemteal sabstanee; H—

=B the ela—

) 18 not swhjeet to an exeeption
ander sabseetion {e); or
mation wnder subseetion {2} or {oF
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to—
“H any chentenl substanee or
tihder seetion 4 or
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o proeess tsed Hothe e
HHHe of processtie of o ehetrtend sub-
stanee or mixtare; or

“Gi) in the ease of & mixture; the por-

speetfie tdentity of a chemieal substanee as of

*S 697 RS



O o0 N N W B W =

[\© TN NG I N T NG I NG I NS R N e T e e T e T e e T
LN A W D= OO NN NN R, WD = O

114
“B) A safety assessment developed; or a
D) A eeneral deseription of a proeess
#ses of a chemteal substanee; mixtare; or artiele
contatning a chemteal sabstance or mixture; -

ahd contatned W a submisston of mformation de-
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trator promdeates a rile purstant to seetton 6D
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anee with steh rales reeardine a elaim for pro-
=1 Beetston——>h assertion of o oot
“HH & reasohable basts to eonelade
the ease of a elaim under subparagraph & for
proteetion against diselosure of a speetfie chem-
teal identity; the elaim shall melade a strae-
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44y eonfor ith enidas e
by the Administea % oerpasrap)

econfrdentinl and

“EIQ} PeBHie N N "

) a person assertihe a elatm to proteet mfortia-

ton
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paragraphs 4 (5); and (6) of subseetion (o)

ahd eorreet:

b e sdorratbon i o be diselosed teoan of-
health or the envtrontnent: ot

poses
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L2 the mformation 1s to be diselosed to a eon-

eontractor—

sttre

Hetts

b the HorErton st be diselosed oon

tte or polttend stbdistston of & States on wrten

Hon;
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“Y 1 or more appheable apreements with
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tead subdiviston of a State;
54 o hendth oF envhonmentd professtord et

ploved by a Federal or State aveney or o treatie
physietan or nurse 1 & honemeregeney sttaation pro-
vides a wrttten statement of heed and aerees to sten
& Writter eonfidentiality agreement with the Admin-
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—ﬁﬁr}“ the statement of need and econfiden-

basis to saspeet thet—

or wil assist H—
1+ or more mdividhals: o
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“Hi) 1 or more mdividuals beine diae-
nosed or treated have been exposed to the
ronmental release or exposare has oe-
enrred; and
appheable Federal or State law;

phystetan; nurse; agent of a potson eontrol eenter;
pitbhe heatth of etvhrotentd offtetd of & State o
Hneluding any mdividual duly antherized by a Fed-
eral avetey; State; or polittend subdiviston of a State

who

seney proeedures; ineladine a police officer; five-
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ptible headth or emvironmentad offterd of =
State o a pohittend subdiviston of a State; or
first responder shall have a reasonable basis to
suspeet that—

“1) a medteal or publie health or en-

HOROSTS oF freatment; or
Gl 1 ep individunks beine di-

or & sertons environmental release of or ex-
virotental offteind of a State or a poltteal sub-
diviston of a State; or first responder shall as
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= provide o wrttten statetent of
S aeree to sien o eonfidentiality
stre 18 relevant H a proceedine under His Aet; sub-
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12 made # steh o mahher as to preserve confidentrakity
13 to the maximum extent practieable without mmpair-

[—
N

(8} the mformation is to be diselosed; on writ-

—
N O W

ecotttttee; to that eottttee; or

N = =
S O o©

22 SHRE—
23 “H By eNERAE—
24 A INFORMATION PROTECTED FROM Dis-

25 CHOSHRIE—Stbieet to paraeraph (2 the Ad-
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hes o1
person that asserted the elatm a nottee of
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the expiration of the period deseribed
mit to the Administrator a statement

cetpt of a statement under subelatse
“bby make a determination

or
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The Admintstrator may review; at any Hme; o
Admintsteator regardine a chemteal substanee
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identified as a hich-priority substanee
ander seetton 44
which the Administrator has made a deter-
ontine piles prbstant to seetion 6{d)- sub-

trator shall review a elaim for protection from
stbittted to the Administrator reeardine a
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Aelnistreator provides a basts that the re-
Administrator has made a determination

mintstrator makes a request under subpara-
sherh—
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tton from diselosure of mformation subjeet to a
tended for a pertod of 10 years from the date
of approval; subject to any subsequent reqrest

shal—
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“AHD develop a systemr to assten &
e for svhteh the Sdhmsteator approves o re-
substanee:

=B e prbhish and spdate o hst of



O o0 N N W BB W =

| \O JEE \© R \O R \O N O B e e e e e T e e e e
A W D= O O 0NN N N R WD = O

“fe)

*S 697 RS

130
speet to sueh a chemieal substanee durme the
1) 18 nrade pablie; and
after the receipt of a el under stbseetion
of & reerest for extension of a elatm under sub-
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the elaim or request

= I avERE—leept as pro-
wsteator shall deny a elaim to proteet a
el desertbed 1 ehase 3 o written

elostre of the speetfte identity of a chem-
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“HH review a representative subset;
fathare of the Administrator to make & deeiston
£ the Admmistrator dentes or modiftes a
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tion thder paragraph 3} or (& of
substantial harm to health or the en-
“dhH Ne
£6); €05 or {9 of subseetion {e); no
A Iy 6BNERAE—H & person reeerves a
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or
StRE—
STATES—
S By eENERAE—Subjeet to paragraph
25 a earrent or former officer or employee of
B shall be entlty of & misdemeanor and fined
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onred for not more than 1 year; or both:

By crrrent or forger
ferred to i subparagraph &) s & eurrent or
who—

of; or makine avatable; information reported or oth-
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1 B oNERAE—Exeept as otherwise pro-
“B) to impese substantiation er re-

“2 Prior H Hhts et pre-
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1 aetment of the Frank R: Lantenbere Chemieat Safe-
3 SEC. 16. PROHIBITED ACTS.
7 L) £ait or refase to eomply with—
8 ) any rale promralented; eonsent agree-

10 4

11 “B) any requirement under seetion 5 or 6;
13 ment entered tto; or order issted thder seetion
14 5 or 6; oF

16 ttthertted oF order issted prsstit o tte He s

17 SEC. 17. PENALTIES.
18 Seetton 16 of the Toxie Substanees Control Aet 5
19 o 226404 65 amerehed—

20 1) i subseetion {aH—

21 ) in the first sentenee—

22 1 by thsertne “this et or a rade or
23 order promrafeated of issued prrsunant to
24 this Aet; nekaeding” after “a provision of’;
25 arrel

*S 697 RS
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BobHY BNFHRY—
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knowinely or willfully violates any provision of
this Aet: and that knows at the time of the wio-
Fury; shall be subjeet on convietion to & fine of
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2 that cotmits a violation desertbed i subpara-
3 craph 1A shall be subject on convietion tooa
5 battot:

7 PR —For purpeses of determinite swhether a
10 Hy mjtry—

11 L the defendant shall be responsible
13 sesseds aned

15 by pot be attributed to the defendant.”

16 SEC. 18. STATE-FEDERAL RELATIONSHIP.

17 Seettonr 18 of the Toxte Substanees Control et (5
19 thi aned tnserting the followine:

20 ot By GEvERE—

21 “H ESTABHSHMENT OR B
22 eept oy provided H sthseetots feh Hhr feh H and
23t ad subjeet to parmernph 12500 State o polit
25 to enforee any of the followie:

*S 697 RS
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eatre the development of mformation on «
formation required under seetionr 45 5; or 6 H—
“f) a rrde prondeated by the Admin-
S o testre cotsert aerectett en-
trator:

MEET THE SAFETY STANDARD O6R RE-

45 found to meet the safety standard
Uiy found not to meet the safety
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of a use of a chemieal substance that the Ad-
etred notifteation pursuant to a rale promul-

O o0 N N BB W =

[a—
S

17 CREATENG PROHBITIONS 6R OFHER
19 State or politieal subdivision of a State may estabhsh
20 {ufter the date of enactinent of the Frank R bautenbere
21 Chentieal Safety for the 21t Contary Aetd a statute or

— e e e e
[ T N S\

25 ienated uhnder seetion 4+ as of the date on swhieh the Ad-
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I minstreator comnenees o safety assesstent thder seetion

2 6

7 1 the chenrend substatees or eategory of
8 substanees sabjeet o & rule; order; or eonsent agree-
9 ment ander seetion 4;

10 =l the dses oF eotebbers of dse of seb s
12 stbjeet to review o safety assesstrent and -
13 eladed 1 the seope of the safety determination made

16 Hon 6td); or

19 for swhich the Admimstrator has regutred notttea-

20 tior parstant to a rile promuleated vnder seetton 5-
21 =t e brtoN—
22 “H I eENERAE—Subseetions o) and by

23 shall not apply to a statute or administeative action
24 of o State o o pohted sthdietsion of o Strte apph-
25 eable to a speetfte chemtenl substanee that—

*S 697 RS
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A 15 adopted under the anthority of; or
Faves
“B) mmplements a reporting; monitorine;
awnder any other Federal lavw; or
tder & hsv of the State or politted subdiviston
SEE Hpeses o restretetion on e e
meree; of tse of a chettenl substanee; and
or 6;
“H is taken to address a health or

stant to seetion 6 or the seope of a stentft-
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“HD wonld eanse a violation of the
this Aet; shall affeet the rieht of a State or a polit-
teal subdiviston of a State to adopt or endforee any
health or the envirenment that—
) 18 adopted nnder the anthority of; or
Favs

*S 697 RS



O o0 N N B W =

[\© TN NG T N T NG I NG I NS R N e e T e e T e T e e T
b A W D= OO0 NN NN R, WD = O

145
v or waste trestiment o disposath vless the

ston of a State—
S HHpPoses o restretton on the b
weree; of wse of ¢ cheptead substanee; and
D s aleeady reqrived byoa deet-

oF 6;

SHHE b bheen tooaddbess o beadbth o

i the seope of a safety determination pur-
stant to seetion 6 or the seope of a stenift-
tton of the Administrator; or

“HD wonld eanse & volation of the
ander seetion 5 or 62

BEIES.—P}O%W—}H%S%W' i & qﬂ']@'seeﬁeﬂx 3 -éea_
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meated or issted under seetion 6 prior to the
tion i eommeree; use; or disposal of a ehemieal
ride or order that s promnteated or issted re-
date; unless the latter rule or order s with re-
speet to o chenreal substanee or tixtare ecoh-
tainine & chemieal substance and folows a des-
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“A) be construed to preempt or otherwise
ander the aunthority of a State law that pre-
chsposal of a ehenrent stubstanee: or

“B) be construed to preempt or othetrwise

ship

other Federal avw=
L8 Srpapl WATRERS:

1 By aENERE—Hpon appheation of a State

ot pohtieal subdiviston of a State; the Admsteator

ﬂﬁ'a*:?r_
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the rale; a statute or administrative aection of
teet health or the environment;
tse of a chemtend substanee;
stor of the State would net eanse a viola-
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149
ot adhitisteative action of a State or pohttead
of expostre to a chemieal substanee under the

O o0 9 AN U B~ W
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) the State has a compeline loeal
to proteet health or the environment;
or use of a chemteal substanee;
erement wordd not eatse a volation of
et

st —The Aebbstentor shed orant or dens
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the Administrator on the appheation of a State or
“EY considered to be a final ageney ae-
tton; and

antil the later of—

6Y JEPIERE REVIHSW OF WARVERS—Not later

*S 697 RS
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trator makes & determination on an appheation of &
paragraph (9 er (B} of paragraph {1 any person
may fle a petition for judietal review i the United
the date on which the Administeator makes a deet-
stor o a recommendation made under seetion
+Ath i to destenate o ehenest sobstanee as g ow
priority; the Governor of a State or a State ageney

*S 697 RS
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safety standards rhle; reqtirement; standard of
age; or & penalty for a ertminal econduet:
elade any eatse of action for personal Hmjnry;
tets Habitity; faitire to warn; or any other teeal
time law; or Federal common lasy or statatery
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or 8; or under Htle H or V2 and mserting
“seetion Has Std); 6te); bid)s btek or &
ot tithe H or B and
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(€ by striking paragraph (33 and
o3 taken as a whele” and thsertine
rrette reeords tadeet as o wholes and™
atd
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the ralemakine record; taken as a whoele ™=

order tder seetton 4 o ot and
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order wunder seettorn 5Hfey; HhHIHA)S or
toh + o S ad
et stbpataeraph 9 to ttte o pro-
ceechite to promdeate a rule puesuant to
seetior 4; 5; 6; or 8 or an order issued
tdet seetion 4 oF 9 the petitoter shad be

tion eonstdered by the eourt 1 a de nove
proceedine:
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a de novo proeceeding under this sub-
eotrt by a preponderance of the ewt-
denee that—

“faa) m the ease of a peH-
tion to intiate a proeecedine for
the issuanee of a rule or order
seetion 4; 4A; 5; or 66

“hhy 1 the ease of a pet-
tion ofd)y; there 18 a reasenable

“eer t the ease of a pett-
the issuanee of a rule ander see-
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to health or the environment al-
or the environment with respeet
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159

“EY the pavment of 1 or more reasenable
fees as a condition of submittine a notice or re-
“B the pavment of 1 or more reasonable

fees by a manufacturer or proeessor that—
“HH s reattred to stbtt o botiee
the statuas of a chemteal substanee from -
“Hy)  matdaettares  oF  processes #
chemteal substanee subjeet to a safety as-

*S 697 RS
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i} to eolleet; proeess; reviews; provide
paraeraphs (1 and (3 of seetion 5 and
v} to eonduet and eomplete safety

tton 6; and
e} t0 cotdtet oY Heeessoey prHes

=4 tot colleet excess fees of retatt o sto-
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= AT AND ABFESTYHRT 6F FRERS RE-

FENBs—In settine fees under this seetion; the Ad-

misteator shal—

*S 697 RS

A brke tte seeortt Hhe eost bo e Al

) set the fees established under para-
eraph ) at levels sueh that the fees will
aeereente; provide a sustatnable souree of funds
to defray approximately 25 perecent of the eosts
of lneting the netivities identified in para-
eraph 2HA) not to exeeed $18;000;000; net
iehading fees under subparagraph 5 of this
paraeraph;

Dy refleet an approprinte balanee in the
assesstent of fees between manhufacturers and
processors; and allow the payment of fees by
econsortia of manufacturers or processors;

“H5 for substanees desienated as addi-
tional priorities pursuant to seetton 4Me); es-
tablish the fee at a level sufficient to defray the
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ander seetion 63
“HY prior to the establishment or amend-
fees or their representatives; subjeet to the eon-
meetines;
) begmning with the fiseal year that
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avaph (3); and
“Hi to aceount for mtlation;
graph (1) as neeessary to vary on account of
Lo T - ineluding redueed foes
eoHeeted: and
“H H a notice submitted under seetion 5

“(4) FSCA RHEEMENTATION FEND—
u( A 3 is 1

lished in the Treaswry of the United States a
fands to be known as the “TSCA Implementa-
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e

“( E; ) ‘NI%}jlair]‘I?}G ANP AVAHABHFEY OF

available for oblieation only to the extent

appropristions Aets: and shall be available

=H be wade weathible or obh-

defray the costs of eondueting the ae-
tion of this Aet; and

“HD s6 lone as amounts i the

Fund remain available; be sabjeet to
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to the Federal eovernment as a whele:
Stertes: o
oNxs—Fees may not be assessed for a fisedd
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econstdered a eomponent of an exeentive ageneyw
of—
to meet the requirements of seetions 4; 44
seetton or aetivity; and
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ODS AND SUSTAINABEE CHEMISTRY-

*S 697 RS
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velopment; and
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Growp-
SUAY establish sonks and priosities for the
Counetl;
inchiding  budeet finntion  of
sory Cotnetl on & regular basis:
ernment and shall mehade a diverse representation of

*S 697 RS
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attd others swho are i a pestton to provide exper-
Hises
Offiee of Management and Budeet; sabmit a report
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Hrtetnoetes Workite Grotp skl sttt o repott o

and

*S 697 RS

A a summary of federally funded sus-

tivities:

the ereation of 1 or more dedteated sustamnable
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12 1 1 subseetion (bHH—

[—
N

20 Seettor 29 of the Foxte Substatees Control Aet (5
21 LS 2628) is repented:

22 SEC. 27. ANNUAL REPORT.

23 Seettor 30 of the Foxte Substatees Control Aet (5
24 TS 2629 is amended by striking parasraph (2) and
25 inserting the folowine:

e T e T e S =
O o0 I O W
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& rale; testing consent agreement; or order under
SECTION 1. SHORT TITLE.
This Act may be cited as the “Frank R. Lautenberg
Chemical Safety for the 21st Century Act”.
SEC. 2. FINDINGS, POLICY, AND INTENT.
Section 2(c) of the Toxic Substances Control Act (15

U.S.C. 2601(c)) is amended—

*S 697 RS
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(1) by striking “It 1s the intent” and inserting

the following:

“(1) ADMINISTRATION.—It 1s the intent”;

(2) in paragraph (1) (as so redesignated), by in-
serting “, as provided under this Act” before the pe-
riod at the end; and

(3) by adding at the end the following:

“(2) REFORM.—This Act, including reforms in
accordance with the amendments made by the Frank
R. Lautenberg Chemical Safety for the 21st Century
Act—

“(A) shall be administered in a manner
that—

“(1) protects the health of children,
pregnant women, the elderly, workers, con-
sumers, the general public, and the environ-
ment from the risks of harmful exposures to
chemical substances and mixtures; and

“(11) ensures that appropriate informa-
tion on chemical substances and mixtures is
avarlable to public health officials and first
responders in the event of an emergency;
and
“(B) shall not displace or supplant common

law rights of action or remedies for civil relief.”.

*S 697 RS
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1 SEC. 3. DEFINITIONS.

2 Section 3 of the Toxic Substances Control Act (15
3 US.C. 2602) s amended—

4 (1) by redesignating paragraphs (4), (5), (6),
5 (7), (8), (9), (10), (11), (12), (13), and (14) as para-
6 graphs (5), (6), (7), (8), (9), (10), (12), (13), (17),
7 (18), and (19), respectively;

8 (2) by inserting after paragraph (3) the fol-
9 lowing:

10 “(4) CONDITIONS OF USE.—The term ‘conditions
11 of use’ means the intended, known, or reasonably fore-
12 seeable circumstances the Administrator determines a
13 chemical substance 1s manufactured, processed, dis-
14 tributed in commerce, used, or disposed of.”;

15 (3) by inserting after paragraph (10) (as so re-
16 designated) the following:

17 “(11) POTENTIALLY EXPOSED OR SUSCEPTIBLE
18 POPULATION.—The term ‘potentially exposed or sus-
19 ceptible population” means 1 or more groups—
20 “(A) of individuals within the general pop-
21 ulation who may be—
22 “(1) differentially exposed to chemical
23 substances under the conditions of use; or
24 “(11) susceptible to greater adverse
25 health consequences from chemical exposures
26 than the general population; and
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“(B) that when identified by the Adminis-

trator may include such groups as infants, chil-

dren, pregnant women, workers, and the elder-

ly.”; and

(4) by inserting after paragraph (13) (as so re-
designated) the following:

“(14) SAFETY ASSESSMENT.—The term ‘safety
assessment’ means an assessment of the risk posed by
a chemical substance wunder the conditions of use, in-
tegrating hazard, use, and exposure information re-
garding the chemical substance.

“(15) SAFETY DETERMINATION.—The term ‘safe-
ty determination’ means a determination by the Ad-
manastrator as to whether a chemical substance meets
the safety standard wunder the conditions of use.

“(16) SAFETY STANDARD.—The term ‘safety
standard’ means a standard that ensures, without
taking nto consideration cost or other nonrisk fac-
tors, that no unreasonable risk of injury to health or
the environment will result from exposure to a chem-
tcal substance under the conditions of use, including
no unreasonable risk of injury to—

“(A) the general population; or
“(B) any potentially exposed or susceptible

population that the Administrator has identified
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as relevant to the safety assessment and safety
determination for a chemical substance.”.
SEC. 4. POLICIES, PROCEDURES, AND GUIDANCE.

The Toxic Substances Control Act s amended by in-
serting after section 3 (15 U.S.C. 2602) the following:
“SEC. 3A. POLICIES, PROCEDURES, AND GUIDANCE.

“(a) DEFINITION OF GUIDANCE.—In this section, the
term ‘guidance’ includes any significant written guidance
of general applicability prepared by the Administrator.

“(b) DEADLINE.—Not later than 2 years after the date
of enactment of the Frank R. Lautenberg Chemical Safety
Jor the 21st Century Act, the Administrator shall develop,
after providing public notice and an opportunity for com-
ment, any policies, procedures, and guidance the Adminis-
trator determines to be mecessary to carry out sections 4,
44, 5, and 6, including the policies, procedures, and guid-
ance required by this section.

“(¢) USE OF SCIENCE.—

“(1) IN GENERAL—The Admainistrator shall es-
tablish policies, procedures, and guidance on the use
of science in making decisions under sections 4, 4A,
5, and 0.

“(2) GoAaL.—A goal of the policies, procedures,
and guidance described in paragraph (1) shall be to

make the basis of decisions clear to the public.
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“(3) REQUIREMENTS.—The policies, procedures,
and guidance issued under this section shall describe
the manner in which the Administrator shall ensure
that —
“(A) decisions made by the Adminis-
trator—

“(1) are based on information, proce-
dures, measures, methods, and models em-
ployed in a manner consistent with the best
avaalable science;

“(in) take into account the extent to
which—

“(1) assumptions and methods are
clearly and completely described and
documented;

“(II) variability and uncertainty
are evaluated and characterized; and

“(III) the information has been
subject to independent verification and
peer review; and
“(111) are based on the weight of the

scientific evidence, by which the Adminis-
trator considers all information in a sys-
tematic and integrative framework to con-

sider the relevance of different information;
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“(B) to the extent practicable and if appro-

priate, the use of peer review, standardized test
design and methods, consistent data evaluation
procedures, and good laboratory practices will be
encouraged;

“(C) a clear description of each individual
and entity that funded the generation or assess-
ment of information, and the degree of control
those individuals and entities had over the gen-
eration, assessment, and dissemination of infor-
mation (including control over the design of the
work and the publication of information) is
made available; and

“(D) f appropriate, the recommendations
wm reports of the National Academy of Sciences
that provide advice regarding assessing the haz-
ards, exposures, and risks of chemical substances
are considered.

“(d) EXISTING EPA POLICIES, PROCEDURES, AND
GUIDANCE.—The policies, procedures, and guidance de-
seribed in subsection (b) shall incorporate, as appropriate,
existing relevant hazard, exposure, and risk assessment
guidelines and methodologies, data evaluation and quality
criteria, testing methodologies, and other relevant guidelines

and policies of the Environmental Protection Agency.
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“le) REVIEW.—Not later than 5 years after the date
of enactment of the Frank R. Lautenberg Chemical Safety
Jor the 21st Century Act, and not less frequently than once
every 5 years thereafter, the Administrator shall—

“(1) review the adequacy of any policies, proce-
dures, and guidance developed under this section, in-
cluding anvmal, nonanvmal, and epidemiological test
methods and procedures for assessing and deter-
mining risk under this Act; and

“(2) after providing public notice and an oppor-
tunity for comment, revise the policies, procedures,
and guidance if necessary to reflect new scientific de-
velopments or understandings.

“(f) SOURCES OF INFORMATION.—In carrying out sec-
tions 4, 44, 5, and 6, the Administrator shall take into con-
sideration information relating to a chemical substance, in-
cluding hazard and exposure information, under the condi-
tions of use that is reasonably available to the Adminis-
trator, including information that is—

“(1) submitted to the Admainistrator pursuant to
any rule, consent agreement, order, or other require-
ment of this Act, or on a voluntary basis, including
pursuant to any request made under this Act, by—

“(A) manufacturers or processors of a sub-

stance;
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“(B) the public;
“(C) other Federal departments or agencies;
or
“(D) the Governor of a State or a State
agency with responsibility for protecting health
or the environment;

“(2) submatted to a governmental entity in any
Jurisdiction pursuant to a governmental requirement
relating to the protection of health or the environ-
ment; or

“(3) identified through an active search by the
Administrator of information sources that are pub-
licly available or otherwise accessible by the Adminis-
trator.

“(g) TESTING OF CHEMICAL SUBSTANCES AND MIX-

TURES.—

“(1) IN GENERAL—The Admanistrator shall es-
tablish policies and procedures for the testing of chem-
weal substances or mixtures under section 4.

“(2) GoaL.—A goal of the policies and proce-
dures established under paragraph (1) shall be to
make the basis of decisions clear to the public.

“(3) CONTENTS.—The policies and procedures es-

tablished under paragraph (1) shall—
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“(A) address how and when the exposure
level or exposure potential of a chemical sub-
stance would factor into decisions to require new
testing, subject to the condition that the Admin-
istrator shall not interpret the lack of exposure
mformation as a lack of exposure or exposure po-
tential;

“(B) describe the manner wn which the Ad-
manastrator will determine that additional infor-
mation 1s necessary to carry out this Act, includ-
g information relating to potentially exposed
or susceptible populations;

“(C) require the Admanistrator to consult
with the Dirvector of the National Institute for
Occupational Safety and Health prior to pre-
seribing epidemiologic studies of employees; and

“(D) require that prior to making a request
or adopting a requirement for testing using
vertebrate animals, the Administrator shall take
mto consideration, as appropriate and to the ex-
tent practicable, reasonably available—

“(1) toxicity information;
“(ir) computational toxicology and

bioinformatics;
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“(111) high-throughput screening meth-
ods and the prediction models of those meth-
ods; and
“(w) scientifically reliable and rel-
evant alternatives to tests on animals that
would provide equivalent information.

SAFETY ASSESSMENTS AND SAFETY DETERMINA-

“(1) SCHEDULE.—

“(A) IN GENERAL—The Administrator
shall inform the public regarding the schedule for
the completion of each safety assessment and
safety determination as soon as practicable after
designation as a high-priority substance pursu-
ant to section 4A.

“(B) DIFFERING TIMES.—The Admainis-
trator may allot different times for different
chemical substances in the schedules under this
paragraph, subject to the condition that all
schedules shall comply with the deadlines estab-
lished under section 0.

“(C) ANNUAL PLAN.—At the beginning of
each calendar year, the Administrator shall iden-

tify the substances subject to safety assessments
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and safety determinations to be completed that
year.

“(2) POLICIES AND PROCEDURES FOR SAFETY

ASSESSMENTS AND SAFETY DETERMINATIONS.—

*S 697 RS

“(A) IN GENERAL—The Administrator
shall establish, by rule, policies and procedures
regarding the manner in which the Adminis-
trator shall carry out section 6.

“(B) GoAL.—A goal of the policies and pro-
cedures under this paragraph shall be to make
the basis of decisions of the Administrator clear
to the public.

“(C) MINIMUM REQUIREMENTS.—At a min-
vmum, the policies and procedures under this
paragraph shall—

“(1) describe—

“(I) the manner in which the Ad-
manistrator will identify informational
needs and seek that information from
the public;

“(II) the information (including
draft safety assessments) that may be
submatted by interested individuals or

entities, including States; and
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“(I1I) the criteria by which that

mformation will be evaluated;

“(n) require the Administrator—
“(D(aa) to define the scope of the

safety assessment and safety deter-

mination to be conducted under section

0

)

mcluding  the hazards, exposures,
conditions of use, and potentially ex-
posed and susceptible populations that
the Administrator expects to consider
m a safety assessment;

“(bb) to explain the basis for the
scope of the safety assessment and safe-
ty determination; and

“(ce) to accept comments regard-
g the scope of the safety assessment
and safety determination; and

“(II)(aa) to identify the items de-
scribed an subclause (I) that the Ad-
manistrator has considered in the final
safety assessment; and

“(bb) to explain the basis for the
consideration of those items;

“(111) describe the manner in which ag-

gregate exposures, or significant subsets of
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exposures, to a chemical substance under the
conditions of use will be considered, and ex-
plain the basis for that consideration in the
final safety assessment;

“liv) require that each safety assess-
ment and safety determination shall in-
clude—

“(1) a description of the weight of
the scientific evidence of risk; and

“(II) a summary of the informa-
tion regarding the impact on health
and the environment of the chemical
substance that was used to make the
assessment or determination, includ-

g, as available, mechanistic, animal

toxicity, and epidemiology studies;

“(v) establish a timely and transparent
process for evaluating whether new informa-
tion submaitted or obtained after the date of
a final safety assessment or safety deter-
mination warrants reconsideration of the
safety assessment or safety determination;
and

“(v1) when relevant information is pro-

vided or otherwise made available to the
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189

Adminastrator, shall consider the extent of
Federal regulation under other Federal
laws.

“(D) QUIDANCE.—

“(1) IN GENERAL.—Not later than 1
year after the date of enactment of the
Frank R. Lautenberg Chemical Safety for
the 21st Century Act, the Admanistrator
shall develop guidance to assist interested
persons in developing their own draft safety
assessments and other information for sub-
mission to the Administrator, which may be
considered at the discretion of the Admainis-
trator.

“(1n) REQUIREMENT.—The guidance
shall, at a mimvmum, address the quality of
the information submaitted and the process
to be followed in developing a draft safety
assessment for consideration by the Admin-
istrator.

Subject to

22 section 14, the Adminastrator shall—

23
24
25

“(1) make publicly available a nontechnical

summary, and the final version, of each safety assess-

ment and safety determination;
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“(2) provide public notice and an opportunity
Jor comment on each proposed safety assessment and
safety determaination; and

“(3) make public in a final safety assessment
and safety determination—

“(A) the list of studies considered by the Ad-
manistrator in carrying out the safety assessment
or safety determination; and

“(B) the lst of policies, procedures, and
guidance that were followed in carrying out the
safety assessment or safety determination.

“()) CONSULTATION WITH SCIENCE ADVISORY COM-
MITTEE ON CHEMICALS.—

“(1) ESTABLISHMENT.—Not later than 1 year
after the date of enactment of this section, the Admin-
wstrator shall establish an advisory commattee, to be
known as the ‘Science Advisory Committee on Chemi-
cals’ (referred to in this subsection as the ‘Com-
mattee’).

“(2) PURPOSE.—The purpose of the Committee
shall be to provide independent advice and expert
consultation, on the request of the Administrator,
with respect to the scientific and technical aspects of

1ssues relating to the implementation of this title.
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“(3) CompOSITION—The Committee shall be
composed of representatives of such science, govern-
ment, labor, public health, public interest, animal
protection, industry, and other groups as the Admin-
istrator determines to be aduvisable, including, at a
minimum, representatives that have specific scientific
expertise in the relationship of chemical exposures to
women, children, and other potentially exposed or
susceptible populations.

“(4) SCHEDULE.—The Administrator shall con-
vene the Committee in accordance with such schedule
as the Administrator determines to be appropriate,
but not less frequently than once every 2 years.

“(5) RELATIONSHIP TO OTHER LAW.—AIl pro-
ceedings and meetings of the Commattee shall be sub-
ject to the Federal Advisory Committee Act (5 U.S.C.
App.).”.

SEC. 5. TESTING OF CHEMICAL SUBSTANCES OR MIXTURES.
(a) IN GENERAL.—RSection 4 of the Toxic Substances
Control Act (15 U.S.C. 2603) is amended—

(1) by striking subsections (a), (b), (¢), (d), and
(9);

(2) by redesignating subsections (e) and (f) as
subsections (f) and (g), respectively;

(3) in subsection (f) (as so redesignated)—

*S 697 RS
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1 (A) by striking “rule” each place it appears
2 and inserting “‘rule, testing consent agreement,
3 or order”;
4 (B) by striking “under subsection (a)” each
5 place it appears and inserting “under this sub-
6 section”; and
7 (C) in paragraph (1)—
8 (1) n subparagraph (A)(v), by insert-
9 mg “, without taking into account cost or
10 other nonrisk factors” after “the environ-
11 ment”; and
12 (11) in subparagraph (B), in the last
13 sentence, by striking “rulemaking’;
14 (4) wn subsection (g) (as so redesignated)—
15 (A) in the first sentence—
16 (1) by striking “from cancer, gene
17 mutations, or birth defects”; and
18 (11) by inserting *, without taking into
19 account cost or other nonrisk factors” before
20 the period at the end; and
21 (B) by striking the last sentence; and
22 (5) by inserting before subsection (f) (as so redes-
23 wgnated) the following:
24 “(a) DEVELOPMENT OF NEW INFORMATION ON CHEM-

25 104L SUBSTANCES AND MIXTURES.—
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“(1) IN GENERAL.—The Admainistrator may re-

quire the development of new information relating to

a chemical substance or maxture wn accordance with

this section if the Admanistrator determines that the

mformation 1s necessary—

“(A) to review a notice under section 5(d)
or to perform a safety assessment or safety deter-
maination under section 6;

“(B) to implement a requirement 1mposed
m a consent agreement or orvder issued under
section 5(d)(4) or under a rule promulgated
under section 6(d)(3);

“(C) pursuant to section 12(a)(4); or

“(D) at the request of the implementing au-
thority under another Federal law, to meet the
regqulatory testing needs of that authority.

“(2) LIMITED TESTING FOR PRIORITIZATION

PURPOSES.—

*S 697 RS

“(A) IN GENERAL.—KEuxcept as provided in
subparagraph (B), the Administrator may re-
quire the development of new information for the
purposes of section 4A.

“(B) Proaipition—"Testing  required

under subparagraph (A) shall not be required for
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the purpose of establishing or implementing a
minimum information requirement.

“(C) LimitATION.—The Administrator may
require the development of new information pur-
suant to subparagraph (A) only if the Adminis-
trator determines that additional information is
necessary to establish the priovity of a chemical
substance.

“(3) FOrRM.—The Administrator may require the

opment of information described in paragraph

(1) or (2) by—

*S 697 RS

“(A) promulgating a rule;

“(B) entering into a testing consent agree-
ment; or

“(C) 1ssurng an order.

“(4) CONTENTS.—

“(A) IN GENERAL.—A rule, testing consent
agreement, or order issued under this subsection
shall inelude—

“(1) identification of the chemical sub-
stance or maixture for which testing is re-
quired;

“(11) wdentification of the persons re-

quired to conduct the testing;
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“(111) test protocols and methodologies
Jor the development of information for the
chemical substance or mixture, including
specific reference to any reliable nonanimal
test procedures; and

“(w) specification of the period within
which indwiduals and entities required to
conduct the testing shall submit to the Ad-
manistrator the information developed in
accordance with the procedures described i
clause ().

“(B) CONSIDERATIONS.—In  determining
the procedures and period to be required under
subparagraph (A), the Administrator shall take
mto consideration—

“(1) the relative costs of the various test
protocols and methodologies that may be re-
quired; and

“(11) the reasonably foreseeable avail-
ability of facilities and personnel required
to perform the testing.

“(b) STATEMENT OF NEED.—
“(1) IN GENERAL.—In promulgating a rule, en-
tering into a testing consent agreement, or issuing an

order for the development of additional information
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(including information on exposure or exposure po-
tential) pursuant to this section, the Administrator
shall—

“(A) identify the need intended to be met by
the rule, agreement, or order;

“(B) explain why nformation reasonably
available to the Administrator at that time is in-
adequate to meet that need, including a ref-
erence, as appropriate, to the information identi-
fied i paragraph (2)(B); and

“(C) explain the basis for any decision that
requires the use of vertebrate animals.

“(2) EXPLANATION IN CASE OF ORDER.—

“(A) IN GENERAL.—If the Administrator
issues an order under this section, the Adminais-
trator shall issue a statement providing a jus-
tification for why issuance of an order is war-
ranted instead of promulgating a rule or enter-
mg 1nto a testing consent agreement.

“(B) CONTENTS.—A statement described in
subparagraph (A) shall contain a description
of—

“(1) information that s readily acces-

sible to the Administrator, including infor-
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mation submitted under any other provi-
sion of law;

“(11) the extent to which the Adminis-
trator has obtained or attempted to obtain
the information through voluntary submis-
sions; and

“(11) any information relied on in
safety assessments for other chemical sub-
stances relevant to the chemical substances

that would be the subject of the order.

“(¢) REDUCTION OF TESTING ON VERTEBRATES.—

minimaze,

IN GENERAL.—The Administrator shall

to the extent practicable, the wuse of

vertebrate anvmals in testing of chemical substances

or mixtures, by—

*S 697 RS

“(A) encouraging and facilitating—

“(1) the use of integrated and tiered
testing and assessment strategies;

“(11) the use of best available science in
existence on the date on which the test 1is
conducted;

“(1e1) the wuse of test methods that
eliminate or reduce the use of animals while
providing information of high scientific

quality;
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“(w) the grouping of 2 or more chem-
weal substances into scientifically appro-
priate categories in cases in which testing of
a chemical substance would provide reliable
and useful information on other chemical
substances i the category;

“(v) the formation of industry con-
sortia to jointly conduct testing to avoid
unnecessary duplication of tests; and

“(vi) the submission of information
Jfrom—

“(I) animal-based studies; and
“(II) emerging methods and mod-
els; and
“(B) funding research and validation stud-
1es to reduce, refine, and replace the use of ani-
mal tests in accordance with this subsection.

“(2) IMPLEMENTATION OF ALTERNATIVE TESTING
METHODS.—To promote the development and timely
mceorporation of new testing methods that are not
based on wvertebrate animals, the Administrator
shall—

“(A) not later than 2 years after the date
of enactment of the Frank R. Lautenberg Chem-

real Safety for the 21st Century Act, develop a

*S 697 RS



O© o0 3 O WD B W N

[\© TN NG TN N T NG I NG I N0 B S e e T e e T e T e T T
[ T NG U N N e = NN - BN B o) W ) TR ~S O T NO S e

*S 697 RS

199

strategic plan to promote the development and
vmplementation of alternative test methods and
testing strategies to generate information under
this title that can reduce, refine, or replace the
use of vertebrate animals, including toxicity
pathway-based risk assessment, in vitro studies,
systems  biology,  computational  toxicology,
bioinformatics, and high-throughput screening;

“(B) as practicable, ensure that the stra-
tegic plan developed under subparagraph (A) is
reflected in the development of requirements for
testing under this section;

“(C) vdentify in the strategic plan developed
under subparagraph (A) particular alternative
test methods or testing strategies that do not re-
quire new vertebrate anvmal testing and are sci-
entifically reliable, relevant, and capable of pro-
viding information of equivalent scientific reli-
ability and quality to that which would be ob-
tained from vertebrate animal testing;

“(D) provide an opportunity for public no-
tice and comment on the contents of the plan de-
veloped under subparagraph (A), including the
eriteria for considering scientific reliability, rel-

evance, and equivalent information and the test
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methods and strategies identified in subpara-
graph (C);

“(E) beginning on the date that is 5 years
after the date of enactment of the Frank R. Lau-
tenberg Chemical Safety for the 21st Century Act
and every 5 years thereafter, submit to Congress
a report that describes the progress made in im-
plementing this subsection and goals for future
alternative test methods implementation;

“(F) fund and carry out research, develop-
ment, performance assessment, and translational
studies to accelerate the development of test meth-
ods and testing strategies that reduce, refine, or
replace the use of vertebrate anvmals in any test-
g under this title; and

“(G) dentify synergies with the related in-

Jormation requirements of other jurisdictions to

minimaze the potential for additional or duplica-
twe testing.
“(3) CRITERIA FOR ADAPTING OR WAIVING ANI-

TESTING REQUIREMENTS.—On request from a

manufacturer or processor that is required to conduct

testing of a chemical substance or wmixture on

vertebrate animals under this section, the Adminais-
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r may adapt or waive the requirement, if the Ad-

manastrator determanes that—

*S 697 RS

“(A) there s sufficient evidence from several
mdependent sources of information to support a
conclusion that a chemical substance or mixture
has, or does not have, a particular property if
the nformation from each ndiwidual source
alone s insufficient to support the conclusion;

“(B) as a result of 1 or more physical or
chemical properties of the chemical substance or
maxture or other toxicokinetic considerations—

“(1) the substance cannot be absorbed,;
or

“(11) testing for a specific endpoint is
technically not practicable to conduct; or

“(C) a chemical substance or mixture can-
not be tested in vertebrate animals at concentra-
tions that do not result in significant pain or
distress, because of physical or chemical prop-
erties of the chemical substance or mixture, such
as a potential to cause severe corrosion or severe
wrritation to the tissues of the animal.

“(4) VOLUNTARY TESTING.—
“(A) IN GENERAL.—Any person developing

mformation for submission under this title on a
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voluntary basis and not pursuant to any request
or requirement by the Administrator shall first
attempt to develop the information by means of
an alternatiwe or nonanimal test method or test-
ing strategy that the Admainistrator has deter-
mined under paragraph (2)(C) to be scientif-
weally reliable, relevant, and capable of providing
equivalent information, before conducting new
anvmal testing.

“(B) EFFECT OF PARAGRAPH.—Nothing in
this paragraph—

“(r) requires the Administrator to re-
view the basis on which the person is con-
ducting testing described n subparagraph
(4);

“(11) prohibits the wuse of other test
methods or testing strategies by any person
Jor purposes other than developing informa-
twon for submission under this title on a
voluntary basis; or

“(111) prohibits the use of other test
methods or testing strategies by any person,
subsequent to the attempt to develop infor-

mation using the test methods and testing
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strategies identified by the Admanistrator

under paragraph (2)(C).
“(d) TESTING REQUIREMENTS.—
“(1) IN GENERAL.—The Admainistrator may re-
quire the development of information by—
“(A) manufacturers and processors of the
chemacal substance or mixture; and
“(B) subject to paragraph (3), persons that
begin to manufacture or process the chemical
substance or mixture—
“(1) after the effective date of the rule,
testing consent agreement, or order; but
“(11) before the period ending on the
later of—
“(1) 5 years after the date referred
to i clause (1); or
“(I1) the last day of the period
that begins on the date referred to in
clause (1) and that is equal to the pe-
riod that the Administrator determines
was necessary to develop the informa-
tion.
“(2) DESIGNATION.—The Admainistrator may

permit 2 or more persons identified in subparagraph

*S 697 RS
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(A) or (B) of paragraph (1) to designate 1 of the per-
sons or a qualified third party—

“(A) to develop the information; and

“(B) to submat the information on behalf of
the persons making the designation.

“(3) EXEMPTIONS.—

“(A) IN GENERAL.—A person otherwise sub-
ject to a rule, testing consent agreement, or order
under this section may submit to the Adminis-
trator an application for an exemption on the
basis that the information is being developed by
a person designated under paragraph (2).

“(B) FAIR AND EQUITABLE REIMBURSE-
MENT TO DESIGNEE.—

“(1) IN GENERAL—If the Adminis-
trator accepts an application submaitted
under subparagraph (A), the Administrator
shall direct the applicant to provide to the
person designated under paragraph (2) fair
and equitable revmbursement, as agreed to
between the applicant and the designee.

“(11) ARBITRATION.—If the applicant
and a person designated under paragraph

(2) cannot reach agreement on the amount

*S 697 RS
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of farr and equitable revmbursement, the

amount shall be determined by arbitration.

“(C) TERMINATION.—If, after granting an
exemption under this paragraph, the Admainis-
trator determines that no person designated
under paragraph (2) has complied with the rule,
testing consent agreement, or order, the Adminais-
trator shall—

“(1) by order, terminate the exemption;
and
“(11) notify in writing each person that
recewved an exemption of the requirements
with respect to which the exemption was
granted.
“(4) TIERED TESTING.—

“(A) IN GENERAL.—KEuxcept as provided in
subparagraph (D), the Administrator shall em-
ploy a tiered screening and testing process,
under which the results of screening-level tests or
assessments of available information inform the
decision as to whether 1 or more additional tests
are necessariy.

“(B) SCREENING-LEVEL TESTS.—

“(1) IN GENERAL.—The screening-level

tests required for a chemical substance or
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mixture  may include tests for hazard

(which may include in silico, in vitro, and

m vivo tests), environmental and biological

fate and transport, and wmeasurements or

modeling of exposure or exposure potential,
as appropriate.

“(11) USE.—Screening-level tests shall
be used—

“(I) to screen chemical substances
or maxtures for potential adverse ef-
fects; and

“(II) to inform a decision of the
Admanistrator regarding whether more
complex or targeted additional testing
18 necessary.

“(C) ADDITIONAL TESTING.—If the Admin-
wstrator determines under subparagraph (B) that
additional testing 1s necessary to provide more
definitwe information for safety assessments or
safety determinations, the Admainistrator may
require more advanced tests for potential health
or environmental effects or exposure potential.

“(D)  ADVANCED  TESTING  WITHOUT
SCREENING.—The Administrator may require

more advanced testing without  conducting
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screening-level testing when other information

available to the Administrator justifies the ad-

vanced testing, pursuant to guidance developed
by the Administrator under this section.

“(e) TRANSPARENCY.—Subject to section 14, the Ad-
mainistrator shall make available to the public all testing
consent agreements and orders and all information sub-
matted under this section.”.

(b) CONFORMING AMENDMENT.—Section 104(1)(5)(A)
of the Comprehensive Environmental Response, Compensa-
tion, and Liability Act of 1980 (42 U.S.C. 9604(v)(5)(A))
1s amended in the third sentence by striking “section 4(e)”
and inserting “section 4(f)”.

SEC. 6. PRIORITIZATION SCREENING.

The Toxic Substances Control Act is amended by in-
serting after section 4 (15 U.S.C. 2603) the following:
“SEC. 4A. PRIORITIZATION SCREENING.

“(a) PRIORITIZATION SCREENING PROCESS AND LIST
OF SUBSTANCES.—

“(1) IN GENERAL—Not later than 1 year after
the date of enactment of this section, the Adminis-
trator shall establish, by rule, a risk-based screening
process and explicit criteria for identifying existing

chemical substances that are—

*S 697 RS
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“(A) a high priority for a safety assessment
and safety determination under section 6 (re-
ferred to in this Act as ‘hagh-priority sub-
stances’); and

“(B) a low priority for a safety assessment
and safety determination (referred to in this Act
as ‘low-priority substances’).

“(2) INITIAL LIST OF HIGH- AND LOW-PRIORITY
SUBSTANCES.—

“(A) IN GENERAL.—Before the date of pro-
mulgation of the rule under paragraph (1) and
not later than 180 days after the date of enact-
ment of this section, the Administrator—

“(1) shall take wnto consideration and
publish an wnitial list of high-priority sub-
stances and low-priority substances; and

“(1n) pursuant to section 6(D), may
mitwate or continue safety assessments and
safety determinations for those high-priority
substances.

“(B) REQUIREMENTS.—

“(1) IN GENERAL.—The initial list of
chemical substances shall contain at least
10 hagh-priority substances, at least 5 of

which arve drawn from the list of chemical

*S 697 RS
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substances identified by the Admainistrator
i the October 2014 TSCA Work Plan and
subsequent updates, and at least 10 low-pri-
ority substances.

“(11) SUBSEQUENTLY IDENTIFIED SUB-
STANCES.—Insofar as possible, at least 50
percent of all substances subsequently iden-
tified by the Administrator as high-priority
substances shall be drawn from the list of
chemical substances identified by the Ad-
manistrator in  the October 2014 TSCA
Work Plan and subsequent updates, until
all Work Plan chemicals have been des-
wnated under this subsection.

“(11t) PERSISTENCE AND BIOACCUMU-
LATION.—In developing the initial list and
wm dentifying additional high-priority sub-
stances, the Administrator shall give pref-

erence to chemical substances scored as high

Jor persistence and bioaccumulation in the

October 2014 TSCA Work Plan and subse-

quent updates.

“(C) ADDITIONAL CHEMICAL REVIEWS.—

The Administrator shall, as soon as practicable

and not later than—
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“(1) 3 years after the date of enactment
of the Frank R. Lautenberg Chemical Safe-
ty for the 21st Century Act, add additional
high-priority substances sufficient to ensure
that at least a total of 20 high-priority sub-
stances have undergone or are undergoing
the process established in section 6(a), and
additional low-priority substances sufficient
to ensure that at least a total of 20 low-pri-
ority substances have been designated; and

“(11) 5 years after the date of enact-
ment of the Frank R. Lautenberg Chemical
Safety for the 21st Century Act, add addi-
tional high-priority substances sufficient to
ensure that at least a total of 25 high-pri-
ority substances have undergone or are un-
dergoing the process established n section
6(a), and additional low-priority substances
sufficient to ensure that at least a total of
25 low-priority substances have been des-

wgnated.

“(3) IMPLEMENTATION.—

“(A) CONSIDERATION OF ACTIVE AND INAC-

TIVE SUBSTANCES.—
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“(1) ACTIVE SUBSTANCES.—In car-
rying out paragraph (1), the Admainistrator
shall take into consideration active sub-
stances, as determined wunder section 8,
which may nclude chemical substances on
the interim list of active substances estab-
lished under that section.

“(in) INACTIVE SUBSTANCES.—In car-
rying out paragraph (1), the Administrator
may take wnto consideration inactive sub-
stances, as determined under section 8, that
the Admanistrator determines—

“(D(aa) have not been subject to a
requlatory or other enforceable action
by the Admanistrator to ban or phase
out the substances; and

“(bb) have the potential for high
hazard and widespread exposure; or

“(II)(aa) have been subject to a
requlatory or other enforceable action
by the Admanistrator to ban or phase
out the substances; and

“(bb) with respect to which there
exists the potential for residual high

hazards or widespread exposures not
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otherwise addressed by the regulatory
or other action.
“(1i1) REPOPULATION.—

“(I) IN GENERAL—On the com-
pletion of a safety determination under
section 6 for a chemical substance, the
Admanistrator shall remove the chem-
wcal substance from the list of high-pri-
ority substances established under this
subsection.

“(I1) ADDITIONS.—The Adminis-
trator shall add at least 1 chemical
substance to the list of high-priority
substances for each chemical substance
removed from the list of high-priority
substances established wunder this sub-
section, until a safety assessment and
safety determination s completed for
all hagh-priority substances.

“(111) LOW-PRIORITY SUB-
STANCES.—If a low-priority substance
18 subsequently designated as a high-
priority substance, the Admainistrator
shall remove that substance from the

list of low-priority substances.
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TIMELY COMPLETION OF

PRIORITIZATION SCREENING PROCESS.—

“(t) IN GENERAL.—The Admainistrator

shall—

“(I) except as provided under
paragraph (2), not later than 180 days
after the effective date of the final rule
under  paragraph (1), begin  the
prioritization screening process; and

“(II) make every effort to complete
the designation of all active substances
as high-priority substances or low-pri-
ority substances in a timely manner.

“(11) DECISIONS ON SUBSTANCES SUB-

JECT TO TESTING FOR PRIORITIZATION
PURPOSES.—Not later than 90 days after
the date of receipt of information regarding
a chemical substance complying with a rule,
testing consent agreement, or order issued
under section 4(a)(2), the Admanistrator
shall designate the chemical substance as a
high-priority substance or low-priority sub-

stance.

“(111) CONSIDERATION.—
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“(I) IN GENERAL—The Adminis-
trator shall screen substances and des-
wgnate high-priority substances taking
wmto consideration the ability of the
Administrator to schedule and com-
plete safety assessments and safety de-
terminations under section 6 in a
tumely manner.

“(II) ANNUAL GOAL—The Ad-
manistrator shall publish an annual
goal for the number of chemical sub-
stances  to  be  subject to  the
prioritization screening process.

“(C') SCREENING OF CATEGORIES OF SUB-
STANCES.—The Administrator may screen cat-
egories of chemical substances to ensure an effi-
cient prioritization screening process to allow for
timely and adequate designations of high-pri-
ority substances and low-priority substances and
safety assessments and safety determinations for
high-priority substances.

“(D) PUBLICATION OF LIST OF CHEMICAL
SUBSTANCES.—The ~ Administrator shall  keep
current and publish a list of chemical substances

that—
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“(0) are being considered in the
prioritization screening process and the sta-
tus of the chemical substances in the
priovitization process, imcluding those chem-
weal substances for which prioritization de-
cisions have been deferred; and

“(1n) are designated as high-priority
substances or low-priority substances, in-
cluding the bases for such designations.

“(4) ORITERIA.—The criteria described in para-

“(A) the recommendation of the Governor of
a State or a State agency with responsibility for
protecting health or the environment from chem-
tcal substances appropriate for prioritization
screening;

“(B) the hazard and exposure potential of
the chemical substance (or category of sub-
stances), including persistence, bioaccumulation,
and specific scientific classifications and des-
wgnations by authoritative governmental entities;

“(C) the conditions of use or significant
changes in the conditions of use of the chemical

substance;
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“(D) evidence and indicators of exposure
potential to humans or the environment from the
chemical substance, including potentially exposed
or susceptible populations;

“(E) the volume of a chemical substance
manufactured or processed;

“(F) whether the volume of a chemical sub-
stance as reported under a rule promulgated
pursuant to section S(a) has significantly in-
creased or decreased during the period beginning
on the date of a previous report or the date on
which a notice has been submitted under section
5(b) for that chemical substance;

“(G) the availability of information regard-
g potential hazards and exposures required for
conducting a safety assessment or safety deter-
mination, with limated availability of relevant
mformation to be a sufficient basis for desig-
nating a chemical substance as a high-priority
substance, subject to the condition that limited
avarlability shall not require designation as a
high-priority substance; and

“C(H) the extent of Federal or State regula-
tion of the chemical substance or the extent of the

mmpact of State regulation of the chemical sub-
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stance on the United States, with existing Fed-

eral or State regulation of any uses evaluated in
the prioritization screening process as a factor in
designating a chemical substance to be a high-
priorvity or a low-priority substance.
“(b) PRIORITIZATION SCREENING PROCESS AND DECI-
SIONS.—

“(1) IN GENERAL.—The prioritization screening
process developed under subsection (a) shall include a
requirement that the Administrator shall—

“(A) wdentify the chemical substances being
considered for prioritization;

“(B) request interested persons to supply
mformation regarding the chemical substances
being considered;

“(C) apply the criteria identified in sub-
section (a)(4); and

“(D) subject to paragraph (5) and using the
mformation available to the Admainistrator at
the time of the decision, identify a chemical sub-
stance as a high-priority substance or a low-pri-
ority substance.

“(2)  INTEGRATION OF  INFORMATION.—The
prioritization screening decision regarding a chemical

substance shall integrate any hazard and exposure in-

*S 697 RS
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Jormation relating to the chemical substance that is

available to the Admainistrator.

STANCES.—The Admanastrator:

“(3) IDENTIFICATION OF HIGH-PRIORITY SUB-

“(A) shall identify as a high-priority sub-
stance a chemical substance that, relative to
other active chemical substances, the Adminis-
trator determines has the potential for signifi-
cant hazard and significant exposure;

“(B) may identify as a high-priority sub-
stance a chemical substance that, relative to
other active chemical substances, the Adminis-
trator determanes has the potential for signifi-
cant hazard or significant exposure; and

“(C) may identify as a high-priority sub-
stance an nactive substance, as determined
under subsection (a)(3)(A)(1) and section 8(b),
that the Admanistrator determines warrants a
safety assessment and safety determination
under section 0.

“(4) IDENTIFICATION OF LOW-PRIORITY SUB-

STANCES.—The Administrator shall identify as a low-

priority substance a chemical substance that the Ad-

manistrator concludes has information sufficient to es-

*S 697 RS
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tablish that the chemacal substance s likely to meet
the safety standard.

“(5) DEFERRING A DECISION.—If the Adminis-
trator determines that additional information is re-
quired to establish the priority of a chemical sub-
stance under this section, the Administrator may
defer the prioritization screening decision for a rea-
sonable period—

“(A) to allow for the submission of addi-
tional imformation by an interested person and

Jor the Administrator to evaluate the additional

mformation; or

“(B) to require the development of informa-
tion pursuant to a rule, testing consent agree-

ment, or order issued under section 4(a)(2).

“(6) DEADLINES FOR SUBMISSION OF INFORMA-

TION.

If the Admainistrator requests the development
or submission of information under this section, the
Admanistrator shall establish a deadline for submis-
sion of the information.

“(7) NOTICE AND COMMENT.—The Administrator
shall—
“(A) publish, including in the Federal Reg-

ister, the proposed decisions made under para-

*S 697 RS
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graphs (3), (4), and (5) and the basis for the de-
c1s1ons; and

“(B) provide 90 days for public comment.
“(8) REVISIONS OF PRIOR DESIGNATIONS.—

“(A) IN GENERAL.—AL any time, and at the
discretion of the Admanistrator, the Adminis-
trator may revise the designation of a chemical
substance as a high-priority substance or a low-
priority substance based on information avail-
able to the Admanistrator after the date of the de-
termination under paragraph (3) or (4).

“(B) LIMITED AVAILABILITY.—If limited
availability of relevant information was a basis
m the designation of a chemical substance as a
high-priority substance, the Administrator shall
reevaluate the prioritization screening of the
chemical substance on recewving the relevant in-
Jormation.

“(9)  OTHER INFORMATION  RELEVANT  TO

PRIORITIZATION.—

“(A) IN GENERAL.—If, after the date of en-
actment of the Frank R. Lautenberg Chemical
Safety for the 21st Century Act, a State proposes
an administrative action or enacts a statute or

takes an administrative action to prohibit or

*S 697 RS
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otherwise restrict the manufacturing, processing,
distribution wn commerce, or use of a chemical
substance that the Administrator has not des-
wgnated as a high-priority substance, the Gov-
ernor or State agency with responsibility for im-
plementing the statute or administrative action
shall notify the Administrator.

“(B) REQUESTS FOR INFORMATION.—KFol-

lowing receipt of a notification provided under
subparagraph (A), the Administrator may re-
quest any available information from the Gov-
ernor or the State agency with respect to—

“(1) scientific evidence related to the
hazards, exposures and risks of the chemical
substance under the conditions of use which
the statute or administratie action s in-
tended to address;

“(1n) any State or local conditions
which warranted the statute or administra-
twe action;

“(111) the statutory or administrative
authority on which the action 1s based; and

“(iv) any other available information
relevant to the prohibition or other restric-

tion, including information on any alter-
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natives considered and thevr hazards, expo-

sures, and risks.

“(C)  PRIORITIZATION  SCREENING.—The
Admainastrator shall  conduct a prioritization
screening under this subsection for all substances
that—

“(1) are the subject of notifications re-
cerved under subparagraph (A); and
“(11) the Adminmistrator determines—
“(1) are likely to have significant
health or environmental 1mpacts;
“(I1) are lLikely to have significant
mmpact on interstate commerce; or
“(I11) have been subject to a pro-
hibition or other restriction under a
statute or admimistratwe action wn 2
or more States.

“(D) AVAILABILITY TO PUBLIC.—Subject to
section 14 and any applicable State law regard-
g the protection of confidential information
provided to the State or to the Administrator,
the Admainistrator shall make information re-
cewed from a Governor or State agency under

subparagraph (A) publicly available.

*S 697 RS
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“(E) EFFECT OF PARAGRAPH.—Nothing in
this paragraph shall preempt a State statute or
administrative action, require approval of a
State statute or admainistrative action, or apply
section 15 to a State.

“(10) REVIEW.—Not less frequently than once
every 5 years after the date on which the process
under this subsection s established, the Admainistrator
shall—

“(A) review the process on the basis of expe-
rience and taking into consideration resources
available to efficiently and effectively screen and
prioritize chemical substances; and

“(B) if mecessary, modify the prioritization
SCreening process.

“(11) ErrECT—Subject to section 18, a designa-
tion by the Admainistrator under this section with re-
spect to a chemical substance shall not affect—

“(A) the manufacture, processing, distribu-
tion i commerce, use, or disposal of the chem-
1cal substance; or

“(B) the regulation of those activities.

“(c¢) ADDITIONAL PRIORITIES FOR SAFETY ASSESS-
MENTS AND DETERMINATIONS.—

“(1) REQUIREMENTS.—

*S 697 RS
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“(A) IN  GENERAL—The prioritization

screening process developed under subsection (a)

shall—

“(1) include a process by which a man-
ufacturer or processor of an active chemical
substance that has not been designated a
high-priority  substance or 1s not in the
process of a prioritization screening by the
Administrator, may request that the Ad-
mimistrator designate the substance as an
additional priovity for a safety assessment
and safety determination, subject to the
payment of fees pursuant to section
26(b)(3)(E);

“(11) specify the iformation to be pro-
vided i such requests; and

“(1ir) specify the criteria the Adminis-
trator shall use to determine whether or not
to grant such a request, which shall include
whether the substance 1is subject to restric-
tions 1mposed by statutes enacted or admin-
wstrative actions taken by 1 or more States
on the manufacture, processing, distribution

m commerce, or use of the substance.
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“(B) PREFERENCE.—Subject to paragraph
(2), i deciding whether to grant requests under
this subsection the Admainistrator shall give a
preference to requests concerning substances for
which the Administrator determines that restric-
tions vmposed by 1 or more States have the po-
tential to have a significant impact on interstate
commerce or health or the environment.

“(C)  EXceEpTIONS.—Chemical  substances
Jor which requests have been granted under this
subsection shall not be subject to subsection
(a)(3)(A) (1) or section 18(D).

“(2) LiMITATIONS.—In considering whether to

grant a request submitted under paragraph (1), the

Admanastrator shall ensure that—

“(A) if a sufficient number of additional
priority requests meet the requirements of para-
graph (1), not less than 25 percent, or more than
30 percent, of the cumulative number of sub-
stances designated to undergo safety assessments
and safety determinations under subsections
(a)(2) and (b)(3) are substances designated

under the process and criteria pursuant to para-

graph (1);

*S 697 RS
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“(B) the resources allocated to conducting
safety assessments and safety determinations for
additional priorities designated under this sub-
section are proportionate to the number of such
substances relative to the total number of sub-
stances designated to undergo safety assessments
and safety determinations under this section;
and

“(C) the number of additional priority re-
quests stipulated under subparagraph (A) is in
addition to the total number of high-priority
substances identified under subsections (a)(2)
and (b)(3).

“(3) ADDITIONAL REVIEW OF WORK PLAN CIIEMI-

CALS FOR SAFETY ASSESSMENT AND SAFETY DETER-

MINATION.,

In the case of a request under paragraph

(1) with respect to a chemical substance identified by

the Admanastrator in the October 2014 Work Plan—

*S 697 RS

“(A) the 30-percent cap specified in para-
graph (2)(A) shall not apply and the addition of
Work Plan chemicals shall be at the discretion of
the Admanistrator; and

“(B) notwithstanding paragraph (1)(C), re-
quests for additional Work Plan chemicals under

this subsection shall be considered high-priority
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chemicals subject to section 18(b) but not sub-
section (a)(3)(A)(111).
“(4) REQUIREMENTS.—

“(A) IN GENERAL—The public shall be pro-
vided notice and an opportunity to comment on
requests submaitted under this subsection.

“(B) DECISION BY ADMINISTRATOR.—Not
later than 180 days after the date on which the
Admanastrator recewves a request under this sub-
section, the Administrator shall decide whether
or not to grant the request.

“(C) ASSESSMENT AND DETERMINATION.—
If the Administrator grants a request under this
subsection, the safety assessment and safety de-
termination—

“(1) shall be conducted in accordance
with the deadlines and other requirements
of sections 3A(1) and 6; and

“(11) shall not be expedited or otherwise
subject to special treatment relative to high-
priority substances designated pursuant to
subsection (b)(3) that are undergoing safety

assessments and safety determinations.”.
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SEC. 7. NEW CHEMICALS AND SIGNIFICANT NEW USES.

Section 5 of the Toxic Substances Control Act (15

U.S.C. 2604) 1is amended—

(1) by striking the section designation and head-

g and inserting the following:

“SEC. 5. NEW CHEMICALS AND SIGNIFICANT NEW USES.”;

(b);

(2) by striking subsection (b);

(3) by redesignating subsection (a) as subsection

(4) by redesignating subsection (1) as subsection

(a) and moving the subsection so as to appear at the

beginning of the section;

*S 697 RS

(5) in subsection (b) (as so redesignated)—

(A) in the subsection heading, by striking
“IN GENERAL” and inserting “NOTICES”;

(B) in paragraph (1)—

(1) wn the matter preceding subpara-
graph (A), by striking “subsection (h)” and
mserting  “paragraph (3) and subsection
(h)”; and

(11) i the matter following subpara-
graph (B)—

(I) by striking “subsection (d)”

and nserting “subsection (¢)”; and
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(II) by striking “and such person
complies with any applicable require-
ment of subsection (b)”; and
(C) by adding at the end the following:

“(3) ARTICLE CONSIDERATION.—The Admainis-

trator may require the notification for the import or
processing of a chemical substance as part of an arti-
cle or category of articles under paragraph (1)(B) if
the Administrator makes an affirmative finding in a
rule under paragraph (2) that the reasonable poten-
twal for exposure to the chemical substance through the
article or category of articles subject to the rule war-
rants notification.”;

(6) by redesignating subsections (¢) and (d) as
subsections (d) and (¢), respectively, and moving sub-
section (¢) (as so redesigned) so as appear after sub-
section (b) (as redesignated by paragraph (3));

(7) in subsection (c) (as so redesignated)—

(A) by striking paragraph (1) and inserting
the following:

“(1) IN GENERAL—The notice required by sub-
section (b) shall include, with respect to a chemical

substance—

*S 697 RS
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“(A) the information required by sections
720.45 and 720.50 of title 40, Code of Federal
Regulations (or successor requlations); and
“(B) information regarding conditions of
use and reasonably anticipated exposures.”;
(B) in paragraph (2)—
(i) in the matter preceding subpara-
graph (A)—
(I) by striking “subsection (a)”
and nserting “subsection (b)”’; and
(I1) by striking “or of data under
subsection (b)”;
(11) wn subparagraph (4), by adding
“and’ after the semicolon at the end;
(111) w subparagraph (B), by striking
“and” and inserting a period; and
(1) by striking subparagraph (C); and
(C) in paragraph (3), by striking “sub-
section (a) and for which the notification period
prescribed by subsection (a), (b), or (¢)” and in-
serting “subsection (b) and for which the notifi-
cation period prescribed by subsection (b) or
(d)”;
(8) by striking subsection (d) (as redesignated by
paragraph (6)) and inserting the following:

*S 697 RS
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“(d) REVIEW OF NOTICE.—

“(1) INITIAL REVIEW.—

“(A) IN GENERAL.—Subject to subpara-
graph (B), not later than 90 days after the date
of receipt of a notice submaitted under subsection
(b), the Adminaistrator shall—

“(1) conduct an initial review of the
notice;

“(11) as needed, develop a profile of the
relevant chemical substance and the poten-
tial for exposure to hwmans and the envi-
ronment; and

“(111) make any mnecessary determina-
tion under paragraph (3).

“(B) EXTENSION.—Except as provided in
paragraph (5), the Administrator may extend
the period described n subparagraph (A) for
good cause for 1 or more periods, the total of
which shall be not more than 90 days.

“(2) INFORMATION SOURCES.—In evaluating a
notice under paragraph (1), the Administrator shall
take into consideration—

“(A) any relevant information identified in

subsection (¢)(1); and

*S 697 RS
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“(B) any other relevant additional informa-
tion available to the Administrator.

“(3) DETERMINATIONS.—Before the end of the

applicable period for review under paragraph (1),

based on the information described in paragraph (2),

and

deter

*S 697 RS

subject to section 18(g), the Administrator shall
mine that—

“(A) the relevant chemical substance or sig-
nificant new use s not likely to meet the safety
standard, in which case the Administrator shall
take appropriate action under paragraph (4);

“(B) the relevant chemical substance or sig-
nificant new wuse s likely to meet the safety
standard, in which case the Administrator shall
allow the review period to expire without addi-
twonal restrictions; or

“(C) additional information is necessary in
order to make a determination under subpara-
graph (A) or (B), in which case the Adminis-
trator shall take appropriate action under para-
graphs (4) and (5).

“(4) RESTRICTIONS.—
“(A)  DETERMINATION  BY  ADMINIS-

TRATOR.—
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“(1) IN GENERAL.—If the Adminis-
trator makes a determination under sub-
paragraph (A) or (C) of paragraph (3) with
respect to a mnotice submaitted under sub-
section (b)—

“(I) the Admanistrator, before the
end of the applicable period for review
under paragraph (1) and by consent
agreement or order, as appropriate,
shall prohibit or otheruise restrict the
manufacture, processing, use, distribu-
tion in commerce, or disposal (as ap-
plicable) of the chemical substance, or
of the chemical substance for a signifi-
cant new use, without compliance with
the restrictions specified in the consent
agreement or order that the Adminis-
trator determanes are sufficient to en-
sure that the chemical substance or sig-
nificant new use 1is likely to meet the
safety standard; and

“(II) no person may commence
manufacture of the chemical substance,
or manufacture or processing of the

chemical substance for a significant
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new use, except in compliance with the

restrictions specified in the consent

agreement or order.

“(1n) LIKELY TO MEET STANDARD.—If
the Admanistrator makes a determination
under subparagraph (B) of paragraph (3)
with respect to a chemical substance or sig-
nificant new use for which a mnotice was
submitted under subsection (b), at the end
of the applicable period for review wunder
paragraph (1), the submitter of the notice
may commence manufacture for commercial
purposes of the chemical substance or man-
ufacture or processing of the chemical sub-
stance for a significant new use.

“(B) REQUIREMENTS.—Not later than 90

days after isswing a consent agreement or order
under subparagraph (A), the Administrator
shall—

“(1) take into consideration whether to
promulgate a rule pursuant to subsection
(b)(2) that identifies as a significant new
use any manufacturing, processing, use, dis-
tribution @ commerce, or disposal of the

chemical substance, or of the chemaical sub-
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stance for a new use, that is not in compli-
ance with the restrictions vmposed by the
consent agreement or order; and

“()(1) initrate a rulemaking described
wm clause (1); or

“(II) publish «a statement describing
the reasons of the Administrator for not ini-
tiating a rulemaking.

“(C) INCLUSIONS.—A prohibition or other

restriction under subparagraph (A) may include,

as appropriate—

“(1) subject to section 18(g), a require-
ment that a chemical substance shall be
marked with, or accompanied by, clear and
adequate minimum warnings and instruc-
tions with respect to wuse, distribution n
commerce, or disposal, or any combination
of those activities, with the form and con-
tent of the mimvmum warnings and instruc-
tions to be prescribed by the Administrator

“(11) a requirement that manufacturers
or processors of the chemical substance
shall—

“(I) make and retain records of

the processes used to manufacture or
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process, as applicable, the chemical
substance; or

“(II) monitor or conduct such ad-
ditional tests as are reasonably nec-
essary to address potential risks from
the manufacture, processing, distribu-
tion an commerce, use, or disposal, as
applicable, of the chemical substance,
subject to section 4;

“(111) a restriction on the quantity of

the chemical substance that may be manu-
Jactured, processed, or distributed in com-

merce—

“(1) in general; or
“(II) for a particular use;

“w) a prohibition or other restriction

“(I) the manufacture, processing,
or distribution in commerce of the
chemical substance for a significant
new use;

“(II) any method of commercial
use of the chemical substance; or

“(II1) any method of disposal of

the chemical substance; or
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“(v) a prohibition or other restriction
on the manufacture, processing, or distribu-
tion in commerce of the chemical sub-
stance—
“(I) in general; or
“(II) for a particular use.

“(D) PERSISTENT AND BIOACCUMULATIVE
SUBSTANCES.—For a chemical substance the Ad-
ministrator determines ranks hagh for persistence
and broaccumulation, the Administrator shall, in
selecting among prohibitions and other restric-
tions that the Admanistrator determines are suf-
Jicient to ensure that the chemical substance is
likely to meet the safety standard, reduce poten-
tial exposure to the substance to the maximum
extent practicable.

“(E) WORKPLACE EXPOSURES.—The Ad-
manistrator shall consult with the Assistant Sec-
retary of Labor for Occupational Safety and
Health prior to adopting any prohibition or
other restriction under this subsection to address
workplace exposures.

“(F) DEFINITION OF REQUIREMENT.—For

purposes of this Act, the term ‘requirement’ as

*S 697 RS
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used wn this section does not displace common

law.

“(5) ADDITIONAL INFORMATION.—If the Admin-
wstrator determines under paragraph (3)(C) that ad-
ditional information s necessary to conduct a review
under this subsection, the Administrator—

“(A) shall provide an opportunity for the
submatter of the notice to submat the additional
mformation;

“(B) may, by agreement with the submitter,
extend the review period for a reasonable time to
allow the development and submission of the ad-
ditronal information;

“(C) may promulgate a rule, enter into a
testing consent agreement, or issue an order
under section 4 to require the development of the
mformation; and

“(D) on receipt of information the Adminis-
trator finds supports the determination under
paragraph (3), shall promptly make the deter-
mination.”;

(9) by striking subsections (e) through (g) and
mserting the following:

“(e) NoT1CE OF COMMENCEMENT.—

*S 697 RS
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“(1) IN GENERAL.—Not later than 30 days after
the date on which a manufacturer that has submatted
a notice under subsection (b) commences nonexempt
commercial manufacture of a chemical substance, the
manufacturer shall submait to the Administrator a no-
tice of commencement that identifies—

“(A4) the name of the manufacturer; and
“(B) the initial date of nonexempt commenr-
cial manufacture.

“(2) WITHDRAWAL.—A wmanufacturer or proc-
essor that has submatted a notice under subsection (b),
but that has not commenced nonexempt commercial
manufacture or processing of the chemical substance,
may withdraw the notice.

“(f) FURTHER EVALUATION.—The Administrator may

review a chemical substance under section 4A at any time

after the Admanistrator receives—

“(1) a notice of commencement for a chemical
substance under subsection (e); or

“(2) mew information regarding the chemical
substance.

“(g) TRANSPARENCY.—Subject to section 14, the Ad-

manmistrator shall make available to the public—

“(1) all notices, determinations, consent agree-

ments, rules, and orders of the Administrator; and

*S 697 RS
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“(2) all information submitted or issued under

this section.”; and

*S 697 RS

(10) in subsection (h)—

(A) wn paragraph (1)—

(1) wn the matter preceding subpara-
graph (A), by striking “(a) or”; and

(11) in subparagraph (A), by inserting
“ without taking into account cost or other
nonrisk factors” after “the environment’;
(B) by striking paragraph (2);

(C) by redesignating paragraphs (3)

through (6) as paragraphs (2) through (5), re-

spectively;

(D) i paragraph (2) (as so redesignated),

wm the matter preceding subparagraph (A), by
striking “subsections (a) and (b)” and inserting

“subsection (b)”’;

(E) in paragraph (3) (as so redesignated)—

(1) in the first sentence, by striking
“will not present an unreasonable risk of
wmgury to health or the environment” and
mserting “wrll meet the safety standard”;
and

(11) by striking the second sentence;
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(F) in paragraph (4) (as so redesignated),
by striking “subsections (a) and (b)” and insert-
g “subsection (b)”; and
(G) in paragraph (5) (as so redesignated),
w the first sentence, by striking “paragraph (1)
or (5)” and inserting “paragraph (1) or (4)”.
SEC. 8. SAFETY ASSESSMENTS AND SAFETY DETERMINA-
TIONS.
Section 6 of the Toxic Substances Control Act (15
U.S.C. 2605) is amended—
(1) by striking the section designation and head-
g and inserting the following:
“SEC. 6. SAFETY ASSESSMENTS AND SAFETY DETERMINA-
TIONS.”;
(2) by redesignating subsections (e) and (f) as
subsections (g) and (h), respectively;
(3) by striking subsections (a) through (d) and
mserting the following:
“(a) IN GENERAL.—The Administrator—
“(1) shall conduct a safety assessment and make
a safety determination of each high-priority substance
m accordance with subsections (b) and (c¢);
“(2) shall, as soon as practicable and not later
than 6 months after the date on which a chemical

substance 1s designated as a high-priority substance,

*S 697 RS
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define and publish the scope of the safety assessment
and safety determination to be conducted pursuant to
this section, including the hazards, exposures, condi-
tions of use, and potentially exposed or susceptible
populations that the Administrator expects to con-
sider;

“(3) as appropriate based on the results of a
safety determination, shall establish restrictions pur-
suant to subsection (d);

“(4) shall complete a safety assessment and safe-
ty determination not later than 3 years after the date
on which a chemical substance 1is designated as a
high-priority substance;

“(5) shall promulgate a final rule pursuant to
subsection (d) by not later than 2 years after the date
on which the safety determination 1s completed; and

“(6) may extend any deadline under paragraph
(4) or (5) for a reasonable period of time after an
adequate public justification, subject to the condition
that the aggregate length of all extensions of deadlines
under this subsection, plus any deferral under sub-
section (¢)(2), does not exceed 2 years.

“(b) PRIOR ACTIONS AND NOTICE OF EXISTING INFOR-

“(1) PRIOR-INITIATED ASSESSMENTS.—

*S 697 RS
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“(A) IN GENERAL.—Nothing in this Act
prevents the Administrator from initiating a
safety assessment or safety determination regard-
mg a chemical substance, or from continuing or
completing such a safety assessment or safety de-
termination that was mitiated before the date of
enactment of the Frank R. Lautenberg Chemical
Safety for the 21st Century Act, prior to the ef-
fectiwve date of the policies and procedures re-
quired to be established by the Administrator
under section 3A or 4A.

“(B) INTEGRATION OF PRIOR POLICIES AND
PROCEDURES.—As policies and procedures under
section 34 and 4A are established, to the max-
vmum extent practicable, the Administrator shall
mtegrate the policies and procedures into ongo-
g safety assessments and safety determinations.
“(2) ACTIONS COMPLETED PRIOR TO COMPLE-

TION OF POLICIES AND PROCEDURES.—Nothing in
this Act requires the Administrator to revise or with-
draw a completed safety assessment, safety determina-
tion, or rule solely because the action was completed
prior to the completion of a policy or procedure estab-
lished under section 3A or 4A, and the validity of a

completed assessment, determination, or rule shall not

*S 697 RS
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be determined based on the content of such a policy
or procedure.
“(3) NOTICE OF EXISTING INFORMATION.—

“(A) IN GENERAL—The Administrator
shall, where such information is available, take
notice of existing information regarding hazard
and exposure published by other Federal agencies
and the National Academies and incorporate the
mformation in safety assessments and safety de-
terminations with the objective of increasing the
efficiency of the safety assessments and safety de-
terminations.

“(B) INCLUSION OF INFORMATION.—HKxist-
g mformation described in subparagraph (A)
should be included to the extent practicable and
where the Administrator determines the informa-
tion 1s relevant and scientifically reliable.

“(c) SAFETY DETERMINATIONS.—

“(1) IN GENERAL—Based on a review of the in-

Jormation available to the Administrator, including

draft safety assessments submitted by interested per-
sons, and subject to section 18, the Administrator
shall determine that—

“(A) the relevant chemical substance meets

the safety standard;

*S 697 RS
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“(B) the relevant chemical substance does
not meet the safety standard, in which case the

Admanistrator shall, by rule under subsection

(d)—

“(1) i1mpose restrictions necessary to
ensure that the chemical substance meets the
safety standard under the conditions of use;
or

“(1n) 1f the safety standard cannot be
met with the application of restrictions, ban
or phase out the chemical substance, as ap-
propriate; or
“(C) additional information is necessary in

order to make a determination under subpara-

graph (A) or (B), in which case the Adminis-
trator shall take appropriate action under para-

graph (2).

“(2) ADDITIONAL INFORMATION.—If the Admin-
wstrator  determanes that additional information s
necessary to make a safety assessment or safety deter-
mination for a high-priority substance, the Adminis-
trator—

“(A) shall provide an opportunity for inter-
ested persons to submit the additional informa-

tion;

*S 697 RS
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“(B) may promulgate a rule, enter into a
testing consent agreement, or issue an order
under section 4 to require the development of the
mformation;

“(C) may defer, for a reasonable period con-
sistent with the deadlines described in subsection
(a), a safety assessment and safety determination
until after receipt of the information; and

“(D) consistent with the deadlines described
wm subsection (a), on receipt of information the
Admanistrator finds supports the safety assess-
ment and safety determination, shall make a de-
termination under paragraph (1).

“(3) KESTABLISHMENT OF DEADLINE.—In re-

questing the development or submaission of informa-
tion under this section, the Admanistrator shall estab-
lish a deadline for the submission of the information.

“(d) RUuLE.—

“(1) IMPLEMENTATION.—If the Admainistrator

makes a determination under subsection (c¢)(1)(B)
with respect to a chemical substance, the Adminis-
trator shall promulgate a rule establishing restrictions
necessary to ensure that the chemical substance meets

the safety standard.

“2) ScoPE.—

*S 697 RS



O© o0 2 O WD B W N

[\© TN NG T N T NG I NG R NS B S e e T e e T e T e e T
[ T NG U N N = = N RNe - BN B o) W ) TR ~S O IR NO R e

*S 697 RS

247
“(A) IN GENERAL.—The rule promulgated
pursuant to this subsection—
“(1) may apply to mixtures containing
the chemical substance, as appropriate;
“(11) shall include dates by which com-
pliance is mandatory, which—
“(I) shall be as soon as prac-
ticable;
“(II) in the case of a ban or
phase-out of the chemical substance,
shall implement the ban or phase-out
m as short a period as practicable;
and
“(I11) as determined by the Ad-
manistrator, may vary for different af-
Jected persons; and
“(1ir) shall exempt replacement parts
that are manufactured prior to the effective
date of the rule for articles that are first
manufactured prior to the effective date of
the rule unless the Administrator finds the
replacement parts contribute significantly
to the wdentified risk; and

“(iw) shall, i selecting among prohibi-

twons and other restrictions, apply such pro-
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hibitions or other wvestrictions to articles
containing the chemical substance only to
the extent necessary to address the identified
risks in order to determine that the chem-
wcal substance meets the safety standard.
“(B) PERSISTENT AND BIOACCUMULATIVE
SUBSTANCES.—For a chemical substance the Ad-
manistrator determines ranks high for persistence
and broaccumulation, the Administrator shall, in
selecting among prohibitions and other restric-
tions that the Administrator determines are suf-
ficient to ensure that the chemical substance
meets the safety standard, reduce exposure to the
substance to the maximum extent practicable.
“(C) WORKPLACE EXPOSURES.—The Ad-
manistrator shall consult with the Assistant Sec-
retary of Labor for Occupational Safety and
Health before adopting any prohibition or other
restriction under this subsection to address work-
place exposures.
“(D) DEFINITION OF REQUIREMENT.—For
the purposes of this Act, the term ‘requirement’
as used in this section does not displace common

law.
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“(3) RESTRICTIONS.—A restriction under para-

graph (1) may include, as appropriate—

“(A) subject to section 18, a requirement
that a chemical substance shall be marked with,
or accompanied by, clear and adequate min-
muwm warnings and instructions with respect to
use, distribution in commerce, or disposal, or
any combination of those activities, with the
Jorm and content of the minimum warnings and
mstructions to be prescribed by the Adminais-
trator;

“(B) a requirement that manufacturers or
processors of the chemical substance shall—

“(1) make and retain records of the
processes used to manufacture or process the
chemacal substance;

“(11) describe and apply the relevant
quality control procedures followed in the
manufacturing or processing of the sub-
stance; or

“(111) monitor or conduct tests that are
reasonably mnecessary to ensure compliance
with the requirements of any rule under

this subsection;

*S 697 RS
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“(C) a restriction on the quantity of the
chemical substance that may be manufactured,
processed, or distributed in commerce;

“(D) a requirement to ban or phase out, or
any other rule regarding, the manufacture, proc-
essing, or distribution in commerce of the chem-
1cal substance for—

“(r) a particular use;

“(in) a particular use at a concentra-
tion in excess of a level specified by the Ad-
manistrator; or

“(n) all uses;

“(KE) a restriction on the quantity of the
chemical substance that may be manufactured,
processed, or distributed in commerce for—

“(1) a particular use; or

“in) a particular use at a concentra-
tion in excess of a level specified by the Ad-
manastrator;

“(F) a requirement to ban, phase out, or
otherwise restrict any method of commercial use
of the chemical substance;

“(G) a requirement to ban, phase out, or

otherwise restrict any method of disposal of the



O© o0 3 O WD B W N

[\© TN NG N N T NG N NG I NS B S e e T e e T e T e e T
[ B N O N N = = NN - BN B o) W ) TR ~S O T NO R e

*S 697 RS

251
chemical substance or any article containing the
chemical substance; and

“(H) a requirement directing manufactur-
ers or processors of the chemical substance to give
notice of the Administrator’s determination
under subsection (¢)(1)(B) to distributors in
commerce of the chemical substance and, to the
extent reasonably ascertainable, to other persons
m the chain of commerce in possession of the
chemacal substance.

“(4) ANALYSIS FOR RULEMAKING.—

“(A) CONSIDERATIONS.—In deciding which
restrictions to impose under paragraph (3) as
part of developing a rule under paragraph (1),
the Admanistrator shall take into consideration,
to the extent practicable based on reasonably
available information, the quantifiable and non-
quantifiable costs and benefits of the proposed
requlatory action and of the 1 or more primary
alternative regulatory actions considered by the
Admanastrator.

“(B) ALTERNATIVES.—As part of the anal-
ysis, the Admainistrator shall review any 1 or
more technically and economically feasible alter-

natiwves to the chemical substance that the Ad-
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mainistrator determines arve relevant to the rule-
making.
“(C) PUBLIC AVAILABILITY.—In proposing
a rule under paragraph (1), the Administrator
shall make publicly available any analysis con-
ducted under this paragraph.

“(D) STATEMENT REQUIRED.—In making

Sfinal a rule under paragraph (1), the Adminis-

*S 697 RS

trator shall include a statement describing how
the analysis considered under subparagraph (A)
was taken into account.

“(5) EXEMPTIONS.—

“(A) IN GENERAL—The Administrator
may exempt 1 or more uses of a chemical sub-
stance from any restriction i a rule promul-
gated under paragraph (1) of the Administrator
determines that—

“(r) the rule cannot be complied with,
without—
“(I) harming national security;
“(II) causing significant disrup-
tion in the national economy due to
the lack of availability of a chemical

substance; or
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“(I1I) anterfering with a critical
or essential wuse for which no tech-
nically and economically feasible safer
alternative s available, taking into
consideration hazard and exposure; or
“(11) the use of the chemical substance,
as compared to reasonably available alter-
natives, provides a substantial benefit to
health, the environment, or public safety.
“(B) EXEMPTION ANALYSIS.—In proposing
a rule under paragraph (1) that includes an ex-
emption under this paragraph, the Adminis-
trator shall make publicly available any analysis
conducted under this paragraph to assess the
need for the exemption.

“(C) STATEMENT REQUIRED.—In wmaking

Sfinal a rule under paragraph (1) that includes

*S 697 RS

an exemption under this paragraph, the Admin-
istrator shall include a statement describing how
the analysis considered under subparagraph (B)
was taken into account.

“(D) ANALYSIS IN CASE OF BAN OR PHASE-
our.—In determining whether an exemption
should be granted under this paragraph for a

chemical substance for which a ban or phase-out
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1s proposed, the Admanistrator shall take into
consideration, to the extent practicable based on
reasonably available information, the quantifi-
able and nonquantifiable costs and benefits of the
1 or more technically and economically feasible
alternatives to the chemical substance most likely
to be used wn place of the chemical substance
under the conditions of use if the rule is promul-
gated.

“(KE) CONDITIONS.—As part of a rule pro-
mulgated under paragraph (1), the Adminis-
trator shall include conditions in any exemption
established under this paragraph, including rea-
sonable recordkeeping, monitoring, and reporting
requirements, to the extent that the Adminis-
trator determines the conditions are necessary to
protect health and the environment while achiev-
g the purposes of the exemption.

“(F) DURATION.

“(1) IN GENERAL—The Administrator
shall establish, as part of a rule under
paragraph (1) that contains an exemption
under this paragraph, a time limit on any

exemption for a time to be determined by
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the Administrator as reasonable on a case-
by-case basis.

“()  AUTHORITY  OF  ADMINIS-
TRATOR.—The Admanistrator, by rule, may
extend, modify, or eliminate the exemption
of the Administrator determines, on the
basis of reasonably available information
and after adequate public justification, the
exemption warrants extension or 1S no
longer necessary.

“(111) CONSIDERATIONS.—

“(I) IN GENERAL—Subject to
subclause (II), the Administrator shall
1ssue exemptions and establish time pe-
riods by considering factors determined
by the Admanistrator to be relevant to
the goals of fostering innovation and
the development of alternatives that
meet the safety standard.

“(11) LiMITATION—Any renewal
of an exemption in the case of a rule
requiring the ban or phase-out of «a
chemical substance shall not exceed 5

years.
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IMMEDIATE EFFECT.—The Administrator may

proposed rule under subsection (d)(1) to be effec-

tive on publication of the rule in the Federal Register and

until the

rule, if—

effective date of final action taken respecting the

“(1) the Admanistrator determines that—

“(A) the manufacture, processing, distribu-
tion i commerce, use, or disposal of the chem-
1cal substance or mixture subject to the proposed
rule or any combination of those activities 1s
likely to result in a risk of serious or widespread
mjury to health or the environment before the ef-
Jective date; and

“(B) making the proposed rule so effective s
necessary to protect the public interest; and

“(2) in the case of a proposed rule to prohibit the

manufacture, processing, or distribution in commerce

of a

chemical substance or maxture because of the risk

determined under paragraph (1)(4), a court has

granted relief in an action under section 7 with re-

spect to that risk associated with the chemical sub-

stance or maxture.

“(f)

FINAL AGENCY ACTION.—Under this section and

24 subject to section 18—

*S 697 RS
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1 “(1) a safety determination, and the associated
2 safety assessment, for a chemical substance that the
3 Admanastrator determines under subsection (c¢) meets
4 the safety standard, shall be considered to be a final
5 agency action, effective beginning on the date of
6 issuance of the final safety determination; and

7 “(2) a final rule promulgated under subsection
8 (d)(1), and the associated safety assessment and safe-
9 ty determination that a chemical substance does not
10 meet the safety standard, shall be considered to be a
11 Jfinal agency action, effective beginning on the date of
12 promulgation of the final rule.”; and

13 (4) wn subsection (g) (as redesignated by para-
14 graph (2))—

15 (A) by striking paragraph (4); and

16 (B) by redesignating paragraph (5) as
17 paragraph (4).

18 SEC. 9. IMMINENT HAZARDS.

19 Section 7 of the Toxic Substances Control Act (15

20 U.S.0C. 2606) is amended—
21 (1) by striking subsection (a) and inserting the
22 Jollowing:

23 “(a) CIvIL ACTIONS.—

*S 697 RS
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“(1) IN GENERAL—The Administrator may
commence a cwil action in an appropriate United
States district court for—

“(A) seizure of an 1mmanently hazardous
chemical substance or maixture or any article
containing the chemical substance or mixture;

“(B) relief (as authorized by subsection (D))
against any person that manufactures, processes,
distributes in commenrce, uses, or disposes of, an
mmmanently  hazardous chemical substance or
mixture or any article containing the chemical
substance or mixture; or

“(C) both seizure described in subparagraph
(A) and relief described in subparagraph (B).
“(2) RULE, ORDER, OR OTHER PROCEEDING.—A

civil action may be commenced under this paragraph,
notwithstanding—

“(A) the existence of a decision, rule, con-
sent agreement, or order by the Administrator
under section 4, 4A, 5, or 6 or title IV or VI; or

“(B) the pendency of any administrative or
Judicial proceeding under any provision of this
Act.”;

(2) wn subsection (b)(1), by striking “unreason-

able”;

*S 697 RS



O o0 9 AN U Bk~ W

10
11
12
13
14
15
16
17
18
19
20
21
22
23
24
25

259

(3) in subsection (d), by striking “section 6(a)”

and inserting “section 6(d)”; and

(4) in subsection (f), in the first sentence, by

striking “and unreasonable”.

SEC. 10. INFORMATION COLLECTION AND REPORTING.

Section 8 of the Toxic Substances Control Act (15

U.S.C. 2607) is amended—

*S 697 RS

(1) wn subsection (a)—

(A) i paragraph (3)(A) (1) (1)—
(1) by striking “5(b)(4)” and inserting
50
(11) by inserting “section 4 or” after
“en effect under”’; and
(111) by striking “5(e),” and inserting
“5(d)(4);”; and
(B) by adding at the end the following:

“(4) RULES.—

“(A) DEADLINE.—

“(1) IN GENERAL.—Not later than 2
years after the date of enactment of the
Frank R. Lautenberg Chemical Safety for
the 21st Century Act, the Admainistrator
shall promulgate rules requiring the main-
tenance of records and the reporting of in-

Jormation known or reasonably ascertain-
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able by the person making the report, in-
cluding rules requiring processors to report
mformation, so that the Admainistrator has
the information necessary to carry out sec-
tions 4 and 6.

“(it)  MODIFICATION  OF  PRIOR
RULES.—In carrying out this subpara-
graph, the Administrator may wmodify, as
appropriate, rules promulgated before the
date of enactment of the Frank R. Lauten-
berg Chemical Safety for the 21st Century
Act.

“(B) CONTENTS.—The rules promulgated

pursuant to subparagraph (A)—

“(0) may vmpose different reporting

and recordkeeping requirements on manu-

Jacturers and processors; and

“(11) shall include the level of detanl
necessary to be reported, including the man-
ner by which use and exposure information
may be reported.

“(C) ADMINISTRATION.—In implementing

the reporting and recordkeeping requirements
under this paragraph, the Administrator shall

take measures—
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“(1) to limit the potential for duplica-
tion 1n reporting requirements;

“(1n) to mainimize the impact of the
rules on small manufacturers and proc-
essors; and

“(1n1) to apply any reporting obliga-
tions to those persons likely to have infor-
mation relevant to the effective implementa-
tion of this title.

“(5) GQUIDANCE.—The Administrator shall de-
velop guidance relating to the information required to
be reported under the rules promulgated under this
subsection.”;

(2) in subsection (b), by adding at the end the
Jollowing:

“(3) NOMENCLATURE.—

“(A) IN GENERAL.—In carrying out para-
graph (1), the Administrator shall—

“(1) maintain the use of Class 2 no-
menclature in use on the date of enactment
of the Frank R. Lautenberg Chemical Safe-
ty for the 21st Century Act;

“(11) maintarn the use of the Soap and
Detergent  Association Nomenclature Sys-

tem, published in March 1978 by the Ad-

*S 697 RS
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manistrator in section 1 of addendum III of
the document entitled ‘Candidate List of
Chemical Substances’, and further described
m the appendix A of volume I of the 1985
edition of the Toxic Substances Control Act
Substances Inventory (EPA Document No.
EPA-560/7-85—-002a); and
“(111) treat all components of categories
that are considered to be statutory mixtures
under this Act as being included on the list
published under paragraph (1) under the
Chemical Abstracts Service numbers for the
respectiwe  categories, including, without
limitation—
“(I) cement, Portland, chemicals,
CAS No. 65997—15—1;
“(II) cement, alumina, chemicals,
CAS No. 65997-16-2;
“(I11) glass, oxide, chemicals,
CAS No. 65997-17-3;
“(IV) fints, chemicals, CAS No.
65997—18—4;
“(V) steel manufacture, chemicals,

CAS No. 65997-19-5; and
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“VI)  ceramic materials and
wares, chemicals, CAS No. 66402—68—
4.

“(B) MULTIPLE NOMENCLATURE CONVEN-

TIONS.—

“(1) IN GENERAL.—If an existing guid-
ance allows for multiple nomenclature con-
ventions, the Administrator shall—

“(I) mawntarn the nomenclature
conventions for substances; and
“(11) develop new guidance that—
“(aa) establishes equivalency
between the nomenclature conven-
tions for chemical substances on
the list published wunder para-
graph (1); and
“(bb) permits persons to rely
on the new guidance for purposes
of determining whether a chemical
substance 1s on the list published
under paragraph (1).

“(i) MULTIPLE ©AS NUMBERS.—For
any chemical substance appearing multiple
times on the list under different Chemaical

Abstracts Service numbers, the Adminis-
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trator shall develop guidance recognizing
the multiple listings as a single chemical

substance.

“(4) CHEMICAL SUBSTANCES IN COMMERCE.—

“(A) RULES.—

“(t) IN GENERAL.—Not later than 1
year after the date of enactment of the
Frank R. Lautenberg Chemaical Safety for
the 21st Century Act, the Administrator, by
rule, shall require manufacturers and proc-
essors to motify the Admanistrator, by not
later than 180 days after the date of pro-
mulgation of the rule, of each chemical sub-
stance on the list published wunder para-
graph (1) that the manufacturer or proc-
essor, as applicable, has manufactured or
processed for a nonexempt commercial pur-
pose during the 10-year period ending on
the day before the date of enactment of the
Frank R. Lautenberg Chemaical Safety for
the 21st Century Act.

“(in) AcTivE SUBSTANCES.—The Ad-
manastrator shall, pursuant to paragraph
(5)(A), designate chemical substances for

which notices are recerved under clause (i)
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to be actwe substances on the list published
under paragraph (1).

“(B)  CONFIDENTIAL  CHEMICAL  SUB-

STANCES.—The rule promulgated by the Admin-
wstrator pursuant to subparagraph (A) shall re-

quire—

“(1) the Administrator to maintain the
list under paragraph (1), which shall in-
clude a confidential portion and a noncon-
Jidential portion consistent with this section
and section 14;

“(11) a manufacturer or processor that
18 submitting a notice pursuant to subpara-
graph (A) for a chemical substance on the
confidential portion of the list published
under paragraph (1) to indicate in the no-
tice whether the manufacturer or processor
seeks to maintain any existing clavm for
protection against disclosure of the specific
wdentity of the substance as confidential
pursuant to section 14; and

“(111) the substantiation of those clavms
pursuant to section 14 and in accordance

with the review plan described in subpara-

graph (C).
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“(C) REVIEW PLAN.—Not later than 1 year
after the date on which the Administrator com-
piles the initial list of active substances pursuant
to subparagraph (A), the Administrator shall
promulgate a rule that establishes a plan to re-
view all clavms to protect the specific identities
of chemical substances on the confidential por-
tion of the list published under paragraph (1)
that are notified pursuant to subparagraph (A)
or identified as active substances under sub-
section (f)(1).
“(D) REQUIREMENTS OF REVIEW PLAN.—
The review plan under subparagraph (C) shall—
“(1) require, at the time requested by
the Admanistrator, all manufacturers or
processors asserting clavms under subpara-
graph (B) to substantiate the claim unless
the manufacturer or processor has substan-
twated the claim i a submission made to
the Administrator during the 5-year period
ending on the date of the request by the Ad-
manastrator;
“(1n) require the Admainistrator, in ac-

cordance with section 14—
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“tI) to review each substan-
tiation—

“laa) submatted pursuant to
clause (1) to determine if the
clavm warrants protection  from
disclosure; and

“(bb)  submaitted previously
by a wmanufacturer or processor
and relied on in liew of the sub-
stantiation required pursuant to
clause (i), 1f the substantiation
has not been previously reviewed
by the Admanistrator, to deter-
mane if the clavm warrants pro-
tection from disclosure;

“(II) approve, modify, or deny
each clavm; and

“(III) except as provided in this
section and section 14, protect from
disclosure anformation for which the
Admanistrator approves such a claim
for a period of 10 years, unless, prior
to the expiration of the period—

“(aa) the person nolifies the

Adminastrator that the person is
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withdrawing  the  confidentiality
clavm, i which case the Adminas-
trator shall promptly make the
mformation available to the pub-
lie; or

“(bb) the Admainistrator oth-
erwise becomes aware that the
need for protection from disclosure
can no longer be substantiated, in
which case the Administrator
shall take the actions described in
section 14(g)(2); and

“(11)  encourage manufacturers or
processors that have previously made clavms
to protect the specific identities of chemical
substances identified as nactive pursuant
to subsection (f)(2) to review and either
withdraw or substantiate the claims.

“(E) TIMELINE FOR COMPLETION OF RE-
VIEWS.—

“(t) IN GENERAL.—The Admainistrator
shall tmplement the review plan so as to
complete reviews of all clavms specified in
subparagraph (C) not later than 5 years

after the date on which the Administrator
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compiles the witial list of active substances
pursuant to subparagraph (A).
“(11) CONSIDERATIONS.—

“(I) IN GENERAL—The Adminis-
trator may extend the deadline for
completion of the reviews for not more
than 2 additional years, after an ade-
quate public justification, if the Ad-
manistrator determines that the exten-
ston 1s necessary based on the number
of applicable claims needing review
and the available resources.

“(II) ANNUAL GOAL—The Ad-
manastrator shall publish an annual
goal for the number of reviews to be
completed over the course of vmplemen-
tation of the plan.

“(5) ACTIVE AND INACTIVE SUBSTANCES.—

“(A) IN GENERAL—The Administrator
shall maintain and keep current designations of
active substances and inactive substances on the
list published under paragraph (1).

“(B) UprpDATE—The Administrator shall
update the list of chemical substances designated

as actwe substances as soon as practicable after
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the date of publication of the most recent data

reported under—

“(1) part 711 of title 40, Code of Fed-
eral Regulations (or successor requlations);
and

“(11) the rules promulgated pursuant to
subsection (a)(4).

“(C') CHANGE TO ACTIVE STATUS.—

“(1) IN GENERAL.—Any person that
mtends to manufacture or process for a
nonexempt commercial purpose a chemical
substance that s designated as an inactive

substance shall notify the Administrator be-

fore the date on which the inactive sub-

stance 1s manufactured or processed.

“(i1) CONFIDENTIAL CHEMICAL IDEN-
TITY CLAIMS.—If a person submitting a no-
tice under clause (1) for an inactive sub-
stance on the confidential portion of the list
published under paragraph (1) seeks to
maintain an existing clavm for protection
agawnst disclosure of the specific identity of
the inactive substance as confidential, the

person shall—
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“(I) in the notice submatted under
clause (1), assert the clavm; and

“(II) by not later than 30 days
after providing the notice under clause
(1), substantiate the clavm.

“(111) ACTIVE STATUS.—On receiving a

notification under clause (i), the Adminis-

trator shall—

“(I) desygnate the applicable
chemical substance as an actiwe sub-
stance;

“(II) pursuant to section 14,
promptly review any clavm and associ-
ated substantiation submaitted pursu-
ant to clause (i1) for protection against
disclosure of the specific identity of the
chemical substance and approve, mod-
ify, or deny the claim;

“(I11) except as provided in this
section and section 14, protect from
disclosure the specific identity of the
chemaical substance for which the Ad-
manistrator approves a claim wunder

subclause (II) for a period of not less
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than 10 years, unless, prior to the ex-
prration of the period—

“laa) the person notifies the
Adminastrator that the person is
withdrawing the  confidentiality
claivm, in which case the Adminis-
trator shall promptly make the
mformation available to the pub-
lic; or

“(bb) the Admanistrator oth-
erwise becomes aware that the
need for protection from disclosure
can no longer be substantiated, in
which  case the Administrator
shall take the actions described in
section 14(g)(2); and
“(IV) pursuant to section 4A, re-

view the priority of the chemacal sub-
stance as the Admainistrator determines
to be necessary.
“(D) CATEGORY STATUS.—The list of inac-
twe substances shall not be considered to be a
category for purposes of section 26(c).

“(6) INTERIM LIST OF ACTIVE SUBSTANCES.—

Prior to the promulgation of the rule required under
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paragraph (4)(A), the Administrator shall designate

the chemacal substances reported under part 711 of
title 40, Code of Federal Regulations (or successor reg-
ulations), during the reporting period that most close-
ly preceded the date of enactment of the Frank R.
Lautenberg Chemical Safety for the 21st Century Act,
as the antervm list of active substances for the pur-
poses of section 4A.

“(7) PUBLIC PARTICIPATION.—Subject to this
subsection, the Admainistrator shall make available to
the public—

“(A) the specific identity of each chemical
substance on the nonconfidential portion of the
list published under paragraph (1) that the Ad-
manastrator has designated as—

“(1) an active substance; or
“(11) an mactive substance;

“(B) the accession number, generic name,
and, if applicable, premanufacture notice case
number for each chemical substance on the con-
fidential portion of the list published under
paragraph (1) for which a clavm of confiden-
tiality was recerved and approved by the Admin-

wstrator pursuant to section 14; and

*S 697 RS
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“(C) subject to section 14(g), the specific

wdentity of any active substance for which—

“(1) mo claim of protection against dis-
closure of the specific identity of the active
substance pursuant to this subsection was
received;

“(inr) a claim for protection against
disclosure of the specific identity of the ac-
tive substance has been denied by the Ad-
manastrator; or

“(iir) the time period for protection
against disclosure of the specific identity of
the active substance has expired.

“(8) LIMITATION.—No person may assert a new
clavm under this subsection for protection from disclo-
sure of a specific wdentity of any actwe or inactive
chemical substance for which a notice 1s received
under paragraph (4)(A)(1) or (5)(C)(i) that is not on
the confidential portion of the list published under
paragraph (1).

“(9) CERTIFICATION.—Under the rules promul-
gated under this subsection, manufacturers and proc-
essors shall be required—

“(A) to certify that each report the manu-

Jacturer or processor submaits complies with the

*S 697 RS
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requirements of the rule, and that any confiden-
tiality clavms are true and correct; and

“(B) to retain a record supporting the cer-
tification for a period of 5 years beginning on
the last day of the submission period.”;
(3) in subsection (e)—

(A) by striking “Any person™ and inserting
the following:
“(1) IN GENERAL.—Any person’; and

(B) by adding at the end the following:

“(2) APPLICABILITY.—Any person may submit

to the Administrator information reasonably sup-

porting the conclusion that a chemical substance or

mixture presents, will present, or does not present a

substantial risk of injury to health and the environ-

ment.”; and

(4) in subsection (f), by striking “For purposes

of this section, the” and inserting the following: “In

this section:

“(1) AcTivE SUBSTANCE.—The term ‘active sub-

stance’ means a chemical substance—

*S 697 RS

“(A) that has been manufactured or proc-
essed for a monexempt commercial purpose at

any powmnt during the 10-year period ending on
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the date of enactment of the Frank R. Lauten-

berg Chemical Safety for the 21st Century Act;
“(B) that s added to the list published
under subsection (b)(1) after that date of enact-
ment; or
“(C) for which a notice s received under

subsection (b)(5)(0).

“(2) INACTIVE SUBSTANCE.—The term ‘inactive
substance’ means a chemical substance on the list
published under subsection (b)(1) that does not meet
any of the criteria described in paragraph (1).

“(3) MANUFACTURE; PROCESS.—The”.

SEC. 11. RELATIONSHIP TO OTHER FEDERAL LAWS.
Section 9 of the Toxic Substances Control Act (15
U.S.C. 2608) is amended—

(1) in subsection (a)—

(A) i paragraph (1), in the first sen-
tence—

(1) by striking “presents or will present
an unreasonable risk to health or the envi-
ronment” and inserting “does not meet the
safety standard”; and

(ir) by striking “such risk™ the first
place it appears and inserting “the risk

posed by the substance or mixture”;

*S 697 RS
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(B) in paragraph (2), in the matter fol-

lowing subparagraph (B), by striking “section 6

or 77 and inserting “section 6(d) or section 77;

and

(C) wn paragraph (3), by striking “section

6 or 77 and inserting “section 6(d) or 77;

(2) in subsection (d), in the first sentence, by
striking “Health, Education, and Welfare” and in-
serting “Health and Human Services”; and

(3) by adding at the end the following:

“(e) EXPOSURE INFORMATION.—If the Administrator
obtains information related to exposures or releases of a
chemical substance that may be prevented or reduced under
another Federal law, wncluding laws not administered by

the Administrator, the Administrator shall make such in-

16 formation available to the relevant Federal agency or office

17
18
19
20
21
22
23

of the Environmental Protection Agency.”.
SEC. 12. RESEARCH, DEVELOPMENT, COLLECTION, DISSEMI-
NATION, AND UTILIZATION OF DATA.
Section 10 of the Toxic Substances Control Act (15
U.S.C. 2609) is amended by striking “Health, Education,
and Welfare” each place it appears and inserting “Health

and Human Services”.

*S 697 RS
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SEC. 13. EXPORTS.

Section 12 of the Toxic Substances Control Act (15
U.S.C. 2611) 1is amended—

(1) wn subsection (a), by striking paragraph (2)
and inserting the following:

“(2)  EXCEPTION—Paragraph (1) shall not
apply to any chemical substance that the Adminis-
trator determines—

“(A) under section 5 s not likely to meet
the safety standard; or

“(B) under section 6 does not meet the safe-
ty standard.

“(3) WAIVERS.—For a mixture or article con-
taining a chemical substance described in paragraph
(2), the Administrator may—

“(A) determine that paragraph (1) shall not
apply to the mixture or article; or
“(B) establish a threshold concentration in

a mixture or article at which paragraph (1)

shall not apply.

“(4) TESTING.—The Administrator may require
testing under section 4 of any chemical substance or
mixture exempted from this Act under paragraph (1)
Jor the purpose of determining whether the chemical
substance or mixture meets the safety standard within

the United States.”;
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(2) by striking subsection (b) and inserting the
Jollowing:
“(b) NOTICE.—
“(1) IN GENERAL.—A person shall notify the Ad-
manastrator that the person is exporting or intends to

export to a foreign country—
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“(A) a chemical substance or a mixture con-
taining a chemical substance that the Adminis-
trator has determined wnder section 5 is not like-
ly to meet the safety standard and for which a
prohibition or other restriction has been proposed
or established under that section;

“(B) a chemical substance or a wmixture
containing a chemical substance that the Admin-
wstrator has determined under section 6 does not
meet the safety standard and for which a prohi-
Dition or other restriction has been proposed or
established under that section;

“(C) a chemical substance for which the
United States 1s obligated by treaty to provide
export notification;

“(D) a chemical substance or mixture sub-
ject to a significant new use rule, or a prohibi-

tion or other restriction pursuant to a rule,

*S 697 RS
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order, or consent agreement in effect under this
Act; or

“(E) a chemical substance or mixture for
which the submission of information is required
under section 4.

“(2) RULES.—

“(A) IN GENERAL—The Administrator
shall promulgate rules to carry out paragraph
(1).

“(B) CONTENTS.—The rules promulgated
pursuant to subparagraph (A) shall—

“(r) nclude such exemptions as the
Adminastrator determines to be appropriate,
which - may include exemptions identified
under section 5(h); and

“(i) indicate whether, or to what ex-
tent, the rules apply to articles containing
a chemical substance or mixture described
m paragraph (1).

“(3) NorTIricATION—The Administrator shall

submit to the government of each country to which a

chemical substance or mixture s exported—

“tA) for a chemical substance or mixture
described in subparagraph (A), (B), or (D) of

paragraph (1), a notice of the determination,

*S 697 RS
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rule, order, consent agreement, requirement, or
designation;

“(B) for a chemical substance described in
paragraph (1)(C), a notice that satisfies the obli-
gation of the United States under the applicable
treaty; and

“(C) for a chemical substance or mixture
described in paragraph (1)(E), a notice of avail-
ability of the information on the chemical sub-
stance or mixture submatted to the Adminis-
trator.”; and
(3) in subsection (¢)—

(A) by striking paragraph (3); and

(B) by redesignating  paragraphs  (4)
through (6) as paragraphs (3) through (5), re-
spectively.

SEC. 14. CONFIDENTIAL INFORMATION.

Section 14 of the Toxic Substances Control Act (15
U.S.C. 2613) 1s amended to read as follows:

“SEC. 14. CONFIDENTIAL INFORMATION.

“la) IN GENERAL.—Except as otherwise provided in
this section, the Administrator shall not disclose informa-
tion that s exempt from disclosure pursuant to subsection
(a) of section 552 of title 5, Unated States Code, under sub-

section (b)(4) of that section—

*S 697 RS
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“(1) that 1s reported to, or otherwise obtained by,
the Adminastrator under this Act; and

“(2) for which the requirements of subsection (d)
are met.

“(b) INFORMATION GENERALLY PROTECTED FROM
D1ScLOSURE.—The following information specific to, and
submatted by, a manufacturer, processor, or distributor that
meels the requirements of subsections (a) and (d) shall be
presumed to be protected from disclosure, subject to the con-
dition that nothing in this Act prohibits the disclosure of
any such information, or information that is the subject
of subsection (g)(3), through discovery, subpoena, other
court order, or any other judicial process otherwise allowed
under applicable Federal or State law:

“(1) Specific information describing the proc-
esses used in manufacture or processing of a chemical
substance, mixture, or article.

“(2) Marketing and sales information.

“(3) Information identifying a supplier or cus-
tomer.

“(4) Detanls of the full composition of a mixture
and the respective percentages of constituents.

“(5) Specific information regarding the use,
Junction, or application of a chemical substance or

maxture in a process, mixture, or product.

*S 697 RS
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“(6) Specific production or import volumes of
the manufacturer and specific aggregated volumes
across manufacturers, if the Administrator determines
that disclosure of the specific aggregated wvolumes
would reveal confidential information.

“(7) Except as otherwise provided wn this section,
the specific identity of a chemical substance prior to
the date on which the chemical substance 1s first of-
fered for commercial distribution, including the chem-
weal name, molecular formula, Chemical Abstracts
Service number, and other information that would
wdentify a specific chemical substance, 1f—

“(A) the specific identity was clavmed as
confidential information at the time it was sub-
mitted in a notice under section 5; and

“(B) the claim—

“(1) s mot subject to an exception
under subsection (e); or

“(11) has not subsequently been with-
drawn or found by the Administrator not to
warrant protection as confidential informa-

tion under subsection (f)(2) or (g).

“(¢) INFORMATION NOT PROTECTED FROM DISCLO-

24  SURE.—Notwithstanding subsections (a) and (b), the fol-

25 lowing information shall not be protected from disclosure:
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“(1) INFORMATION FROM HEALTH AND SAFETY

STUDIES.—

“(A) IN GENERAL.—Subject to subpara-
graph (B), subsection (a) does not prohibit the
disclosure of—

“(1) any health and safety study that

15 submitted under this Act with respect

to—

“(I) any chemical substance or
maxture that, on the date on which the
study s to be disclosed, has been of-
fered for commercial distribution; or

“(II) any chemical substance or
maxture for which—

“laa) testing s required
under section 4; or
“bb) a notification 1s re-
quired under section 5; or
“(1n) any information reported to, or
otherwise obtained by, the Administrator
from a health and safety study relating to
a chemical substance or mixture described

w subclause (1) or (II) of clause (1).
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“(B) EFFECT OF PARAGRAPH.—Nothing in
this paragraph authorizes the release of any in-
Jormation that discloses—

“(1) a process used in the manufac-
turing or processing of a chemical substance
or maxture; or

“(11) wn the case of a mixture, the por-
tion of the mixture comprised by any chem-
real substance in the mixture.

“(2) CERTAIN REQUESTS.—If a request is made
to the Administrator under section 552(a) of title 5,
Unated States Code, for information that is described
- paragraph (1) that is not described wn paragraph
(1)(B), the Administrator may not deny the request
on the basis of section 552(b)(4) of title 5, United
States Code.

“(3) OTHER INFORMATION NOT PROTECTED
FROM DISCLOSURE.—The following information is not
protected from disclosure under this section:

“tA) For information submitted after the
date of enactment of the Frank R. Lautenberg
Chemical Safety for the 21st Century Act, the
specific identity of a chemical substance as of the
date on which the chemical substance 1s first of-

Jered for commercial distribution, if the person

*S 697 RS
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submitting the iformation does not meet the re-

quirements of subsection (d).

“(B) A safety assessment developed, or a
safety determination made, under section 6.

“(C) Any general information describing
the manufacturing volumes, expressed as specific
aggregated volumes or, if the Administrator de-
termines that disclosure of specific aggregated
volumes would reveal confidential information,
expressed in ranges.

“(D) A general description of a process used
m the manufacture or processing and industrial,
commercial, or consumer functions and uses of a
chemical substance, mixture, or article con-
taiming a chemacal substance or mixture, includ-
mg information specific to an industry or indus-
try sector that customarily would be shared with
the general public or within an industry or in-
dustry sector.

“(4) MIXED CONFIDENTIAL AND NONCONFIDEN-
TIAL INFORMATION .—Any information that is other-
wise eligible for protection under this section and con-
tarned m a submassion of information described in
this subsection shall be protected from disclosure, if

the submaitter complies with subsection (d), subject to

*S 697 RS



O© o0 3 O WD A W N e

[\© TN NG T N T NG I NG I NG B N e T e e T e T e e T
[ B N O N N = = N Re - BN B o) W ) TR ~SU O I NO R e

287

the condition that information in the submaission that
18 not eligible for protection against disclosure shall
be disclosed.

“(5) BAN OR PHASE-OUT.—If the Admanistrator
promulgates a rule pursuant to section 6(d) that es-
tablishes a ban or phase-out of the manufacture, proc-
essing, or distribution in commerce of a chemical sub-
stance, subject to paragraphs (2), (3), and (4) of sub-
section (g), any protection from disclosure provided
under this section with respect to the specific identity
of the chemical substance and other information relat-
g to the chemical substance shall no longer apply.

“(d) REQUIREMENTS FOR CONFIDENTIALITY

CrLAIMS.—

“(1) ASSERTION OF CLAIMS.—

“(A) IN GENERAL—A person seeking to
protect any information submitted under this
Act from disclosure (including information de-
scribed in subsection (b)) shall assert to the Ad-
manistrator a claim  for protection concurrent
with submission of the information, in accord-
ance with such rules regarding a clavm for pro-
tection from disclosure as the Administrator has
promulgated or may promulgate pursuant to

thas title.

*S 697 RS
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“(B) INCLUSION.—An assertion of a claim
under subparagraph (A) shall include a state-
ment that the person has—

“(1) taken reasonable measures to pro-
tect the confidentiality of the information;

“(11) determined that the information
18 not required to be disclosed or otherwise
made available to the public under any
other Federal law;

“tint) a reasonable basis to conclude
that disclosure of the information s likely
to cause substantial harm to the competitive
position of the person; and

“(w) a reasonable basis to believe that
the information 1s not readily discoverable
through reverse engineering.

“(C) SPECIFIC CHEMICAL IDENTITY.—In
the case of a clavm under subparagraph (A) for
protection against disclosure of a specific chem-
weal vdentity, the clavm shall include a struc-
turally descriptive generic name for the chemical
substance that the Administrator may disclose to
the public, subject to the condition that the ge-

neric name shall—
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“(1) conform with guidance prescribed
by the Administrator wunder paragraph

(3)(A); and

“(11) describe the chemical structure of
the substance as specifically as practicable
while protecting those features of the chem-
veal structure—

“(I) that are considered to be con-

Sidential; and

“(II) the disclosure of which
would be likely to harm the competitive
position of the person.

“(D) PUBLIC INFORMATION.—No person
may assert a claim under this section for protec-
tion from disclosure of information that is al-
ready publicly available.

“(2) ADDITIONAL REQUIREMENTS FOR CON-
FIDENTIALITY CLAIMS.—Except for information de-
seribed in paragraphs (1) through (7) of subsection
(b), a person asserting a claim to protect information
Jrom disclosure under this Act shall substantiate the
clavm, m accordance with the rules promulgated and
gurdance issued by the Administrator.

“(3) GQUIDANCE.—The Administrator shall de-

velop guidance regarding—

*S 697 RS
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“(A) the determination of structurally de-

scriptive generic names, in the case of claims for

the protection against disclosure of specific chem-

weal wdentity; and

“(B) the content and form of the statements

of meed and agreements required under para-

graphs (4), (5), and (6) of subsection (e).

“(4) CERTIFICATION.—An authorized official of
a person described in paragraph (1)(A) shall certify
that the information that has been submaitted s true
and correct.

“(e) EXCEPTIONS TO PROTECTION FROM DISCLO-

SURE.—Information described in subsection (a)—

“(1) shall be disclosed if the information is to be
disclosed to an officer or employee of the United

States 1n connection with the official duties of the of-

ficer or employee—

“(A) under any law for the protection of
health or the environment; or
“(B) for a specific law enforcement purpose;
“(2) shall be disclosed if the information is to be
disclosed to a contractor of the United States and em-
ployees of that contractor—
“(A) if, in the opinion of the Administrator,

the disclosure 1is necessary for the satisfactory
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performance by the contractor of a contract with
the United States for the performance of work in
connection with this Act; and

“(B) subject to such conditions as the Ad-
manastrator may specifiy;

“(3) shall be disclosed if the Administrator deter-

manes that disclosure is necessary to protect health or

the environment;

“(4) shall be disclosed if the information is to be

disclosed to a State or political subdivision of a State,

on written request, for the purpose of development,

administration, or enforcement of a law, 1f—

*S 697 RS

“(A) 1 or more applicable agreements with
the Admanistrator that conform with the guid-
ance issued under subsection (d)(3)(B) ensure
that the recipient will take appropriate meas-
ures, and has adequate authority, to maintain
the confidentiality of the information in accord-
ance with procedures comparable to the proce-
dures used by the Administrator to safequard the
mformation; and

“(B) the Administrator notifies the person
that submaitted the information that the informa-
tion has been disclosed to the State or political

subdivision of a State;
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“(5) shall be disclosed if a health or environ-
mental professional employed by a Federal or State
agency or a treating physician or nurse in a non-
emergency situation provides a written statement of
need and agrees to sign a written confidentiality
agreement with the Admanistrator, subject to the con-
ditrons that—

“(A) the statement of need and confiden-
twality agreement shall conform with the guid-
ance issued under subsection (d)(3)(B);

“(B) the written statement of need shall be
a statement that the person has a reasonable
basis to suspect that—

“(1) the information s mecessary for,
or will assist in—
“(I) the diagnosis or treatment of
1 or more individuals; or
“(II) responding to an environ-
mental release or exposure; and
“(ir) 1 or more individuals being diag-
nosed or treated have been exposed to the
chemacal substance concerned, or an envi-
ronmental release or exposure has occurred;

and

*S 697 RS
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“(C) the confidentiality agreement shall

provide that the person will not use the informa-
tion for any purpose other than the health or en-
vironmental needs asserted in the statement of
need, except as otherwise may be authorized by
the terms of the agreement or by the person sub-
mitting the information to the Administrator,
except that nothing in this Act prohibits the dis-
closure of any such information through dis-
covery, subpoena, other court order, or any other

Judicial process otherwise allowed under applica-

ble Federal or State law;

“(6) shall be disclosed if in the event of an emer-
gency, a treating physician, nurse, agent of a poison
control center, public health or environmental official
of a State or political subdivision of a State, or first
responder (including any individual duly authorized
by a Federal agency, State, or political subdivision of
a State who s trained in urgent medical care or
other emergency procedures, including a police officer,
firefighter, or emergency medical technician) requests
the information, subject to the conditions that—

“(A) the treating physician, nurse, agent,
public health or environmental official of a State

or a political subdivision of a State, or first re-

*S 697 RS
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sponder shall have a reasonable basis to suspect

that—

“(v) a medical or public health or envi-
ronmental emergency exists;

“(11) the information 1s necessary for,
or will assist in, emergency or first-avd di-
agnosis or treatment; or

“(ir) 1 or more individuals being di-
agnosed or treated have likely been exposed
to the chemacal substance concerned, or a se-
rious environmental release of or exposure
to the chemical substance concerned has oc-
curred;

“(B) if requested by the person submaitting

the information to the Administrator, the treat-

mg physician, nurse, agent, public health or en-

vironmental official of a State or a political sub-

dwvision of a State, or first responder shall, as

described in paragraph (5)—

or

“(1) provide a written statement of
need; and

“(1n) agree to sign a confidentiality
agreement; and
“(C) the written confidentiality agreement

statement of need shall be submatted as soon
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as practicable, but not necessarily before the in-

Jormation s disclosed;

“(7) may be disclosed if the Administrator deter-
mines that disclosure 1s relevant wn a proceeding
under this Act, subject to the condition that the disclo-
sure shall be made i such a manner as to preserve
confidentiality to the maximum extent practicable
without tmpairing the proceeding;

“(8) shall be disclosed if the information is to be
disclosed, on written request of any duly authorized
congressional committee, to that commaittee; or

“(9) shall be disclosed if the information 1s re-
quired to be disclosed or otherwise made public under
any other provision of Federal law.

“(f) DURATION OF PROTECTION FrROM DISCLOSURE.—

“(1) IN GENERAL.—

“(A) INFORMATION PROTECTED FROM DIS-
CLOSURE.—Subject to paragraph (2), the Ad-
manistrator shall protect from disclosure infor-
mation that meets the requirements of subsection
(d) for a period of 10 years, unless, prior to the
expiration of the period—

“(1) an affected person notifies the Ad-
mainistrator that the person is withdrawing

the confidentiality clavm, in which case the

*S 697 RS
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Adminastrator shall promptly make the in-

Jormation available to the public; or

“(in) the Admainistrator otherwise be-

comes aware that the need for protection

from disclosure can no longer be substan-

tiated, in which case the Admainistrator
shall take the actions described in subsection
(9)(2).

“(B) EXTENSIONS.—

“(1) IN GENERAL.—Not later than the
date that 1s 60 days before the expiration of
the period described in subparagraph (A),
the Adminastrator shall provide to the per-
son that asserted the claim a notice of the
vmpending expiration of the period.

“(11) STATEMENT.—

“(I) IN GENERAL.—Not later than
the date that 1s 30 days before the expi-
ration of the period described in sub-
paragraph (A), a person reasserting
the relevant claim shall submit to the
Administrator a statement substan-
twating, wn accordance with subsection

(d)(2), the need to extend the period.



O© o0 3 O WD B W N e

[\© TN O T N T NG I NG R NG B S e e T e e T e T e T e T
[ B N O N N = = N Re - BN B o) W ) TR ~S O I NO S e

297
“(I1)  ACTION  BY  ADMINIS-
TRATOR.—Not later than the date that
18 30 days after the date of receipt of
a statement under subclause (I), the
Administrator shall—
“(aa) review the request;
“(bb) make a determination
regarding whether the information
Jor which the request is made con-
tinues to meet the relevant cri-
teria established under this sec-
tion; and
“lcc)(AA) grant an extension
of not more than 10 years; or
“(BB) deny the claim.

“(C) NO LIMIT ON NUMBER OF EXTEN-
SIONS.—There shall be no limit on the number
of extensions granted under subparagraph (B), if
the Administrator determines that the relevant
statement under subparagraph (B)(i1)(I)—

“(1) establishes the need to extend the
period; and

“(11) meets the requirements established
by the Administrator.

“(2) REVIEW AND RESUBSTANTIATION.—

*S 697 RS
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“(A) DISCRETION OF ADMINISTRATOR.—The

Admanistrator may review, at any time, a claim

Jor protection against disclosure under subsection

*S 697 RS

(a) for information submatted to the Adminis-
trator regarding a chemical substance and re-
quire any person that has claimed protection for
that information, whether before, on, or after the
date of enactment of the Frank R. Lautenberg
Chemical Safety for the 21st Century Act, to
withdraw or reassert and substantiate or re-
substantiate the claim in accordance with this
section—

“(1) after the chemical substance s
wdentified as a  high-priority  substance
under section 4A;

“(1n) for any chemical substance for
which the Administrator has made a deter-
mination under section 6(c)(1)(C);

“(u1) for any inactive chemical sub-
stance identified under section 8(b)(5); or

“tiw) in limited circumstances, if the
Adminastrator determines that disclosure of
certain information currently protected
Sfrom disclosure would assist the Adminis-

trator in conducting safety assessments and
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safety determinations under subsections (D)
and (c) of section 6 or promulgating rules
pursuant to section 6(d), subject to the con-
dition that the information shall not be dis-
closed wunless the claimant withdraws the
claim or the Admanistrator determines that
the wformation does not meet the require-

ments of subsection (d).

“(B) REVIEW REQUIRED.—The Admainis-
trator shall review a clavm for protection from
disclosure under subsection (a) for information
submitted to the Administrator regarding «
chemical substance and require any person that
has claimed protection for that information,
whether before, on, or after the date of enactment
of the Frank R. Lautenberg Chemical Safety for
the 21st Century Act, to withdraw or reassert
and substantiate or resubstantiate the clavm in
accordance with this section—

“(1) as mecessary to comply with a re-
quest for information recewed by the Ad-
maimistrator under section 552 of title 5,
United States Code;

“(1n) of anformation available to the

Adminastrator provides a basis that the re-
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quirements of section 552(b)(4) of title 5,
Unated States Code, are no longer met; or
“(111) for any substance for which the

Administrator has made a determination

under section 6(c)(1)(B).

“(C) ACTION BY RECIPIENT.—If the Admin-
istrator makes a request under subparagraph (A)
or (B), the recipient of the request shall—

“(1) reassert and substantiate or re-
substantiate the claim; or
“(11) withdraw the claim.

“(D) PERIOD OF PROTECTION.—Protection
from disclosure of information subject to a claim
that 1s reviewed and approved by the Adminis-
trator under this paragraph shall be extended for
a pervod of 10 years from the date of approval,
subject to any subsequent request by the Admin-
istrator under this paragraph.

“(3) UNIQUE IDENTIFIER.—The Administrator
shall—

“(A)(1) develop a system to assign a unique
wdentifier to each specific chemacal identity for
which the Administrator approves a request for

protection from disclosure, other than a specific

*S 697 RS
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chemical identity or structurally descriptive ge-
neric term; and
“(11) apply that identifier consistently to all
mformation relevant to the applicable chemical
substance;
“(B) annually publish and update a list of

chemical substances, referred to by unique identi-

fier, for which clavms to protect the specific

*S 697 RS

chemical identity from disclosure have been ap-
proved, including the expiration date for each
such claim;

“(C) ensure that any nonconfidential infor-
mation recewved by the Administrator with re-
spect to such a chemical substance during the pe-
riod of protection from disclosure—

“(1) 1s made public; and
“(11) tdentifies the chemical substance
using the unique identifier; and

“(D) for each claim for protection of specific
chemical identity that has been denved by the
Administrator on expiration of the period for
appeal under subsection (g)(4), that has expired,
or that has been withdrawn by the submitter,
provide public access to the specific chemical

wdentity clearly linked to all nonconfidential in-
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Jormation received by the Admanistrator with re-

spect to the chemical substance.

“(g) DUTIES OF ADMINISTRATOR.—

*S 697 RS

“(1) DETERMINATION.—

“(A) IN GENERAL.—Kuxcept as provided in
subsection (b), the Administrator shall, subject to
subparagraph (C), not later than 90 days after
the receipt of a claim under subsection (d), and
not later than 30 days after the receipt of a re-
quest for extension of a clavm under subsection
(f), review and approve, modify, or deny the
claim or request.

“(B) DENIAL OR MODIFICATION.—

“(1) IN GENERAL.—Except as provided
wm subsections (¢) and (f), the Administrator
shall deny a clavm to protect a chemical
wdentity from disclosure only if the person
that has submaitted the claim fails to meet
the requirements of subsections (a) and (d).

“(11) REASONS FOR DENIAL OR MODI-
FICATION.—The Administrator shall pro-
vide to a person that has submitted a claim
described n clause (1) a written statement
of the reasons for the denial or modification

of the claim.
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“(C) SUBSETS.—The Administrator shall—

“(v) except for clavms described in sub-
section (b)(7), review all clavms under this
section for the protection against disclosure
of the specific identity of a chemical sub-
stance; and

“(1n) review a representative subset,
comprising at least 25 percent, of all other
clavms for protection against disclosure.

“(D) EFFECT OF FAILURE TO ACT.—The

Jailure of the Administrator to make a decision

*S 697 RS

regarding a claim for protection against disclo-
sure or extension under this section shall not be
the basis for denial or elimination of a clavm for
protection against disclosure.

“(2) NOTIFICATION.—

“(A) IN GENERAL.—Kuxcept as provided in
subparagraph (B) and subsections (c), (e), and
(1), if the Admanistrator denies or modifies a
clavm under paragraph (1), or promulgates a
rule under section 6(d) establishing a ban or
phase-out of a chemical substance, the Adminis-
trator shall notify, in writing and by certified

mail, the person that submitted the clavm of the
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mtent of the Administrator to release the infor-
mation.

“(B) RELEASE OF INFORMATION.

“(1) IN GENERAL.—Except as provided
m clause (1), the Admainistrator shall not
release information under this subsection
until the date that is 30 days after the date
on which the person that submaitted the re-
quest recetves notification under subpara-
graph (A).

“(11) EXCEPTIONS.—

“(I) IN GENERAL.—For informa-
tron under paragraph (3) or (8) of sub-
section (e), the Adminastrator shall not
release that information until the date
that 1s 15 days after the date on which
the person that submatted the clavm re-
cewes a notification, unless the Admin-
wstrator determines that release of the
mformation 1s mnecessary to protect
against an vmminent and substantial
harm to health or the environment, in
which case no prior notification shall

be necessary.
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“(II) NO NOTIFICATION.—For in-
Jormation under paragraph (1), (2),
(6), (7), or (9) of subsection (e), no
prior notification shall be necessary.

“(3) REBUTTABLE PRESUMPTION.

“(A) IN GENERAL.—With respect to notifi-
cations provided by the Administrator pursuant
to subsection (c)(5), there shall be a rebuttable
presumption that the public interest in dis-
closing confidential information related to a
chemical substance subject to a rule promulgated
under section 6(d) that establishes a ban or
phase-out of the manufacture, processing, or dis-
tribution i commerce of the substance outweighs
the proprietary interest in maintaining the pro-
tection from disclosure of that information.

“(B) REQUEST FOR NONDISCLOSURE.—A
person that receives a notification under para-
graph (2) with respect to the information de-
seribed wn subparagraph (A) may submit to the
Admanistrator, before the date on which the in-
Jormation s to be released, a request with sup-
porting documentation describing why the per-
son believes some or all of that information

should not be disclosed.

*S 697 RS
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“(C)  DETERMINATION  BY  ADMINIS-
TRATOR.—

“(1) IN GENERAL.—Not later than 30
days after the Admainistrator receives a re-
quest under subparagraph (B), the Admin-
istrator shall determane, at the discretion of
the Admanistrator, whether the documenta-
tion provided by the person making the re-
quest rebuts or does not rebut the presump-
tion described in subparagraph (A), for all
or a portion of the information that the per-
son has requested not be disclosed.

“(in) OBJECTIVE—The Administrator
shall make the determination with the objec-
tive of ensuring that information relevant to
protection of health and the environment s
disclosed to the wmaximum extent prac-
ticable.

“(D) TimMING.—Not later than 30 days after
making the determination described in subpara-
graph (C), the Admainistrator shall make public
the information the Administrator has deter-
maned 1s not to be protected from disclosure.

“(K) NO TIMELY REQUEST RECEIVED.—If

the Admanistrator does not receive, before the
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date on which the information described in sub-
paragraph (A) is to be released, a request pursu-
ant to subparagraph (B), the Administrator
shall promptly make public all of the informa-
tion.
“(4) APPEALS.—

“(A) IN GENERAL—If a person receives a
notification under paragraph (2) and believes
disclosure of the information is prohibited under
subsection (a), before the date on which the infor-
mation 1s to be released, the person may bring
an action to restrain disclosure of the informa-
tion in—

“(1) the Unated States district court of
the district in which the complainant re-
sides or has the principal place of business;
or

“(11) the United States District Court
for the District of Columbia.

“(B) No DISCLOSURE.—The Admainistrator
shall not disclose any information that s the
subject of an appeal under thas section before the
date on which the applicable court rules on an

action under subparagraph (A).
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“(5) ADMINISTRATION.—In carrying out this
subsection, the Administrator shall use the procedures
described wn part 2 of title 40, Code of Federal Regu-
lations (or successor requlations).
“(h) ORIMINAL PENALTY FOR WRONGFUL DISCLO-

SURE.—

“(1) OFFICERS AND EMPLOYEES OF UNITED
STATES.—

“(A) IN GENERAL.—Subject to paragraph
(2), a current or former officer or employee of the
United States described in  subparagraph (B)
shall be guilty of a wmisdemeanor and fined
under title 18, United States Code, or impris-
oned for not more than 1 year, or both.

“(B) DESCRIPTION.—A current or former
officer or employee of the Unated States referred
to in subparagraph (A) is a current or former
officer or employee of the United States who—

“(v) by virtue of that employment or
official position has obtained possession of,
or has access to, material the disclosure of
whach is prohibited by subsection (a); and

“(1n) knowing that disclosure of that
material 1s prohibited by subsection (a),

willfully discloses the material in any man-

*S 697 RS
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ner to any person not entitled to receive
that material.

“(2) OTHER LAWS.—RSection 1905 of title 18,
Unated States Code, shall not apply with respect to
the publishing, divulging, disclosure, making known
of, or making available, information reported or oth-
erwise obtained under this Act.

“(3) CONTRACTORS.—For purposes of this sub-
section, any contractor of the United States that is
provided information in accordance with subsection
(e)(2), wncluding any employee of that contractor,
shall be considered to be an employee of the Unated
States.

“(1) APPLICABILITY. —

“(1) IN GENERAL.—FExceptl as otherwise provided
wn this section, section 8, or any other applicable Fed-
eral law, the Administrator shall have no authority—

“(A) to require the substantiation or re-
substantiation of a clavm for the protection from
disclosure of information submitted to the Ad-
manistrator under this Act before the date of en-
actment of the Frank R. Lautenberg Chemical

Safety for the 21st Century Act; or

“(B) to impose substantiation or resubstan-

tiation requirements under this Act that are

*S 697 RS
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1 more extensive than those required wunder this
2 section.

3 “(2) PRIOR ACTIONS.—Nothing in this Act pre-
4 vents the Administrator from reviewing, requiring
5 substantiation or resubstantiation for, or approving,
6 modifying or denying any claim for the protection
7 from disclosure of information before the effective date
8 of such rules applicable to those claims as the Admin-
9 istrator may promulgate after the date of enactment
10 of the Frank R. Lautenberg Chemical Safety for the
11 21st Century Act.”.

12 SEC. 15. PROHIBITED ACTS.
13 Section 15 of the Toxic Substances Control Act (15
14 U.S.C. 2614) 1s amended by striking paragraph (1) and

15 nserting the following:

16 “(1) fail or refuse to comply with—

17 “tA) any rule promulgated, consent agree-
18 ment entered into, or order issued under section
19 4;

20 “(B) any requirement under section 5 or 6;
21 “(C) any rule promulgated, consent agree-
22 ment entered into, or order issued under section
23 5 or 6; or

24 “(D) any requirement of, or any rule pro-
25 mulgated or order issued pursuant to title 11;”.

*S 697 RS
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SEC. 16. PENALTIES.

Section 16 of the Toxic Substances Control Act (15

U.S.C. 2615) is amended—

(1) wn subsection (a)(1)—
(A) in the first sentence—
(1) by inserting “this Act or a rule or
order promulgated or issued pursuant to
this Act, including” after “a provision of”’;
and
(1r) by striking “$25,000” and insert-
mg “$37,500”; and
(B) in the second sentence, by striking vio-
lation of section 15 or 409 and inserting “viola-
tion of this Act’; and
(2) in subsection (b)—

(A) by striking “Any person who” and in-
serting the following:
“(1) IN GENERAL.—Any person that”;

(B) by striking “section 15 or 409" and in-
serting “this Act’;

(C) by striking “$25,000” and inserting
“$50,000”; and

(D) by adding at the end the following:

“(2) IMMINENT DANGER OF DEATH OR SERIOUS

BODILY INJURY.—

*S 697 RS
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“(A) IN GENERAL.—Any person that know-
mgly or willfully violates any provision of this
Act, and that knows at the time of the violation
that the violation places an individual in 1mma-
nent danger of death or serious bodily injury,
shall be subject on conviction to a fine of not
more than $250,000, or imprisonment for not
more than 15 years, or both.

“(B)  ORGANIZATIONS.—An  organization
that commats a violation described in subpara-
graph (A) shall be subject on conviction to a fine
of mot more than $1,000,000 for each violation.

“(3) KNOWLEDGE OF IMMINENT DANGER OR IN-

JURY.—or purposes of determining whether a de-

Jendant knew that the violation placed another indi-

vidual i immanent danger of death or serious bodily

mjury—

“(A) the defendant shall be responsible only

Jor actual awareness or actual belief possessed;

*S 697 RS

and
“(B) knowledge possessed by an individual
may not be attributed to the defendant.”.
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SEC. 17. STATE-FEDERAL RELATIONSHIP.

Section 18 of the Toxic Substances Control Act (15
US.C. 2617) 1is amended by striking subsections (a) and
(b) and inserting the following:

“(a) IN GENERAL.—

“(1) ESTABLISHMENT OR ENFORCEMENT.—x-
cept as provided in subsections (c), (d), (e), (f), and
(q9), and subject to paragraph (2), no State or polit-
weal subdivision of a State may establish or continue
to enforce any of the following:

“(A) TESTING AND INFORMATION COLLEC-
TION.—A statute or administrative action to re-
quire the development of information on a chem-
teal substance or category of substances that is
reasonably lLikely to produce the same informa-
tion required under section 4, 5, or 6 in—

“(1) a rule promulgated by the Admin-
istrator;

“(1n) a testing consent agreement en-
tered into by the Admanistrator; or

“(111) an order issued by the Adminis-
trator.

“(B) CHEMICAL SUBSTANCES FOUND TO
MEET THE SAFETY  STANDARD OR  RE-
STRICTED.—A statute or administrative action
to prohabit or otherwise restrict the manufacture,

*S 697 RS
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1 processing, or distribution i commerce or use of
2 a chemical substance—

3 “(1) found to meet the safety standard
4 and consistent with the scope of the deter-
5 maination made under section 6; or

6 “(1n) found mnot to meet the safety
7 standard, after the effective date of the rule
8 wssued under section 6(d) for the substance,
9 consistent with the scope of the determina-
10 tion made by the Administrator.

11 “(C) SIGNIFICANT NEW USE.—A statute or
12 administrative action requiring the notification
13 of a use of a chemical substance that the Admin-
14 wstrator has specified as a significant new use
15 and for which the Administrator has required
16 notification pursuant to a rule promulgated
17 under section 5.

18 “(2) EFFECTIVE DATE OF PREEMPTION.—Under
19 this subsection, Federal preemption of State statutes
20 and administrative actions applicable to specific sub-
21 stances shall not occur until the effective date of the
22 applicable action described in paragraph (1) taken by
23 the Administrator.
24 “(b) NEW STATUTES OR ADMINISTRATIVE ACTIONS

25 CREATING PROHIBITIONS OR OTHER RESTRICTIONS.—

*S 697 RS
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“(1) IN GENERAL—Except as provided in sub-

sections (¢), (d), and (e), beginning on the date on

which the Admanistrator defines the scope of a safety

assessment and safety determination under section

6(a)(2) and ending on the date on which the Admin-

istrator publishes the safety determination, no State

or political subdivision of a State may establish a

statute or administrative action prohibiting or re-

stricting the manufacture, processing, distribution in

commerce or use of a chemical substance that 1s a

high-priority substance designated under section 4A.

*S 697 RS

“(2) EFFECT OF SUBSECTION.

“(A) IN GENERAL—This subsection does
not restrict the authority of a State or political
subdivision of a State to continue to enforce any
State statute enacted, or administrative action
taken, prior to the date on which the Adminis-
trator defines the scope of a safety assessment
and safety determination under section 6(a)(2).

“(B) LimitATioN.—Subparagraph (A) does

not allow a State or political subdivision of a
State to enforce any new prohibition or restric-
tion under a State statute or administrative ac-

tion described in that subparagraph, if the pro-
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hibition or restriction 1s established after the
date described in that subparagraph.

“(c) SCOPE OF PREEMPTION.

Federal preemption
under subsections (a) and (b) of State statutes and adminis-
trative actions applicable to specific substances shall apply

only to—
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“(1) the chemical substances or category of sub-
stances subject to a rule, order, or consent agreement
under section 4;

“(2) the uses or conditions of use of such sub-
stances that are identified by the Administrator as
subject to review in a safety assessment and included
wm the scope of the safety determination made by the
Admanistrator for the substance, or of any rule the
Administrator promulgates pursuant to section 6(d);
or

“(3) the uses of such substances that the Admin-
istrator has specified as significant new uses and for
which the Administrator has required notification
pursuant to a rule promulgated under section 5.

“(d) EXCEPTIONS.—

“(1) NO PREEMPTION OF STATE STATUTES AND
ADMINISTRATIVE ACTIONS.—

“(A) IN GENERAL.—Nothing in this Act,

nor any amendment made by this Act, nor any

*S 697 RS
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rule, standard of performance, safety determina-
tion, or scientific assessment implemented pursu-
ant to this Act, shall affect the right of a State
or a political subdivision of a State to adopt or
enforce any rule, standard of performance, safety
determination, scientific assessment, or any pro-
tection for public health or the environment
that—

“(v) 1s adopted or authorized under the
authority of any other Federal law or
adopted to satisfy or obtain authorization
or approval under any other Federal law;

“(11) 1mplements a reporting, moni-
toring, disclosure, or other information obli-
gation for the chemical substance not other-
wise required by the Administrator under
this Act or required under any other Fed-
eral law;

“(111) 1s adopted pursuant to authority
under a law of the State or political sub-
dwvision of the State related to water qual-
wty, awr quality, or waste treatment or dis-
posal, except to the extent that the action—

“(I) vmposes a restriction on the

manufacture, processing, distribution
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m commerce, or use of a chemical sub-
stance; and

“(Il)(aa) addresses the same haz-
ards and exposures, with respect to the
same conditions of use as are included
wm the scope of the safety determination
pursuant to section 6, but 1s incon-
sistent with the action of the Adminis-
trator; or

“(bb) would cause a violation of
the applicable action by the Adminis-
trator under section 5 or 6; or

“(iw) subject to subparagraph (B), is
wdentical to a requirement prescribed by the
Admanastrator.

“(B) IDENTICAL REQUIREMENTS.—

“(t) IN GENERAL.—The penalties and
other sanctions applicable under State law
m the event of moncompliance with the
wdentical requirement shall De mo more
stringent than the penalties and other sanc-
tions available to the Administrator under
section 16 of this Act.

“(11) PENALTIES.—In the case of an

wdentical requirement, no State may assess
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a penalty for a specific violation for which
the Admanistrator has already assessed a
penalty under section 16, and the Adminis-
trator may not assess a penalty under sec-
tion 16 for a specific violation for which a
State has already assessed a penalty.

“(2) APPLICABILITY TO CERTAIN RULES OR OR-

DERS.—Notwithstanding subsection (e)—

“(A) nothing in this section shall be con-
strued as modifying the effect under this section,
as in effect on the day before the effective date of
the Frank R. Lautenberg Chemical Safety for the
21st Century Act, of any rule or order promul-
gated or issued under this Act prior to that effec-
twe date; and

“(B) with respect to a chemical substance or
maxture for which any rule or order was promul-
gated or issued under section 6 prior to the effec-
twe date of the Frank R. Lautenberg Chemical
Safety for the 21st Century Act with regards to
manufacturing, processing, distribution in com-
merce, use, or disposal of a chemical substance,
this section (as i effect on the day before the ef-
Jective date of the Frank R. Lautenberg Chemical
Safety for the 21st Century Act) shall govern the

*S 697 RS
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preemptive effect of any rule or order that is pro-
mulgated or issued respecting such chemical sub-
stance or mixture under section 6 of this Act
after that effective date, unless the latter rule or
order 1s with respect to a chemical substance or
mixture containing a chemical substance and fol-
lows a designation of that chemical substance as
a high-priority substance under section 4A(b) or
as an additional priority for safety assessment

and safety determination under section 4A(c).

“(e) PRESERVATION OF CERTAIN STATE LAW.—

“(1) IN GENERAL.—Nothing in this Act, subject

to subsection (g) of this section, shall—

*S 697 RS

“(A) be construed to preempt or otherwise
affect the authority of a State or political sub-
dwvision of a State to continue to enforce any ac-
tion taken before August 1, 2015, under the au-
thority of a State law that prohibits or otherwise
restricts manufacturing, processing, distribution
m commerce, use, or disposal of a chemical sub-
stance; or

“(B) be construed to preempt or otherwise
affect any action taken pursuant to a State law

that was i effect on August 31, 20053.
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“(2) EFFECT OF SUBSECTION—This subsection
does not affect, modify, or alter the relationship be-
tween State and Federal law pursuant to any other
Federal law.

“(f) STATE WAIVERS.—

“(1) DISCRETIONARY EXEMPTIONS.—Upon ap-
plication of a State or political subdivision of «a
State, the Administrator may by rule, exempt from
subsection (a), under such conditions as may be pre-
scribed in the rule, a statute or administrative action
of that State or political subdivision of the State that
relates to the effects of, or exposure to, a chemical sub-
stance under the conditions of use if the Adminais-
trator determines that—

“(A) compelling State or local conditions
warrant granting the wawver to protect health or
the environment;

“(B) compliance with the proposed require-
ment of the State or political subdivision of the
State would not unduly burden interstate com-
merce in the manufacture, processing, distribu-
tion in commerce, or use of a chemical substance;

“(C) compliance with the proposed require-

ment of the State or political subdivision of the

*S 697 RS



O© o0 3 O WD b W N =

[\© TN NG T N T NG N NG I NS B e e T e e T e T e e T
[ T NG N N N = = N R - BN B e ) W ) TR ~S O I NO S e

tion

322

State would not cause a violation of any appli-
cable Federal law, rule, or order; and

“(D) based on the judgment of the Adminis-
trator, the proposed requirement of the State or
political subdivision of the State is consistent
with sound objective scientific practices, the
weight of the evidence, and the best available
science.
“(2) REQUIRED EXEMPTIONS.—Upon applica-

of a State or political subdivision of a State, the

Administrator shall exempt from subsection (b) «a

statute or administrative action of a State or polit-

weal

subdivision of a State that relates to the effects

of exposure to a chemical substance under the condi-

tions

*S 697 RS

of use if the Admanistrator determines that—

“(A) compliance with the proposed require-
ment of the State will not unduly burden inter-
state commerce in the manufacture, processing,
distribution wn commerce, or use of a chemical
substance;

“(B) compliance with the proposed require-
ment would not cause a violation of any appli-
cable Federal law, rule, or order; and

“(C) the State or political subdivision of a

State has a concern about the chemical substance
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or use of the chemical substance based in peer-

reviewed science.

“(3) DETERMINATION OF A STATE WAIVER RE-
QUEST.—The duty of the Administrator to grant or
deny a wawver application shall be nondelegable and
shall be exercised—

“(A) not later than 180 days after the date
on which an application under paragraph (1) is
submatted; and

“(B) not later than 90 days after the date
on which an application under paragraph (2) is
submatted.

“(4) FAILURE TO MAKE DETERMINATION.—If the
Admanistrator fails to make a determination under
paragraph (3)(B) during the 90-day period beginning
on the date on which an application under paragraph
(2) 1s submitted, the State statute or administrative
action that was the subject of the application shall
not be considered to be an existing statute or admin-
istrative action for purposes of subsection (b) by rea-
son of the failure of the Administrator to make a de-
termination.

“(5) NOTICE AND COMMENT.—Except in the case

of an application approved under paragraph (9), the
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application of a State or political subdivision of the
State shall be subject to public notice and comment.
“(6) FINAL AGENCY ACTION.—The decision of the
Administrator on the application of a State or polit-
tcal subdivision of the State shall be—

“(A) considered to be a final agency action;
and

“(B) subject to judicial review.

“(7) DURATION OF WAIVERS.—

“(A) IN GENERAL.—KEuxcept as provided in
subparagraph (B), a wawer granted under para-
graph (2) or approved under paragraph (9) shall
remain m effect—

“(1) until such time as the safety as-
sessment and safety determination s com-
pleted; or

“(in)  subject to subparagraph (B),
until judicial review of the failure of the
Admanistrator to make a determination
under paragraph (3) is sought under para-
graph (8).

“(B) REINSTATEMENT OF WAIVER—A
wawver described in subparagraph (A)(iv) shall

agawn take effect upon the earlier of—
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“(1) the date of approval by the Ad-
manastrator of the wavver application;

“(11) the effective date of a court order
directing the Administrator to approve the
wawer application; or

“(111) 90 days after the date on which
Jgudicral review under paragraph (8) s
sought.

“(8) JUDICIAL REVIEW OF WAIVERS.—Not later
than 60 days after the date on which the Adminis-
trator makes a determination on an application of a
State or political subdivision of the State under para-
graph (1) or (2), or not later than 60 days after the
date on which the Admainistrator fails to make a de-
termination under paragraph (3), any person may
file a petition for judicial review in the United States
Court of Appeals for the District of Columbia Circunit,
which shall have exclusive jurisdiction over the deter-
mination.

“(9) APPROVAL.—

“(A) IN GENERAL—If the Administrator

fails to meet the deadline under section 6(a)(4)

(including an extension granted under section

6(a)(6)), or the deadline established under para-

graph (3)(B), the application of a State or polit-
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real subdivision of a State under paragraph (2)

shall be automatically approved.

“(B) REQUIREMENTS.—Notwithstanding
paragraph (6), approval of a waiver application
under subparagraph (A) for failure to meet the
deadlines under section 6(a)(4) (including an ex-
tension granted under section 6(a)(6)) shall not
be considered final agency action or be subject to
Judicial review or public notice and comment.
“(10) JUDICIAL REVIEW OF LOW-PRIORITY DECI-

SIONS.—

“(A) IN GENERAL.—Not later than 60 days
after the publication of a designation under sec-
tion 4A(D)(4), any person may commence a civil
action to challenge the designation.

“(B) JURISDICTION—The Unated States
Court of Appeals for the District of Columbia
Crrcuit shall have exclusive jurisdiction over a
cwil action filed under this paragraph.

“(9) SAVINGS.—

“(1) NO PREEMPTION OF COMMON LAW OR STAT-
UTORY CAUSES OF ACTION FOR CIVIL, RELIEF OR
CRIMINAL CONDUCT.—

“(A) IN GENERAL.—Nothing in this Act,

nor any amendment made by this Act, nor any
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safety standard, rule, requirement, standard of
performance, safety determination, or scientific
assessment 1mplemented pursuant to this Act,
shall be construed to preempt, displace, or sup-
plant any state or Federal common law rights or
any state or Federal statute creating a remedy
Jor cwvil relief, including those for civil damage,
or a penalty for a criminal conduct.

“(B) CLARIFICATION OF NO PREEMPTION.—
Notwithstanding any other provision of this Act,
nothing in this Act, nor any amendments made
by this Act, shall preempt or preclude any cause
of action for personal injury, wrongful death,
property damage, or other injury based on neg-
ligence, strict liability, products liability, failure
to warn, or any other legal theory of lLiability
under any State law, maritime law, or Federal
common law or statutory theory.

“(2) NO EFFECT ON PRIVATE REMEDIES.—

“(A) IN GENERAL.—Nothing in this Act,
nor any amendments made by this Act, nor any
rules, requlations, requirements, safety assess-
ments, safety determinations, scientific assess-

ments, or orders issued pursuant to this Act shall
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be interpreted as, in either the plantiff’s or de-

Sfendant’s favor, dispositive in any civil action.

“(B) AUTHORITY OF COURTS.—This Act
does not affect the authority of any court to
make a determination in an adjudicatory pro-
ceeding under applicable State or Federal law
with respect to the admassion into evidence or
any other use of this Act or rules, requlations, re-
quirements, standards of performance, safety as-
sessments, scientific assessments, or orders issued

pursuant to this Act.”.

SEC. 18. JUDICIAL REVIEW.
Section 19 of the Toxic Substances Control Act (15

U.S.C. 2618) is amended—

(1) in subsection (a)—
(A) wn paragraph (1)—
(1) wn subparagraph (A), by striking
“section 4(a), 5(a)(2), 5(b)(4), 6(a), 6(e), or
8, or under title II or IV and inserting
“section 4(a), 5(d), 6(c), 6(d), 6(g), or 8, or
title 11 or IV”; and
(11) w subparagraph (B), by striking
“an order issued under subparagraph (A)
or (B) of section 6(b)(1)” and inserting “an

order issued under this title”; and
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(B) in paragraph (2), in the first sentence,
by striking “paragraph (1)(A)” and inserting
“paragraph (1)”; and
(C) by striking paragraph (3); and
(2) in subsection (¢)(1)(B)—
(A) in clause (1)—

(1) by striking “section 4(a), 5(b)(4),
6(a), or 6(e)” and inserting “section 4(a),
5(d), 6(d), or 6(g)”; and

(11) by striking “evidence in the rule-
making record (as defined in subsection
(a)(3)) taken as a whole;” and inserting
“ev