‘ - - substance that the subatance is suB;ec
‘to this section will not be consxdered"

- . under paragraph-(c}2)of this sechcn

. -Appendix A to Part 720 of this Chapc.e

" -with the procedures in Part 720 of this -
“° Chapter, except 1o the extent that t_hey
- :gre inconsistent with this secton. ~ - -

2
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- (5} I the proposed maﬁufacturer.
1mpcrter, or processor has shown a. bona
- fide intent to manufacture, import; or.
*. process the substance and has nrovxded
sufficient unambiguous Lhemlcal
identit
conc]usne determination as to the
identity of the substance, EPA will -
inform the proposed manufacturer, -

chemigal substance is sub}ect to thxs
sectiom. ™" R
€A disdosure toa persan w1th a:

OF process a particular chemigal

.. public discldsure of confidential

after receipt of a complete’ submxssmn

(d} Persons who must report. Any-

- person who intends to maqufacﬁhe,
import {otherthan as parfof an article}, -
or process for commercial purposes, any
_of the substances listed in paragraph (a)
" of this section for a significant new use ”
- defined in that paregraph must submit &°

: nctzce to the EFA Gifxce of To‘uc S

' Aet Eart 720 of t.’ns C‘lavter, &"ld this -
.. section. Any netice of import must be -
“» - gubmitted by the principal m‘sorter j ,

{e) Notice requzreme"ts and ‘

e iprocedures Fach person whe is reqmre'd

‘to-submit a ag‘nfzcant new use notme :
~underthis section riusi submit the .
- . notice at least 90 calendar days. before
- comumencing the significant new use.
.The submitter must comply with any -

the Act, and the notice mustinclude the
;_lmcrmatmn end test data spemfxed in:
-secton 5 d)(l] of the Act. The notice
must be submitted on the notice form

. and must comply with the requirements
. of Part 720 except to the extent that they
ive inconsistent with this section. EPA.
“will process the notice in accordarice *

..~ (f) Exemptions and exclusions. The =
- chen:uca‘ substances listed in paragraph

. nonﬁ...auon reqmremems of this sectxon
-ifs Do
. {1} The subs*anf‘es are mam.fac*ured
- or processed July only in small - :
-quantities solely for research and
- development, and the substances are’
,mam.factured or pmcessed i

information so EPA can make a -

- importer, or processor whether the -

bona fide intent to manufacture, m:pcrt. :

-7 business mforfne*m “under sectmn 14 of
"2 the Actd :
T {7VEPA wxll answer any mqmry ot
- whether d particular chemical substance
'is subject to this section within 39-days "~

‘applicable requirement of section 5(b) of "

‘(a) of this section are not sub;ect to the -

: accordance with the provislons of
§ 720.36 of this Chapter. ;- "
(2} The substances are manufactured

byproduct

_viclation of. section 15 of the Act (15
US.C. 2614). T , .
. {2} Using for commerical purposes a’
.- chemical substance or mixture which a -

@) Failure or refusal to perm:xt access
to or copying of records; as reqmred
-under section 11.of the Act, isa "
violation of secﬂon 15 of the Act (15
US.C. 2614).", o

~{4) Fu..dl‘e“ﬁl‘ refhssl to perm1* entry or. ¢

inspection; as required under section 11

- of the Act; is'a vielation 0f sec‘mn 15 of

the Act (15 US.C. 2814).. i
(5) Violators may be °ub}ecl to. the

c-.vd and criniinal penaltesin sectmn 16 " to the ITC's designation'of the

-.category for testing cons!cevatmn EPA

of the Act (15 U.S.C.-2615) far each o
‘violation. Persons wha submit ™ ’
materiaily misleading or Aa¥se\
information in connection with the - RE

" reguirement of any provisien of this -~ '~

section may be subject to penalties
calculated as if thev never nied thelr
notices, 17 )

- (8} EPA may seexc tc en;cm ’u
marufacmre OF processing of & chemlca :

substance i in viclatien of this section or- {OPTS-dZO*’- 4] and should be submitted

" in triplicate to: TSCA Public Information

i Office {TS=793}, Office of Pesticides and
" “Toxic Subetances, Envircnmental

“under the authority of sections 7 or 17 of - “Protection Agency, Rm. E—mﬂ‘éﬂ‘ I\/' ‘31

G SwW., “Waishington, 1).C. 20460 ;

- (h) Pecora}zeepmg Manufacturers and e

-act 10 seize any chemical subetance )
- -manufactured’ or processed in. vmlatxon
«of this section or take other actions -

‘the Act (15 U.S.C. 2606 or 2616).

- processors who mamnufacture or process
"any of the substances listed in
paragreph (&) of this 'section, mus
maintain the following records for five
years. fro-n the date of their ‘creation:,

(@ The names of perso*ls reqmred to

eqmprnent. s :
~{2) Records of resp.r ar ﬁt tes*s fot
each person requxred fo: ‘wear a ‘
resp‘ra tor.. - .
- (3) The name and actdress of each
-person to whom axny of these subsfances -
- are sold or iransferred and the date of
“such sale or transfer i DR

(Approved by the Office- of Max‘aae'ner't and

Budget under ccnt'ol number 2070—0012)

-{FR Dac. 83-34795 Flled IZ—SO—BS ?.45 sm]
BKLL(NG COﬁE 6560-5041 S

(g) Enforcement [1] Fdllure to comply o

mtera ene Testln Commxtiee ’
e w1th any provision of this sectionisa . g Y g

- “anilines category for. testing:

jlssues SRy

i subrm ted-on or before

e SUPPLE&EEH’FARY INFORMAT!C“Q
: I Backgmund

40 CFR Part 799

k (0?1‘3-42054 TSH-FRL 2500—1]

- or processed. \onlyvas an xmpunty or Sl Antime an d Chloro-;

Ercma— and; or
sponse to the.

‘Nitroani fines:

. AGENEY: Enwronmenta] Protectxon
- Agency (EPA).
ACTION: Advance notxce sf proposed

imlemakmg SRR
- personknew or had reasen to know was
- manufactured, processed, or distributed

in commerce in violation of this section -

: ns a vxolatmn of eec jon 15°of: the Act [15

" summaRy: In the Fourth &\eport of the
- Interagency Testmg Conmmittee: {I’I Cl»

‘transmitied to the Administrator of EPA
-in"April 1679, the ITC uesxgnated the -

‘consideration. The'Agency is pubbshma '
‘this.Advance Notice of Propoged < -

" Rulemaking (ANPR) to initiate :
- rulemaking to require the testing that -
T . .appears necessary to characterize the
- health and eénvironmenial effects of the
“-anilines. The amount of data available . .

~differs among the varicus category

" miembers and effects, so that testing -

needs are chemical-and el*’ect—specﬁm
This nstice constitutes EPA’s response
anilines

“seeks comment on its conclusions as to

i the need for further testing of the’

“anilines and the subsmission of data, .
mformaucu and views on a numaer of

CRAYE: All comments should be

March 5 a, 198»;

RDDRESE: Written ccme‘ﬁs st emd_
‘bear the documexnt ce'z‘rol number .

The ‘administrative record- smgortu Lg

" thls action is dvailable for public:

-inspection’in Rm. E-107 &t the abm‘e v
-:address from 8:0 &.m. t0 4:00 p.;m..
i'_Monday throx.gh Fmdey. exse“t Ierxel

; FOR FURTHER (hFQE%FATlQN CGNTR,

-Jack P. McCarthy, Director, TSCA -~ -
“Assistance Cffice (TS-788}, Cifice of
*Toxic Substances; Environmenial . :
‘Protection Agency, R E-543, 401 M St

8w, Wes‘lmgton, D.C. 20480, toll free:
:° - (800-424-8085), in Washington, B.C.:
" (554-1404), ontsme the LSA [Operaio.~

202—554—1464)

‘Section 4{3) of the Toxxc Substances

- Control Act (TSCA} {Pub. L. 86-469.0
- . Stat. 2003 ef seq., 15 U.S.C. 2601 et seq }
: author.zes EPA to promu.gate




%
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regulatxons reqmrmg manu;actmers and té:e fsllowmf' healtheffects: .. ~ .~ = - For the fmdxngs under both section

: ' processors to test chemical substances ~ carcinogenicity, mutagenicity, - - 4{a){1){B){ii) and 4{a)(1}(B)({ii), EPA -
D, and mixtures in order to dévelop data” . * teratogenicity and chronic efiects (thh examines toxdcity and fate studies to

relevant to determining the risks that 7 spamal emphasis on bleod disorders and - determine if existing information is

such chemicals may present to health - = - neurotoxicity). In addition, the ITC. - - ~adequate to reasonably determine or . .

and the environment. Section 4(9){3{ .- . recommended that an epidemiology predict the effects of human -exposure to, -

% TSCA established an Interagency -+~ - Study be considered because of the -~ _or environmental release of, the .. -~ o
- Testing Committee (ITC) to 7 ecommend large-scale production‘and potential for - chemical. Inmakmg the third mdmg. .

to EPA a list of chemicals tobe - Substantial occupational exposure to - - that testing is necessary, EPA cosiders
considered for the promulgationof . . C&L tain enilines. The ITCalso . - - .~ whether ongoing testing will satisfy the .

testing rules uqdex sect; on 4{a) of the -7« recommended that the anilinesbe .-~ vmformatm'l needs for the chemcial end . -~
Act. : .. ~considered for environmental effects ... whether testing that the Agency might .
: . testing and expressed specific concem require would be capable of developmg '
In April 1979, the XIC placed on ‘ts - about the lack of information on the - - ' the necessary.information. . - '

priority-testing list a gatego&‘y of - - potential for anilines to persist in the .
chemicals known as* aml.mi and chloro " environment, to bioaccumulate and to
L _broms— and/or nitroanilines” (see 44 FR . cause adverse effects in cases where -
31686, Jung 1, 1679). The ITC defined this . exposure can be identified: This | _proposed test rules as published in the v
category.as aniline ay Advance Notice of Proposed .- - " Federal Register of July 18, 1980 (45 FR _; ;
-suhshtuleﬂ 111 0. '.Pulemakma prowces EPA's recponse &S 45526) and: l’une B, 1981 (45 FR 3039@) -

LWl ! » - “required by TSCA section'4{e)to'the %, - -
any combination of thes ubstituents. . - ITC's designation of the anilines, " ;Eiﬁ:f:g’ fnig)%{g%g:d;ﬁg xtie

‘Anilines bearing other substituents are " - - Under section 4{a}{i) of TSCA, the o Tie
xcluded from the category, even if thny Administrafor shall by rule require j y section 4(a)(1)(B) ﬁncimg i dxscussed m
! 4 L en T 26 FR'S0300,

arry one or more of the allowed _ testing of a chemical substance to. ... =
ituents. The ITC recommended that = develop appropriate test data lf ﬁ!e P
the amlmes be_consxdered for teshng for, AE%HCY finds that: R Cl

" -'EPA’s process for detem when -
it these findings can be made js nescmbed
“in deteil in EPA's first'and second :

i

" In evaluating the I'I'C ] tesung
recommendatioris for the anﬂmes, EPA
- " congidered all available relevant -~
- " information including the fo!{cvw-'ng

(A) (1) ‘*he manufactme, dxstmbutmn in cammezce, pmh - Information presented in the ITC's
-+ . Teport recommending testing ..

ssing, use, or chsposal of a chemical substance or mixture, or that .=~ = o ti production volume, use,
y combmutmn of such activities, may presvni: an um'e‘lsogablej " exposure, and release information ,__'_«_,
18k of mjury to health or- the envi ronme'lt, L o reported- by. manufacturers of anilines .
(u) there are insufficient_date. and experience upﬁn wlnch the . .under the TSCA section 8{a) Prehmmaxy
effects of such mamf cture, distribution in commerce, processing, Absessment Information Rule (46 CFR . .
use, or disposal of such ‘substance or mixture or of any: combina- Part 'Qizlhagiﬂ:her :‘lllbiﬁh‘;d?hﬂd ke
on of such activities on health or the’ env:romnent canl Teason= R I formation sub
; Agez-cy. inchiding information subzmtted
hlx- be determinéd or predicted, and urider the TSCA section 8(d) Health and -
1ii) testing of sach substance or, mixture Wi h 1espeut to such,_ s Safety Data Reportmg Rule 40 Cp-.{ Part.

e fects is necessary to develop.such data or - R 5T , .
=1 3(1) a chemical substance or mixture is or will be. produced - -/ The twenty anilines listed below have.
an stantial quantities; and: (I) it enters or may. reasonably ‘be: - -been specifically identified by industry - -
1c1p‘1ted to enter the environment in ‘substantial quantities or - ' ‘&s being currently in production
) there is ormay be. smmﬁcant or subst‘mfzal hunnn exposure ;A:é:hhfe (CA‘EJ‘; N?Ca:';sg-a)
t6 such substance or mx\ture, . LI 2-Chloroaniline 0. 85-51-2
‘ ‘ : lisie (CAS No, 1
== (ii) there are insufficient data snd experience Lpon -which the iy ﬁ?}g‘rgggh‘g: vty 1?&72:’;} 5
ects of the manufacture, distribution in commerce, processing, _-5..2,3Dichloroaniline {CAS No, 606-27-5).
, or-disposal -of such substance or mixture or-of any. combma— 6. 2.4-Dichloroaniline (CAS No. 554-09-7).
n.of such.activities on-health or the elmronment can’reason= 7. 2,5 Dichloroaniline (CAS No. 95-62-9).
: - 8. 3,4-Dichloroaniline (CAS No. 95-76-1), ©
bly be' determined or predicted, and - - 24,6-Trichloroaniline (CAS No. 634-93-5)."
(1i1) testing ‘of such substance or rmxture vnth respect to such :
flects is necessary. to develop sach data* >

0. 2-Nitroaniline {CAS No. 88-74-4),
11, ‘3-Nitroaniline [CAS No: '89-09-2)
12.-4-Nitroaniline {CAS ] No.100-01-06)
* 48.2;4-Dinitroaniline (CAS No..97-02-43); =<~ . i
-14. 2-Chloro-4-nitroaniline {CAS No, 121-87~ - -~ "+

“productxon, sxgmﬁc&m or substantla
- exposure, and ‘substantial release; 'I'hus.

“*- while ‘EPA ¢an reqiire testing for an -+ 2 ¢ 6).. : :
. 1& 4-Chlom—2—nitroamhne CAS No 83-53-4).
effect under section 4(2)(1)(A) only ’f 17 4-Cnlo"o-3-mtroamhne {CAS No 633-—22~]

- -there ig & suspicion of a hazard, under B

sectmn 4(a){1){B} EPA can requlre ‘

testing whether or not there aredata .~ -
- suggesting adverse effects if the relevant
-+ production,’ exposure, ‘and release -
L cmtena are met.




e LT ARy S T

:A Developmer£ of Btzlemakz'zg

. environmenta} exposure to and the *.-

*members may be sufficient to supporta
- inding of potential unreasonable risk

g ;,under TBCA sectionr 4{a){1){A). EPA has -

. previcusly indicated that althouglrit -~

.- testing through publicatiorof &
- proposed rule, it may initiate aetmr“ OfF

* . chemicals through publicationcof an’

. Rulemaking {ANPR}; as itis. doingiin thise.
" case.There are-severakreasons; be :
‘- genevak tor categories and specx‘xcmth
* anilines category, why the Ageneyha
. chosen to use thiz appreack to initia

.- designation of the anilines categor
- developing rules for chemicak categorie

- .considerably mere complex and:
© . numerous than in-rulemaking fora: -
- single chemical. Thesz issues thus
.. Tequire censiderable adéitionak time-to--
" resolve. For example, inorder ic-avoid
S unnecessary orduplicative:testing wm!e

_ developed, the-Agency neéds to- -

- valid to test a set of representative:
_chemicals rather than test sach -

* basis for pursuing g SAR anno
.subecategeorization accorchno to ihe
_the Agency is-setting forth for pammj

.comment & variety of other metheds-for:
: se‘ec‘:ing test substancés {see Unit Uk 8)

' co*ncow"s should be tested is only ) part

TR

.cfa nroposec[testmle for this caaeuox:yh N
. anilides that &

_ production nor on.the TSCA inventory,. .
_but which have been reported in the .

Federal Reg:ster 3 Vol 49, No. T /. Tuesdavk Ianuary 3 1984 / Propo:.ed Rules

e L Ten?atwe EFADemsxon Ami Issues
' """ Agency’s decisions with regard to the "

The Agency has reviewed avanébk_r‘ S
data which indicate that human and -+~

toxicity of individual anilines c&tegory

would: generallylmhateruiemakmu for

chemical categories and certain complex

Advance Notice of Proposed

rulemaking with respect to this TG

- The Ageney has found that in.:

the issues that require attention are

assuring that adequate-data are

determine whether it‘i&sci’enﬁfically‘

individual chemicat substance in the-
category. One-method of achieving!! tms
goal is through the use of situcture-
activity relationships (SAR). The

Agnney believes.that.there is.a logmal
the hnes,
outlined in this notice.{i.e.,...

structures of the anilines). T additio

‘applicable to exposure; release, and”
‘unreasonable risk (including’

_gconomic lmpact} formany cﬁemxcai

, effor*s o chermua} substan"es is"
: conpletecf through: two rules. unde
- section &cf TSCK “The first, px.'bhshed
_in the Federal Registorof } June 22, 199?:‘

. section 8{a] of TSCA; that

“supply the Agency with certain -~=.""
« production data and other mformatan

: release of thie substances in‘ questio

111882 {47 FR 33780}, required, pursuvant to:
section 8{d} of TSCA, that . = ..~

. manufaciniers-of the specified -~
‘chemicals-supply .
- unpiblished I heahh and safe*y studies in. ;
.their possession relating to'the -/

- chemicals. All substanges nominated For
-priority eonsideration for testmg are' o

' Anilines Task Force {SATFy of the |
Synthetic Organic Chemical Association |
1 have recently submitted importan

-exposure information for thes

hnxmcal hterature (see U'ut L IU} T"

‘scope of the testing: cateuor:,r and the

that arfse under TSCA: section 4 test

~-rules. Because of the complexity of these’
. important issues,. the ‘Agency believes
 that the issuance of an ANPR is the most‘—-

-appropriate method to initiafe: .
mle'nakmg for the anilines ca'teaory_
-~ Furthermore; EPA mustreview data

onsideration of testing costs'an

{87 R Zﬂqg"},requzred pursuant

‘manufacturers of specified cnermc;ds

relating to potential etposme and

The second rule; published erﬁembef 2,

the: Agency with:all-

subject, to these rules. - e
The section.8{d} rule'ha&resu}ted i
tue submissien to-EPA of important da*a\
during 1083 Moreover, the: Aniline .«
‘Association and the Substituted ™ |

enumnmentax release ané huamars

Ideniifying the apprepriatemeans fo ;
selecting which-anilines category

of the effort necessary for development

The Ageacy must zlse consxder what the.
proper ssope: of the anilines category -
should be, because thers are nu'perous
are listed i the TSCA. .
inventory but are not cwrrently in. -

“manufacturing: situation (Refs.20'and-:
-27). However, the incomplete nature of
. the information, espacially

- i members, as well as a Jack of. xehab}e

. environmental mogitoring data has also-
‘prompted EPA. to issue an ANPRfor - |-
i’ these chemig a‘s, rather than i issuea,

onhuman
exposures and’ enwronmemal re.eases

rﬁsulung from the non-captive :
processing and use of anilines .,ategory

production, and there'is also a large -
number of axilines that are neitherin”

" proposed test rule

In addition to the concep ual

. d1 iculties EPA has.i in-directly p.epaﬁnq
-a p_roposed que on a catégory of this

> .. the process of rulemaking for testing i
- method for selecting. test sunstances wxi‘ ‘:
e have important effects on..

- reimbursement and exemptlon fssues - L 'opportunity for public ¢ormmant drr'the

- difficult fssues involved in the mee'afs

‘subcategories based on chemical =
" strigture, the other methods far = i
~‘choosing representative test suhxtalm

‘reimbursement and exemptionsifs
- Unit 11T}, before the agency expendsh
‘resources on developing a pmu!:-seifi.' ~

" proposed
- has chesern: toinitiate mxemakiﬁv byd 2
~ issuing aiv ANPR i response t e FI'E
“designation of the anilines categor¥.

“ basis forrequiring testing, ont the:test:
7 'e%arecferve the healfh an'*
T EPA

_‘ rep°esentat1ve sample oimemfcms foe
e tesung, and on certain te\.hmcal and

e '-sugwstec findings, and for the fests

T B Pre!m‘m\iry I'mdmvs

£Aexp0x> ure. Production and i 1mpor

“TSCA publicinventory; are: Prcwded

 aniline’is produced insubstantial
- quantities, that aniline may be Leleeae
“into the'environment in sun-tant.al
E jquantmns and that there may | be :
: sxgmncant or s\.bstatxal human exnobu.
~to this substance. Thus for this-one

. category member the available da ta:

: ':B;Lum, ccn: 4510—22—1«!

size, EP’A bel'eves thore are pﬂsfh\é@'.
advamages in using an ANPR forinitiay

‘category of chemical subst tances.
Pubitcation of such &notice p;a\ndas ]

the scope of the testing category: anct:
the complex quesiions re!ated 1o ‘E%
]

Tule for the anilines category: peeansese
the complexity of the issues invol

develop'ne it of & proposed rule befon
ecelving: suclﬁmputmayre‘ﬂl[t G

& risle: Forthese reasoneEP'ﬁ:

EPA, in prrb11<hng thls A'\IPR wxsh
T‘ecewe comment on.its tenf i

“the Agency believes necessary t

tontat've anproa ch tz} ar

‘onthe makeup of a future | pro posed ful:
for this catégory. The bases for the-

undar n.cnamerafron, are: dgscussed
beIow. :

1 ‘Potential human ana' enmmr ;

\'qu,mos for members of the anumes_
category, which are derived from th

Table 1. The mgst recent information
availuble-to; theAuencylndzr:atoeiﬁs

suggest that the Agency counld make the
section 4{a)(1){B) findings for human ai
enwLonmentaI exposure pment*al B




"Uaaqa‘(:bsxlﬁﬁ)' L i Production Volumesd(1977) ;' Dyes Produced
_SAr for 198" fus (10° 1be) f1mport (10% ibe)'| Commerciailys wanb

HIOSH Horket
Expoauxe Est.

Cheatcal” .07 0T U ges

aniline . SR ‘ 350—360 : 300-1500 " 1-100
S = 'Rubbér Chemicals.’™ R C
. ‘Dyes. & quments Intermediate
i} nydroquLnone ;
©. Miscellaneous,. Phatmaceuticnls
‘,:and Peaticlda :

;Dyes & Piqments. ntermediateti

‘Wb, v mp
;Photoqraphic Chemicais s N :

j R - ahgiiﬁ&ﬁhyd;qchiofiéa}.,

._\:‘

lz—cﬁlbroaniiine :

‘.,_,‘.'wes.mx_ptamd;nep:, 0.1-1.0. . .,200-2;000 . . .2(>15,000 1bs)

3~chloroaniline - - - . . - ' Dyes & Plqment intermediata . "' wp SRR R L 001001 5 T 100-1,000 -
o T “ow oo Berbleide Intermediate oo o WD . Co

(5000 lba) -
' i,; o ‘\‘;.fPharmacauticnl Intnrmediate _»w‘n‘x‘BQ_J' v

~

4-chloroaniline | Dyes.s Plqments xntemediacs;””” ¥ b 0utet.e 10410070 i (310,000 by

;Panticlﬂe Intermediata

o

”f;iféiéhlofésniifhé: ; r;Piqmant Intermcdlate

?,5}digﬁlarbaniliné; ' _Dyes s Piqments-Intormadiate;~~»b

?Piqmpnt Interncdiate
'Herblcide,lntetmgdlatc'”

3,4Ldiéﬁ;6£95niiine\t' };Nb‘ B

2 4 S-Qxichloroanilina‘

ghent interpediate L 10>10,000 1bs) -

4-bromaanllino

L ND""._

’"15(1.3 x 108 1bs) -

4(»45,000 1bs} .

85,127 (16, .
" 19% to-aniline
derivatives).
‘§37.
18,138
W
7110, (mixed
{somars}

" KD

RRT7T R

JRB (\980). JRB Associatea, Inc. Level I materials balance tot anil!nos, for, office of Pcuticiden and’ Toxic qubatances (OPTO), USEPA (Ref. 3\)

RIS PSAT (1982). SR1 International: lnilines by Kaghivase D and Rich P:Technical: Directiva 60 for OPTS, USEPA.  (Ref, 6yl

R °NIOSH (1983)., ‘National Inatitute for Occupational Health' &nd; s , Aniline and derivatlves. In: Quarterly ﬂazatd 3ummarv Report (Ref. 52)
gt USEPR (1983),.~ Computer ptintou of noncontidential TSCA invantorv of anilines.' Manaqement Support Diviaion, USEPA; (Raf,. 31)

P ®ND - Ho Data.
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TABLE 1. - EXPOSURE,. PRODUCTION; -USE AND USAGE OQILI_NES (SUBSTITUTED: AND UNSUB_STIT’UTED) = CONTINUED

,

. NIOSH WOtke r

Expoaure Est,®

. o e . S o . Usage (106 lbs.) o Production Volumes?(1977) _Dyes Produced
* Chemical : s Usas ¢ : S S "JRB for 19787 ['SRI for 1980b us (10 lhs)llmport (103 lbs) Commerciallyx 1'.-)80b
2-nitroaniline . ; Dye & Plgnent. R R ST | O / 1 2-10" ’ 6()60,000 1bs)
o ) pesticide Intermediate o L,
N ER - !ntemediate to pherylanediami.ne ) )
3-nitroariline . Dye & Pignent Intermediate S WD WD UND s 101000 3(>15,000 1b8)
e S Orqanic SVntheais Intermcdlata o Lo R R o :
4-nitroaniline ' Dys & Plgmént Intémmediate €6 ND 1050 ' 40-100 . 17(246 % 10° 1bs).

Intermediate to p—phenvlenedlamlne

Rubber Chemicals - ' .
{4 1. Gagoline Mtioxldant LT
i :Funqicidq Intem B !

WAt

'2,4;d1ri1;toan¥1iqé

bye’ & pxqmnt Tntermediate. 1(581,000 1bs)

2-chloro~4-nitroaniline.:: - Dve r. qument Intemediate RIS

: ~ 5(741,000 1bs)’
.'Pesttcide Intermdlate S e

- 2,6-d1¢h10?b—4-n}troa‘niililne’ Dye & Piqn\ent Intemediate' :

3(879,000 1bs|
o ‘m.rect Funqicid -

4%510:9—2-n1troanii£pe 'Dye & qument Intemedia.te o

4-chloro-3-pitroaniliné - Intermediate for Ao dvas,. = = -
A S “,'Phamacoutica!u and Orqanlc KA T

2,6-dibromo-4-nitroaniline
2-bromo—4 6-dln1 troanlllne

2-bromo-—6-chloro—4-“ :
. nitroaniline” .

1336 -

RD

2813 -

2JRB (1980). B Msociates, Inc. Level I p\aterials balance for anuines, ,for‘otfica of Pestlcidea and 'lbxlc Substances (OPTS), USFPA (Ret'. 31)
SRI (1982) ' SRI International Anilines by Kashiwase D and Rich P Technical ni rective 60 for 0OPTS,  USEPA ., {Re €. 76)
°nrosu (1983), . National Inthtute»tor Occupational Health and ‘Safety. - Miune “and derivacives.‘ ‘Tnt marterlv Hazard Summary Report (Ref. 62)
USBPA, (1883) . Comput:er printout £ noncqnfideq\tial TSCA inventory ‘of anuin\: .. Manaqement Suppott Dlvislon, UGKPA.' (Ref.'ﬂl) :

®No " Data. . : . : .
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Other information available to the = _
oency indicates that some of the .~
haining category members are being
Produced in substantial quantities.
. Although certain category’ members are. .
or may be produced in substantial

quantities, available data do not clearly
indicate that they are released into the

that there is or may be significant or
substantial human exposure to these -

human exposure information, the -
Agency does not believe.that a TSCA

for the substituted-anilines in the

" of additional data'on the envu:onmental
release of anilines category membevs
and information on the petential for

" human exposure to any of these -

such information before making a
determination as to whether a 4(a)(1)(B)
finding can be made for anilines .
category members besides aniline itself.
However, the Agency does consider -
that publicly available and confidential -
information indicate that each of the

currently in production may have- -~
sufficient hwinan and environmental .
v posure to meet the criterion for a
Qdmg under section 4(a]{1)(A)(1) 'Ihat
the manufacture, distributionin
commerce, processing, use, or disposal’
* of anilines category members‘, orany .-
combination of such activities may
present an unreasonable risk of injury to
health and the environment. Summaries
" of the avajlable data on human

set forth below and in Unit ILB.3,
respectively. - )
Current (1983) NIOSH estimates of the

to the anilines addressed in this notice
_ range from 110 to 85,127 {Ref. 62) and

P ; -

environment in substantial quantities or

chemical substances. Thus, without =

, " potentially exposed to aniline during -
additional envirohmental release and/or

‘production and internal use by . .
~ manufacturers. According to the - <.+
- . ‘Association, the measured level'of -
- section 4{a}{1)(B) finding can be made " "~

category. EPA requests the submission -

"~ -levels of exposure to the substituted > .
“-anilines; however, this informationis -~
‘claimed confidential (Ref. 20). The o
-- Aniline Associafion and the SATF are’ - *
" compiling information on worker
- exposure from the distribution and -

substances. The Agency will review i

twenty members of the anilines category

“potential for consumer éxposure to the

exposure and environmental release are

number of workers potentially exposed

dre summarized in Table 1. The ACGIH- o

recommended 8-hour, time-weighted-

respectively (Ref. 2). The OSHA-

required 8-hour wa limit for aniline is- -
" 5 ppm-{Ref. 65).

The Aniline Association, whxch deals_
solely with unsubstituted aniline, has-
reported to.EPA that a total of 344
operators and 532 other workers were

exposure to’ amhne by operators was.

" below-1 ppm in all cases {Ref.27). The

* SATF reported to EPA on the numbers:: " anilines cateoory other than amlme

L citself. .
2 Aaequacy of mformatzon and nee
. for health effects testing. The ITC "« v
. recommended that the anilines catecory
" be considered for health effects xestmg
“in the areas of carcinogenicity, . S
“-“mutagenicity, teratogenicity; and. chronig: - =
- effects, with special emphasis on blood i

- of workers potentially exposed and. =

processing of aniline and the substxtuted_

- anilines. This information should be

available‘to the Agency in the near
future. The Agency also has confidential

information on the number of workers - .

exposed to aniline and substituted
anilines submitted by manufacturers

" under section 8(a) of TSCA.

“There is very little information on the

anilines. The publicly available

‘information®n usage volume and major

end-uses of aniline and substituted
anilines is listed in Table 1. The major

. TSCA uses include gasoline additives,. .

rubber chemicals, and intermediates in -
the production of dyes and p'gmen’ts, :
pesticides, isogyanates and -

. photographic chemicals. There is no
information on the presence of aniline or-
~ the substituted anilines as jmpurities in
other chemicals.
There may be some potennal for -~
~human exposure due to inadvertent. -~

- been'detected in the retort water from
. average (TWA) limits for aniline and 4-
‘ mtroamhne are 2 ppm and 1 ppm,~. -~ water from coal gasification: Reported

_concentrations vary widely because of - - .

including aniline, have been identified | =
*..as a major class of organics in effluents: .-

* Aniline also has been detected in cigar .
“ and cigarette smoke. However, at this. -
= time EPA has insufficient exposure- -~
:-related information to siiggest that it will
. be able to make a section 4{a}{1}(B):

' human exposure to members of the

- epidemiology studies. EPA has .

- the standpoint of potential umeasonable' S,
risk (section 4(a){1)(A)). Table 2.~ % -

= for thetwenty anilines currently in

~considering whether testing a smaller

- a possible option for this category. An

" consideration in Unit L8 through 10 V
" BILLING CODE-3510-22:. - i

aniline productidn [Réf. 32). Aniline hés -

-0il shale processing and ini product .

differencesin nitrogen content and -
process conditicns: Aromatic amines, -

from coal liquefaction processes.

finding of significant or substrantial

disorders and neurotoxicity, and for

approached its analysis of these - SR
recommendations on the anilines from - .-

summarizes the tentative testing needs_; .

production. In both Table Zand in the -~ -
discussions of specific testing needs that -

follow, the testing needs are presented
in terms of all 20 commercial. "~ 7 oo
substances. However, EPAis . . . = -

number of representative substances is’

apphcatlon of this approach is discussed -~ .
in Unit IL.C; issues related to the scope
of the category and what chemicals ...
should be tested are raised for pubhc
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* 4~chloroaniline (106478) el
. 2,3-dichloroaniline (608275) ', ¢

2,4,6-Trichloroaniline (634935) RO

.. 4-nitroaniline (100016) " 7

~ﬂ 2, 6-d1ch10ro—4—nitroaniline (99309)
.- 2,6~dibromo-4-nitroaniline (827941)
- 2=bromo-4, s-dinltroanilindi(t817738)

Sl

. 'FARLE 2. - WEALTH EFFECTS FOR WHICH TESTING IS BEING CONSIDERED® - !
/. . B RN X : i R

: PR ' - onco- Mu tas . meratos .
Chemical (CAS No.) Lo qenfelty genicity® .genicity. .~

. Reproductive = houte i. "Chrohié.

Neurstoxic - Epidemi-
‘Effecte . Bffects ' Effects® ’

Bffects . ology®

-]

aniline (62533) '° -
2-chloroaniline (95512) .
3~chloroaniline (108429)

TR R s 0

2,4-dichloroaniline (554007)
2,5-dichlorcaniline (95629} :
3,4-dichloroaniline (95761) /= -

2-nitroaniline (88744) e
3-pitroaniline (88744) -

R LR
KRNI

LN R ER K N RK K X X

TR

2,4-dinitroaniline (97029)
2-chloro-4-nitroaniline (121879}
2~chloro-5-nitroaniline (6283256)
4-chloro~2-nitroaniline -(69634)

A—chloro-3—nitroaniline (635223)

R R EE R I ER R

R AR R
B EEERTEER
2K KRN R NN

' - Tegtinq being- consideted.n ; '

a. Testing with second species beinq consiﬂered- g G N : ’ : ‘ o

b. On test [Dickson B, (1985). ‘Report-to USEPA by Substltnted Rnllineu Task Force on health and environmental effectu of anilinas. .? -

g NTP. 1983. On-qoing and planned’ testinq by National Toxicology Proqram (Ref, 21)]. : .

| Cs,  Teets to evaluate qene mutational and cytoqemetic potentiale ure bcinq conaldered.
With emphasis on blood effects.- i

e,

. -s3[ny pa_sodo.ld { v861 ‘¢ Asenue[ ‘Aepsany, / L *ON ‘6%

¥ (erepay -

133

..

-

[OA./ 38)8




Federal Reglster / Vol 49 No 1 / Tuesday, ]anuary 3, 1984 / Proposed Rules -

115

a. Hemato]oolc disorders. Studies
have been conducted on different
=ailines using several test species and
Qus routes of administration {Refs
90, 44, 58, 70 through 72 and 85). Aniline
and many of the substituted anilines
cause methemoglobinemia {elevation of -
methemoglobin, the oxidized form of
hemoglobin} as well as effects on the .
spleen (dn organ that take part in red =
blood celll production and destruction)-
and changes in the populations of -
various blood elements. In addition to .
aniline itself; other anilines shown to.. =~
cause methemoolobmemra inoneor .- -
more species include all three -
menochloroanilines, 2,4,- and 3,4-

dichloroaniline, 2,4, G-trxchloroamlme, ’

and 4-nitroaniline.
Methemoglobin. mductron appears to
be related to the formation of N-. - i
oxidized metabolites such as phenyl -
hydroxylamines and nitrosobenzenes -
{Ref. 35). Thus, any anilines category . .
member has the potential to cause this
effect, but among those tested there is
considerable variation in potency and in
~ species sensitivity. For example, 2,46~ *
trichloroaniline does not induce
methemoglobin in the rat but induces 44
percent methemoalobm in the catata -
single dose of 49 mg/kg {Refs. 39 and -
44}; 4-chloroaniline at 8 mg/kg mduces
%‘ercent methemoglobin in the cat but -

mewhat less effective ip the dog, rat
Fionkey (Refs. 44, 70 and 75). The _
Ageéncy beliaves that species other than -
the rat may be preferred for testing of
anilines category members for effects
that may be related to
methemoglobinemia; for further
discussion see Unit IIL5. - *.

The Agéncy believes that the decrease
in the oxygen-carrying capacity of the
blood that accompanies methemoglobin
formation and possibly causes anoxia -
may cause or contribute to the .
development of adverse health effects

[i:e., teratogenicity {see Refs. 18, 16, 56 B

and 63) and neurotoxicity (Refs. 6, 77. .
through 79, 83 and 84)]. The available. ::
data on teratogenic and neurotoxic.
effects raise only limited concern that -
the anilines category members may .
cause these effects. However, the
potential for these substances to induce

methemoglobinemia, possibly leading to

anoxia, in combination with the data on
neurofoxicity and teratogenicity - . =~
suggests that exposuresto sufficiently
high levels may cause either or both of -
these latter effects. The available” . - -
information is insufficient to evaluate -~
the potential effects of the anilines
category members per se or to correlate

" observed teratogenic or neurotoxic -

cts with induction or specific levels -

of methemoglobm Therefore, the

'that repeated oral admmxstratron of 4

. 7,17, 28, 57;

. -mutatlonal and cytogenetic'potentials: -

Agency is con51denng requxrmo testmo"

" to adequately characterize the
“ . teratologic; hematologic and systemic =
" (including neurctoxic) effects_ of the o

" anilines category members,
The Agency is also raising for public

“consideration and comment the issue of -
whether available positive oncogenicity -

data on aniline and 4-chloroaniline’
permit regulatory alternatives that
“would render further health effects

. testing for these chemlcals unnecessary‘
{see Unit I 4). o
b. Reproductwe efﬁects Amhne and

the substituted anilines 'were nof,’

- - recommended by the ITC for testing for

reproductive effects. On the basis of -

‘information that repeated subcutaneous,::
. injection of aniline icterferes with

- steroidogenesis in the rat uterus and

chloro-3-nitroaniline causes sperm SR
degeneratxon and an increase in testes.:"
weights in rats (Ref. 28 and 69), the . .
Agency believes that other.anilines -

" category members may cause adverse
reproduchve effects, and is constdenno -
“requiring testing to adequately - -

characterize-the reproductive effects of g
these substances. - :
. ¢. Mutagenicity. Many of the

commermally availableé anilines have:
been tested in either the Ames dssay or -

. other Jower-tier mutagenicity assays; in

most cases, positive results were . .
obtained in at least one system (Refs. 5, -
, 73, 74 and 89). However,- :

few data on the anilines have been
developed using higher-tier mutagenesis
test systems necessary to adequately:

. characterize the mutagenic potential of a

chemical that is Dpositivein a Iower-tier -

test. Thus, EPA is considering requiring .’
“. or ongoing studies should be sufficient
anilines category members, to determine—
- assessments, the study of 2,4,6--
- trichloroaniline may be inadequate for. -
‘ ,' " this- purpose. For example, the authors .
‘ mutagenicity, tests for those-category “.:: -~
. members thathave notbeen adequately . ..
- tested in such systems, as well as

a set of mutagemmty tests on the
or reasonably predict theirgene~ . . ¢

. Such tesis'may include short-term

higher-tier mutagenicity tests for some

-or all of the anilines. Examples-of -
additional mutagenicity tests include, - <
_but are not necessarily restricted to, -~
specific-locus:gene mutation tests on "%

cells in culture, tests for induction of: =

chromosomal aberrations in cells.in -

‘culture, and tests for induction of *

" mutations in drosophila, rats or mice.
d. Oncogenicity. EPA believes at this™

- time that human exposure to-anilines -~

_ category members may present an

unreasonable risk of oncogenicity. Three
oral chronic toxicity: studies have:
reported on the oncogenic effects of

aniline hydrochloride on rats or rats and -
mice (Ref. 18, 59 and 87). The final report

‘on the study sponsored.by CUT (Ref. 18)

" -10, 30 and 100 mg/kg/diet is associated
- splenic sarcomas, principally in male

; hydrochlorlde exposure: were gbserved <
" in rats and mice in studies completed by
- Ward and Reznick {Ref. 87) and NCIL: »

R (Ref 59). Comparable results were noted” © .

" in the two oral chronic tox1c1ty studles R

- chloroaniline ard 4-chloroaniline = =" 7 -
" hydrochloride (Ref. 60, 61 and 87). A T
“~study completed by NCI in 1878 (Ref. 59) -
-also reported an increase insplenic ~ 7.7
‘neoplasms in male rats exposed to 250
-and 500 mg/kg/day and both sexes of -
_mice after chronic dietary exposure to 4—~ -
- chloroaniline hydrochloride; a T
) conflrmatory study sponsored by NTP xs -; 5
.-in progress-{Ref. 64). : ot

- 88) a significant dose-related mcrease EE e

B day of 2,4,6-trichloroaniline
*hydrochloride. ~

_positive oncogenicity data on three i

" untested chemicals. Therefore, EPA is

~anilines for oncogenic effects. In .
° addition; whereas for aniline and 4~ :

| relatxonshlp of the-doses to the’

B oncogenicity testing of this compound. .. _1

" information there is no suitable cohort -

. epidemiology study on aniline. This

indicates that dietary intake of aniline -
hydrochloride for 104 weeks at levels of -

with'an mcreased incidence of primary

F344 rats. Similar effects of aniline-

on the oncogenic effécts of 4~

"In a study by’ Welsburaer et aI (Ref

in vascular tumors in male mice was . "
observed after chronic oral exposure to-
dietary levels of 6,000 and. 12,000 mg/ k0/ .

‘EPA believes that the avallable
anilines raise a suspicion that oncogenic =~
effects may result from human exposure .
to the.remaining anilines category. =~ .
members, but that the sum of available -~ -
evidence is insufficient to reasonably -
determine the oncogenic effects of the_

considering requlrmo testing of untested -
chloroaniline the data from completed

to support oncogenicity risk

did not report actual consumptron of test
compound by the animals or the .. "7

maximum tolerated dose; further, no BRSNS
dose-response relationship was. - -~ - -
observed. Therefore; the Agency is'also -
considering whether to require further

-e. Epidemiology. The SATF has -
reported to EPA that based on their

of workers available on which to .
conduct an epidemiology study for the:
substituted anilines currently produced :

" or imported (Ref. 20). However, EPA has. :
- information which suggests that an
"adequate cohort of workers can be-

defined for the conduct ofan -

chemical has been reported by NIOSH._
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{Ref. 62) to have the greatest- . s
occupational exposure among the .©
- anilines category members. In addmon, p
: qhe major uses of aniline are- . : '
—-isresentative of the major uses of the
substituted anilines. Hence EPA -
believes that an’epidemiological study
of workers exposed to aniline may be :
‘justified in light of the health effects
xhibited by laboratory animals. Unless
information indicating the existence of a -
- suitable cohort becomes available for: .
one or more of the substituted anilines, .
EPA will conclude that epidemiological
studies of category members other than
-aniline may not be feasible at this’ txme
~ and will not propose that.’ :
epldermologxcal studies be undartaken .
. on those category members.. &
3. Environmental release. The A gency
has tentatively concluded that amlme o
and the 19 substituted anilines are '~
" released into the environment from the
manufacture, distribution, processing,.
use or disposal. The Agency has arrived
at this tentative ¢onclusion usma R
‘information on the release of thess L
“substanees reported by manufacturers
under the TSCA section 8{a) Preliminary
Assessment Information Rule (40 CFR
Part 712), information provided by the
- SATF and the Aniline Association, and .
_other published and ux.publxahed data
available to the Agency. : '
_JRB Associates {Ref. 31) has estzmated
gor EPA that the total emission of aniline
rom manufacture, processing and on-
site use was approximately 18 millicn
" pounds in 1978. Of this amount, 18.5
mxl’mn pounds was estimated to be
released into water and 222,000 pounds |
into the air. No information was
available on the disposal of sohd
residues.
- The Aniline: Association has r pokted
to EPA that the environmental release of
" aniline itself from production and
- internal use by manufacturers was. ..~
. approximately 628,600 pounds in 1982, -
Approximately 481,669 pounds was.
-released to air and approximately -
174,600 tz;:mas was roieased to water
St (Refl 271
' There is httle monitoring nﬁo'matwn :
availabie on environmental .
toncentrations of anilines category
members in soil. One nrsbaHe source of
release of residues of some of these
compounds is from their direct .
application to soil for pesticidal uses -
{2.g. 2,6-dichloro-4-nitroaniline,a ™~
nematocide). However, control over the
poiential fer exposure of pxa'l*s and
animals to residues of aniline or
substituted anilines in the terrestrial’
compartment from the application of
‘)esticides_ falls under the Federal -

.- it is assumed that the disposal of these,
= solid wastes is-localizéd eitherin’ v
" controlled landfills or monitored sites of -
= agmcult iral fertilizer application (amlme
* - is'regulated under the Resource °

~from solid waste disposal, nor -

- levels for aniline and five sub

Waste

~ Insecthlde, Fungxcnde and Rodentlcxde

- -Act (FIFRA).- .
- Another potential source of resxdues

‘ of anilines category members is from .- .

treated or untreated solid wastes

. -generated from chemical reaction

processes, because these chemicals are
used almost exclusively as chemical

~intermediates. Because thereisno =~
- information on the manner in which -~
treated or untreated solid wastes that

may contain anilines are disposed of;it -
is not possible to estimate the release:.of -
“anilines to the soil from solid wastes. If

“ Conservation and Recovery Act (RCRA)
as a hazardous waste, while the -

. substituted anilines are not) there would‘
" not be a reason to assumea significant

uncovtrolled rélease of anilines into sorl

significant exposure of terrestrial plarxts
or animals to the anilines.

to be 152,000, 5,240, and 1,738,000
pounds, respectively (Ref. 31). Gf these™
emissions, nedrly all (152,060, 5,000, and

- 1,580,500 pounus, respectively) were’

estimated to be released into water. No
" estimates were available for releases to

land. The SATF has reported tc EPA an ..

the environmental releass of the 19 .
substituted anilines currently in
productionRef. 23).

- production and release of anilinag
category members submitted by

" manufzcturers under section 8{a} of -

TSCA. Although this information is

claimed confidential it aoes support =

EPA’s tentative conclusion that l'eleasc>s
- of some category members oceur in

- . connection with manucfacturing and on-

site uses. The SATF has aoreed to

supply EPA with results of its survey of

downstream users of anilines.: S
‘Limited data were found on residue
Litu'ted )
amhnos m water and sedimentis. )
ter, the receiving waters and
semments near a specialty .
manufacturing plant that manufactures a
broad range of chemicals were analyzed

for organic pollutants (Ref. 34). One

sample of wastewater contained 0.62

ppm of aniline. Aniline was not detec;ed

in river water or sediments.
Monochloroanilines (isomers
unspecified)} were not detected in

- wastewater or river water but were
. found in sediments at 1-2 ppm. Games

and Hites (Ref. 24) studied organic. -

. data on the STORET systeminclude a

. ‘- respectively. The STORET data were

. . " _anilines resulting from estimated and
The total emissions-of 2-nitro-, 3-nitro--

-4-nitro-aniiine for 1978 were estimated

- possibly reaching ¢oncentrations
* sufficient to cause acute and chromc :

The Agency also . - _sediment because of the estimated and’

Jxas confidential information on the

-~ category members (Ref. 20). These data

.~ also believes that there are sufficient .

- the partxtlomno of anilines into an

- P). anilines would not partition into an.

. BILLING CODE 3510-22-M *_ -

ofa 2.5—month compositing study for.
both tréated and untreated plant effluen
"showed the presence of six of the
substituted aniline compounds. USEPA

total of 78 data points or observations:
on environmental levels of anilines i in-
“streams {Ref. 80). The mean residue..
level was 188.5 ppb, with maximum and
~minimum values of 2,800 and 100 ppb,:

colIected from Auoust 29 1978 to. Augu<|
4 1980, N -

-.-“While the availeble momtormg
studxes and the data from the EPA

. STORET data base have not reported
large amounts of aniline or the .
substituted anilines in water;
wastewaters, and sediments, the -
Agency is concerned about the potentla!
for exposure of aquatic organisms to

reported relnases and the reports that
‘the chloroanilines and possibly other -

substituted anilines bind to organic. -
components in water aﬁd‘sedm_xents,, S

effects on these organisms. - I

4. Chemical fate. The Agency is ;
coficBrne about the chemical fate of _ -
anilines category members in water and

reported release and dispersion of these
compounds into water and because of
“the known toxic effects of some anilines
‘on aguatic organisms. Therefore o
chemical fate testing as outlinedin - '~
Tabje 3 is being considered by the
Agency. The following is a summary-of-
the available information on'chemieal -
fate of anilines category members .
The Agency believes there are’
_sufficient data to reasonably deterntine-
or predict the hydrolysis of anilines -

suggest that, because of their chemical "
structure, anilines would notbe =~
susceptible to hydrolysis. The Agency

data to reasonably determine or pred;ct

organic phase from water {Refs. 36, 40

through 42). These data suggest that,

because of their low to mederate - -
" octanol-water partition coefficients (log

organic phase in water, such as the fatty . -
tissues of aquatlc organisms.

CHEMICAL FATE TRATING DRING COHNSIDERRD®

TAHLE 1.
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CHEMICAL: PATE TESTING BEING CONSIDER#D®

Chemical {CAS Na.)

ruatic
Photolysis
' Rateg|

Muatic
Volatility . .~
S Rate.

o

hevoblo
. . Ajuatic
, Biodeqradation
Ll o mate

‘Sediment”
Mdsorption '

karobic
‘Sedimant
Bl odegtadation

Rate

N\tg’bic \ ‘

Sediment

Bioaeqrada tion

aniline’ (6‘2533) s i ‘:"»4 !

2-chloroaniline (95512)
3-chloroaniline {108429)
4-~chloroaniline (106478}
2,3-dichloroaniline {608275)
2,4-dichloroaniline (554007}
2,5~dichloroaniline (95829)
3,4-dichlorcaniline (95761) :
2,4,6-trichloroaniline (634935)
2-nitroaniline (88744} ...
3-nitroaniline (99092} = °
4-nitroaniline (100016):% .. " .-
2,4~dinitroaniline {97029} "~ ..
2-chloro-4-nitroaniline (121879)

-2=-chloro-5-nitroaniline -(6283255)

4+chloro~-2~-nitroaniline {89634} .
4-~chloro~-3-nitroaniline (635223)

2 6-dichloro-4-nitroaniline {99309) .
2,6-dibromo~4-nitroaniline. (627941)

2-bromo-4, 6-61111 tzoanilina A1 81 7738)

*(%)=Tegting beinq 'considered.

(~)=No testing being cons‘lid'grgd..l "‘
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. exist to predict the aerobic aquatic”

~ " Agency believes that aniline should be-.
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" Table 3 to evaluate their potential as
- rate-limiting processes influencing the
persistence of anilines in the-zquatic
environment. , : )
The Agericy believes that there are =
insufficient data to reasonably - -
determine cr predict the persistence of
anilines in the sediment environment. -
" - Data exist to predict that a number of
- chloreanilines bind chemically to soil

The Agericy believes that there are
insufficient data to reascnably - o
determine or predict the persistence of
anilines category members in the

- aquatic environment. Sufficient data -~ -
.- exist to predict the aquatic photolysis

~ rate of 3,4- dichloroaniline {Tp% =0.3-2
days; Rel. 46) and the aquatic volatility
rates of aniline, 4-chioroaniline and 4-
nitroaniline (Tv¥%2=15.5, 44.5 and 106
days, respectively} (Refs. 22 and 23)...
Additicnal expemmen*al data developed data indicate that binding of
for 4-chloroaniline and 3,4~ : ' chloroanilines is greater than would be -

.- dichloroaniline suggest that their ™~ - predicted from water solubilities and the -

_-aguatic volatilization rates are low <’ >:: algorithms of Kenega and Goring (Ref. -

" (Refs. 22, 23 and 38). Sufficient data - *"36) to estimate their partitioning to soil
“.organic matter- Data also-exist to-
predxcl that aniline and a number of
chloroanilines are biodegraded by sml

biodegradation rate of aniline since it is

-~>recommended as-a reference substanqe’f :

- for aerobic’biodegradation testing by -

EPA (Ref. 82). The predicted aquatic

. half-life of aniline in one matﬁe_r'natical
‘model is 3 days {Refs. 22 and 23). The - .-

/26, 35) and activated sludge -
‘microorganisms (Refs. 43 and 68]
However, the existing data do not allow
" the Agency to reasonably determine or
- predict the adsorption of anilines to
-sediment or the rate at which anilines

- used as a reference substance for any of .
“~..the aerobic bxodegradatlon rate tests
being considered in this ANPR to
provide an adequate internal standard
- for comparing test results. The Agency
also believes that aquatic photolysis, -
_ agquatic velatility and aerobic agquatic -
- biodegradation rate testing should be- - . -
“considered for the anilines listed in - -

‘anaerobically in sediment. Therefore,
- the Agency believes that sediment
: aas'orgfxo'n‘“ a5 well s aerobic and

- testing should be considered for the
anilines hste‘d in Table 3 to evaluate

7 microorganisms (Refs. 10 through 13 18 .

" “may be biodegraded aerobicallyor -

~anaerobic sediment biodegradation rate .

" has tentatively concluded that the:
* aniline and the 18 substituted anilines;
. aquatic organisms, and therefore is:

. gonsidering proposing the -
" (Refs. 8, 10, 28, 35, 66, 87 and 87). These _'_‘

"~ 14). In additioh;:sﬁfﬁcient datae

' BiLLING CODE as*n-zz-m s

their potentzal as rate—hrutmg procevgg
mﬂuencmg ‘the persistence of am:ne i
. the sediment environment. ..

5. Environmental Effects. The Agen
available information indicates that:

may cause acute’and chronic effectsi

‘enivironmental effects testma listed ing
. Table 4 under TSCA section 4(3 JELAL
~-Sufficient data exist to pr°dxct the sl
~toxicity of aniline and 3,4~ i+ -
““dichloroaniline to freshwater algae:
- reported 48-hour LCso's are 0. 161 mg/
and 2.2-3.2 mg/1 for aniline and 34
- dichloroaniline, respectively (Refs:
sist.b
predlct'the toxicity of 3,4-dichloroani
to marine algae. The reported 48-rour:3
- “LGso i5 0.48 mg/I'(Ref. 14] However, ths;
Aaerxcybeheves data are-insufficient te
.-reasonably determine or predict the
- toxicity of other anilines category 3
members to freshwater and marine-
algae “The Agency believes that algal =

gae




J-TE-0ISE 00T DT

‘}!-‘OR HHICH TESTING IS BEING CONSIDERED*

(D TARLE 4. - ENVIROMWMENTAL EFF|

gl 5 -

i Rlgal Bioassay [FW Invertebraten|Marine Invertebrates| FW Vertebrates Marine Vertebrates Benthic Inveriehrateg |
: ] - Daphnid{Daphnid [MysidiMysid . |Oyster[FHM [FHM-|RT RT- sHM . SHH- FR FW Marine]Marine

Chenical (CAS.NO.) ) . FW {sarine lAcute [Chronic |acute/ChronicjAcute JAcute|ELS jActite|ELS|..Acute | = ELS Acute|Chroniclscute [Chronic

. 2-chloroan£11ne (55512) ;\‘:
" §-chloroaniline (106478}

‘2, 4~dichloroantline (554007}

aniline. (625 3”
3-chloroaniline (108429)
2,3-dichloroaniline {608275) .

2,5-dichlorcaniline (95829)
3,4-dichloroaniifne {95761}
2,4, G-ttichloroanlline (534935)
2-nitroanilins- {88744} .
3-nitroaniline {99092)

" 4-nitroaniline (100016)

2,4-d1nitroaniline (97029’
2-chloro-4-nitroaniline (121879)
2-chloro-5-nitroaniline (6283256)

" §-chloro-2-nitroaniline (89634}

4-chloro<3-nitroaniline (635223) -
2,6-dichloro~4-~nitroaniline (99309).

2,6-dibromo~4-nitrpaniline (827941)
‘ 2—brom0a4 6-d1nitroaniline (1817738)

*Key to Abbreviationaz
\

i

~é_# B R R T A R

3R K 2R R KRR KT N MM R

(X) =. Testing beinq conside:ed,
RT = Rainbow Trout, SHH = Sheepshend Mlnnow.‘~ w

R L R B I RV VR e

R M MM R R 3 M MM K M KX e R

323 3 3 3K I 3¢ 3 ML e M 3 3K

B R N LA
B T AT NNy
Va0 30 % 3 % 2 M 2 3 WM M 3 6 R M K 3 )
- -
3058 205056 33 21 3 5 436 XM R K X
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"~ Sufficient daphnid chronic toxicity data
-exist for 3; 4-dichloroaniline. The . = .
reported 21-day LGCso is 0.1 mg/1 (Ref. 4). 7
Suificient acute tox1c1ty data to marine - i
" invertebrate species (Crangon W
septemspinosa, shrimp) exist for amlme,

4-chloroaniline, 3,4-dichloroaniline,.and -
“ooor adopt an appreach in which tests are

Faederal Reglster[ Volc49, No 1 / Tuesddv,lanuarv:}, 1984 [ Proposed Rules ~+

'LCso’s are 28.4 mg/fl,12.5 mg/l, 3.6- mg/l
and 12.6 mg/1, respectively (Ref. 45) el
-Sufficient data exist to-predict the:

The Agency believes there ére, B

" insufficient data to reasonably .
determine or predict the toxicity of most. -
" of the anilines to freshwater and marine

invertebrates. However, sufficient data -

do exist to predict the acute tox;crty of -

aniline, 4-chloroaniline, 3,4-

“dichloroaniline and 4-nitroaniline to.
-daphnids. The reported 48- or 24-hour

LCso’s are 0.65.mg/l, 6.2 mg/l, 0.23-0:29
mg/l and 20-24 mg/l (24-hour), -
respectively {Refs. 3,.15; 51 throuoh 53). -

4-nitroaniline..The reported 48-hour -

toxicity. of 4-chloroaniline and 3,4- -

- dichloroaniline to oysters. The reported i

- 48-hour LCso's are 10-mg/l and 24 mg/l

~.respectively {Ref. 48). The Agency
‘believes that toxxclty testing using

freshwater and marine invertebrates
should be considered for the amhnes :

o - category members indicated in Table 4.

Data are not sufficient to reasonably

"~ determine or predict the toxicity of

anilines to freshwater and marine- -
vertebrates although sufficient data-

" exist to predict the acute toxicity of 4-

chloroaniline and 3,4-dichloraniline to

- the fathead minnow, and aniline and 4-

nitroaniline to the golden orfe. The 48-

hour LCso’s are §1-65 mg/l and 106 mg/l

for-aniline and 4-nitroaniline,

‘respectively {Ref. 33}. The 48-or QG-hour

LCso's for 4-chloroaniline and 3,4-
dichloreaniline are 44-50 mg/1 and 5.8

‘mg/l {g6h), respecavely (Refs. 49 and

50).

Sufficient data also exnst to predlct
the acute toxicity of aniline, 3,4-. = -
dichloroaniline, and 4-nitroaniline to -

" rainbow. trout: The 48-or $5-hour LCso’s

are 28.3 mg/l, 2.4-3.2 mg/1 (96h), and 45
mg/1 (96h) (Refs. 1, 47, 54). Sufficient

stage toxicity of aniline to the bass,™

- - catfish-and goldfish. The LGs¢’s are 43.2- -
" 47.3,5.6-7.4 and 10.2 mg/l, respectively
{Ref. 9). There are no data on the acute

‘or early life stage toxicity y of anilines -~

category members to marine
vertebrates. The Agency believes that-
acute and early life stage testing of
freshwater and marine Vertebrates
should be considered for the anilines
category members indicated in Table 4
to determine their potennal adverse
effects on these organisms.

Finally, the Agency believes there are
incomplete data to determine or predict

" represent smaller groups (f.e.,
" subcategories) of anilines.In -:

- considering this issue, theAgency LR
developed a number of alternatives as” =~

' appropriate to subdivide the an.hnes 3

J

the toxrcxty of amhnes category

members to freshwater and marine -

sedlment-dwelhng invertebrates.. There /
are data indicating that anilines bind to- -

soils, and the Agency believes that .~
_anilines have the potential to bind to
sediments. Therefore, the Agency

.~ believes that testing of sediment=
- dwelling inverte
- considere

s.shouldbe...
or the anilines category
members indicated in Table 4 to-.>

determine their potent1al adverse effects

of on these organisms. .. s

1. Tecbmcal ana] ysis. EPA ig.
consrdermg whether it should reqmre

“'performed on substances chosen to:

sufficient to determine or reasonably

- predict the health and envrronmental

effects of the anilines is-

~ subcategorization of the larger category :
- gubstif

and selection of representatlve fesf

.. candidates from among the smaller -
: ‘subcategorles

The anilines category is rather stfictly -
defined. The three allowed substituents
are all’electron-withdrawing in nature:
and thus tend to deactivate aromatic -

molecules. They {particularly the =
halogens) also are generally less -

- reactive than the amino group. The -
-amino group common to all the anilines  *-

is so reactive compared to the other - -

. substituents that it can be expected inr

many respects.to dominate the

S 'chermstry and the toxrcolooy of the

several a*nhnes—exa_mp‘es are.
hematologic-effects S
» (methemoalobmemta) mutaoeqems in~

short-term in vitro assays, and tumor -

. fotmatron However, elationship i

substitution and the p\"cba%li%ty an%l B

‘potency ol 4.61ven eHect 15 nnciear.
Therelore, EPA believes it may be -

category into smaller, more
homogeneous subcategories. The *

subcategories by chemieal structure’

~ ‘comprises a one-chemical subcateoony

" chlorine atoms are deactivating -
" substifuents. Increases in degree of

- decreases in reactivity-and i increases
" lipid solubility, as with most -
‘haloaromatic compounds. Thus, Ty

‘testing of all anilines category members - and pharmacokinétic properties can

.anilines versus aniline, and- to some
..extent among chloroanilines having
- different numbers of chlorine atoms. Th
- Agency. therefore believes that: "

" . chlo ili an ber entedh
-..:set forth in Unit II1.6-8. The Agency has~ -~ L OTOST SES CAR BB repTRe v

. tentatively concluded, for the reasons
" outlined below, that the most feasible---:.-
" -.approach to developing test data *

- -and polychloroanilines. -:
' gimilar fo that for chloroanilines: *

. expected to resultin lowered.aming.and
fud P

- unreactive chloro substituent; the nitro-

- nitroso or amino functions, thus making
- possible new families of metabolites

" The Agency is tentatively proposing tw
* nitroanilines subcategories: | -

- gubstituent types complicates.the:
- . chemistry as well-as-the potential -

: *"which the toxicology of a
[ gt g REIAMIOT . halonitroaniline might be predxcted fro
N Ll . * data onindividuals hLale- and
Mwm Certam effects _
.- do in:fact appear to be common to .
data exist to predicf the fish early life - . - EPAs tentatively proposing a

B subcategory of halonitroanilines.”

_the first five subcategories. While this™
" approach may not remove all the -
. uncertainties as-to the toxicity of -

~ . untested subcategory members, it may
.suffice to provide a reasonable basis for.
.‘characterizing the risk to human health™ 7
s~ and the environment presented by .
2. members of that subcategory. Because

Agency is tematxvely defining these - o

“:* halonitroanilines 3 subsateaovy, the :

type, in hE Dolet That the differences in. -
ghenical STracrure thus emphasized cam.

“supporting the - defimt
-tentative subcategories is as follow

a. Apiline { only category mem!
not bearing an etectron-withdrawing
* ‘(deactivating) substituent, and therefore

< b. Chlorinated arilineg.are less:. . -
“reacfiVe chemicaly than aniline becaus

chlorination lead to corresponding -

dlfferences in metabolic reaction rate

reasonably be expected for chlorianted

“two subcategories: monochloroamhne

’c. For nitroapili sxtuatum is

- - deactivating nifrosanbstifuents are.

reachiyvity. However, in confrast tor the

“groupean be redoced to hydroxylamin
that may produce unique toxic effects.

mononitroanilines and porymtroamhne
d. Halonitrosoilines are again *-

toxicological picture. The degree to

nitroanilines is unknown. Therefore. :

~‘The Agency is considering proposmg
testing of one substance from each of -

of the complexity of the-

- Agency is.considering proposing testing
of two substances from this group..
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s
l , The subcategomes and chemlcals . For purposes of exemptlons and I sub‘categones- dxscussed above, EPA is
_ under consideration for testmg by EPA reimbursement, EPA is considering ... considering that a manufacturer or
, “are as folIows ' L proposing that each member of the three. . processor of another member cf the
V5. 5 i " R subcategories B, C and ) be considered - - subcategory could instead test its own
. - Category identification | Testsubstance equivalent to the designated test . - ‘substance for some or all of the effects
per ot T P -~ substance for that subcategory. Thus, - of concern and that it would not be
: . Suboatosory B, Konochioromniie | échibrosniine. .~ - manufacturers and processors of . .- required to test the test substances or
re Subcategory C: Palychiorosnilines...| 34.dichloroariine. * " substances in the subcategory who - seek an exemption for any designated . -
V. gﬁmg Pﬁ?ﬂm— ‘;‘m‘i’x‘)‘ﬁ;m -7, apply for an exemption would notbe . . test that if performs with the substance
. »Subcategory F: Haionitcoanifines....| 2-chioro-d-nitro-aniine .required to show equivalence. The cost © it manufactires or processes.
use P ;‘:é*x;:‘?' ES of testing the single test substance . ;. " " In addition, EPA is considering -
- - SRR " would be spread among all the.’ > proposing that manufacturers and =~ -~ - :
e e S A Ll s L e manmfachirers andpmcessorsof ... processorsofonlyoneof thetwo = - . i
‘ 2. Legal/regulatory fmplications of | members of the subcategory and would - designated test substances for this ~~ :
in subcategorization. The obligation to feSt_ probably be WE‘lgh ted on the basis of .- .- subcategory not be required to perform
i _and exemption and reimbursemenf production volume. . : tests for the other test substance, to..
o implications of this approach are . .7 -However, EPA recogaizes thit o contribute to that testing, or to seek
o5 discussed in this section. = - o company making another substance in . exemption from tésting the other test
. Two of the subcategarxes-—amlme and " one.of these subcategories might wishto '
N Dol —have only T 8 mig] s substance. The reasonis that data onx -
ted. po ymtmam‘lmes ve only asingle . test its own substance for some or all of " the substance that person manufactures
T  member on the Inventory and currentfy  the effects.of concernrather than "'~ . "1 processes ave all that is necessary to
= ‘in commercial pmdﬂcﬁon—-aﬁnme aﬁd ‘~gontribute 1o testing of the. des;gna:ted prt?dxct ity health effects. < y
: Th 24-dinitroaniliné, respectively: - j test substance.'Accordingly, EPAlis; . 7 This tesl:mg scheme is i dicate d on
- 18  Consequently, the festing of those two - considering allowing & manufacturer Or ppa ‘e beiiof that dat pfr&; desienated
Lo - gubstances raises no issues about f# processortortest the substance it , 5 Delie: tat dald on esignate
: . -+ test substances can be used to predict
y. equivalence or exemptions. However,- ¥ - manufactures or processes; tather thari the off £ the oth bers of each -
nes EPA believes that data developed on - - the designated test substanceinits - %e ects ol t g:}haer MEmDErs.0 ea;
i .. 2,4-dinitroaniling could be used in the : subcateaory for any or all of the efrects ;- subcategory and that it can regulate the
g - futare tG predlc‘ the effects of other - ~ofeoncern.. S"'Ch a manufacturer or-: L. A;‘ . other memberson the b.as}s Of those_
o - polvnitroanifin that htemter - o - data. EPA believes the intent of section .
polynitroar es mxg enter - - processor would not be required to test 4 of TSCA is to nrovide enough
, ; commerce. & . "'~ the designated test substance or seek an - : ‘;. o tiom ta prov t: b tg ;
yand 7 =The remammgfour subcategones 7. exemption for any designatedifest that it = "o atoE, o.regula,] i sﬂ}anctes ot
- ¢ have three or more memhefs onthe - - performs with the chemical substance rt ; concern. EPA also believes that e -
P 3 Inven’fory amd em‘renﬂy imcommercial -~ manufactureg OF processes:” . . section & eqmvulence fmdlng 15 o=
the % producticn. For three subcstegeries—:  * ~The final subcategory—halogenated inextricably intertwined with the
fire - monochloroanifines, polycﬁlemamlmea nitroanilines—presents a different .~ - conclusion that the data from one
mino, and monotitreanilines—EPAis .-~ . - problemy. EPA believes thatto i~ 7 & substance can ?fetgsega to 1"68‘313'(3
1king ' -characterize adequately the effects of alt angther. Thas, i ie ta éotr & tgf; .
LI . the members of this subcategory ftis— su stapces,cannst € usea to ;t)‘re cLine
cts. chleroaniling, 3,4:dichloroaniline, and & " necessary to test atleast two' i effects of the othermembers of each '
g two nitroaniline, respectively. EPA belfeves: - representative substances—2- bmmo—4 - subcategory aad, theriefore; cannot be:
hat within these three subcategories all 8-dinitroaniline and 2-chloro-4- 7 * used taregulate the other members of _
ilines. members are likely fo be similar. . 7 - nitroaniline—because the variations m . the subcategory, testing of each of the
oxicologically and, consequently, that - " structure are greater within this- twenty substances_ mdmduavy WQ“Id
£ : esting any member of the subcategory . . subcategory. Here: agam», EPA s be necessary. B
- wiil reasonably pzedlci the effects of the conmdenng prcposmg as the test . RERFER RS p .
OthBI‘S- EPA beheves the té?t su—bstarcce v substanges two of the hygh%f i o - IH ISSHBS Dl‘ Comment St
N n each of these three subcategeries . production members of the: swbcateoory,' - .
g whlch alsa reflect the variationsin .  1.Foragiven testargamsm, shou d
3 from - ‘stricture within the szbcategory. EP. AT some ot all of the test subthi’t:ncesge
- 1o " tentative conclusion is that data en the o admu};slered as salts rather than free
- two test substances will reasomably - - ° bases? This would be expected fo-
e, predxct the effects of the othermembers . increase the stability of the matenal
£ in the subcategory and that EPA could but changes the possible exposure -
B regulate the other members on the basu;_ - routes and pharmacokinetic propertles
rosing - beategories to verify the effecis -7 of these data, - - e .- {for exampie, vaper pressures: of f the
hof bstituent changes in certain positions. -, ~ EPA is cons:dermg propasmg that the - salts are lower than those of the:free
» this EPA believes that data on the three ' other members of the subcategory be - . ' bases while water solubilities are much- -
test substances in subcategories B; C - considered equivalent to the two test - ., greater). Wi t would be appropriate
#%and D could be used fo 1easnnab1y . substances together. Thus, a - .- .. test sample purity requirements?
t may edict the effects of all the ther -~ - manufacturer or processor-of annther - 2. Should ajl the test substances to be
asis for members and that EPA could regulate. . : member of the category must seek an . - . tested in the anilines category be
health e other members of each subcategory . exemption from the testing réquirements - - administered by the same route? This
v on the basis of data produced for ‘he . for both test substances and would be . approach would increase comparability
cause designated test substance. This . - .. .. . required to reimburse for testing of both .. of test results, but might result in some .
, proach presents the advantage of -+ . test sebstances. However, a. - -, discrepancies between actual and .

e
testing -

P

ding unnecessary, duphcatlve . demonstration of eqmvalence'w:dnld not +: experimental exposure routes. Wouki
ltesting and allowing industry to spx:ead ..~ be necessery in the exemption:- +: comparative p‘mrmacokmenc studres be
' testmg resources further. e oo o.application. As with: the three useful'? L i




S

.. processecrs and users of anilines and .

¢ from any other knowledgeable persons ;
-about specific uses of. mdwzdual LR
“anilines, amounts of anilines devoted to. -
_ particular uses, numbers.of employees. =
_potentially exposed, quantities of -

~ . apilines disposed, treatment of amlmes

.. containing wastes; and any other. = ;.
.. information bearing on potential re!ease e
: ~,and exposure-for the anilines; ;.. ‘

TR R CRART A R PP 1Y "

: ;_,sugaesied that the Agency consider.- )
- existing oncogenicity data‘'on. amlme as i__f

- hydrochlcride is oncogenic in rodents )

(see Unit I B.2.d), and. they provide - i

- - sufficient information to reasonably

" assess the oncogenic risk from known -
-exposures to aniline: Con&equenﬂy, as.
‘an alternative to requiring additional - - :

. health effects testing of aniline EPA, is ':'

@

12é e
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3. EPA s analysis to date of exposute—
related information shows that -
information on processing and use: - -

practices by non-manufacturers of -

anilines will be a very important factor

.. in the Agency’s eventual determinations
-under TSCA section 4. The SATF and
. .the Aniline Association have told EPA

that they:are collecting such information:

' . and intend to supply it to the Agency.

EPA wishes to hear directly from  ~ - : :,

-4, The Aniline Association has -

a sufficient basis for defining exposure .

. controls to adequately protect human
. health, thereby cbyiaiing the need for- -
" - further health effects testing on amlme. s

* ‘Three studies show that aniline

caasxdermo evaluating the need for -

‘additional exposure controls-to limit the

levels of aniline to which workers can:
be exposed on the basis of the
oncogenicity data {the Occupational
Safety and Health Administration
(OBHA) in 1978 promulgated an 8-bousr -
ﬁme—weigh*ed-averane TWA) standurd

- of 5 pom for aniline {Ref 65), and the

A.mencan Conference of Governmental
Industrial Hygienists (ACGIH] has

" -yvecommended an 8-hour TWA standard -

of 2 ppm {Ref. 2); these standards are -~
intended to protect workers from ¢

. methemoglobinemia and related effects). -

" Bimilarly, positive oncogenicity data
on 4-chloroaniline may also be sufficient

- for a risk assessment {See Unit 11 B.2.d}.

EPA requests comments on exposure: - e

. conirols as an alternative to requiring

. -testing of aniline or4-chloroaniline for »-
'_effects ‘other than oncogenicity—i.e:, wﬂl '
‘oncogenicity-based controls be

sufficiently pmtecuve against the otber
effects? . ,
5.The ‘Agency beheves that -

_methemogliobin fermation and the
-attendant oxygen'depletion resulting
- from exposure to aniline'cr the . -

substitited anilines may cause or

- contribute to effects such as

teratogenicity and neurotoxicity.

.“issug; however, EPA is requesting -
-+ further comment to determine which-
+ species of laaaratory animals are tha 7

Laboratory studles using rats do not -
report structural teratologic effects after -
exposure to aniline or 4-nitroaniline at-
doses that produce significant maternal
and tetal toxicity. However, the rat may
be an inappropriate test species smce
fetal rats have 10 timesthe
methemoglobin reductase of adult rats,
while human cord blood contains 0.7 )

- times the methemoglobin reductase :
found in human blood {Reg. 8). Thus,

<. human fetal effects could occur ata .

=+ dose lower than rat fetal effects in the

absence of maternal methemoglobin © .-
toxicity. EPA has received comment -
from industry representatives on tms

most appropriate for reproductive,
teratological, neurotoxicological and

8. The envuonmenta\l"eﬁfects testm'fJ

Lt bemg considered by the Agency may .
- provide sufficient data to reasonably :
<" : determine the environmental effects of -

aniline category chemicals: Is the testing . -

. being considered sufficient? Are there
- existing data that the Agency has not.

obtained onth2 environmental effects of
aniling category compounnds? Are there’
existing validated structure-activity data

g 0 pxedlcf the environmental effects of *.
: these campounds? Are there benthic

organisms that are frue detritivorés for
which validated protocols are available
to detagroine the environmental effects

.- of sediment-adscrbad aniline category

members? Would testing in a model -
benthic ecosystem be a useful approach .

 to testing for toxicity to benthic-

organisms? Are there available data io

indicate the bioavailability of sedxment-

bound category members? - :
7.The chemical fate testing bema B

- considered by the:Agency may provuie
. sufficient data to reascnably determine
~ the chemical fate of anilines category -

chemicals in the aguatic environment, -
Are there available data or the fateor™

" these chemcials that the Agency has not -

obtainad? Are there methods of which -

_the Agency is unaware for extractmo e

“these types of chemicals from - :
- sedimeénis? Are there adchtvonal tosts .
that the Agency should be considering? -

_Since anilines may be released to the-
.aguatic environment from waste

treatment facilities, should the Agency

‘consider additional testing to evaluate -
the fate of anilines in freatment plants,
e.g., sorption to primary and secondary -+’

sludge solids, losses through

. volatilization under conditions of high

aeration and mixing, biodegradation -
under siimulated waste treatment ~ -
conditions and sorption or other- -

* - testing to identify major transformation

- anilines category for test rule purposes. -

- EPA has focused on the twenty anilines
‘- that are on the Inventory and currently

- and could limit the testing to those.-

- anilines on the Inventory not now in- 7

- commercial production at-any time -

*-. anilines have been assigned CAS -
— *" registry numbers; indicating that -+
- possibly other studies pf amlme and thg o

‘substituted anilines.”

- one hundred more.aniline structures that :
" would fit the definition of the catedory
: recammended by the ITC.-

- a. All anilires on the inventory. One’”

*. catsgory for the test rule-all the anilines- ;' '

- finding that the manufacture, procnssmg.

11, a person could begin'to manufacture R
* & category member on the Inventory, = = -

removal in tertiary treatrment processes?:
- Finally, should the Agency require
products of anilines resulting from " 7
environmental fate processes'?

8. There are several altematxves for
defining the size and scope of the -~

" As set forth in Unit {1, for this ANPR

- imported or in"commercial production,’

twenty sibstances: However, there aré
- 34 anilines on ‘the Inventory, The 14

. commercial production could be put mto

. without notice-to. EPA. In addition, 56

someone has explored the.use of:
substances in addition to those on the
- Inventory. Theoretically, there are over. -

- From EPA’s analysis, it appears that
the twenty anilines currently in -
production have the sams or very -
similar uses. Thus, the Agency believes:
; that anilines not new in productien . .-
" would have uses'similar to anilines now
being produced. Anilines not on the--
Invantory may be produced in volumes
*sndBive rise to éxposures and relesses’
durmg produ\.bon in the same ranges as -
-‘those currently in broduction. In view of -
this EPA has also considered two other -
alternatives for defining which am}mes -
. would be subject to a testrule, - .

alternative approach to including only
the twenty anilines in commercial < -
- produgtion would be to inclade in'fthé :

on the Inventory. All these are ‘or have *
-been in commercial productxon They -

can be made at any time in any quantity
--without notification of EPA. Since- =
- prodictien, uses, exposures; and -
“releases would be similar to those
" currently in production, EPA believes
that it could make a section 4{a){1 ){A)

‘use; and dxsposal of each aniline on tha
> Inventory “may present an - - :
unreasonable risk of injury” to human
‘health and the aquatic environment for
. the effects of concern even thoangh some
- of them are not now in commercxal
» productom. -

Under the app"oach set forth in Umt

other than the twenty covered by the *
proposed rule, withount being required to
test that chemical’ or to. reimburse those :
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undert ;cingt eteqt'rng of the anﬂmea
currently i production, The aIterra"rve

.:mhcaulc to all anilines in the

e ventory, would bring those persous. .
into the coverage of the rufe and wouald -

- more fairly distribute the cost and -

burden of testing. A ;:exson bpgmnmn '
manufacture of another aniline o t

Inventory would be subiect to the =

would not prevent manufacture from: -
exempiion would take-place as:

to that for new manufacturers of any
“chemical substance. uinder d test rule
b. A/l anilines within the ITC's. .
category definition. A stiil broades”
approach would be to inglude in the

that have been asssgned: CAS registry:.
numbers or all those possible struatwe
that fit the ITC category definition, -
regardless of whethnr tﬁ°y are ow the
Inventory.

finding in'a manner similar-to that .

.nvento“y. The Agency believes that .
new aniiines would probably be-made: -
for the same orvery similar uses'as tl'e

- existing anilines. Consequently,

believes such a finding would be'.
pproprizate for new anilines.not on the

substances will be sub}oct to secton 4.

rules. In this case, a finding of “may -

knowledge of preduction, use, "' -
exposures, and releases of other
members of the category wodd be
appropriate. .-

This alternative ‘would pzesentthe ,
auvantages of alternative IIL.8.a..
discussed-above in that alk o -
manufaciurers and: proceswrs of-..
anilines,-whether on the:Fnventory or |
not, wonld be required ta test eqnally, ,
Thpxe is, however, an impact of this

approach thatis foherent ir TSCA. - .
Under section 5(b} of TSCA a person
rﬂquxred to sebmit & premanufacture

new chemical substance that is the

notice until that person has either ...
performed and submitted the required:
testing or submltted_the dafa npom
- which an exemption has been oran’{ed, X
s, the manufacturer of the new.
ical substance may be at & :
GUinpetitive disadvantage r elgtwe to -

testing réquirement,. but the requ‘rement“

beginning. Rather, testing or seekmﬂ a'xr T

- adopt an approach in which testing s -

category for-ther test rule all the anil'mes -

discussed above forall anilines on the: -

production, use, exposures, and releases"‘
Qﬁlkely to-be within the same ranges. - -

Inventory because section 5(b] of TSCA
clearly contemplates that new che‘mcal

test rales, and thus it is clear that EPA: .
has the anthority to-sabject them to- such v

present an unreasonable ﬂsk" baseé on

. substances in six subcategeries.
.. However, the. Agency | has considered

notice under section 5(a} of TSCA fo; a

subject of a test nile may not submit the -

- _niew meanufacturers of substances.
- subject to the tost rale but z—zready cm
discussed here, which make the test mle N

the Inventory..

advantages and disadvantages of

adding substandes te the _c'ategory' for. . -

this test mmle and; in pairttculﬂr. dn the

... ability of the Ageney to make the “may’ .
- present ap unreasonablé risk” finding -

for substances not in. cammercial

. productien;, whether on the L*Lve,mory or :
oomote o .
. 9.EPAis capszderrng prcpeo‘nothat e
- rather thazr?ethe testingonmalk. o
manufactare began i a rmanner merlar

members of the anilines categery, it -

performed orr'a sefacted mumberof -

. 'representa‘xve cafegory members. and "
‘that these test results-be used ta pxomcf ’
.the toxicity of all other category: -
-members. This type of am appmac‘x m&g i
' be jusiified when the physicochezmical -
" and biological preperties of categery:-
"~ members are similar i important -

respects or change more or'less .-

FE ... regularly across the category, orwf'en i
EPA would make a sectmq 4£a]{1](AI o

the category can be divided info smaller

groups of similar chemicals. When this
" is the case, data obtained-on a properly -
-~ chosen subset of chemicals c;anb> '

expected to allow reaseonable -

"...-predictions about the-behavior of :
-untested category members. The Acrency

is reguesting comment on the

appropriateness of using this apm:oach =

to evaluate the health and .
envlronmentaT effeets. of the anilines -
cdtecory,’l'he Agency alsorequests
comment om other aspects of its overall

“approach as outlined in Unit ILE; for -

example, is the number of chemical
substances to be tested adequate? Arer -

:- ihe substances the Agency has seIected_ '
- the most appropriate to be tested and is. -
- the category. appropriately subdivided?.

10. EPA has tentatively decided to

" propose to require testing of'seven -

anilines as representative of the.

the following alternatives to the

subgategorization and the choice ofltest'.; )

- substances digcussed in Unit Il Each °.

: ,altefnatlve has certain exemption, =

reimbursement and rem.xlamry

consequences. .. 2
&. Reguire testing of aff cateoory

members. One alternative would be to-

require testing of each substance subject

to the test rule. This alternative would

. be appropriate if EPA finds that data .~

from one or more representative test

substances cannot be ued to-predict the: !
- effects of other members of the: category, -

that EPA could not regulate other - .

" members of the category on the basis'of
" - data from the test substances, or that

the members of the subeategories are

" not equivalent to- the test snbstances. e
- Thiz alternative would be apprecrabxy

... more burdensome and wonld consume a
EPA'is mteresteu in cun*menfts o t‘xe -

fer greater amount of mdus*ry’ tes’rmg
rescurcgs. v
EPA could per"za:;s r°éﬂee> th}s bm‘éerr

- by allowing any mamufactureror -~ -~ .
: progessor-to seek anrexemption by - |-«
- . showing iw ifs exemption appleation

that its substance iz equivalent torene or 7~
more sebstances being tested. This i

- alternative weuald preserverthe - 7. -
- possibiity that testing of selected - =
. category members covld be used to
- predict the effects of other members and -
-to support regulation of those other = -
. members, but it would shift the bm'éett
. .of showing eguivalence for those - o
. purpeses to the individual marmfaeﬁxrer :
+ OF processor seeking amexemptioni, 57

‘b, Bese set testing for alf category -+ =
members and fax’}awzup testing om one -

7. or more category members. Imthis 7 1
. approach-a set ¢f base set festing such
. as mutagenicity and subchronic testing
" would be required of alkcategory« -
.. members, These data weeld be- used io

select one ormere test substanees for

“longer tefm testing. This approach offers
- an advantage over that deserthed in xm‘t o

I in that sﬁbrategsnz&ﬂmr and the *©
selection of test substianess would be g

‘based on toxietty data onr alf category

members as welt as relyinz on chemiea} -

-structure c&asiderations. The -

disadvantage is that this approach may -

- "add substantially to the time require& e
. for rulemaking by necessitating ax -

additional proposat af‘er the base set
testing is completed. . )
In the case of base set test‘mg, the

exemptions and reimbyrsement -

implications weuld be the same as for-
individual chemicals; thatis, -

. manufacturers and processors would -

pay-for the testing of the chemicals they:
manufacture or process. The exomptxons

* -and reimbursement provisions for the-
- long term testing would be. thesame ag -
- for ‘the subcategarization optionr if-

subca*egorres are used, erforone o’f' the

alternatives if subcategones are net'
- used and more i man one test substa'zce
s selested. : =

¢. Reguire téwtmg of nf] categm'y

- .membe"s Bt make generic equi Vaience

decision fm rulemdking: Another »
alternative would be to require testing.

-of all members of the category but to

find in the rulemaking that, within the - .
five-subcategories where EPA is - o
propesing fo require testing of onlya’
single test substance, all members of the

_subcategory are equivatent. Thus, -

manufacturers and processors of - -
substances in these subcategories woud

. choose the test substances by deciding
" to'perform testing. Other manufacturers
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and processofs in the subcategory could
seek exemptions without having to show
equivalence to the substances actuaily

baing tested. -

‘ Th(s approach presents many of the
advantagﬂs of the approach set forth in
Unit I1.C and provides additional . :
ﬂ?xabﬂxty for affected industry to choose
the test substances. However, to the
extent the EPA-chosen test substances-

provide a scientific cross check between

" the variations in structure across the
_subcategories, industry-chosen test
_ substances might not provide the same .
cross checks. © - Lo
d. Require testing of seven ' .
representative test substances W1thout
" subcategories. Another alternative: -
" would be to require testing of the seven-

. 'suggested test substances (see Unit 11.C} -
-as representative of the aniline category

* as a whole. Such an approach would
" recognize that it xmght be necessary to- -
examine variations in effects’ across the
'variations.in structure within the -

. category to adequately characterize. fhe e

. effects of untested members of the

category. Under this alternative, EPA ,’ R

- would find that the other members of -
‘the aniline category are equivalent to
- the seven test substances collectwely
Manufacturers and processors of other
" members of the category would receive
* ‘exemptions without showing .. .
equivalence, but they wouldbe ]
bligated to reimburse for their share of
esting all seven test substances.
However, any manufacturer or .
" processor could choose to test the
substance it manufactures or processes.
_instead of testing the test substances.

e, Test the seven fest substances and
muake a decision not to test the other
category members. A final alternative -
would be to require testing of the seven
suggested test substances and to make a
" decision not to require testing of the - -
other anilines on the basis that testmg is

- not necessary. The finding that testing
* the other anilines is not necessary -
would be based on the conclusion that

" data on the seven tested anilines could -

be used to predict the effects of any .. -,
other anilines and to regulate those .- -
other anilines. The effect of this
alternative would be to limit exemptions
and reimbursement to the manufacturers-
and processors of the seven test
“substances, Manufacturers and
processors of other anilinés would not
be required to test or to pay for testing
even though their substances would be
evaluated using the data on the seven .
test substances. This would reduce the
complexity of the exemptions and
reimbursement but would also reduce

‘he pool of persons obligated to pay for
fosting, and may be less equitable since

-+ substances in workroom air, adopted by - .
. ACGIH for 1980. Cincinnati, OH: American .~
- Conference of Govemmental Indusmal
. Hygienists. - =~ Clen
3. Adema DMM. 1978 Daphma magna as a i
test animal.in acute-and chromc toxxcnty -
" tests. Hydrobiol. 59:125-134. |

the burden of paying for testing would

not be borne by all manufacturers a'1d

ProGessors. -
EPA is particularly mterested i

comments on approaches to 1exemphon’$ :

and reimbursement in light of the other
issues on which substances to test and
how to define the category. -
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V. Rulemaking Record

this testing decision {docket number -
- OPTS-42054). The record mcludes the
following information:

to this notice consisting of: -
[a) Advance notice of proposed

3
3
H
i

T T

. Comparative evaluation of blood changes in’
acute and subacute poisoning with. aromatxc :

86. Wang CH, Broadbent FE. 1973. Effecf of

. chloronitrobenzene funglmdes I Envn'on. :

derivatives and their association with splenic

“The EPA has established a record for .

(1) Federal Register not'ces pertammg )

rulemakmg for aniline and chloro-, - o
bromo- and/or nitroanilines. -
{b) Notice containing the ITC

- designation of the anilines to the Pmorlty

List.
{c) Notices relating to EPA's health
effects test gmdehnes and GLP :

. standards.

(d) Notice of ?roposed rule on 7.' ’
‘exeniption policy and procedures. - -

(e) Final rule on reimbursement pohcy '

and procedures. -

(2) Minutes of informal’ meetmos

(3) Communications before pmposal
‘consisting of: -

{a) Written pubhc and lntra- or = . .

interagency memoranda and comments
{b) Telephone conversatmns
{c) Meetings. -
'(d) Reports: Published and

*  unpublished factual materials, ﬁlcludmg :
-, -contractor’s reports and information -

submltted by industry. .
The record ermmerated above

S mcludes basic information con31dered
inorganic compounds and aqueous solutions. -

by the Agency in developing thig. .-
decision. The Ageney will supplement

- the record periodically with additional -
- relevant information received.

A public version of the record with v

-~ CBI deleted is available for inspection in
" the OPT5 Reading Room from 8:00 a.m.
-~ to 4:00 p.m. " Monday through Friday .-.
(except legal holidays) in Rm. E~107, 401
. M'St.,, SW., Washington, D.C. 20460. -

- (Sec. 4, 90 Stat. 2003; (15 U.S.C. 2001))

Dated December 21, 1983.
William D. Buckelshaus, :

 Administrator. - S

[ER Doc. 83-34650 Filed 12-30-83; 8:45 am) -
BILLING CODE 6580-50-M '

DEPARTMENT oF COW\EEF{CE "

National Oceamc and Atmospheric“
Aommstratmn o

50 CFR Part szs SR

Bluefish Flshery Management P!an,f e
Pubhc Hearing .

" AGENCY: Natlonal Oceamc and 3
‘Atmospheric. Admlmstratxon (NOAA] L

Commerce,

. 56424),

. Executive Director, Mid-Atlantic Flshery

. National M’arme Fisheries Service.

AcTion: Notice of public hearing.

summARY: The Mid-Atlantic Fishery .z 5
Management Council-{Council} wiltheld:
a pubhc hearing on the proposed revised;
bluefish Fishery Management Plan
(FMP). The public hearing is being held
in conjunction with the public meetings
that the Council is holding from Januaiy:
11 to January 13, 1984. A notice for these
meetings was published in the Feder
‘Register on Decemher 21,1983 (48 FR

DATES: Wntten comments on the FMP =
“ will be accepted at:the public hearin
. The hearing will be held on Thursday;==2§
- January 12, 1984, from 11:15 to 11:45 a1

- Copies of the summaries canbe . . ==
requested from the Council. The revm-.-:["
FMP will ba available at the Council =
‘meeting. The hearing will be taped. -
recorded and the tapes will be filed as:
an official transcript of the proceedings..
A written summary will be prepared ak
the hearmg "

ADDRESS: The hearmo will be held at th=- :
Tidewater Inin, Dover and Harrison

Streets, Easton, Maryland 21601: phonic
301—822—1300 T

FOR FURTHER INFORMATION CONTACT
. John'C. Bryson (302-674-2331); -

Manaoement Council, Room 2115, i
Federal Building, 300 South New Street _
- Dover, Delaware 18961. =
‘SUPPLEMENTARY INFORMATION: This . ag
hearing will provide the public with a -§

final opportunity to comment on the "~ i3
revised bluefish FMP before Council
adoption: The revisions involve the
_establishmeént of an allocation system °
for the commercial fishery and reporting - - :
reqmrementa that have been rev1sed
from the earher draft :

- Dated: December 29 1983 R
Carmen] Blondm, .'l R
_-Deputy Assistant Administrator far Fisheries;

i

[FR Doc. 84——33739 Filed 12-30-84; 845 am]
B)LLlNG CODE 3510-22-M. . -~
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