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ENVIRONMENTAL PROTECTION in the required 90-day oral subchronic testﬁxg of DETA was required to relate
AGENCY ‘ :gxicity study !to expected exposure by pgtenﬂa] ad\'rhem effects which might be

dermal route. ed in uired 90-d "
40 CFR Part 799 %PX hasreceived and evaluated the oy, v, y dietary

Diethylenetriamine (DETA); Proposed
Ammu?é??uok .

AGENCY:; Environmental Protection

- Agency (EPA).

ACTION: Proposed rule.

SUMMARY: EPA is proposing to amend
thcunrgl;forDBTAg:g‘?R "
799.1575 by extending dline for
submission of the final report on the
chemical fate testing and by rescinding
the requirement for dermal absorption
testing. The proposed extension would
require submission of the final report
iRcorporaring ti o el rale
rpora amendment ig

published in the Federal .
DATE: Submit written comments on or
before July 28. 1980. -
ADORESS: Written comments, in
triplicate, identified by docket number
[OPTS-42012E], should be i
TSCA Public Docket Office (TS-783).
Office of Pesticides and Toxic :
Substances, Environmental Protection
Agency, Rm. NE-G004, 401 M Street
SW., W, DC 20460

A public version of the administrative
record supporting this action is e
available for inspection at the above

: uddreufrom&mtoip.m..Monday

through Friday, except legal holidays.
FOR FURTHER INFORMATION CONTACT:.
Michael M. gghl. Dlm:tm-i 'lgcmA ;
Assistance Office (TS-799), Office o
Toxic Substances, Rm. EB—44, 401 M
Street SW., Washington, DC 20460, (202)
554-1404, TDD (202) 554-0551.
SUPPLEMENTARY INFORMATION: EPA is
proposing under TSCA section 4(a)jto .
modify the chemical fate and derma}

adbsorption testing requirements for
DETA in 40 CFR 790.1575. -

L Introduction
A. Regulatory History

Section 799.1578.of 40 CFR requires
the testing of DETA for oral subchronic
toxicity, dermal absorption (in the same
animal species used for ':;:d subchronic
testing), mutagenicity (ti sequences
of tests for detecting chromosomal
aberrations and gene mutations), and
chemical fate testing (for the detection
of possible chemical or biological
transformations of DETA to N-
nitrosamines in samples of soil, lake
water, and sewage sludge). The primary
purpose if the dermal absorption testing
of DETA was to relate potentiaily
adverse effects which might be observed

. final reports resulting from all of the:

‘testing required for DETA except for .
chet::gial fate and dermal absorption.
On two occasions, pursuant to 40 CFR

:790.55, Dow Chemical Company (the test

sponsor for both of these ;e:;:). ;

uested that EPA exten reporting
:guinmcnt deadlines for the R
submission of the final reports for these
two tests because it was unable to -
obtain the “C-radiolabelled DETA -
necessary forthceonductoﬂhup :
studies from reputable contract
laboratories. In a letter of October 22,
1987 (Ref. 1), the test sponsor requssted
a 4-month extension of the re

: deadlinufarthuetwomlnihhuu

of February 15, 1968, (Ref. 3), the
sponsor requested an additional 2-
month extension. Both thege requests

'wengrantedbyEPA[Re{..Zlndl).' ;

In letters dated September 16, 1988
(Ref. 5), and 29, 1008 (Ref. 0),
the test sponsor additional

an
: 1-year extension of the deadlines for the
: ﬂnalmpomfoﬂhmhvomdu:ht:

continuing difficulties in ob !
required radiolabelled DETA. The
sponsor provided

onsidered, pursuant
to 40 CFR 790.55 (b)(3) and (4)(iv), to
significantly change the schedule for
completing testing, and require notice
and public comment.

B. Proposed Modifications

sponsor’s difficulties in obtaining the
1C-radiolabelled DETA to
conduct the chemical fate and dermal
absorption testing of DETA warranted
the previous extensions of the deadlines
for the final reports for these two tests *

 already granted by EPA, and continues

to warrant a further extension in the
deadline for the chemical fate testing of
DETA. EPA is proposing that the
deadline for the chemical faie testing of
DETA be extended by 12 months from
the effective date of the final rule
resulting from this proposal, EPA
believes that this 12-month extension
will provide the test sponsor adequate
time to obtain the radiolabelled test
substance. and conduct the tes:

EPA is proposing to rescind the
requiremfent, for c}en:lhal ?bnaorption
testing of DETA for the fo owing
reasons: (1) The dermal absorption

subchronic toxicity study to the .
expected dermal route of human
exposure; (2) EPA's evaluation of the 90-
day dietary subchronic toxicity study
(Ref. 8) indicates that no significant
toxic effécts were observed in this

“study; and (3) the available acute

toxicity data indicate that DETA would
be expected to be about equally or only
slightly more toxic following
administration by the dermal as
compared with the oral route of
administration (Ref. 9).

IL Rulemaking Recoed

- EPA has established a t’m::on:l for this
rulemaking (Docket Number OPTS-
42012E). This record
infonmﬂoﬁeonﬁdmdbyEPAln
dcvelophgﬁmpropoodmd

- appropeiate Foederal Rogister notices.
* This record includes:

(1) Pinal Phass Hrole cm -
mhmm(umugrwmqa..
(Q)Wmdm
coaversatiogs. )

(2) OPTS, EPA. Latter tn John Cray, Dow.
16, 1987). :
(3) Dow. Letter to the Director, ocM,
OPTS, EPA. (February 15, 1988). . :
(4) OPYS, EPA. Letter to Jobn Gray. Dow.
(April 5, :
(5) Dow. Letter to the Director, OCM,
OPTS, EPA. (September 16, 1988).
{6) Daw, Latter to the Director, OCM, .

 OPTS. EPA. (Septamber 20, 1088).

(7) Existing Chemical Assessment Division,
EPA. Letter to john Gray, Dow. {October 24,
1988). :

(8) Health and Environmental Review
Division (HERD), EPA. Memorandum to
Richard Troast, Test Rules Development
Branch (TRDB), EPA. (August 4, 1968).

{9) HERD, EPA. Memorandum to Richard
Troast, TRDB, EPA. (October 21, 1968).

The record for this rulemakingis -
available for inspection in the OPTS
Reading Room, G-004, NE Mall, 401 M -
Street SW., Washington, DG, from 8 a.m.
to 4 p.m., Monday through Friday except
legal holidays. EPA will supplement the
record periodically with additional
relevant information.
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OMB control number 2070-0883.
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1118 Othc Rm anuin-m ¥ ' Pyblic reporting’ burden for the * pm ng..{m]
collection of information is expected to -
A. Executive Order 1291 be altered by this modification by 1. The autbori + ul N
Under Exacutive Qrder 12291, EPA adding an estimated eight hours of time ' ¢,/ vinva o re dt&' C} auhon would
iudged that the final Phase II test rule for reviewing instructions, searching ad as follows:
for DETA was nof “major” and therefore - existing data sources; gathering and Auﬂlo!itr 15 U.S.C. 2603, 2611, 2625
‘was not subject to the requirement of 8  maintaining the data needed, and T
‘Regulatory Impact Analysis. The " completing and reviewing the collection 2.In § 790.1575 by removing
proposed modifications to theruledo . of information in preparing an - paragraph (c)(4) and revising paragraph
not alter this detarmination. .. -~ .additional semiannual progress report. (d)(a) and (f) to read as follows:
“This rule was, submitted to the Office . Send comments regarding the burden
ofmnagmemmdnudgettobﬂlfar estimate or any othér aspect of this §790.1578 Disthylenetriamine (DETA).
review as required by Execitive Order collection of information, including r el e e e )
12291. Any written comments from OM® suggesunhndlungthbhudnm e . :
toEPA.anéuyEPArembthm Chief, Information Policy Branch, PM~ {d
comments, are hehded in the 1tal Protection
rulemaking record.
B. Regulatory Flexibility Act : . Teportm
Under the Pexibility Act : monthsofﬁheﬂecﬁvudamofthcﬂnai
(5 U.S.C. 00K ef seqr, Pub: L. 08-354, rule granting & 12-manth extension of
Seplember 19, 19603, EPA certified that the deadtine for the final report). -
the final Phase II rele for DETA would R
::lt::lt::ﬁl'nunbﬁ swmall b::i:ulu. (ﬂ Effective datss. The efecﬁve date
The proposed modifications do not alh' - Bgrom 799.1575, fina Phase I rule fox
this certification. - DETA, i'm 18, 1“::?1" for
;o paragrap| which s effocti 4
- C. Paperwork Reduction Act days after publication in the hd::* <
The information mnec;:o;h nadeha . ]
requirements contained: e have , . L
been approved under the provisions of WW Pesticides -
the Paperwork Reduction Act. 44 U.S.C. i . i
3502 et seq. and have been assigned Therefore, it is propesed that 490 CFR [FRDO&O-MMM-Q&GM 2
Part 780 be ameaded as follows:  ° lu.lneu-.- ’ -



