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Revocation of Fmal Multz-substance :
'Rule forthe Testmg of Neurotoxlclty

"AGENCY. Envn'onmental Protectlon o

- Agency (EPA).
© . ACTION: Fmal Rule Revocatmn

_SUMMARY: This document announces-
‘EPA’s decision to revoke the Multl-

© -Substance Rule for the Testing of .

| " Neurotoxicity, that required .. - .
. --manufacturers and processors of aeetone
" (CAS No. 67-64-1), technical grade n- -

. butano} (CAS Ne: 71-36-3), n-butyl -

- acetate (CAS No. 123-86:43; diethyl-
-ether (CAS No. 60-29-7); 2- .
ethoxyethanol (CAS No: 110—80-5), o
_ ethylacetate (CAS:No. 141-78-6),-

- iscbutyl alcohol (CAS No. 78-83-1);
methyl isobutyl Ketone (CAS No. 108——

-+ 109-99-9) to condiict testitig-for-
‘neurctoxicity: EPA is révoking' tlns rule ~
* as part of a settlement agreement

reached with the manufacturers of: these -

- chemicals, who have ag:eedto perform.
. tertain'neurotoxicity-and in'vivo.© =
- hydrolysistesting of 7-of the'10. . .- -
. " chemicals under. enfome&le eonsent .
. agreements (“ECAs”) ' -
" EFPECTIVE L DATE: Ianuary 23, 1995 3
-ADDRESSES.Apubhc version of the

_ . administrative fecord supporting this - -
. action, with.an confidentxalbusmess

" information deleted; is available for

~ . inspection.at the TSCA Moticonfidéntial -

" Information Center, also known as the

.~ and Toxics; Environmental Protection -
- Agency, 401 M St., SW., Washmgton,
DC 20460 from 12 noon {0 4:00-p.1ix. .
. . Monday through Fnday, e*(cept legal

- holidays. - : .
-FOR FURTHER INFORMATION CONTACT

- Suisan Hazen, Director, Enwronmental

Assistance Division;(7408), Office of -

- Pollution Prevention and Tox1cs, 401: M
- 8t,, SW.; Washington, DC 20460, (202) L
substances petitioned for review of the
. -final rule under TSGA section: 19 m,the

554—-1404 TDD (202) 554—0551 .
-~ - SUPPLEMENTARY lNFOBMATION. EPA has
- determined-thatitis-appropriateste -
. revoke-the-multi-substance rule for the :
»testing of neurotexicity because the * -
- -=marmfacturers of 7 of the 10 chemlcais :

:"meta“bohte, 1-butanol..
L Backgronnd

~battery and motor activity,‘and

' sub]ect to th final test rule have agreeé
“'to conduct a modified set of - :

: neurotoxicity and in-vivo hydmfysxs e
-testing under ECAs that -accomplish- -

- many of the goals of the testrule. The e

.« following seven chenrical substances -

" will be tested pursuant to ECAs: acetone.

{CAS-No.-67-64-1), technical grade n-
amyl acetate (CAS No. 628-63-7), n-

" . butyl acetate (CAS No.- 123-86—4), ethyl' .

acetate (CAS No. 141-78-6), isobutyl.

.alcohol (CAS Ne. 78-83-1), methyl
-'lsobutyl ketone (CAS No. 108-10-1),
© and tetrahydrofuran {CAS No. 109-99--

9). Testing is.currently underway for n-.

. butyldcetate and 1sobutyl alcohol In:
© vivo hydrolysis testing willbe s © © 7 -
. conducted on butyl acetate to determme‘
il its test. results for neuratoxicity.can be N

‘used to assess the’ neurotoxlcfcy of 1ts

On ]uly 27,1993 158 FR 40262} EPA

V 1ssued atest:rule'under TSCA section 4.

that required manufacturers and

“- processors of 10'substances to:condiict .
"~ testing for neurotoxicity (Ref. 1): The
" testrule required all the testing - -

- proposed for the 10 substances-on
.+ March 4, 1991 (56 FR 9105)..The, -

réquired: testing was the same for alt Id

"substances’and included acutg and. -

subclironic finctional observatlonal

subchronic neliropatholegy and

' Court of Appeals on May 13 199”4 in-

- filing of a letter with the court (Ref. 4).

= three notices in the Federal Register: a; S

- '. . +a publi¢ meeting to initiate: negohatlon
~ -of consent agreement testing (59 FR "~
- 33191). The Stay suspended ail -

:-'_EPA either liffed the Stay.or.revoked: the :
_- " i.test rule. Final revacation of the test: mle
~ - wasconditional.on the. successful -
... - -negotiation of testing.to be pexformed
" - .under ECAs: The public meeting-
. annoghcement sohclted interested -
. .. parties:to participate’in the. negonetmx

~ - schedule-controlléd operant behavx g
~(SCOB).. ’I‘hese 10 substances dre hsted
'"below o o
i Chermcal name - |’ 'cAs:No,'
_ acetone e : 6?—64—-1
= 'n-amyl aceme techmca! grade 626-63-7._
"nbutylacetate ! 33 ‘
- . diethyl ¢ ether ...'..A.'..,.H { :
" 2-eihoxyéthanol 110-80
'ethy:llacetrate .......................... 141-
isobutyl alcohol ... . 883~
- inethyl isobu&i'ketone ‘ 108—10—1
. .tetrahydrofuran .i..-..;_..-....‘..;. i
The manufacturers of these

- Fifth Circuit Coust of-Appeals. (Ref ,2)
Subsequem t0- the ﬁlmg af thxs

" July 28, 1094, EPA held the public: _
.- meeting to initiate the- -negotiations, ! The

. "November. 1994 and January;1995.and :

3 -rhydmlyms testmg:ef the followmg

-and authorized representatives of all -
parties-challenging the rule, entered m’to
-sett]ement negouatlons to resolve the
lawsnit.~

"Asa result of these settlement

~-discussions, the parties to the lawsuit .

. agreed, subject to certain conditions set .-

_ forth in the settlement agreement (Ref.” -
- 3); to conduct neurotoxicity and invivo
-hydrolysis testing of 7 ¢hemical - 5

- substances under ECAs to be negonated.
. pursuant to EPA régulatiors. Testing on.
-~two of the 'chérnicals subject to the fmal,. .

“rule, n-butyl acetate and isobutyl: -
-alcohol, was alréady undérway: It was
“CMA’s and the test sporisors stated ~

" intent that such testing.continue on.”

schedule during the pendency of thls O
'pmceedmg (Ref..3). . o
‘In' turn, EPA agreed to propose to’

e _thhdraw the final test rule EPA was. T s
... awarte that.the- settlementagreeme : "_" f 2
- contemplated testing fewer chemicals =~

‘énd-a redhiced set of testingon some. of
__those chemicals than the testing "
regimen reqmred by the final rule.
'Although EPA believed thatthe
"rulemaking record contained. substannal
-evidence to, suppo the festing .- :

requirements in the final rule, EPA

o - believed that:the settlement’ agreement

" was in the public interest as it allowed

. testing:to proceed on an expedited basis,

_w1thout theéuncertaifities of protracted -~ -
—_htxgahon CMA s lawsuit ‘was ( 1smlssed f, 3

response to-ajoint motion fora stay, but
it can‘be reinstated by either party- upon

.On June 27, 1994, EPA publishéd . ;.
Stay of the final test rule (59 FR 33184), - -

-a propesal to revoke the final test rule: -
" (59 FR 33187), and an ‘announcement of

requirements of the final test: mle tmtll

e

and/or observation.of negotiations..On .

.ECAS which resulted were signed in'_
required. the neurotoxicity and.in vivo-

. -substances
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, " Substanee - . o ST Tests
" BOBIONG oo i et SCOB(subchromc) Ll e R
" namyl ,acétate,{echnisargr_ade T . awiteensienii | Functional Observatnonal Battery (acute and. subchromc) Motor Actmty (acute and
o e - o i subchromc), NeuropaMogy (subchmmc) o )
‘nbutyl acetate . 3 :'_ TS i .-Functlonal Observatnon@ Bat!ery {acute. and subchromc), Malm Ac!wnty (acute and
; o e . P S subchmmc), Neuropathoiogy (sub\,hromc) SCoB (subchromc) Iri Vivo Hydrolysxs .
1 ethyl acetate ... e eienesoes oo einiisennen. | EUCtiONG} ObServational Battery. (acute and ‘subchronic), Motor Activity (acuxe and -
% PR o B T -subchronic), Neuropathology (subchromc), SCOB. (subchromc)
. isobutyt alcehof ....: O IROORIO: : ...... | Functional Observational -Battery. (acute: and subchromc), Motor - Aeﬁv:ty (acute and
Ce e subchromc), Neuropathotogy (subchromc) 8COB, (subchromc) Wt -
-methyl isobuty} Ketone .......o... i SCOB(subchromc) o o SRR o
tétréhydrofuran: X ,‘_'-‘v ’ ereeeorees eeeeiesinen ,Functnona! Observatlonal Batlety (acute and subctuomc) Motor Actmty (acute and
Sl - e T s e subchromc), Neuropatlmlogy (subchromc) : )

e he ECA testmg program and 7 entex consent agreement nego’uatmns B A Supportmg Bacumentatzon :
4 .ﬂegmianons dare-described more fully i i (Ref 5).7 . (1) Federal Register notices pertammg p
- the announcement of the : signing Ofthe _ ~.The public 7 meetmg toinitiate = - . .tothisnileconsistingof: .. .. -
ECAs, published elsewhere in this * * ™" o0 oiation of consent agreement testing -~ (2) Notice of proposed multi- . -
Federal Register. Compared withthe . - /% held on July 28, 1994. No new _'substance rule for the testing of
~ final rule, the above testing program 5 ooci0g ‘parties. identified themselves neurotoxcuy (55 FR 9105, March 4,
', represents a retention of the full set of . . to EPA'st this meeting ér during the 30~ ~ 1991).-
tests for thfee chemicals (n butyf _ k3 day comment period. During the- by Notxce ‘of fi;nal muln-substance )
- acetate, ethyl acetate, arid isobutyl.* . Heothe ol tg _rule for the testing of neumtoxxcny (58
. acetate), a reduction in tests for fom' e $ee 8 edon y comment cor;;fmmg_ *FR 40262, July 27, 1993).. : .
." - chemicals (acetone, n-amyl acetate, s C&Xmli"’s:} m"":;“‘m dcalele od ol . {c) Notice atinouncing ‘administrative . - -
" -iethyl isobutyl ketone; and - R ‘s legalcounsel, and related 6. - 4, 0o fnal inulti-substance rule for the
tetrahydrofuran), and an e]nmnanon of procedures for simultaneous s:gmng of - testing of neurotoxicity (59 FR 33184,
testing for three chemicals (1-butanol, - .the ECAs and the revocation.” . Jume27,1994)."
- diethyl ether, and 2-ethoxyethanol). itis - 1y, Revocatmn of Fmal Test Rnle ... (d) Notice-of proposed revocation of :
. - anticipated, however, that the in vivo ™" - . final mialti-substance:rule for the testing -

~ - hydrolysis. test of n- butyl acetatemay - . . EPA is revoking t the final Muln- <o e of neurotomcxty (59 FR 33187 }une 27,

... indicate that the separate testing of 1- ,Substance Ruleé fof the Testing of- .- '-'1994) o
% . butanol may not be necessary, and-_ .~ . .- Neurotux}cxty (49 €FR 799. 505(1) based L Ae}] Nottce announcmg oppoﬂumly to PR
L beqause ‘of-this, 1-butanol” manufacturers upon the reasons stated in the pr(]posed«:‘-'. partlclpate in negotiations for: e
. have agreed to share inthe cost'of -. - Fevoration (59 FR 33187, June 27, 1994; ‘neutetoxicity testing; solicitation for -

_buty! acetate tésting. The evaluation of _ . Unit 1), the lack of comiménts’ opposmg -interested- parfxes {59°FR 33191, }une 27, -

. the metabolic fate of butyl acetate will " * the revocation, and the successfitl . 1994). .

* beperformedina study of its.in vivo~. - “negohatmn of ’ECAs EPA believes the - T (2) Communicatmns consmtmg of

- (a) Written letters. .

. "'hydrolysxs to 1-butancl. Hthe - } _ :
- (b} Contact reports of telephone PR

. de to alle f: f these
© conversion of butyl acetate to t-butancl acision to allow manufacturers

substances to conduct neurotoxicity and

, . i :

s sufi‘;fnﬂi ;‘iﬁg gg;omlif;fé EPA in vivo hydrolysis tésting under ECAs - Co&‘;‘ﬁ:et?;gs summmaries (mcludmg

-jggcts of 1-butanol can be predictéd S will ?‘m’w far the miost umel T pubhc meenng oir July 28; 1994)
from o sl of byl acol osing:  dovlopmont and publi avaablty of gy

Z e ms l:s?,;)g Se;::asti’tesunm?f’ f_on& o neurotoxicity- of these“compounds A G-‘t) Emal, muIt;-subs:ance rule for the -

. buI;anI(JJI : & » v+ .While. EPA acknewledges thatthe - - - ‘testing of neurotoxxcxty (58 FR 40262 }uly
L : SR . 27,1993}, .
" As mentioned above, 3 ] d notxce testmg that will be conducted-under - ‘

- (2). Chemlcal Manufacmrexs Assocxatxon '
* ECAs will not be as extensive as that . . (CMA). Petition for Review. Filed with

’ _:reqmred by the final test mle, EPA - . United States als fo he Fifih - .
_believes that use of the ECA process will, Circuit. (gctd?;%ngg@?pe siort e
-result jn the fastest development of data -(3) United States Court of Appeals for the®
“ Testing and data development will. * . -Fifth Circuit. Settlemert Agreement hetween
proceed without the potentially lengthy -Envifofimental Protection Agency (USEPA)
delay- oftesﬁng pendmg tesolution-of : - ~and petitioners. No 93——5381 iApnl 28,

~o1994) T AR
costly hngatmn on. the ments of the o :

: 4 1sfor the -
: ﬁnal test ruls. - o - 4y United- States Courf of Appea s for the -

‘--';.Frfth Circait. Disinissal of petitioners appeal S :
- against EPA. No0.93-5381:{May 13;3004); - :

- was published on June 27, 1994 (59 FR
. '33187); which proposed to revoke the .
-final multi-substance rule for the testing
- . of neurotoxicity. This netice-allowed all -
. " interested parties,an opportunity to e
- evaluate and-comment on FPA’s -’
- pmposed revocation‘of the firial m}e
.- -and decision to pursue ECAs as the -
- mechanism for achleving testmg

o ILPubhc Comm ents S IV- Rnlemakmg Record B (5) Lathar-& Watkizis (lsgal counsel to

- EPAreceived one comment on ‘the - EPA has established a. record for. tlus - emA), V:;ashmgt:m, D(t;.ﬁCoxlnmelt:t ‘mb’t :
1. proposed revocation. This:comment was - Jevocation-under. docket mumber - . ’f;ff?:: ﬂ;egifngg&eu?;m‘;’;“;su stance,
T - - from CMA and supported EPA’s -+ :.OPPT. $-42134F. This record contams .- Subinitted to TSCA Dacket Office, USEPA;

propasal tor revoke the-test rule and T the fouowmg information: - L - Washington; e Uuly 20;1994). "




-7*- have a significant impaction a-

o B . signed the ECASs, which will replace the
= revoked test rule, will be responsrble fo
" _conducting and paying for ing. -
" . biisinesses.
RRRN o Paperwork Heduotwn Act
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- The pubhc record for this rulemakmg

- is available for inspection in‘the TSCA .

- Nonconfidential Information Center

** (also known as the TSCA Public Docket
. Office), Rm. NE B607, 401 M St.,, SW,, -

‘Washington, DC from 12 noon to 4:00 -

- p-m., Monday through Fnday, except

e legal holidays.” " - -
W Regulatory Assessment ‘

o Reqmrements
: A Executzve Order 12866

- Under Execuhve Order 12866 (58 FR -
'_51,735 October 4, 1993}, the Agency -

must determiine whether the regulato’ry o

. . action is “‘significant” and therefore -

- subject to all therequirements ofthe . .
Executive Order (i.e. , Regulatory Impact
Analysis and review by the Office of -
Management and Budget (OMB)) Under
- secuon 3(f), the order defines .- -
“significant” as thoseactions likely to
lead to arule (1) havmg an annual’ effect
- ontheeconomy of $100 million:or
- - more,or adversely and materially-

" affecting a sector of the economy, ..
- productivity; competition, jobs, the

S environment, public health or safety, or

State, local, o tribal governinents or -
communities (aka “economically - :

" significant”); (2) creating serious.,

" inconsistency or otherwise mterfenng

"+ 'with an-action taken or planned by -
- another agency; (3) materially altering -

" the budgetary impacts 6f entitlements,
'“grants user fees, or loan: programs, or (4)
- raising novel legal or policy issues . -
arising out of legal mandates, the :
President’s priorities, or the pnncx_ples

" - set forth in this Executive Order.

" Pursuant to the terms of this order, EPA

;- - has determmed that this rule would not
- be “significant”, .

» B. ReguIatoxy Flexzbtlzty Act

Undet the Regulatory Flex1b1
5U.S.C. 601 et seq., EPAis. certlfym

- that revocation of this test rule w111 not

“substantial number of small busmesses
_because only the 24 manufacturers who

" * None of these manufacturers

Thereé are nio information collectxon '

. " requiferents-associated with this -
- yevocation covered under the provisions - ADDRESSES: A public-versien of the -

- réquirements, Testing. .

40 CFR Part799 .

g 123-86-4), ethyl acetate (CAS No. 141~

: - 108-10-1), and tetrahydrofuran |

S of chemical snbstanges and rmxtures B
sub]ectto ECAs. Accordingly, the export

Reporhng and recordkeepmg

Dated Ianuary 10, 1995.

Lynn R. Goldman,

Assistant Administrator for Preventxon,
Pesticides and Toxic Substances.

- Therefore, 40 CFR, chapter L

" subchapter R, part 799 xs amended as
. follows

PART 799——[AMENDED]

1. The authority citation for pa:rt 799
‘continues to read as follows: :
-Authority: 15 U. s C. 2603, 2611 2625 R

§799 5050—-[Removed]

2. By removing §799. 5050 _
_[FR Doc. 95-1673 Filed- 1—20—95 8 :45. am)
BILLING CODE 6560-50-F -

[OPPTS—421 34G; FRL—4924-8]
‘RIN 2070—2033 ’

Tosting COnsent Orders for Acetone,
n-Amyl Acetate, n-Butyl Acetate, Ethyl:
- Acetate, Isobutyl Alcohol, Methyl -

lsobutyl Ketone, and Tetrahydrofuran “

AGENcY. Envrronment,a Protechon
Agency (EPA). R

! ACTION: Final’ Testmg Consem
Agreements and Orders.. :

SUMMARY: EPA has issued Testmg L
"Consent Orders (Orders) that ..

: .incorporate Enforceable Consent. . _

" Agreements (ECAs) pursiant to the °
Toxic Substances-Control Act (TSCA)
with companies ‘who have agreed to -
- ~perform certain neurotoxicity tests with
- the following seven substances: acetone

. {CAS No- 67—64—1) n-amyl acetate (CAS

- No: 628-63-7), n-butyl acetate (CAS No.

1); methyl isobutyl’ ketone[CA

No 109—99—9) Thls documeng,

. “notification requirements of 40°'CFR. part
-707 apply tothese substances. -

. EFFECTIVE DATE; January 23, 1995

- of the Paperwork: Reducnon Act of 1980, “administrative record supporting this -

 44US.C. 3501 etseq.” =
co Lrst of Sub)ectsm'll)CFRPart 799

Chemicals, Chemical export; -
" Environmental protectioii;- Hazardous

R substances, Health effects, Laboratomes,

action, with any confidential business -
“ information deleted, is available for -
mspectlon at the TSCA Nontonfidential -

+ Information Center, also.referred to as -

the TSCA Public Docket Office.(7407), -~
* Rir: NE B607, Office of Pollution ~ =~

: Prevenhon and Toxrcs, Envxronmental
--. Protection Agexncy, 401 M St,, SW.,

- . 4:00 p.m. Monday through Fmday, T
- - .except legal holidays.. .

" . FOR FURTHER INFORMATION CONTACT' DR B
* Susan Hazen, Environmental Assistance - -~ -1
‘Division, Office of Ballution Prevention’ -

- and Toxics, 401 M St., SW., (7408), - S

" TDD (202) 554»—0551 -
" SUPPLEMENTARY INFORMATION: Twelve
. ‘companies that include AlhedSrgnal
. Ing., Aristech Chermcal Corp:, BTL -
Specralty Resins Corp “The Dow. R
_Chemical Co.; Eastinan Chemical'Ce.; - -
~ Exxon Chemlcal Co., General Electric

Refining & Marketmg, Inc., and Union

- Union Carbide Corp. hasagreed to .. -~ |
" perform neurotoxicity testing with n-~ .
. -amyl.acetate. Nine companies that -

.~ Corp., BP Chemicals Inc., Eastman .
-"Chemical Co., Hoechst Celanese .
: Chemical Group, Inc., Rhone-Poulenc o

* Inc., Shell Oil Co:, Umon Carbide Corp:.
_and Vista: Chemrcal Co. have a

' perform neurotoxlcxty testing with butyl

~. . acetate, Six companies that include

.. Chemicals Inc., Eastman Chemical Co
: .-~ Hoechst' Celanese Chemical Group; Ini

' BASF Corp., Eastman Chemical Co;,"
- Shell Oil Co., and Union Carhide Corp

 Hoechst Celanese Chiemical Group, Inc.;
“Rhone-Poulenc Inc:; Shell 0i] Co.,and. " "

“perform neurctoxicity testing wit ;
-methylisobutyl ketone::Six companies -~
“that include Arco Chemical Co., BASF .

- Gorp.

. _GE Plastics, ISP Management Company
:-‘.Inc ‘and GO Chemical Inc;"have agr
“to'petifori neurotoxxcuy testing: thh o

L Background

‘ proposed neurotoxicity testing of 10°

-.10 substances have -wide usé as solvents
“‘(Refs. 10-and 11). A TSCA section
- 4(a)(1)(B) finding for substantial --
" expesure was made-for each substance
- - based on produgtion volume,: .. . ..
: occupanonal and consumer exposure

Washington, DC 20460 from 12 noon to

Washington, DC 204860, (202) 554—1404

Co., Georgia Gulf Corp Goodyear Tire
& Rubber Co., Shell Oil Co., Texaco .-

Carbide Corp: bave agreed to perform
neurotoxicity testing with acetone. The

include Aristech Chemical Corp., BASF I

greed 10:-

Monsanto Co., Rhone-Poulenc Inc,,and ~ 2
Tolson USA, Inc. have: agreed to,
perform neurotoxrcny testing with ethyl ..

acetate. Five companies that: mclude

Hoechst Celanese Chemical. Group;, Tic ', i

‘have agreed to perform-neurotoxicity -

testing with isobutyl alcohol. 8ix
ompames thatinclude Eastman 7"~ . - -

Ghemical Co., Exxon Chemical Co.; - ,»‘~; S

Union Carbide: Corp Jhave agree

.. duPont’de Nemours and Co, -

tetrahydrofuran

On March 4, 1991 (56 FR 9105} EPA

‘substances under section 4-of TSCA. All



