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acrion: Notice. ~ <77

- and teratogenicity testing and for an

[OPTS-42025; FRL 2224-4]
Toxic Substances; Xylenes; Response
to the interagency Testing Committee

AGENCY: Environmental Protection - - - -
Agency (EPA). -~ .. _.. E

SUMMARY: This notice constitutes EPA’s
response to the Interagency Testing
Committee’s designation of xylenes for
priority consideration for mutagenicity

epidemiological study under section 4(a)
of the Toxic Substances Control Act. -
With respect to mutagenicity and >’
teratogenicity, EPA does not plan to — ~
initiate rulemaking under section 4{a} to
require health effects testing of xylenes
at this time because the Agency finds
that there are sufficient data now'  ;
available to reasonably predict any
potential effects of this nature from
xylenes. Although epldemzological data
are highly desirable, a study is not now
bemg required because the mixed
éxposure pattern associated with these °
chemicals makes cnnductmg sucha -
study mfeasxble e g

FOR FURTHER mrom:mou coqucr
Douglas G. Bannerman, Acting Director,
Industry Assistance Office ('1'3-799)
Office of Toxic Substances,:
Environmental Protection Agency. Rm.'
E~511, 401 M St,; SW,, Washmgton. D C..
20460, toll free: (811)-554—1404] in.
Washington. D.C.: (554-1404), outsxde

" Section 4(a) of the Toxic Substarnces
Control Act (TSCA) authorizes the *
Administrator of EPA to promulgate - .-
regulations:requiring testing of chemical .
substances and mixtures in ordér to . - -
develop data relevant to determining the °
risks that such chemicais may present to
health and the environment. . ..in-o

: Section 4{e) of TSCA estabhshed an

[nteragency Testing Committee (ITC} to .
‘ecommended to-EPA a list of chemicals
to be considered for the promulgatlonof .
testing rules under section 4(a) of the
Act. - soyemnn suiimeriani | s <

- In October; 1877, the ITC desxgnated -

(ylenes for mutagenic and teratogenic
sffects testing and an epidemiological -
study (42 FR 55026). Xvlenes area ..
sategory consisting of the three isomers
of dimethyl benezene: ortho-xylene, .. -
neta-xylene and para-xylene. The
:omposition of commercial “mixed "~ -
<ylenes” varies depending on feedstock v
source and raﬁnery conditions. - - s
Jowever, the main components are




“based on annual xylenes production of 8 - mitagenic activity by several methods:
_billion pounds, annual release t6 the i
_environment of 900 million pounds,

“rank of 13 out of approximately 7, 000

- -organ systems. The ITC also found
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_believed xylenes should be tested for ; ;. positive indications found with the
: teratogenic effects. Because of their , - -

. people exposed and demonstrated -
. effects in animals, the ITC felt an

1L Demsmn Not 'l'o lnniate Rulemaking

. xylenes, the EPA has accepted as-

" xylenes, as well ag tests on the . .

- isomers (Ref. 15). It has’
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ortho-, meta- and para-xylene and : There is reason to believe that "~ - .- I reviewed the criteria for conducung a
ethyibenzene. -. . ethylbenzene has biological activity -~ valid epidemiclogical study and has

The individual isomers are used - - similar to the isomers of xylene based . determined that it would be extremely
primarily as feedstocks forvarious -~ .. on acute toxicity, mutagenicity (Ames) . difficult to'conduct such a study because
chemical processes in the plasticizer, - - -and teratogenicity tests (Refs. 8, 16, 17] the effects.of xylenes could not be .
fiber, and resin industries, Mixed ‘.- In-addition to other testing already - _". .. isolated from the effects of other -~~~
xylenes are used p: ending " completed, ethylbenzene has been . : ° chemicals to whmh concurrent eprsure
gasoline and as solven +~ . selected for an NTP bioassay (Ref. 7). - occurs.. +-. - -~ ..... . .

The ITC's recommen were | Xylenes have been assayed for s T e s T N
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© IV. PublicRecord il _ _

- .. EPA has éstablished a public record *; A :
for this testing decision (docket number p
OPTS-42025). The record includes: .~ "™

1. Federal Register notice containing

the designation of xylenes to the Priority - _ L
mst‘ e e e e ST T .-
2. Letters. - e

3. Contact reports of telephone
" conversations and meeting summaries.
4, Published and unpublished data.
The record, which includes basic . -+
information considered by the Agency in
* developing this decision, is available for
inspection in the OTS Reading Room
" from & a.m, to 4 p.m. on working daysin | i
" Rm. E-107, 401 M St.; SW,, Washington, .-~ T
D.C.. 20460. The Agency will supplement
the record with additional relevant
information as it is received. -
” (Sec. 4,90 Stat, 2003 (15 U.S.C. 2001))
_Dated; December 3, 1962." S
" * Anne M. Gorsuch, _:
. Administrator.  ":"r e
[FR Doc. 82-34154 Filed 10-15-62: 4G am} -
BILLING CODE 6560-50-M .. ...
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