- Wednesday
December 14, 1983

Part il

Environmental
Protection Agency

Thirteenth Report of the Interagency
Testing Committee to the Administrator;
Receilpt of Report and Request for
Comments Regarding Priority List of
Chemicals

HeinOnline -- 48 Ped. Rea. 55673 13983



55674

Federal Register /| Vol. 48, No. 241 /| Wednesday, December 14, 1983 / Notices

ENVIRONMENTAL PROTECTION
AGENCY

[OPTS-41013 TSH-FRL #2484-7]

Thirteenth Report of the Interagency
Testing Commilitee to the
Administrator; Receipt of Fleport and
Request for Comments Regarding
Priority List of Chemicals

AGENCY: Environmental Prolection
Agency (EPA).
ACTION: Notice.

SUMMARY: The Interagency Testing
Committee (ITC), established under
secton 4(e) of the Toxic Substances
Control Act (TSCA), transmitted its
Thirteenth Report to the Administrator
of EPA on November 8, 1983. This
report, which revises and updates the
Committee’s priority list of chemicals,
adds four designated chemicals to the
list for priority consideration by EPA in
the promulgation of test rules under
section 4(a) of the Act. The new
chemicals are 2-(2-butoxyethoxy)ethyl
acetate, ethylene bis(oxyethylene)
diacetate, 1,2,3,4,7,7-
hexachloronorbornadiene, ard
oleylamine. The Thirteenth Report is
included in this notice. The Agency
invites interested persons to submit
written comments on the Report, and to
attend Focus Meetings to help narrow
and focus the issues raised by the ITC's
recommendations. Members of the
public are also invited to inform EPA if
they wish to be notified of subsequent
public meetings on these chemcials. EPA
also notes the removal of 19 chemicals
from the priority list because EPA has
responded to the ITC's prior
recommendations for testing of the
chemicals.

DATESWritten comments should be
submitted by January 13, 1984. Focus -
Meetings will be held on January 16 and
17, 1984.

ADDRESSES: Send written submissions
to: TSCA Public Information Office (TS-
793), Office of Pesticides and Toxic
Substances, Environmental Protection
Agency, Rm. E-108, 401 M St., SW,,
Washington, D.C. 20460. Submissions
should bear the document control
number (OPTS—41012).

The public record supporting this
action, including comments, is available
for public inspection in Rm. E-107 at the
address noted above from 8:00 a.m. to
4:00 p.m. Monday through Friday, except
legal holidays. Focus Meetings will be
held’'at Waterside Mall, in Rm. 3908, 401
M St., SW., Washington, D.C. Persons
planning to attend any one of the Focus
Meetings and/or seeking to be informed
of subsequent public meetings on these

chemicals, should notify the TSCA
Assistance Office at the address listed
below. To insure seating
accommodiations at the Focus Meeting,
persons interested in attending are
asked to notify EPA at least 2 weeks
ahead of the scheduled dates.

FOR FURTHER INFORMATION CONTACT:
Jack P. McCarthy, Director, TSCA
Assistance Office (TS-799), Office of
Toxic Substances, Environmental
Protection Agency, 401 M St., SW.,,
Washington, D.C. 20460, Toll Free: (800-
424-9065), In Washington, D.C.: (554-
1404), Outside the USA: (Operator-202-
554-1404).

SUPPLEMENTARY INFORMATION:

1. Background

Section 4(a) of TSCA (Pub. L. 94469,
90 Stat. 2003 et seq.; 15 U.S.C. 2601 et
seq.) authorizes the Administrator of
EPA to promulgate regulations requiring
testing of chemical substances and
mixtures in order to develop data
relevant to determining the risks that
such chemical substances and mixtures
may present to health and the
environment.

Section 4(e) of TSCA established an
Interagency Testing Committee to make
recommendations to the Administrator
of EPA of chemical substances and
mixtures to be given priority
congideration in proposing test rules
under section 4(a). Section 4(e) directs
the Committee to revise its list of
recommendations at least every 6
months as it determines to be necessary.
The ITC may “designate” up to 50
substances and mixtures at any one
time for priority consideration by the
Agency. For such designations, the
Agency must within 12 months either
initiate rulemaking or issue in the
Federal Register its reasons for not
requiring testing. The ITC's Thirteenth
Report was received by the
Administrator on November 8, 1983, and
follows this Notice. The report
designates four substances for priority
consideration and responge by EPA
within 12 months.

I1. Written and Oral Comments and
Public Meetings

EPA invites interested persons to
submit detailed comments on the ITC's
new recommendations. The Agency is
interested in receiving information
concerning additional or ongoing health
and safety studies on the subject
chemicals as well as information
relating to the human and environmental
exposure to these chemicals. A notice is
published elsewhere in today's Federal
Register adding the four substances
designated in the ITC's Thirteenth
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Report to the TSCA section 8(d) Health
and Safety Data Reporting Rule (40 CFR
Part 716). The section 8(d) rule requires
the reporting of unpublished health and
safety studies on the listed chemicals.
These four chemicals will also be added
to the TSCA section 8(a) Preliminary
Assessment Information Rule (40 CFR
Part 712) published elsewhere in this
issue. The section 8{a) rule requires the
reporting of production volume, use,
exposure, and release information on
the listed chemicals.

Focus Meetings will be held to discuss
relevant issues pertaining to the
chemicals and to narrow the range of
issues/effects which will be the focus of
the Agency's subsequent activities in
responding to the ITC recommendations.
The Focus Meetings will be held January
18 and 17, 1984, at Waterside Mall, 401
M St., SW., Washington, D.C., Rm. 5-
355. These meetings are intended to
supplement and expand upon written
comments submitted in response to this
notice. The schedule for the Focus
Meetings is as follows: January 16, 9:30
a.m.—ethylene bis(oxyethylene)
diacetate, and 1:00 p.m.—2-(2-
butoxyethoxy)ethyl acetate; and January
17, 9:30 a.m.—1,2,3,4,7,7-
hexachloronorbornadiene, and 1:00
p.m.—oleylamine. Persons wishing to
attend one or more of these meetings
should call the TSCA Assistance Office
at the toll free number listed above at
least 2 weeks in advance.

After consideration of the data
pertaining to each chemical, and any
additional information provided in the
written comments and the Focus
Meetings, EPA will hold public meetings
on each chemical after preliminary
decisions have been made on the types
of testing that are needed. These
meetings will be several months in the
future, but separate notice of these
meetings will not be published at that
time. Therefore, anyone wishing to
attend these later meetings should
contact EPA now at the address given
for the TSCA Assistance Office in order
to be notified in advance of the public
meetings.

All written submissions should bear
the identifying docket number (OPTS-
41012).

III. Status of List

In addition to adding the 4
designations to the priority list, the
ITC's Thirteenth Report notes the
removal of 8 chemicals from the list
since the last ITC report because EPA
has responded to the Committee's prior
recommendations for testing of the
chemicals. Subsequent to the ITC's
preparation of its Thirteenth Report,
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EPA responded to the ITC's
recommendations for 11 aclditional
chemicals. The 19 chemicals removed
and the dates of publication in the
Federal Register of EPA's responses to
the ITC for these chemicals are:
Biphenyl, May 23, 1833 (48 FR 23080);
cresols, July 11, 1983 (48 FR. 31812);
ethyltoluene (mixed isomers), May 23,
1983 (48 23088); formamide, May 23, 1983
(48 FR 23098); mesityl oxidz, July 5, 1983
{48 FR 30699); 4,4'-methylenedi:niline,
July 11, 1983 (48 FR 31806); ard 1,2,4-
trimethylbenzene, May 23, 1983 (48 FR
23088); other trimethylbenzene isomers,
May 23, 1983 (48 FR 23088); seven
alkyltin compounds, November 8, 1983
(48 FR 51361); bis{2-ethylhexyl)
terephthalate, November 14, 1983 (48 FR
51845); 1,3-dioxolane, November 14, 1983
(48 FR 51839); 4-(1,1.3,3-
tetramethylbutyl)phenol, November 15,
1983 (48 FR 51971); and tris|2-
ethylhexyl)trimellitate, November 14,
1983 (48 FR 51842). The current list
contains 20 designated substances or
groups of substances and one
recommended group of substances.
(Sec. 4, Pub. L. 94469, 90 Stat. 203; (15 U.S.C.
2601))

Dated: November 25, 1983.
Don R. Clay,
Acting Assistant Administrator for Pesticides
and Toxic Substances.

Thirteenth Report of the TSCA
Interagency Testing Committee to the
Administrator, Environmen!al Protection
Agency

Summary

Section 4 of the Toxic Subistances
Control Act of 1978 (TSCA, Pub. L. 94—
469) provides for the testing of
chemicals in commerce that may present
an unreasonable risk of injury to health
or the environment. It also provides for
the establishment of a Committee,
composed of representatives from eight
designated Federal agencies, to
recommend chemical substances and
mixtures (chemicals) to which the
Administrator of the U.S. Environmental
Protection Agency (EPA) should give
priority consideration for the
promulgation of testing rules.

Section 4(e)(1)(A) of TSCA. directs the
Committee to recommend to the EPA
Administrator chemicals to which the
Administrator should give priority
consideration for the promulgation of
testing rules pursuant to seclion 4(a).
The Committee is required to designate
those chemicals, from among its
recommendations, to which the
Administrator should respond within 12
months by either initiating a rulemaking
proceeding under section 4(a) or
publishing the Administrator's reason

for not initiating such a proceeding.
Every 6 months, the Committee makes
those revisions in the TSCA section 4(e)
Priority List that it determines to be
necessary and transmits them to the
EPA Administrator.

As a result of its deliberations, the
Committee is revising the TSCA section
4(e) Priority List by the addition of 4
chemicals and is noting the removal of 8,
as a result of responses by EPA.

The Priority List is divided into two
parts: part A contaius those
recommended chemicals and groups
designated for priority consideration
and response by the EPA Administrator
within 12 months, and part B contains
chemicals and groups that have been
recommended for priority consideration
by EPA without being designated for
response within 12 months. Although
TSCA does not establish a deadline for
EPA response to nondesignated
chemicals and groups (part B of the
Priority List), the Committee anticipates
that the EPA Administrator will respond
in a timely manner.

The entries being added to the Priority
List are presented, together with the
types of testing recommended, in the

following Table 1:
Chemical/Group Recommended studies
A. Designated for response
within 12 months:

242- Health Effects: Subchronic
scolate (CAS No. icity; toxicokinetic stud-
124-17-4). les; reproductive effects.

Ethylene bis Health Effects: Subchronic
diacetate {CAS MNo. 111~ | toxicity; toxicokinetic stud-
21-7). reproductive effects.

ies;

Health Efects: Subchronic
tests, including neurotox-
{CAS No, 3388-71-7). city: biochemical effects,
including enzyme-inducing

capabilities.

Health EHects: Toxicokinetic
sludies; Genotoxicity and
teratogenicity  studies  if

1.2 3, 4, 7, THexach
foronorbomadiene

Oleylamine (CAS No.
112-09-3).

percutaneous absorption is
demonstrated.
B. Recommenced but not
designated for response
within 12 months:
IO o ivssimsrssniins e

TSCA Interagency Testing Committee

Statutory Member Agencies and Their
Representatives

Council on Environmental Quality
Thomas H. Magness; 111, Member{1)
Department of Commerce
Bernard Greifer, Member
Environmental Protection Agency
Carl R. Morris, Member
Arthur M. Stern, Alternate
National Cancer Institute
Elizabeth K. Weisburger, Member and
Chairperson
Richard Adamson, Alternate
Jerrold Ward, Alternate
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National Institute of Environmental
Health Sciences
Dorothy Canter, Member
National Institute For Occupational
Safety and Health
Rodger L. Tatken, Member
Richard J. Lewis, Sr., Alternate
National Science Foundation
Winston C. Nottingham, Member and
Vice Chairperson
Occupational Safety and Health
Administration ;
Ralph Yodaiken, Member(2)

Liaison Agencies and Their
Representatives

Consumer Product Safety Commission
Arthur Gregory
Lakshmi Mishra
Department of Agriculture
Homer E. Fairchild
Richard M. Parry, Jr.(3)
Department of Defense
Arthur H. McCreesh
Department of the Interior
Vyto A. Adomaitis(4)
David R. Rosenberger(5)
Food and Drug Administration
Winston deMonsabert(6)
Arnold Borsetti(?7)
Allen H. Heim
National Toxicology Program
Dorothy Canter

Committee Staff

Martin Greif, Executive Secretary
Norma Williams, ITC Coordinator

Support Staff

Alan Carpien—Office of the General
Counsel, EPA

Stephen Ells—Office of Toxic
Substances, EPA

Vera W. Hudson—National Library of
Medicine

Notes

(1) Mr. Magness was appointed on July 27,
1983,

(2) Dr. Yodaiken was appointed on July 11,
1983.

(3) Dr. Parry was appointed on September
9, 1983.

(4) Mr. Adomaitis was appointed on May
10, 1983.

(5) Mr. Rosenberger was appointed on May
10, 1983.

(6) Dr. deMonsabert retired from Federal
Service on August 18, 1983.

(7) Dr. Borsetti was appointed on August
18, 1983.

The Committee acknowledges and is
grateful for the assistance and support
given to it by the staffs of CRCS, Inc.,
and Dynamac Corporation (technical
support prime and subcontractors) and
personnel of the EPA Office of Toxic
Substances.

55675 1983



55676

Federal Register / Vol. 48, No. 241 / Wednesday, December 14, 1983 / Notices

Chapter 1—Introduction

1.1 Background. The TSCA
Interagency Testing Committee
(Committee) was established under
section 4(e) of the Toxic Substances
Control Act of 1976 (TSCA, Pub. L. 84-
489). The specific mandate of the
Committee is to recommend to the
Administrator of the U.S. Environmental
Protection Agency (EPA) chemical
substances and mixtures in commerce
that should be given priority
consideration for the promulgation of
testing rules to determine their potential
hazard to human health ancl/or the
environment, TSCA specifies that the
Committee's recommendations shall be
in the form of a Priority List, which is to
be published in the Federal Register.
The Committee is directed by section
4(e)(1)(A) of TSCA to designate those
chemicals on the Priority List to which
the EPA Administrator chould respond
within 12 months by either initiating a
rulemaking proceeding under section
4(a) or publishing the Administrator's
reasons for not initiating such a
proceeding.

Every 6 months, the Committee makes
those revisions in the section 4(e)
Priority List that it determinas to be
necessary and transmits them to the
EPA Administrator.

The Committee is comprised of
representatives from eight statutory
member agencies, five liaison agencies,
and one national program. The specific
representatives and their affiliations are
named in the front of this report. The
Committee's chemical review
procedures and prior recommendations
are described in previouis reports (Refs.
1 through 12).

1.2 Committee’s previous reports.
Twelve previous reports to the EPA
Administrator have been issued by the
Committee and published in the Federal
Register (Refs. 1 through 12). Sixty-nine
entries (chemicals and groups of
chemicals) were recommended for
priority consideration by the EPA
Administrator and designated for
response within 12 months. In addition,
two groups were recommendad without
" being so designated. Removal of thirty-
five entries was noted in the previous
reports.

1.3 Committee's activities during this
reporting period. Between April 1, 1983
and September 30, 1983 the Committee
continued to review chemicals from its
third and fourth scoring exercises (see
Ref. 1 for methodology). During this
period, the Committee also completed
the fifth round of scoring chemicals, and
gelected 82 additional chemicals for in-
depth review.

‘T'he Committee contacted 87 chemical
manufacturers and trade agsociations to
request information that would be of
value in its deliberations. Seventy-one
of those contacted privided unipublished
information on current production,
expesure, uses, and effects of chemicals
under study by the Committee.

During this reporting period, the
Committee evaluated 36 chemicals for
priority consideration. Four chemicals
were added to the section 4(e) Priority
List, and 11 were deferred at this time.
The remaining 21 chemicals are still
under study.

1.4 The TSCA section 4(e) Priority
List. Section 4(e}(1)(B) of TSCA directs
the Committee to: “* * * make such
revisions in the [priority] list as it
determines to be necessary
and * * * transmit them to the
Administrator together with the
Committee's reasons for the revisions.”
Under this authority, the Committee is
revising the Priority List by adding four
chemicals: 2-(2-butoxyethoxy)ethyl
acetate; ethylene bis (oxyethylene)
diacetate; 1,2,3,4,7,7-
hexachloronorbornadiene; and
oleylamine. All four chemicals are
designated for response within twelve
months. The testing recommended for
these chemicals and the rationales for
the recommendations are presented in
Chapter 2 of this report.

Eight chemicals and groups of
chemicals are being removed from the
Priority List because the EPA
Administrator has responded to the
Committee's prior recommendations for
testing these chemicals.

They are: biphenyl; cresols;
ethyltoluene; formamide, mesityl oxide;
4,4"-methylenedianiline; 1,2,4-
trimethylbenzene; and
trimethylbenzenes.

With the 4 recommendations and 8
removals noted in this report, 32 entries
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now appear on the section 4(e) Priority
List. The Priority List is divided in the
following Table 2 into two parts;
namely, Table 2A, Chemicals and
Groups of Chemicals Designated for
Response Within 12 Months, and Table
2B, Other Recommended Chemicals and
Groups.

TABLE 2.—THE TSCA SECTION 4(€) PRIORITY
LisT NOVEMBER 1983

2A. Ch is end Gi of Chamicals Designated for
Response Within 12 Morihs
Enty Deteot
1. Alkyl epoi:des Oct. 1877.
2. Aniine and bromo- chioro- and/or ni- | Apr. 1879,
roanilings,
3. Aryl phosphat Apr. 1878,
4. Bis (2-ethylhexyl) terephthalate ............. .| Nov. 1982,
6. 2-(2-Butoxy y) ethyl acetate ......... Nov. 1983.
6. Calclum May 1983
7. Chiornated benzenes, mono- and di-...| Oct. 1877.
8. Chiorinated berzenes, Iri-, tetra-, and | Oct. 1978,
penta-. 2
8. Cobah naphth May 1983,
0. Cycloh Apr. 1979,
11. Dibutyftin bis(i Y b Nov. 1982,
12. Dibutyltin  bis{isooctyd mercaptpace- Do.
tate),
13, Dibutyftin bis{lauryl piidu) Do.
14. Dibutykin dil il Do.
15. 1,2-Dichloroprop Oct 1978,
18, Dimethyllin bis(lscoctyl mercaploace- | Nov. 1882,
tata).
17. 1,3-Di Nov. 1982
18. Ethylene bis(oxyethylene) dlacetate ......| Nov. 1983.
19. Glycidol and its dervatives .............c..... | Oct. 1978.
20. Halog d alkyl epouid Apr. 1978,
21. 1,234,7,7-Hexachloronorbomadiene ....| Nov. 1983,
22. Hydroqui Nov. 1879,
23. Lead naphthenate .........—.ecmieens e May 1883,
24. Mathylolurea Do.
25, Moncbutyltin tris (ilscoctyl mercaptoa- | Nov. 1882,
cotale).
28 M hyttin tris (& P Do.
toacetate).
27. Oleylami Nov. 1883,
28, 2-Pt Y May 1883
28. Quinone. Nov. 1878.
30. 4-{1,1,3,3-Tetramethyibuty) phenol.......| Nov. 1882.
31. Tris{2-ethylhexyl) trimeilitate Do.
2B. Other R wded Chamicals and Groups of
Chemicalg
Date of
Entry tion
1. Carb o Nov. 1882,

To date, 43 chemicals and groups and
groups of chemicals have been removed
from the Priority List. The cumulative
list is presented in the following Table 3.

BILLING CODE 6580-50-M
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Table 3—-Cumu1ative Removals from the TSCA Section 4(e) Priority List:-

November 1983

EPA Responses to Committee Recommendations

FEDERAL REGISTER

1/Removed by the Committee for reconsideration.

Chemical/Group Citation

1. Acetonitrile 47 FR 58020-58023
2. Acrylamide 48 FR 725-727

3. Alkyl phthalates 46 FR 53775-53777
4. Alkyltin compounds 46 FR 5456-5463
5. Antimony metal . 48 FR 717-725

6. Antimony sulfide 48 FR 717-725

7. Antimony trioxide 48 FR 717-725

8. Benzidine-based dyes 46 FR 55004-55006
9. Benzyl butyl phthalate 46 FR 53775-53777
10. Biphenyl 48 FR 23080-23086
11. Butyl glycolyl butyl phthalate 46 FR 54487
12. Chlorendic acid 47 FR 44878-44879
13. Chlorinated naphthalenes ‘46 FR 54491

.14, Chlorinated paraffins 47 FR 1017-1019

15. Chlorobenzotrifluoride 47 FR 50555-50558
16. Chloromethane 45 FR 48524-48564
17. 2-Chlorotoluene 47 FR 18172-18175
18. Cresols 48 FR 31812-31819
19. o-Dianisidine-based dyes 46 FR 55004-55006
20. Dichloromethane 46 FR 30300-30320
21. Diethylenetriamine 47 FR 18386-18391

Publication Date

Dec.
Jan.
Oct.
Feb.
Jan.
Jan.
Jan.
Nov.
Oct.

29, 1982
6, 1983
30. 198
1932i/
6. 1983
6, 1983
6, 1983
5, 1981
30, 1981

May 23, 1983

Nov.
ock.
Nov.
Jan.
Nov.
July

2, 1981
12, 1982
2, 1981
8, 1982
8, 1982
18, 1980

April 28, 1982

July
Nov.
June

11, 1983
5, 1981
5, 1981

April 29, 1982

Seven individual group members were

subsequently designated in the 11th ITC Report (Ref. 11) for priority consideration.
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Table 3--Cumulative Removals from the TSCA Section 4(e) Priority List (cont'd)

November 1983

EPA Responses to Committee Recommendations

FEDERAL REGISTER

Chemical/Group Citation Publicacion pDace

22. Ethyltoluene 48 FR 23088-23095 May 23, 1983

" 23. Fluorocalkenes 46 FR 53704-53708 Oct. 30, 1981
24. Formamide : 48 FR 23098-23102 May 23, 1983
25. Hexachloro-1,3-butadiene 47 .FR 58029-58031 Dec. 29, 1982
26. Hexachlorocyclopentadiene 47 FR 58023-58025 Dec. 29, 1982
27. Hexachloroethane 47 FR 18175-18176 April 28, 1982
28. Isophorone 48 FR 727-730 Jan. 6, 1983
29. Mesityl oxide 48 FR 30700-30706 July 5, 1983
30. 4,4'Methylenedianiline 48 FR 31806-31810 July 11, 1983
31. Methyl ethyl ketone 47 FR 58025-58029 Dec. 23, 1982
32. Methyl isobutyl ketone 47 FR 58025-58029 Dec. 29, 1982
33. Nitrobenzene 46 FR 30300-30320 June 5, 1981
34. Phenylenediamines 47 FR 973-983 Jan. 8, 1982
35. Polychlorinated terphenyls 46 FR 54482-54483 Nov. 2, 1981
36. Pyridine 47 FR 58031-58035- Dec. 29, 1982
37. o-Tolidine-based dyes 46 FR 55004-55006 Nov. 5, 1981
38. Toluene 47 FR 56391-56392 Dec. 16, 1982
39. 1,2,4-Trimethylbenzene 48 FR 23088-23095 May 23, 1983
40. Trimethylbenzenes 48 FR 23088-23095 May 23, 1983
41. 1,1,1-Trichloroethane 46 FR 30300-30320 June 5, 1981
42. Tris(2-chloroethyl)phosphite 47 FR 49466-49467 Nov. 1, 1982
43, 47 FR 56392—5639§

Xylenes

Dec. 16, 1982

8958
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Chapter 2—Recommendations of the
Committee

2.1 Chemicals recommended for
priority consideration by the EPA
Administrator. As provided by section

4{e)(1)(B) of TSCA, the Committee is
adding the following four chemical
substances to the section 4(e) Priority
List: 2-(2-butoxyethoxy)ethyl acetate;
ethylene bis(oxyethylene) diacetate;
1.2,3,4.7,7-hexachloronorbornadiene; and
oleylaniine. The recommendation of
these chemicals is being made after
considering the factors identified in
section 4(e)(1)(A) and other available
relevant information, as well as the
professional judgment of Committee
members.

The four recommendations designated
for response by the EPA Administrator
within 12 months and supporting
rationales are presented in section 2.2 of
this report,

2.2 Chemicals designated for
response within 12 months with
supporting rationales.

2.2.a Alkyloxyethylene Acetates

Summary of recommended studies, It
is recommended that ethylene
bis(oxyethylene) diacetate and 2—{2-
butoxyethoxy)ethyl acetate be tested for
the following:

Health Effects:

Subchronic toxicity

Toxicokinetic studies

Reproductive effects

Physical and Chemical Information

Ethylene bis(oxyethylene) diacetate
and 2-(2-butoxyethoxy)ethyl acetate
react vigorouly with oxidizing materials
(Refs. 3 and 4, Eastman Kodak Co., 1978,
1981). Available physical and chemical
information on the two compounds is
given in the following Table 4.

TABLE 4.—PHYSICAL AND CHEMICAL PROPERTIES OF THE ALKYLOXYETHYLENE ACETATES

Property Ethylene bis{oxyathylene) diacetate * 2-{2-Butoxyethoxy) ethyl acetae *
CAS Numb 1m-21-7 124-1?-4
Synony Triathy glycol ; TGD; A ather DGBA;
Ethanol, 2.2-[1.2-ethanediyfois-{oxy}1bis-, diacetate (CA index Ema.z-{z-bummm acetate (CA indax name).
name). )
Stn, Formuta
>-o—{cu,cu.o),—c"p cu,{cu,};-o-{cu,cu,o),-{ﬂ
E “cH, 5
Empirical Formula CutuO, CuHuwOy.
Moiecular Weight 234 204,
Melting Point Not found -3 C.
Boiing Point 206° C 235° C.
Vapor Pr Not applicable ( th 0.04 mmHg at 20° C.
Specific Gravity ' 1128!1168!156‘0 0.980 at 20/20° C.
Solubility In Water gligi 85 g/L at 20" C.
l-og Octanol/Water Partition Coefficient ~0.1¢ 20¢
ription of Chemical Cioar liquid; ity odork Coloriless liquid; faint, pleasant odor.

* Bastman Kodak Co., lBﬂ (unless othierwise noted).
® Eastman Kodak Co.. 1
<Estimated (Rel. 10, la'mln et al, 1882).

Rationale for Recommendaticons

1. Exposure information—A.
Production and use. The public portion

of the TSCA Inventory (Ref. 7, EPA,
1982} lists the 1977 U.S. production of
TGD as 1 million to 10 million pounds
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and that DGBA as 0.1 million to 1
million pounds. These figures were
reported as representing current
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production (Ref. 5, Eastman Kodak Co.,
1982). x

TGD is used primarily as a plasticizer
in bonding cellulose acetate in the
manufacture of cigarette filter tips.
DGBA is used primarily as & solvent in
printing inks and in high-bake enamel
coatings. It is also used as a coalescing
aid in latex paints and as a selective
solvent in industrial separations (Refs. 3
and 5, Eastman Kodak Co., 1378, 1982).

B. Evidence for exposure. According
to a 1972-74 NIOSH survey, the
estimated number of warkers exposed to
TGD and DGBA are 152 and 21,461,
respectively (Ref. 12, NIOSH, 1982).
Approximately 50 workers were
potentially exposed to TGD and DGBA
during manufacturing far 50 and 80
hours annually per warker, respectively
(Ref. 5, Eastman Kodak Co., 1982).
Consumers may be exposed repeatedly
to TGD eluted from cigarette filter tips
during smoking (Ref. 6, Eastman Kodek
Co., 1983). The possibility of exposure to
DGBA when using latex paints also
exists.

1. Chemical fate information—No
data were found; however, based upon -
their chemical structures both TGD and
DGBA are expected to biodegrade
readily in the environment. Nzither
chemical is expected to persist.

IlI. Biological effects of concern to
human health—A. Metabolism. No
information was found. However, by
analogy with other acetate esters the
compounds may undergo enzymatic
hydrolysis to the free aluohols (Ref. 13,
Sandmeyer and Kirwin, 1981). The
hydrolysis product of TGD would likely
be triethylene glycol, on which a
metabolism study has been performed
(Ref. 11, McKennis et al., 1962). The
hydrolysis product of DGBA is more
likely to be the monobutyl ether of
diethylene glycol, or butyl carbitol.
Oxidation of the hydrolysis products to
alkyloxy acetic acids may also occur
(Ref. 11, McKennis et al., 1962). These
types of metabolites may also have
testicular effects comparable to those of
the glycol ethers (Ref. 8, Foster et al.,
1983).

B. Effects on enzymes and other
biochemical systems. No information
was found.

C. Carcinogenicity and mutcgenicity.
No information was found.

D. Short-term acute effects.
Application of 500 mg of TGD (o the skin
of rabbits caused mild irritation; in
guinea pigs, TGD also caused slight skin
irritation but no sensitization.
Application of TGD to the eyes of
rabbits led to slight irritation (Ref. 5,

Eastman Kodak Co., 1982). When 500 mg

of DGBA was applied to the skin and
eyes of rabbits, irritation was reported.

Additional acute toxicity information
on the alkyloxyethylene acetates is
summarized in the following Table 5.

Acute toxicity of the alkyloxyethylene acetates in

= Table S
laboratory animale.
Animal Route Dare Reference
Triethylene glycol diacetate (TGD)
Mouse oral Lhgg: > 3.2 g/kg Ref, 5
Rat Oral LDgqt 15.5 a/kq Ref. 5
Rat Thl LDgyt > 6.1 mq/L. Ref. 5
6 hours
Guinea pig skin Lhgq: > 20 ml/kg Ref, S
9?22.46 9/kq)
piethylene glycol monobutyl ether
acetate (DGEA)
Mouse Oral LDgq: 6.6 ml/kq Ref, 1
(6.5 g9/kq)
Rat Oral LDgqa: 7.1 ml/kg Ref. 1
(7.0 q9/kq)
Rat oral  Lbgg 11.9 g/ky® rRef, 14
Rat Ihl Concentrated vapor of
unspeci fied concentration, Pef,. 3§
for 8 hours
Guinea pigq oral LDgn: 2.7 mlj/kg Ref., 1
(2.6 g/kq)
Guinea Pig Oral  LDgyr 2.3 9/kq® Ref, 14
Rabbit Oral LDgq 2.6 ml/kg Ref. 2
(2.5 a/kq)
Rabbit Oral Lhgy: 2.8 ml/kq Ref, 2
Rabbit Skin LDgy: 5.8 ml/kg Ref. 2
(5.7 9/%q)
Rabbit Skin  Lbg,: 5.5 ml/kq Ref. 1
Rabbit Skin 1Dgo: 14.8 ml/kg
; (14.5 g/kq) rRef, 13

®pigsolved in 1% Tergitol®,
of six animals died.

E. Long-term (subchronic/chronic)
effects. Rats fed diets containing 0.1 and
1 percent TGD for 90 days showed no
changes from controls in food intake,
weight gain, hematology, urine analysis,
gross pathology, or clinical signs (Ref. 5,
Eastman Kodak Co., 1982). Likewise, an
inhalation study of rats exposed to TGD
at 0.163 mg/L for 6 hours daily for 22
exposures over 29 days showed no
changes or lesions indicative of a toxic
response. No information was found on
the chronic effects of the compound.
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For DGBA, the 90-day cutaneous LD
in rabbits was on the order of 2-3 ml/kg.
Skin application led to hematuria,
hemolysis in the kidneys, and renal
tublar degenerative changes (Refs. 2 and
1, Draize et al., 1944, 1948). No
information was found on the chronic
effects of the compound.

F. Teratogenicity/embryotoxicity/
fetotoxicity and reproductive effects. No
information was found. However, the
hydrolysis product of DGBA, namely the
monobutyl ether of diethylene glycol,
had no appreciable effect on maternal
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mortality or litter size in mice. An
analog, the monobutyl ether of ethylend
glycol, had a slight testicular effect in
mice (Ref. 9, Hardin, 1983).

G. Rationale for health effects
recommendations. Both TGD and DGBA
have a relatively low toxicity, but DGBA
may be absorbed through the skin, as
shown by the appearance of hematuria,
renal tubular changes, and cther effects.
The extent of enzymic hydrolysis of
DGCBA is now known; morzover, the first
hydrolysis product would probably be a
glycol ether, a product of concern
because of the effects of certain of these
compounds on the male reproductive
system. Since both worker exposure and
posgible consumer exposuwre are
involved, the toxicokinetics and
biochemical disposition, as well as the
reprocuctive effects, should be
investigated. Additional subchronic
toxicity studies in other species are
needed to investigate the possible
adverse effects on the renal system.

IV, Exological effects—No ecological
effects testing is recommended because
neither TGD nor DGBA is expected to
be acutely toxic to aquatic organisms
and because neither is expected to
persist in the enviroment.
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22b 123477-
Hexachloronorbornadiene

Summary of recommended studies. It
is recommended that 1,2,3,4,7,7-
hexachloronorbornadiene be tested for
the following:

Health Effects:

Subchronic tests, including

neurotoxicity

Biochemical effects, including

enzyme-inducing capabilities
Physical and Chemical Information

CAS Number: 3389-71-7.
Synonyms: )
Hexachloronorbornadiene;
HEX-BCH;
Hexachlorobicycloheptadiene;
Bicyclo[2.2.1]hepta-2,
5-diene, 1,2,3,4,7.7-
hexachloro- (CA Index name]

Structural Formula:

(o1 Ry o
Ci

C Ci

Empirical Formula: C;H,Cl,

Molecular Weight: 299

Boiling Point: 118-120° C at 0.1 mmHg

Vapor Pressure: 10-* mmHg at 25° C
(estimated; Ref. 8, Lyman et al., 1982).

Solubility in Water: 15 mb/L at 25° C
(estimated; Ref. 6, Lyman et al., 1882).

Solubility in Organic Solvents: Soluble
in ether, ethanol, carbon tetrachloride,
chloroform, DMSO.

Log Octanol/Water Partition
Coefficient: 5.28 (estimated; Ref. 9, Veith
et al., 1979).

Description of Chemical: Qily liquid.

HeinOnline -- 48 Fed. Regq.

Rationale for Recommendations

L. Exposure information—A.
Production and use.
Hexachloronorbornadiene is an
intermediate in the manufacture of the
pesticide endrin (Ref. 10, Velsicol, 1982).
In recent years endrin has been
produced in the U.S. in one plant only,
which is in Memphis, Tennessee (Ref. 8,
SRI, 1982). Based on the 1981 production
volume of endrin of 2 million to 4 million
pounds (Ref. 5, Glaze, 1982), it can be
inferred that the production volume of
hexachloronorbornadiene in 1981 was
1.5 million to 3 million pounds.
However, the only manufacturer of the
compound has reported that production
was halted in 1982 (Ref. 11, Velsicol,
1983a).

B. Evidence for exposure.
Hexachloronorbornadiene has been
released to the environment through
waste discharges from the Memphis,
Tennessee manufacturing plant.
Aqueous wastes have been treated by
the Memphis municipal sewage
treatment plant, then dumped into the
Cypress Creek, which empties into the
Mississippi River. The compound has
been identified int he air within the
treatment facility (Ref. 3, Elia et al.,
1980), in the urine of the treatment plant
workers, in the effluent of the treatment
plant (Ref. 10, Velsicol, 1982), in the
waters and sediment of the Mississippi
River and tributaries (Ref. 1, Barthel et
al., 1966), and in edible portions of fish
caught in the Mississippi River (Ref. 14,
Yurawecz and Roach, 1978). Solid
wastes containing
hexachloronorbornadiene most recently
have been incinerated or buried in
secure landfills (Ref. 10, Velsicol, 1982),
but from 1964 to 1972 they were
disposed of in surface landfills. The
compound has been found in well water
in the vicinity of these landfills (Ref 2
Clark et al., 1981).

Although the manufacturer reports no
current production, the compound is
persistent, and leaching into surface and
ground waters from waste residues of
the compound may be expected to
continue. Human exposure can occur as
a result of drinking water or eating fish
contaminated with the compound.
Residues of the compound and its
derivatives found in Mississippi River
fish are listed in the following Table 6.

BILLING CODE 6560-50-
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Table 6--Residues of Hexachloronorbornadiene and Related Compounds
in Mississippi River Fish (Adapted from Yurawecz and Roach (1978)).

Levels in Parts Per Million@

I II i §

ci Ft ci £l ci_ Ll
1 ci 4
cl cl
7] p 1 7 p
c(ﬂigﬁul

[+]

e Ci
Year Collected Species LocationP
1974 Catfish Baton Rouge, LA 1.2 0.44 0.23
1974 Carp Baton Rouge, LA i | 0.20 0.25
1974 Gaspergoo® Baton Rouge, LA 1.3 0.63 0.25
1974 Catfish Geismar, LA 1.5 0.71 G.15
1974 Buffalo fish Geismar, LA 0.19 D.37 . 0.10
1974 Gaspergoo® Geismar, LA 0.21 0.03 0.05
1973 Carp Memphis, TN 16.2 5 0.51
1973 Carp Luling, LA 0.54 0.11 d
1974 Gaspergood Plaguemine, LA 0.85 0.32 0.14
a

In the edible portion of fish.

All these sites are below Memphis, TN, where the manufacturing site is located. These compounds
cwere not observed in fish from Cape Girardeau, MO, upstream from Memphis.

Gaspareau, alewife (Alosa pseudoharengus)

dobserved but not quantitated.

b

I+=1,2,3,4,5-endo~-7,8~-heptachloro-2-norbornene
II = 1,2,3,4,7,7-Hexachloronorbornadiene (HEX-BCH)
I11 = 1,2,3,4,7,7-Hexachloro-5,6 endo-epoxy-2-norbornene
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A bioconcentration factor of
approximately 8,400 in fich was
calculated by Spehar et al. (Ref. 7, 1979).
Analyses of fish caught downstream
from the location where
hexachloronorbornadiene was produced
showed they contained appreciable
levels of the compound (Ref. 14,
Yurawecz and Roach, 1 978). Additional
exposure may occur through eating food
from areas treated with endrin since
hexachloronorbornadiene may occur to
a small but variable extent in endrin
(Ref. 12, Velsicol, 1983b).

11. Chemical fate information. No
specific information was found. Under
ambient conditions in grounc and
surface waters the compountl is not
expected to be reactive and should
persist. Due to its low vapor pressure
and high octanol/water partition
coefficient it is expected to partition into
sediment and the fatty tissues of
animals.

1. Biological effects of concern to
human health.—A. Metabolism. No
information was found.

B. Effects on biochemical systems. No
information was found. By analogy with
compounds of similar structure, (e.g.
chlordane) hexachloronorbornadiene
has a potential for microsomsl enzyme
induction (Ref. 4, Fouts, 1970; Ref. 13,
Welch et al., 1871).

C. Carcinogenicity/mutagenicity/
teratogenicity and fetotoxicity. No
information was found.

D. Short-term (acute) effects. The
acute oral LDsq, in male and female rats
are 726 mg/kg and 825 mg/kg,
respectively (Ref. 10, Velsicol, 1982).
Tremors, ataxia, and increased
respiratory rate were observed in the
animals.

E. Long-term (subchronic/cihronic)
effects. No information was found.

F. Rationale for health effects
recommendations. A potential exists for
exposure to hexachloronorbornadiene
through consumption of water and/or
fish contaminated with the compound.
Also, sewage treatment workers may be
exposed to the compound.

Due to the lack of information on the
compound, subchronic tests are
recommended to better understand its
health effects. Neurotoxicity is of
particular concern because of the
observed acute effects. Because of the
potential of the compound for inducing
enzymes, biochemical effects testing is
recommended.

IV. Ecological effects. The
environmental effects information found
is sufficient to assess the ecological
hazard of hexachloronorbornadiene.
Additional tests for environmental
effects are not needed.
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2.2.c Oleylamine

Summary of recommended studies. It
is recommended that oleylamine be
tested for the following:

Health Effects:
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Toxicokinetic studies

Genotoxicity and.teratogenicity
studies if percutaneous absorption
is demonstrated

Physical and Chemical Information

CAS Number: 112-90-3.
Synonyms:

Armeen O®; Armeen OD®;
(Z)-9-Octadecenylamine;
9-Octadecen-1-amine, (Z)
(CA Index name)

Structural Formula:
CHy(CH),_  [(CH,),CH,NH,
=g

H H

Empirical Formula: C;sHs:N.

Molecular Weight: 267.

Melting Point: 20’ C.

Boiling Point: 275344 C.

Vapor Pressure: < 1 mmHg at 20’ C.

Specific Gravity: 0.819 at 38' C.

Solubility in Water: Low.

Log Octanol/Water Partition
Coefficient: 7.5 (estimated; Ref. 5, Leo et
al., 1971).

Description of Chemical: Yellow liquid
with ammoniacal odor. Oleylamine in
commerce is produced, not as a pure
material, but as a mixture with other
fatty materials; the oleylamine-content
is between 44 and 76 percent (Ref. 1,
Armak Co., 1982).

Rationale for Recommendations

1. Exposure information—A.
Production/use/disposal. In 1977,
between 0.2 million and 2 million
pounds of oleylamine were reported to
be produced in the United States (Ref. 3,
EPA, 1982). The current domestic
production of oleylamine is reported to
be in the range of 4.5 million to 5.5
million pounds (Ref. 1, Armak Co., 1982).

Oleylamine is a surfactant used
primarily as an additive in lubricating
oils. The compound is also used as a
gasoline additive (Ref. 1, Armak Co.,
1982).

In a 1972-74 survey, NIOSH estimated
that 3,073 workers are potentially
exposed to oleylamine (Ref. 7, NIOSH,
1982). Although the manufacture of the
compound is reported to be carried out
in a closed system (Ref. 1, Armak Co.,
1982), worker exposure is expected
during transport of the compound, end-
use processing, and use of lubricating
oils (Ref. 1, Armak Co., 1982; Ref. 6,
MacPherson, 1983).

B. Evidence for exposure. Worker
exposure occasionally occurs during
production (Ref. 8, MacPherson, 1983).
The general procedure for protection is
to wash the skin with 3 percent acetic
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acid. However, when contact with
oleylamine in oils occurs, this type of
removal is not expected to be used.

Dermal uptake of oleylamine in
mechanics was calculated to be about
one milligram per day. This is based on
these assumptions: that concentration in
lubricating oils is 150 ppr, exposure
time is one hour per day, exposed area
is 100 cm?, and the permeability
coefficient is 0.052 cm/hr (Ref. 4, ITC,
1983).

Environmental exposure varies with
the method of disposal at the site. Some
producers discharge into public
treatment works. Others use settling
ponds and filtration (Ref. 6, MacPherson,
1983).

1. Chemical fate information—A.
Transport. No information on the
transport of oleylamine was found.
Because of its high estimated octanol/
water partition coefficient, it is expected
to sorb to soil and organic sediments.

B. Persistence. Abiotic degradation is
not expected to occur. By analogy with
other primary amines (Ref. 10,
Yoshimura et al., 1980), oleylamine is
expected to biodegrade readily.

C. Summary. Because oleylamine is
expected to be biodegraded readily, no
recommendations are made for chemical
fate testing. g

ML Biological effects of concern to
human health—A. Acute toxicity. The
single-dose intraperitoneal LDs, of
oleylamine in mice is 888.6 mg/kg (Ref.
9, Stratmann and Eifinger, 1980). In
another study, mice received single oral
doses of oleylamine. At a close level of
800 mg/kg, no deaths were observed
among five treated animals; at a dose
level of 3,200 mg/kg, one death in five
animals was observed (Rel. 2, Eifinger
and Koehler, 1877).

B. Teratogenicity/embryotoxicity.
Eifinger and Koehler (Ref. 2, 1977)
studied the teratogenicity and
embryotoxicity of oleylamine in mice.
The test compound was administered
orally in single doses (dose levels: 200,
800, 3,200 mg/kg) and intraperitoneally
(dose levels: 200, 400, 800, 1,600 mg/kg)
to pregnant mice on day 9 of gestation.
Maternal toxicity (death) occurred
following intraperitoneal administration
at 800 and 1,600 mg/kg and oral
administration at 3,200 mg/kg.
Oleylamine was embryotoxic at all dose
levels by both routes of administration
and teratogenic by the intraperitoneal
route at the higher dose levels.

C. Toxicokinetic studies. No
information on absorption, distribution,
excretion, or cellular toxicity of
oleylamine was found. Because of the
physical properties of oleylamine,
particularly its high estimated octanol/
water partition coefficient and relatively
low molecular weight, the compound
may be absorbed through the skin (Ref.
8, Scheuplein and Blank, 1971).

D. Mutagenicity and carcinogenicity.
No information was found.

E. Rationale for health effects
recommendations. There is potential for
dermal exposure to oleylamine from
various occupational uses. Since no data
on dermal absorption of the compound
were found, toxicokinetic testing,
including study of percutaneous
absorption, is recommended.

If the toxicokinetic studies
demonstrate percutaneous absorption,
short-term genotoxicity and
teratogenicity tests should be
conducted.

IV. Ecological effects. Although
oleylamine is toxic to aquatic organisms,
tests to quantify the toxic effect levels
are not needed at this time. Based upon
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the manufacturing process reported,
substantial releases are unlikely.
Although releases from use are likely to
occur, such releases would be disperse,
The expected biodegradation of
oleylamine further reduces the
likelihood of substantial exposure to
aquatic organisms.
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