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Dated: May 8. 1989,
Victor J. Kimm,
Acting Assistant Adminisiretsr for Pestic ides
and Toxic Substonces.

Therefore, it is proposed that 40 CFR,
Chapter L. Subchapter R. be anended as
follows:

PART 790—{ AMENDED]

1. The authority citetion for Part 790
would continue to read as foliows:
Authority: 15 US.C. 2603.

2. In § 790.42, by adding paragraph
{=}{4] to read as follows:

§790.42 Persons subject to a test rule.

()" * °

{4) While legally subject to the test
rule in circumstances described in <
paragraph {a}{1} of this section, persons
who manufacture less than 500
kilograms [1.100 pounds} of the chemical
annually curing the period from the
effective date of the test rule io the end
of the reimbursement period, must
comply with the requirements of the test
rule onlv if such manufacturers are
directed to do so in a subsequent notice
as set forth in § 790.48, or if directed to
do so in a particular test rule.

3.In §790.48, by revising paragraphs
(3)}{2} ard (b){3] to read as follows:

§790.48 Procedure i no one submits a
letter of intent to conduct testing.
(a) * )

2} If no manufacturer subject to the
test rule has notified EPA of its intent to
conduct one or more of the required
tests within 30 days after the effective
date of the test rule described in
§ 780.40, EPA will notify all
manufacturers, including those
described in § 790.42{a}{4), by certified
mail or by publishing a notice of this
fact in the Federal Register spucifying
the tests for which no letter of intent has
been submilted 2nd will give such
manufacturers an opportunity to take
corrective action.

- » .. > »

(by* =~ .

{3) No later than 30 days after the date
of publication of the Federal Register
notice described in paragraph (b}(2) of
this section, each persor described in .
§ 790.40({a){4) and each person
processing the subject chemicul as of the
effective date of the test rule described
in § 790.40 or by 30 days after the date of
publication of the Federal Register
‘notice described in paragraph (b}(2) of
this section must, for each tes! specified
in the Federal Register riotice, either
notify EPA by letter of his or her intent
1o cemdact testing or submit to EPA an

application for an exemption from
testing requirements for the test.

4. In § 740.50, by revising paragraph
{aji1} to read as follows:

§790.50 Submission of study plans.

[El) » e 3 .

(1) Persuns who notify EPA of their
inient {o conduct tests in compliance
with a single phase test rule or consent
agreement as described in § 790.40{b}{1)
must submit study plans for those tests
prior to the initiation of each of these
test, unless directed by a particular test
rule or consent agreemeni io submit
study plans at a specific time.

» » + » >

|FR Doc. 83~11826 Filed 5-16-83: 8:35 am]
BILLING CODE 6560-50-M

40 CFR Part 799

[OPTS 42107; FRL-3572-5}
1,6-Hexamethylene Diisocyanate;
Proposed Test Rule

AGENCY: Environmental Pro'ection
Agency (EPA).
ACT!ON: Proposed rule.

summAaRy: EPA is proposing a test rule
under section 4 of the Toxic Substances
Control Act {TSCA) that would require
manufacturers and processors of 1,6-
hexamethylene diisocyanate (HDI] {CAS
No. 822-06-0} to test HDI for
oncogenicity, mutagenicity, reproductive
toxicity, developmental toxicity,
neurotoxicity, pharmacokinetics, and
hydrelysis. This proposed rule is EPA’s
response to the Interagency Testing
Commnittee’s (ITC) designation of HDI
for health effects consideration in its
twenty-second report to the
Administrator of EPA.

DATES: Submit written commerts on or
before July 17. 1988. If persons request
an opportunity to submit oral comments
by July 3, 1989, EPA will hold & public
meeting on this rule in Washington, DC.
For further information on arranging to
speak at the meeting, see Unit VI of
this preamble. The incorporation by
reference in this rule will be effective on
the effective date of the final rule.
ADDRESS: Submit written comments
identified by the document Control
number {OPTS-42107) in triplicate to:
TSCA Public Docket Office {TS-793),
Office of Pesticides and Toxic
Substances, Environmental Protection
Agency. Room NE-G004, 401 M Street
SW., Washington, DC 20460.

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

address from 8 a.m. to 4 p.m., Monday
through Friday, except legal holidays.

FOR FURTHER INFORMATION CONTACT.

Michael M. Stahl, Director, TSCA

Assistance Office {TS-799}, Oifice of
Toxic Substances, Room: EB—44, 401 M
Street SW.. Washington, DC 20460, {202)
554-1403, TDD (202). 554-0551.

SUPPLEMENTARY INFORMATION: EPA is
issuing a proposed test rule under
section 4(a) of TSCA in response to the
ITC's designation of HD! for health
effects testing consideration.

L Introduction
A. ITC Recommendation

In its twenty-second report to the EPA
Administrator, the ITC designated HDi
for health effects testing, including
chronic toxicity, oncogenicity, and
reproductive 2nd developmental effects.
The rationale behind this designation is
discussed in the Federal Kegister of May
20, 1988 (53 F= 18138). Based on an
ongoing carcirogepicity study being
conducted ir: one rodent species, the ITC
recommended :+at chronic toxicity
studies with cariinogenicity as an
endpoint be condusted in another
species in accordaincs with accepted -
guidelines.

B, Test Rule Deilelopment Under TSCA

Detailed discussions of the TSCA
section 4 findings (section 4{a)(1) (A)
and (B)) were provided in EPA's first . -
and second proposed test rulzs which
were published in the Federal Register
of July 18,.1980 (45 FR 48510), and June 5,
1981 {46 FR 30300).

EPA has evaluated the ITC's testing
recommendations for HD, relying
heavily on the Information Review (Ref.
1) developed by the ITC in support of
their findings, as well as the
supplemental information developed by
EPA (see Unit IX. of this preamble).
Based upon EPA's evaluation of this
information, EPA is proposing health
effects and chemical fate testing for HDI
under TSCA section 4{a}(1)(B). This
action completes EPA’s statutory
response to the ITC.

I1. Chemical Profile and Health Effects

The HDI chemical profile, a review of
published studies, and an analysis of the
heaith effects, including acute toxicity,
subchornic toxicity, chronic toxicity,
oncogenicity, mutagenicity, reproductive -
effects, developmental toxicity, and
neurotoxicity, and an analysis of
metabolism and pharmacokinetis of HDI
are described in the ITC's Information
Review (Ref. 1), the HDI technical
support document prepared by the
Syracuse Research Corporation (Ref. 2),
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and in the ITC Report published in the
Federal Register {53 FR 18201).

1L Findings

Under TSCA section 4{a}(1){B). EPA
finds that HDI is produced in substantiul
quantities, that there is or may be

substantial human exposure to HDI from -

its manufacture, processing, and use,
and that insufficient data and
experience exist to reasonably
determine or predict: {1) The oncogenic,
genotoxic, reproductive, developmental,
and neurotoxic effects of human
exposure to HDI resulting from its
manufacture, processing, and use; {2)
The absorption, distribution,
metabolism, and excretion of HDI in the
body as a result of dermal, oral. and
inhalation exposure from HDI
manufacture, processing, and use; and
(3) the chemical fate of HDI in the
atmosphere resulting from HDI
manufature, processing, and use. EPA
also finds that the testing program
proposed in this Federal Register notice
is necessary to, and will develop such
data.

A. Substantial Production

The public portion of the TSCA
section 8(b) Inventory data base lists
U.S. production of HDI as 1 to 10 million
pounds in 1977 {Ref. 1}. Mobay reported
1981 production at 9 to 11 million
pounds, and has estimated its 1987
production in the area of 11 million
pounds (Ref. 1). The actual production
and import volumes for 1987 have been
submitted as confidential business
information. EPA: finds that this annual
production volume is “substantial” as
that term is used in section 4{a){1}(B) of
TSCA.

B. Substantial Human Exposure

. FPA finds that the production and
uses of HDI-containing resins and
trimers in polyurethane paint systems
results in potential exposure to
'substantial numbers of workers. HDI is

-used in the manufacture of higher
molecular weight biuret polyisocyanate
resins and trimer polyisocyantate resins
used in polyurethane paint systems. The
greatest potential for occupational
exposures to HDI is ir coating
application operations, with an
estimated 153,000 autobody repair
workers having a potential for some
exposure to HDI biuret and trimer-
containing paints (Ref. 1). Potential
exposures to workers supporting EPA’s
finding are described in the Information
Review {Ref. 1). EPA believes that
potential exposure of 153,000 workers as
well as exposures listed in Reference 1 -
is “substantial” as that term is used in
section 4(a)(1)(B) of TSCA.

C. Insufficiency of Data

On the basis of its review of data.
EPA finds that existing data are
insufficient or unavailable to reasonably
determine or predict oncogenic,
genotoxic, reproductive, developmental.

" and neurotoxic effects on human

exposure to HDI resulting from its
manufacture, processing, and use.

EPA has reviewed all of the available
studies on the carcinogenicity of HDI
and has found no current completed
studies on the carcinogenicity of HDI in
laboratory animals in the available
literature, therefore there is insufficient
information to predict the carcinogenic
potential of HDL EPA recognizes that
HDI is currently undergoing testing in a
2-year rat inhalation toxicity/
oncogenicity study (Ref. 5). EPA is,
however, proposing that a bioassay be
conducted according to TSCA test
guidelines. Should this study (scheduled
for completion in mid-1988} be
completed, reviewed and found
acceptable by EPA prior to promulgation
of the final test rule, this test standard
will not be finalized. '

EPA has reviewed all of the available
studies and found them insufficient to
reasonably predict the mutagenic
potential of HDL There were no studies
on the reproductive or developmental
toxicology of HDI in laboratory animals
in the available literature, therefore
assessment of the fetotoxic potential
can not be done. There were no studies
on the neurotoxic potential of HDI
laboratory animals in the available
literature, therefore neurotoxic
assessment cannot be done. (Ref. 2).

EPA has recently received data on the
subchroric toxicity of HDI (Ref. 6).

These data have been reviewed by EPA

and found to be adequate. Therefore
EPA is not proposing subchronic testing
of HDIL.

EPA also finds that there are
insufficient data to reasonably predict
and compare the absorption,
distribution, metabolism, and excretion
of HD!I in the body as a result of dermal,
oral, and inhalation exposure due to
HDI manufacture, prosessing, and use.
Data on the pharmacokinetics of HDI
were not located in the available
literatura, therefore the absorption,
distribution. metabolism and excretion
of HDI canrot be determined. (Ref. 2).

FPA finds that available data are
insufficient to reasonably determine or
predict the rate of hydrolysis of HDI by
water vapor in the gas phase. Identifying
the rate of hydrolysis of HDI is
necessary to determine the availability
of HD! for absorption to humans. (Ref.
2).

D. Testing is Necessary

EPA believes that the testing of HDI
for effects noted in Unit LIL.C. will be
relevant to a determination of whether
HDI manufacture, processing and use
does or does not present an

-unireasonable risk of injury to human

health and the environment. EPA
believes that the testing proposed in this
proposed test rule will provide data
sufficient to make such a determination.

IV. Proposed Rule
A. Pruposed testing and Test Standurds

EPA is proposing that testing be
conducted in accordance with specific
test guidelines set forth in 40 CI'R Parts
795 and 798. All persons conducting
tests would conduct tests in accordance
with the TSCA Good Laboratory
Practice (GLP) Standards {40 CFR 792).
The specific tests EPA is proposing are
set forth in proposed § 799.2145 and are
identified in the table in Unit IV.D. of
this preamble.

The tiered testing schemes for
mutagenicity are discussed in detail in
the final test rule for the C, aromatic
hydrocarbon fraction {50 FR 20662; May
17. 1985). Modifications to the MVSL
including the option of substitution the
MBSL for the MVSL and the MBSL test

_ procedures were proposed in the

Federal Register notice of December 23,
1988 {53 FR 51847} and are incorporated
into this proposed rule.

EPA believes that pharmacokinetics
testing is necessary to reduce
uncerlainties associated with the
extrapolation of toxicity test data fiom
high 10 low doses. from species to
species, and from one route of exposure
to another. However, EPA is currently
reviewing its pharmacokinetics testing
guideline and will prupose a specific test
in & separate Federal Register notice.

To aseess the chemica! fate of HI) in
the aimosphere. EPA is proposing
hydrolysis testing. In the absence eof an
eMisting standard testing protocol for
lesting gas-phase hvdrolysis rates of
diisucyanates in the aimosphere, FPA is
proposing ihat the determination of the
rate of hydrolysis of HDI in air be
conducted in accordance with Holdren
et al. (Ref. 4).

R. Test Substunce

EPA is proposing that HDI of at least
98 percent purity be used as the test
substance. EPA has specified a
relatively pure substance for testing
because EPA is interested in evaluating
the effects atiributable te HDI itself.
FPA believes that this grade of HDI is
readily available for testing purposes.
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C. Persons required to test

Because EPA has found that there are
insufficient data and experience to
reasonably determine or predict the
effects on human health of the
manufacture, processing, and use of
HDI, EPA is proposing that persons who
manufacture and/or process. or who
intend to manufacture and/or process
HDI, other than as an impurity. at any
time from the effeciive date of the final
test rule to the end of the reimbursement
period be subject to the testing
requirements in Uiis proposed rule. This
period is defined in 40 CFR 761 3{h).
While EFA has not identified any
byproduct manufaciurers «f HDIL, ench

Tae

Chros:-2 toxicity:
1. Dncogentcity
Specific organ/tissue toxicity:

3. Developmental toxicity {oral) . . ...
Gene toxicity:
Gene mutations:
4. Saimonelia tvphimusivm .
5. Mammaiian celis in culture
6. Drosophila sex-linked rex

persons would be covered by the
requirements of this test rule.

Manufactures, including importers
potentiaily subject to the final rule
should consult the procedures in 46 CFR
Part 790. Processors subject to the final
rule, unless they are also manufaciurers,
would not be required to subimit lettere
of intent or exemption aprlicetions, but
should consult 40 CFR Part 790 for
additional delails.

EPA is not propos ng to require the
submission of equivalence data as a
condition for exemption from the
proposed testing for HDI because EPA is
interasted in evaluating the effucts
attribuiable to HD! itself anid has

specified a relatively pure subslance for
testing.

D. Reporting Reguirements

As required in 40 CFR 796.10, all data
developed under the final rule wozld be
reported in accordance with its TSCA
GLP Standards which appear in 40 CFR
Part 792. In addition 40 CFR Part 780
requires test sponsors to submit
individual study plans at least 45 davs
prior to the initation of each study.

As regnired by section 4{b){1}{C) of
TSCA, EPA is proposing specific
reporting requirements for each of the
proposed tests for HDI shown in the
following table.

.z— PROPOSED TESTING, TEST STANDARDS, AND RtPORTING REQUIREMENTS FOR HDI

- o

Chromosomal aberrations:
8. /n vitro cytogenctics.

9. In vitro cytogenetics.

10. Dominant lethal assay.

Acute neuroioxicity:

12, Functional observation ba!le'y

13. Motor activity... S,
Subchronic neurciox»cuy

14. Funciipnal 90-day observat-on batiery.

15. Moto- activity.

Chemical fate:
17. Hydrol'yel%

www

i . interm (6-
- Reporting
Test Test standard {40 CFR citation) deadline for mg
final report *
requied

................................. §798.3300 .. 53 8
2. Peproduction ang fertility effects. .. .. ... . el § 798.4700 29 4
§ 798.4900 12 1
§798.5265 9 1
§ 798.5300 19 2
lethal. §798.5275 N 4
7. Mouse visible specific locus or Mouse biochemical specific Iocus test ..o §798.5200 0r § 79551952 ..o 51 8
§798.5375 ..o esnenesnanens 10 1
§798.5385 24 3
...... § 798.5450 36 5
11. Heritable translocation 8S5ay ... .wecoes cer o coeenae § 798.5460 825 4
§ 798.6050 9 1
§ 758.6200 ] 1

..... § 798.6050 21

....... §798.6200 21

16, NOUICRENOIDGY . coocraerces e e v e & e e e § 798.6400 21
Hoidren (Ref. 4} ..o oo 12 1

* Nutnber of monihs alter the effective date of the final rule, except as indicated.

? MVSL/MBSL CGuideline proposed in 53 FR 51847 {December 23

, 1958).

4 Figure indicates the reporiing deadiine. in months, calculated trom the date of notification of the test sponsor by certified letter of Federal Register notice that,
1u"own-~g public program review of at of the then existing data for HDI, EPA has determined that the required testing must be performed.

V. Issves for Comment

1. This propuosed rule specifics TSCA
o2 guidelines as the test standards for
heuith effents tesiing of HDL EPA is
sghiciting comments as to whether these
guideiines are appropriate and
:quaie to characterize the heaith
efiects of HIL. EPA specifically requests

comments on whether EP‘\ s pmnuwd
rombined chronic toxicity/oncogs
{40 CFR 798.3320] guideline is
apprepriate and should be required in
place of the oncogenicity guideling {40
CFR 798.3300). The previsions of this
guideline are designed primarily for use
with the rat as the test species. The use
of this combined guideline would reflect

EPA’s concern for long-term low-dose
chronic effects of HDI that may not be
ndequately characterized by subchronic
testing alone. Oncogenicity testingina
second species would also be requirad.
2. EPA requests commenis on the
potential for HD! Lo hydrolyze in the
atmosphere. Based on the data reported
bv Holdren et al. (Ref. 4) for toluene
diisscyanate (TD1}, EPA believes that
the hvdrolysis rate of HDI in the gas
phasc with low to mnderate humidity {7
tn 70 percent) will be slow relative to
the hydrolysis rate in an agueous phase.
EPA solicits comments on the use of the
method reported by Holdren (Ref_ 4) to
assess the hydrolysis rate in a gas phase

with moderate to high humidity {70 to
100 percent].

3. EPA requesis comments on the
route of exposure {or testing. EPA is
proposing that most of the tests be
conducted by inhalation because it is
the most relevant route for human
exposure to HDIL However, because of
technical problems associated with
certain TSCA test guidelines (ie.,
reproductive effects and developmental
toxicity), and the desire to chcose a
route of administration and vehicle that
will assure that the dose is received by
the target tissues, EPA is proposing
exposure by gavage for reproductive
effects and developmental toxicity. EPA
requests comments on this approach




Federal Register / Vol. 54, No. 94 / Wednesday, May 17, 1989 [ Proposed Rules

21243

and also on the route of exposure for the
mutagenicity screens. In addition should
the inhalation route of entry be selected
for the developmental toxicity study
after the completion of the
pharmacekinetics study if the
pharmacokinetics study reveals
significant metabolic differences
between inhalation and gavage
exposures? EPA also requests comments
on an appropriate vehicle {e.g. corn oil}
for the gavage studies.

4. EPA requests comments on the
adeguacy of the genetic toxicity testing
scheme, in particular the use of bone
marrow assays for a highly reactive
substance such as HDL. Would
cytogenetic assays such as those
involving peripheral blood lymphocytes
or lung cells following i vivo exposures
be useful or be in a sufficient stage of
development and validation to provide .
useful information?

5. Diisocyanates are known to be
highly reactive biologically, with HDI
known to be a respiratory and dermal
irritant and sensitizer. EPA requests
comments on the role these properties
will pay in selecting an appropriate
animal model for testing, and what
additional testing may be needed to
assess these effects in humans.

6. EPA requests comments on the
reporting requirements (schedules} for
the cited guidelines.

V1. Economic Analysis of the Proposed
Rule

To assess the potential economic

- impact of this rule, EPA has prepared an
economic analysis that evaluates the
potential for significant economic
impacts on the industry as a result of the
proposed testing. (Ref. 3}

Total testing costs for the proposed
testing of HDI are estimated to range
from $2.3 to 3.3 million. To predict the
financial decisionmakine i artices of
manufacturing firms, these costs have
been annualized. Annuah.«d costs are
compered with annual revenue 2s an
indication of potential iinpact. The
annualized nosts represent equin 2lent
constan costs which would have tu be
recouped each yeer of the payback
period to finance the testing expenditure
in the first year.

The annualized test cosls. using s 7
pereent cost of capital over a period of
15 years, range from $253,700 1o
$362,000. The production volume and
price information have been cloimed
confidential and are contained in the
economic anelysis which is being
treated as CBL

VIL Availabilily of Test Facilities and
Personnel

As required by section 4{b){1) of
TSCA., EPA has condueled a study to
assess the availability of lest facilitics
and personnel to handle the additional
demand for testing services created by
section 4 test rules and found that there
will be available test facilities and
personnel to perform the testing
specified in this proposed rule. Copies nf
the study, Chemical Testing Indusiry:
Profile of Toxicological Testing, can he
obtained through the National Technical
Information Service (NTIS), 5285 Port
Royal Road, Springfield, VA 22161 (PB

82-140773). A copy of this study is

coniained in the rulemaking record for
this proposed rule.

VII. Public Meeting

If persons indicate 1o EPA that they
wish to present oral comments on this
proposed rule to EPA officials who are
directly responsible for developing the
rule and supporting analyses, EPA will
hold a public meeting after the close of
the public comment period in
Washington, DC. Persons who wish to
attend or to present comments at the
meeting should call the TSCA
Assistance Office (TAQ): (202} 554-1404
by July 3, 1989. No meeting will be held
unless members of the public indicate
that they wish to make oral
presentations. While the meeting will be
open o the public, active participation
will be limited to those persons who
arranged to present comments and to
designated EPA participants. Atlendees
should call the TAO before making
travel plans to verify whether a meeting
will be held.

Shouid a meeting be held, EPA will
transcribe the meeting and include the
writien transcript in the rulemaking
record. Participants are invited, but not
reguired. to submit copies of their
slatements prior to or on the day of the
meeting. All such wriiten materials will
become part of EPA's record for this
refemuking. '

IX. Comments Contsining Confidential
Business Information

Any person who submits comments
which the person claims as Confidential
Bausiness Information [CBI) must mark
the enmments as confidential.
Comments not claimed as confidential
at time of submission will be placed in
the public file. Any comments maiked
confidential will be treated in-
accordance with the procedures in 40
CFR Part 2. EPA requests that any
person submitting confidential
comments prepare and submit a

- of HDI to the Priority List (53 FR 18135; May

sanitized version of the comments which
EPA can place in the public file.

X. Rulemaking Record

EPA has established a record for this

rulemaking {docket number OPTS-

2107). This record contains the basic
information considered by EPA in
developing this proposal and
appropriate Federal Register notices.
EPA will supplement this record with
additional relevant information, as’
necessary. #

CBIl, while part of the record, is not
available for public review. A pubiic
version of the record, from which CBI
has been deleted, is available for
inspection in the OPTS Reading Room,
Rm. G-004, NE Mall, 401 M St. SW.,
Washington, DC 20460, from 8 am tu 4
pm, Monday through Friday, excep!
legal holidays. EPA will supplement this
record periodically with additional
information received.

The record includes ihe following
information:

A. Supporting Documentotion

{1} Federal Regisler notices peitamning to
this rule consisting of:
_(a) Notice containing the ITC designatinn

20, 1988) and all comments on HDI received
in response to that notice.

{b} Rules requiring TSCA section 8(a} {53
FR 18211; May 20, 1988} and 8{d) reporting {52
FR 16022; May 1, 1987) on HDL

(c) Notice of final rule on EPA's TSCA
Good Laboratory Practice Standards {48 FR
53922; November 29, 1983).

{d) Notice of final rule on data
reimbursement policy and procedures {48 FR
31786; July 11, 1983}

(e} Interim Final Rule: Procedures
Governing Testing Consent Agreements and
Test Rules Under the Toxic Substances
Control Act {40 CFR Part 790).

{2} Support documents consisting of-

{a) Techrical support durument for
propused rule.

{b] Economic impaact analysis of proposed
rule for HDI.

{3} TSCA test guidelines cited as test
»tundards for this rule.

{4j Communications heigre proposa:i
tonsisting of: :

ta) Written public comments and letiers,

b} Contact reports of telephone
vonversations.

[} Meating summaries.

{5] Reports—publishad and unpublicked
factual maiarials including Chemiual Tusiing
industry: Profile of Toxicolapien] Testing
{Outober, 7981}

{6} Disia oo vt amder section 8iag ol

TSEA

B Eolocences

{1i Dynamac Corporation. “Informaiian
Review 1.6-diisucyanatohexans,” IR-323
Forkvilie, MI). {june 24, 1988).

{2} Syracuse Research Corporation.
“Review of Some Critical Studies on 1.0
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Hexamethyl Disocy anate,” Syracuse. NY.
tTuly 8, 1988).

(1) EPA. “Economic Impact Analysis of
Propused Test Rule—Hexamethylene
Diisoeyanate, Non Confidential version”,
Washington, DC {April 13, 1989).

{4} Holdren, M.W., Spicer. C.W.. Riggin.
R.M. “"Cas Phase Reaction of Toluene
Diisucyanate with Water Vapor”, Amecican
ledustrial Hygiene Association Journal.
45:626-633 (1984).

{5} Letter from F. ]. Ruttay, Manager.
Regulatory Compliance, Mobay Corporalion,
Putstiurgh. PA. to R. Brink, TSCA Interagency
{esting Committee. (January 21, 1988)

{6i Mobay Corporation. "80-day Inhalation
Texcity Study With 1,6 Hexamethylene
Biisocyanate (HD]) in Rats,” Study Number
81--141-01, {December 48, 1968) (EPA No #6-
BHG00080}.

X1. Other Regulatory Requirements
A Executive Order 12241

Under Executive Order 12291, EPA
must judge whether a rule is “major”
and therefore subject to the requirement
of « Regulatory Impact Analysis. EPA
hus determined that this proposed test
rule would not be major because it does
not wieet any of the criteria set forth in
section 1(b) of the Order: i.e., it would
rot have an annual effect on the
cconomy of at least $100 million, would
fiot cause a major increase in prices. and
would not have a significant adverse
eifect on competition or the ability of
LS. enterprises to compete with foreiga
enterprises.

This proposed rule was submitted to
the Office of Management and Budget
{OMB]} for review as required by
Faecutive Order 12291, Any wrilten
comaents from OMB to EPA, and any
FPA response to those comments, are
mmcluded in the rulemaking record.

8. Rewvlatory Flexibidity Act

Under the Regulatory Flexibility Act
{5 U.S.C. 601 ef seg.. Pub. L. 96-354,
September 19. 1980). EPA is certifying
thwet this test rule, if promulgated. wouild
not have a significant impact on a
subistantial number of small businesses
hecause: (1) They would not be
exvected to perform testing themsclves.
o1 to participate in the organization of
the: testing effort; (2) they would
exserience only very minor costs, if any,
in securing exemption from testing
cequirements: and (3) they are unlikely
t be affected by reimbursement
tegasirements.

C. Peperwoirk Reduction Adt

OMB has approved the information
collection requirements contained in this
proposed rule uader the provisions of
the Paperwork Reduction Act. 44 US.C.
4501 et seg. and has assigned OMB
control number 2070-0033.

Public reporting burden for this
coliection of information is estimated to
average 1027 hours per response.
including time for reviewing
instructions, searching exisling data
sources, gathering and maintaining the
data needed, and completing and
reviewing the collection of information.
The total public reporting burden is
estimated to be 17.454 hours for all
responses.

Send comments regarding the burden
estimate or any other aspect of this
coliection of information, including
suggestions for reducing this burden. 10
Chief, information Policy Branch, PM-
223. U.S. Environmental Protection
Agency, 401 M St.. SW., Washington, DC
20460: and to the Office of Information
and Regulatory Affairs, Office of

- Management and Budget, Washington.

DC 20503, marked *Attention: Desk
Officer for EPA." The final rule will
respond to any OMB ‘or public
comments on the information collection
requirements contained in this proposal.

List of Subjects in 40 CFR Part 739

Chemicals, Environmental protection.
Hazardous substances, Testing,
Labioratories, Recordkeeping and
reporting requirements. Incorporation by
reference.

Dited: May 2. 1989,

Charles Elkins,
A¢eing Assistant Administrator for Pesticides
anrd Tonic Substances.

Therefore, it is proposed that 40 CFR
Part 799 be amended as follows:

PART 795—| AMENDED]

4. The authoerity citation for Part 799
would continue to read as follows:

Authority: 15 11.8.C. 2603, 2611, 2625.

b. By adding § 799.2145 to read as
tollows:

§ 799.2145 1,6-Hexamethylene
diisocyanate.

{a) identification of test substance. (1}
1.6-Hexamethylene diisocyanate (HDI1}
(CAS No. 822-06-0) shall be tested in
accordance with this section.

{2) HDI of at least 98 percent purity
shall be used as the test substance.-

{b} Persons required to submit study
plass, conduct tests, and submil data.

All persons who manufacture (including -

traport or byproduct manufacture) or
process HD! other than as an impurity
from (44 days after the publication date
of the final rule in the Federal Register)
to the end of the reimbursement period
shall submit letters of intent to conduct
testing. submit study plans, conduct
tests, and submit data or submit
exemption applications as specified in

this section, Subpart A of this part, and
Parts 790 and 792 of this chapter for
single-phase rulemaking.

(c) Health effects testing—(1)
Oncogenicity—(i) Required testing. An
oncogenicity test shall be conducted
with HDI by inhalation using the Fischer
344 rat and one other rodent species in
accordance with § 798.3300 of this
chapter.

(i1} Reporting requirements. (A) The
oncogenicity test shall be completed and
the final report submitted to EPA within

53 months of the effective date of the

final rule.

{B) Progress reports shall be submitted
at 6-month intervals beginning 6 months
after the effective date of the final rule
until submission of the final report.

{2) Reproduction and fertility
effects—I{i) Required testing. A
reproduction and fertility effects test
shall be conducted by gavage in corn oil
with HDI'in accordance with § 798.4700
of this chapter. '

(it) Reporting requirements. {A) The
reproduction and fertility effects test
shall be completed and the final report
submitted to EPA within 29 months of
the effective date of the final rule.

{B) Progress reports shall be submitted
at 6-month intervals beginning 6 months
after the effective date of the final rule
until submission of the final report.

(3) Developmental toxicity—{i)
Required testing. A developmental
toxicity test shall be conducted by
gavage with HDI in accordance with
§ 798.4900 of this chapter.

(ii) Reporting requirements. (A) The
developmental toxicity test shall be
completed and the final report submitted
to EPA within 12 months of the effective

- date of the final rule.

(B) Progress reports shall be submitted
6 months after the effective date of the
final rule until submission of the final
report.

{4) Mutagenic effects—gene
mutations—{i) Required testing. (A) A
Salmonella typhimurium reverse
mutation assay shall be conducted with
HDI both with and without metabolic
activation in accordance with § 798.5265
of this chapter. .

{B) A gene mautation test in
mammalian cells shall be conducted
with HDI both with and without
metabolic activation as specified in
§ 798.5300 of this chapter if the results
from the Salmonella typhimurium test
conducted pursuant to paragraph
{c)(4)(i}{A) of this section are negative.

{C) (7) A sex-linked recessive lethal
test in Drosophila melanogaster shall be
conducted with HDI in accordance with
§ 748.5275 of this chapter except for the
provisions in paragraphs {(d)(5) (ii} and




Federal Register / Vol. 54, No. 94 / Wednesday, May 17, 1889 / Pmpnsc «J Rules

21243

{111} of § 798.5275, unless the results of
both the Sa/monsila typhimerium 1est
vonducied pursuant to paragraph
{c){4}i){A) of this section and the
mammalian cells in the cullure gene
mutation test conducted pursaunt 1o
pazagraph {c}{4){i}(B) of this section, iv
required, are negstive.

(2) [Reserved]

(D} (7) A mouse visible spediiic louus
test or a mouse biochemical specific
locus test shall be conducted with HD!
by inhalation in accordance with
§ 788.5200 of this chapter excepft for the
provisions in paragraph (d}{3}{iii) of
§ 798.5200, or in accordance with
§ 793.5195 of this chapter except for the
provisions in paragraph (d)}(5})(iii} of
§ 798.5195 of this chapter, if the resuits
of the sex-linked recessive lethal tast
conducted pursuant to paragraph
{c)(4)(i}{B) of this section are positive
and if. afler a public program review,
EPA issues a Federal Register nolice or
sends a certified letter to the test
sponsor specifying that the testing shall
be initiated.

- {2) For the purposes of this section,
the following provisions glso apply:

(/] Dose levels. The duration of.
exposure shall be for 6 hours per day.

(i) Route of administration. Animals
shall be exposed to HDI by inhalation.

{ii) Reportirig requirements. {A) The
gene mutation tests shall be completed
and final report submitted to EPA as
follows: ‘

(7) The Salmonella typhimurivin
reverse mutation assay within 9 months
of the effective date of the final rule.

(2) The gene mutation in mammalian
cells assay within 19 months of the
effective date of the final test rule. |

{3) The sex-linked recessive-lethal test
in Drosophila melanogaster within 31
months of the effective date of the final
rule.

{#) The mouse visible specific-locus
test or mouse biochemica} specific locus
test within 51 months of the date of
EPA’s notification of the test sponsor by
ceriified letter or Federal Register notice
under paragraph (c){4}{i)(C) of this
section that testing shall be initiated.

(B) Progress reports shall be submitted
to EPA for the Drosophila sex-linked
recessive lethal test 6 month intervals
beginning 6 monihs after the effective
date of the final rule until the
submission of the final report.

(C) Progress reports shall be
submitted to EPA for the mouse visible
specific locus test or mouse biochemical
specific locus test at 6-month intervals
beginning 6 months after the date of
EPA’s notification of the test sponsor
that testing shall be initiated vntil
s bmission of the final report.

15) Mutegen’e effects—chromoesaul
aherrotion—{i) Reguired testizg. (A An
in vitro cytogenetics test shali be
conducted with HDl in escordanee with
§ 798.5375 of this chapter.

{B) {7) An jn vivo cytogeneiics fext
shall be condueted with KDl in
arcordance with § 798.5385 of this
chapter except for the provisions in
paragraphs {3){3) (iii) and iiv). if the 1
vitro test coaducted pursusnt o
paragraph [c){5){i){A) of this section i
negative.

(2) For the purpose of this section. the
following provisions also apply:

(7§ Route of edministration. Animals
shall be expused to HDI by inhalation.

(/1) Trectment schedufe. The durstion
of exposure shall be for 6 hours per day
for 5 consecutive days with one sacrifice
time or for 6 hours per day for 1 dey
with 3 sacrifice times.

(C) (7) A dominant lethal assay shull
be conducted with HD§ in accoerdance
with § 798.5450 of this chapter except for
the provisions in paragraphs (d){5) {ii)
and (iii), unless both the in vitro and in
vivo cytogenetics tests conducted
pursuant to paragraphs {c)(5){i} {A) and
{B) of this section are negative.

(2) For purposes of this section, the
following provisions also apply:

(/) Route of administration. Animals
shall be exposed by inhalation.

(:) Treatment schedule. The duration
of exposure shall be for 6 hours per day
for 5 conseculive days.

(D) {1) A heritable translocation test
shall be conducted with HDI in
accordance with § 798.5460 of this
chapter except for the provisions in
paragraphs (d)(5) (i} and (iii), of the
results of the dominant lethal assay
conducted pursuant to paragraph
(e}{5)()(C) of this section are positive
and if, after a public program review,
EPA issues a Federal Register notice or
sends a certified letter to the test
specifying that the testing shall be
initiated.

(2) For the purposes of this sestion.
the following provisions also apply:

() Route of administralion. Animals
shall be exposed to HDI by inhalation.

{i7) [Reserved}

(ii} Reporting requirements. A} The
chromosomal aberration ( -sts shali be
completed and the final reporis
submitted to EPA as follows:

{#) The in vitro cytogenetics test
within 10 months of the effestive date of
the final rule.

(2) The 7n vive cylogenetics test
within 24 months of the effective date of
the final rule.

{3) The dominant lethal assay within
36 months of the effective date of the
final rule.

19} The hoiitahle translocsGon 1ot
within 25 munths of the dats ol 7P
nutification of the test sponsor by
'..n'nm J lettay or Fedetal Rogister »ota
de pJ har 19’1 ll :(' ("(‘)] of f‘ H

lvih.al 2554 ,:,
heginuing & r'n'ﬂhs alter l‘r
date of tha i“'x al rula vaiil s
the av);: walne Fnalreport.
1G] Progi esg reports shall b
.-mbmil(ed 13 EPA for the heritabie
trangloation assay at 6-month intervals
beginning 6 months after the dute of
EPA’s notification of the test sponsn
that testing shall be initiated untl
submission of the final report.

{6} Neurstoxivity—{i} Roguired
teszing. (A} 7) An aeuie and subchs anie
functional observation battery shali be
conducted with HDI in accordance with
§ 798.6030 of this chapler exvcept fur the
provisions in paragraphs () {5} and (6)
of § 768.6050.

2) For the purpose of this section, the
following provisions also apply:

{/) Duration and frequency of
exposure. For the acute study. ammals
shall be dosed for 4 10 8 hours ance. For
the subchronic study, animals shall be
dosed for 6 hours per day, 5 days par
week for 90 days.

{i1) Route of exposure. For the acute
and subchronic studies, animals shali be
exposed to HDI by inhalation.

(B) (1) An acute and subchroni: mator
activity test shall be conducted with
HDI in accordance with § 798.6200 of
this chapter except for the provisions in
paragraph (d) {5) and (6) of § 798.:200.

(2) For the purpose of this section, the
following provisions also-apply:

(/) Duration and frequency of
exposure. For the acute study. animals
shall be dosed for 4 10 6 hours onie. For:
the subchronic study. animals shall be -
dosed for 6 hours per day. 5 days per
week for 90 days.

(i)} Route of exposure. For the sonte
and the subchronic studies. animals
shall be exposed to HDI by inhalation.

(CH 1) A neuropathology test shall be

" conducted with HD} in accordance with

§ 798.6400 of this chapter except for the
provisions in paragraphs {d) {5} and (6)
of § 798.6400

{2} For the purpose of this sedtine. tha
following provisions also apply:

{7) Duration and frequency of
exposure. Animals shall be dosed fo:- &
hours per day. 5 days per weeh for 80
days.

77} Route of axposure. Animals shall
be exposed to HDI by inhalation.
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1) Reporting requirements. (A} The
subchronic functional observation
battery, subchronic motor activity, and
neutcpathology tests shall be coapleted
and the final reports submilted to EPA
within 21 months of the effective date of
the finut crule.

{B} The acute functional vhservation
Lattery and acute motor activity tesls
shull be completed and the final reports
submitted to FPA within 9 months of the
effective dute of the fina! rule.

{C}) Progress reports shall be
subinilted to EPA for the acule and
subchronic functional ohservation
battery, acute and subchronic motor
activity, and neuropathology tests at 6-
month intervals beginning 6 months
wller the effective date of the final rule
until submission of the applicable final
report.

(7Y Pharmacohivetics Testing—
|Reserved]

(d) Chemical fute testig—
Hvdrolysis—{1) Required testing. A rate
of hydrolysis in the gaseous phuse shatl
be conducted with HDI in sccordance

with the test guideline by M.W. Holdren.

C.W. Spicer. and R.M. Riggens entitled.
“(+as Phase Reaction of Toluene
Diisocvanate with Water Vapor™
published in: American Industriul
Hvelene Association Juurnal, 45:6206-633
(1984} which is incorporated by :
reference. This method is availuble tor
inspeciion at the Office of Federat
Hegister. Rm. 8301, 1100 L. 8t. NW..
Wishington, DC 20408 aad copies qiay
be obtained from the EPA TSCA Public
Docket Office, Rm. NE C-004, 401 M
Strect SW., Washington. DC 20360, This
incorporation by reference wus
approved by the Director of the Federal
Fegister in accordance with 5 LLS.C.
ans{u) and 1 CFR Part 51. This material
ix tncorporided as it exists on the
etfective date of this seciion and &
notice of any change in this materiul wit
L:e pubsiished in the Federal Register.
Caopies of the incorporated meteris! may
L oblained from the Document Continol
Qificer {1S-795), Office of Pesticides
and Toxie Substances, Fuviroanental
piection Agency, R NE-GUOS. 301 M
4 SW., Washington DC. 20360,
iZy fie G e gairerinds. (i) the
budrolysis in the guseuus phase t st
«mll be completed and the Haal r(‘pml
Hmitted to EPA within 12 months of
?m eHeclive date of the ride.

{11} A progress report shall be
s..bmitted to EPA for the by droly sis tent
6 months after the effective dute of the
firtad rule.

el Effective dutes. (1) This rule shali
hecome effective 44 days after date of
publication of the final rule in the
Federal Register.

sl

(2} The guidelines and other test
methods cited in this section are
referenced as they exist on the effective
date of the final rule.

{{nioration collection requirements have
breen approved by the Office of Management
and Budget under control number 2070-0033)

{t'R Doc. 89-11824 Filed 5-16-89: 8:45 am]
BILLING CODE 8560-50-M

DEPARTMENT OF TRANSPORTATICN
Coast Guard

46 CFR Parts 10 and 15
{CGD 81-059al
RiIN 2115-AB91

Licensing of Officers and Operators
for Mobile Offshore Drilling Units

AGENCY: Coust Guard, BOT.

ACTION: Supplemental Notice of
Pronosed Rulemaking

SuMMARY: This supplementdl not'« e
deuls solely with the licensing of officers
on mobile offshore drilling units
[MODUs) and the manning of these
vessels. This proposal would replace the
{nt¢:im Final Rule published on October
16, 1987 {52 FR 38660}. The effective date
of that {nterim Final Rule was
suspended indefinitely on February 28,
19 (54 FR 8334). The licensing
ture implements National
sportation Safety Board (NTSB)
recommendations for the establishment
of pie rsonsel quolifications and manning
regitations for this type of vessel.
(‘nmp innce with these minimum
lurds will ensure that qualified
idusls are on bourd to deal with
rine sufety related mutters.
oaTE: Comments must be receiv r':l onor
before June 16. 1989
ADORESSES: Comments should be
sulimitted to: The Executive Secretary,
M.erine Safely Council {G-LRA-2} [CGD
81-n30uf US. Coust Guard. Washington,
DC 255930001, Between 8:00 a.m. and
2910 pome, Monday through Friday.
conunents may be delivered to and will
v avaiieble for inspection or copying at
the Muziae Salety Council (G-1L.RA-2).
Rorm 3600, U.S. Coast Guard
Headguarters, 2100 Second Streetl. SW.,
hingion. DC 20593-0001, (202) 267 -

FOR FURTHER INFORMATION CONTACT:
LCOR Geruld D. Jenkins, Project
Manager, Office of Marsine Sefety,
Security and Environmentul Protection,
{(:-MVP}, phone (202} 26:-0224.
SUPPLEMENTARY INFORMATION:
Interested persons are invited to

participate in this rulemaking by
submitting writien data, views, or
arguments. Written comments should
include the name and address of the
person making them, identify this notice
[CGD 81-059a), the specific section of
the proposal to which the comment
applies, and the reason for the comment.
Persons desiring an acknowledgement
that their comment has been received
should enclose a stamped, self-
addressed postcard or envelope. All
comments received before expiration of
the comment period will be considered
before final action is confirmed.

Drafting Information

The principal drafters of this
supplemental notice are: LCDR Gerald
D. Jenkins, Of".ce of Merchant Marine
Safety. Security and Environmental
Protection, and CDR Gerlad A. Gallion.
Gffice of Chief Counsel.

Background

The Notice of Proposed Rulemaking to
completely revise licensing regulztions
in Part 10 of Title 46, Code of Federal
Regulations, published on August 8, 1983
(48 FR 35920j included proposed rules
which formalized the special industry
licenses and extended their application
to all mobile offshore drilling units. As s
resull of comments received, a separate
Supplemental Notice of Proposed
Rulemaking concerning the licensing of
officers on MODUs and the manning of
these vessels was published on October
24. 1985 (50 FR 433686). The Coast Guard
received generally good support from
the mobile offshore drilling industry.
Forty-five specific written comments
were submitted and the International
Association of Drilling Contractors
{IADC) provided the detailed MODU
On-Board Marine Task Analysis Report.
An Interim Final Rule was published on
October 16. 1987 (52 FR 38660). The
Coasl Guard received fifteen written
comments to the Interim Final Rule.
These comments demonstrate that
additional changes were necessary in
order to adequately address several
subjects. This supplemental notice
revises the offshore installation manager
qualifications and MODU manning
levels. It also provides a procedure by -
which uniicensed individuals currently
sesving in positions requiring licenses
can oblain the required credentials.

Specific Comment Areas

1. Effective date of regulations. The
nature of the comments r.ade to the
previously published Interim Final Rule
demonstrate that extensive changes tu -

- the rulemaking are appropriate. To

facilitate public comment on these




