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SUMMARY: The Interagency Testing
Committee (ITC) recommended that
EPA consider requiring health effects
testing of halogenated aikyi epoxides.
Under section 4(a) of the toxic
Substances Control Act (TSCA), EPA is
proposing that the manufacturers and
processars of hexalfuoropropyiene
oxide (HFPO), one member of the
category of halogenated alkyl epoxides.

.. test HFPO for mutagenicity,

oncogenicity, and reproductive effects,
EPA is not proposing that HFPO be

. tested for teratogenicity as

recommended by the [TC bacause the

- Agency has found no evidence to

suggest that HFPO may produce
teratogenic effects. EPA is also not
proposing an epidemiology study for
HFPO because a suitable cohort i3 not
availaple. EPA is not initiating:
rulemaking to require testing of other
members of the category of halogenated_
alkyl epoxides at this time. A separate
notice published in today's Federal
Register explains that decision. -
OATES=: The public is asked to submit
wrilten comments oa this propdsed rule
on ar before February-28, 1984, If- -
persons request time for oral comment -
by February 13, 1984. EPA will hold a

‘public meeting on March 14. 1984, to

receive oral comments on this proposed
rule in Washington: D.C. For further :
information on arranging to speak at the
meeting see Unit VI of this preambie;
AOCRESS: Address writterr comments
identified by the document control
number (OPTS—42044] in tripiicate to:

-TSCA Public Information Office (TS-
783), Office of Pesticides and Toxic
- Substances, Environmental Protection

Agency, 401 M St. SW., Rm. E-108.
Washington, D.C. 20460. i
A public versien of the administrative
record supporting this action, with
confidential business information :
deleted. i» available for inspection at the
abave address from 8:00 a.f. t0.4:00
p.m.. Monday tifrough Friday. eéxcept
legal holidays. B
FOR FURTHER INFORMATION CONTACTS
Jack P. McCarthy, Director. TSCA
Assgistance Office (TS-799); Office of -
Toxic Substances, Environmental™ .

substances and mixtures to develop -
data relevant to determining the risks
that such chemicals may present. to
health and the environment, :

Section 4{e) of TSCA established an
Interagency Testing Committee (ITC) to
recommend to EPA a list of chemicals to
be/considered for testing under section
4(a) of the Act. ! -

* The ITC designated halogenated alkyi
epoxides for priority constderation in its
Second Report. published in the Federal
Register of April 19, 1978 (43 FR 18684).
The [TC defined this category of
halogenated alkyi gpoxides as
“halogenated noncydlic aliphatic )
hydrocarbons with one or more epoxy
functional groups.” Seven specific
corapounds in this category were-
discissed in the ITC's Report: 1-chloro-
2.3-epoxy propane (epichlorchydrin or
ECH]; 1.1.1-trichloro-2.3-epoxypropane :
(TCPO); 1-bromo-23-epoxybutane
{epibromohydrin or EBH); 1.4-dichloro-
2.3-epoxybutane (DCBOY; 1.1.1-trichloro-
3.4-epoxybutane (TCBO}); ] :
tetrafluoroethylene axide (TFEO}); ,
hexafluoropropylene oxide (HFPO).

The [TC recommended that ’
halogenated aikyl epoxides be
considered for tasting for
carcinogenicity, orutagenicity, .
teratogenicity; and other chronic effects.
and that epidemiolagy studies should be
considered. The ITC's recommendations
for this category were based on: 1) High
production levele for one member of the
chemical category (500 million pounds
annually for epichlorohydsin), (2) a

. National [nstitute for Occupational -

Séfety and Heaith (NIOSH) estimate

" that between 50,000 and 140.000 worke:

are exposed to epichlorohydrin
annually, (3) expected increases in the
use of other halogenated alkyl epoxides.

and (4) limited studies on oncogenic, R

mutagenic, teratogenic, and other -
chronic effects of halogenated alkyl
epoxides. .

Under section 4(a){1) of TSCA. EPA’
must require testing of-a chemical
substance or mixture to.deveicp heaith
or environmantal test data if the Agency
finds that .

(A)(i) the manufacture, distribution in
commerce. processing, use, or disposai of a.

ENVIRONMENTAL PROTECTION - Protection Agency, Rm. E-543, 40T M'St.  chemical substance or mixture, or thatany
AGENCY - - . SW., Washington, D:C. 20460 toll free: _ combination of such activities, may
K (8004240085}, i Washington, D.C: ° an unreasonable risk of injury to health or the
. i . environmnent, . .
. 40 CFR Part799 ‘ a _ Esoss-;a%gfumde rh;gg& (ii) thers ars insuffictant data and _
(OPTS-42044; FRL 2485-2} ] . experience upon which the effects of such
. Lo SUPPLEMENTARY INFORMATION: manufacture, distribution in comxm%
Hexafluoropropyiene Oxide Proposed : ground . processing, use. or dispasal of such substance
Test Rule L Back . : . aor mixture or of any combination of such
X R Section 4(a) of TSCA (Pub. L. 94488, . activities on hesith or the environment can
AGENCY: Environmental Protection 90 Stat, 2003 et seq.; 15 U.S.. 2601 et seq.]  reasonably be determined: or predicted. and
Agency (EPA). authorizes EPA to promuigate (iff] testing of such substance or mixture
ACTION: Proposed rule. regulations requiring testing of chemical duz:i; lr:;p':c; tga s:::ho :ﬂ’ecu is necessary to

(B)(i) & chemical substance or mixture is or

.- will be-produced in substantial quantities,

and (I) it enters or may reasonabily be
anticipated t0 entar the environment in
substantial quantities or (I} there is or may
be significant or substantiai human exposure
to such substance or mixturs,

(ii) there are insufficient data and . -

" experiencs upon which:the effects of the

manufacture. distribution in commerce, .
processing, use, or disposal of such substance
or mixture orof any combination of suck .
activities on heaith or the environment can
reasonably be detertined or predicted. and
(iii) testing of such substance or mixrars
with respect to such effecs {3 necessary o
develop such data. )

EPA uses a weight of evidence
approach in making a section_
4(a)(1)(A)(i) fnding in which both
exposure and toxicity information are
considered to make the finding that the

- chemical may present an-unreasonable

risk. For the finding under section -
4{a)(1){B)(i}, EPA considers only
‘production, exposure, and release.
information to-determine if there is o
may be substantial production and
‘substantial or significant exposure or
substantial reiease. For the second
finding under both sections 4{a}(1)(A}
and 4(a)(1)(B), EPA examines toxicity
and fate studies to determine if existing -
information is adaquate to reasonably )
determine-or predict the effects of
human exfiosurs to, or environmental
release of, the-chemical. In making the
third finding, that testing i3 necessary,
EPA comsiders whether any ongoing. .
testing will satisfy the information needs
for the chemical and whether tasting
which the Agency might require would
be capable of developing the necessary
information. .

EPA'’s process for determining when
these findings apply is described in

- detail in EPA’s first and second

proposed test rules. Tha section
4a}(1)(A) findings ars discussed in the
Federai Register of July 18, 1980 (45 FR
48323ﬂ);nd June 5, 1981 (éﬁ FR 30300)
and the section 4(a)(1)(B) findings are
discuseed in meﬁst}alﬂ)nemm of June
15. 1981 (46 FR 30302). o

In evaluating the ITC's testing -
recommendations for halogenated alkyl -
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epoxides, EPA cun.ndgrad all &vulablx
reigvant information including the
following Information presented in the
[TC's report recommending testing

TSCA: section 8(a} Preliminary

" Asgessment [nformation Rule {40 CFR

Part 712); unpublished health and safety
studies submitted by manufacturers of
halogenated alkyl epoxides undecthe
TSCA section 8(d} Heaitlr and Safety -
Data Reporting Rule (40 CFR Part 718};
and other published and wnpubiished
data available to the Ageucy. On the
basis of its evaiuation as described in
this preambie and the accompanying
technical suppart document, EPA is
proposing mutagenicity, oncogemicity,
and reproductive effects testing
requirements for hexafluoropropylene

. axide under section 4(a)(1}{A) of TSCA.

_EPA is not initiating rolemaking to
* require testing of ather members of the

category of halogenatied alkyl epuxides
at this time. A separate notics published
slsewhere in this issue of the Federal

' Register explains that decision.

1. Hexafluoropropylene

A Profile -

hexaﬁmmpmpyiene oxide, CAS No.
428-58~1, is a gas at ambient
temperature and pressore. Oniy one
uces HFPO in tha United

company prod
States. Specific production, use,

exposm. and release data submitted by
the mamfacturer to EPA were claimed

confidential. HFPO is reported in the .

opex literature to be used as a-chemical
intermediate in ﬂ:cmnnuﬁctnrucf
flucrinatad substances.

B. Findings.

EPA is basing txprupcudtesﬂng
t.hcmd?ﬂnty oi:mq:)(:)m) af -

LEPAE::?M&-Mﬂ
processing of HFPO may present axx
unreasonable tisk of njury tn the honith’
of warkers, EPA-has reached this '
conclusion becauser (1) Availabie
information indicates that the

ofmand(a}ubamtintm
tcturall

provids an adequate
: HFPO_'elhilitytnmdua
eifecta. =

observed, rxises concern that HFPQ
reproductive effects.

may prodace -
2, EPA finds, that there are-insufficient

data to reasonably determine or predict
the oncogexnic, mutagemic, and .
reproductive effects of HFPO. EPA has
reached this conciusion becanse there
are no teet data on HFPO reiating to -

- oncogenic and mutagenic effects. With

regard to reproductive eifects, the
existing data on HFPQ suggest that

- HFPO can producs reproductive eifects,

but =r= not suficient (o reasonably
evaiuate HFPO's potential ta cause sunh
effects. -

3. EPA: finds that teun.ng of HFPO far
oncogenicity, mutagenicity, and
reproductve effects is necessary to
develop data needed to evainate that
hesith risks posed by exposure to HFPO.

On the basis of these findings, the
Agensy is proposing a 2-year
oncogenicity bicassay in animals as a
basis for determining tha

ancogenic
potential of HFPO. The Agency is alse -
. proposing a battery of shart-tesm tests

for gene muradon and chromosomal
aberrations which it beligves will
provide an adequate baais for
determimning whether HFPQ has
mutagenic activity. The Nationai
Toxicology Program (NTP) is phnmng to
conduct a Se/moneila typhimurtum
mammalian microsomai reversa
mutation assay (Ames assay) for HFPQ.
the resuits of which should be available
i 1984, [f NTP conducts an Ames assay
for HFPO before this rule is fnal and the
test is adequate, the selection of tests
for gene mutation in the final ruig will
be based on the resuits of the Ames
assay performed by NTP. In addition.
EPA is proposing & 2-generation

effects study in animals to

EPAumtpwpoaag that HFPO be
tested for teratogenicity becane thare is

teratogenic eifacts: therefore, a ﬁndmg

of potentiai risk cammot be mads far tis
.effeet,

EPA isnot pmpunmg add;ﬂunal
chronic eifects
bicassay because EPA

- balieves information from the bicassay,

in confimetion with data from the -
subchmmc
HFPO, will be sufficient to characterize-
the chronic effects of HFPO.- 5

smdymmtnvaihblcntthum
EPA does not find that the number of

. people exposed. to HFPQ is substantial

AY

l.budypednrmddn .

ar involvewa slgmﬂam sagmem of tr 2
population or that HFPO enters the
anvironment in substantial quantitiess
conseqnendy. the Agency is not

proposing testing of HFPO under section
#a}(1)(B} of TSCA )

The anaiyses oo which these findings’
are based are presented i the tashmical
support document for this nﬂmalong.
**Asgessment of Testing Needs:
Hexafluoropropylene Oxide,” whicir is
available from the TSCA Assistance
Office. The ITC s recommendadons and
EPA’s proposed testing requirements are
summarized bel ow.

Tss'nusmHFPo
Test or wucy m‘:m!;':
o
! ponad
¥
[or =P T — | ] {’ln
MUTOSCKY o] YOS el
TOrEIOQOMUCY o eemimmommssare: 708 No.
s e iy, S—— Yes.
Othar Crons SMCT e} YOO No
Epicerncioqy — Yeu 'Ne. .

C. Test Substance

EPA is proposing that HFPQ of at
least 99 percent purity be used as the
test substance. EDA has specified a -
relatively pure substanca for testing
because the Agency ia interested in
evaluatng the effacts attributabie to
HFPQ itself. - AN

D. Persens Required To Test \

Section 4(b}(3){B) speciﬁgs that the
activities for which the Administrator

. makes secticn fin
m 4(a) findings

s processing, distribution.
use and/or disposal) determine who
bears the responsibility for testing. -
Mamfacturers are required to test if the
findings are hased on mamfacturing

" is defined in sectton 3(7)

{“manufacture
- of TSCA to inciude

Pmcsmmreqmdmtutdthe
ﬁndingxmbnsedanpmceumg.&nh
manufagturers and

PIOUCEISOLS axe
. required to test if the exposures giving

mcbthapomﬁdmkoecurdmg

use, distributions: or di

EPA has found that the manufacture and_
processing of HFPQ may present an :
unreasonable risk to human heaith, EPA.
is proposing that persons who
manufacturs or process, or who intend’

{to marmfactmre ot procsss HFPQ at any
time- from the effective date of this test
rule to the end of the reimbnrsement

period be subject to the rule. The énd of
. the reimbursement

pmodordinanlymﬂ
ba 5 years afler the submission of '
lastﬁmlrzpmnqmndmdethﬂmt

Because TSCA eontnmpmvuium to
avoid duplicative testing, not every

P
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person subject to this rule must
individually conduct testing. Section
4(b)(3)(A).of TSCA-provides that EPA
may permit two or more manufacturers
or processors who are subject to the rule
to designate one such person ora
qualified third person to conduct the

' tests and submit data on their hehsif.

Section 4{c) provides that any person
required to test may apply to EPA for an

_exemption from that requirement (as .

discussed in Unit ILF. below).
£ Appmach To Adoption of Test Hu!es
1. Generaf Process. On March 28,

1982, EPA announced z new approach to

adoption of test rules (47 FR 13012). EPA
intends to promuigate a general
procedural rule in 40 CFR Part 770 which -
will contain the procedural requirements
for this approach. However. because
that procedural rule is notin effect, this
proposed rule contains specific
procedures for adoption of this test rule.
If the general rule is promulgated before
this proposal becomes final, the HFPO
final mie will ba modified to comport
with the general procednml provisiona.
Under the approach being followed

for HFPO. test rule development will be -

a two-phase process. [n phase I, EPA
will propose that specific testing be
required for HFPO. This phase of the .
rulemaking will allow the public to
comment on the decision to require
testing and the specific types of tests to
be required. Phase I begins after
promulgation of the phase [ rile. In
phase [I. EPA will receive proposed
study plans for the specific tests
adopted in the phase I rule, EPA will
propose those study plana forpublic
comment. After comment. the Agency
will adopt the study plans, as proposed
or modified. as specific test s

for the tests required by the phase [ mle.
Persons who submit the study p!a.ns will
be obligated to perform the tests.in
accordance with the test standards
adopted..

2. Letter of Intent To Testar -
Exemption Application. The proposed:
rule wouid require manufacturers and
processors of HFPO:to perform certain

_-test sets. (The term “test set” is used

because certain mutagenicity tests in the
proposal are tiered, and EPA is -
proposing that the person.who tests
must perform all the required tests in
that tier.) Once the rule is in'effect, 30
days after publication in the Federal -
Register, each current manufacturer
would have 30 days to submit’*for each
required test set in paragraph (j} of the-

‘rule, either a.letter of intent to perform

the test set or an application for- .
exemption; Each manufacturer who.

submitted-a letter of intent to perform a -
_ specific test set would be obligated,

- submit

‘first, to submit. within 90 days of the
‘effective date, a proposed study pian for
. the test set and. ultxmately. tor perform
the testing,

If manufacturers af HFPO performed
all the requirad test set, processors of
HFPO wouid not be rsqun'ed to test or to

EPA

‘would automaﬁcally gra.nt them -
;ﬁempuom from the requirements. of the
e
If no manufacmrer of HFPO submitted
a letter of intent to perform a particular
‘teat set within the So-day period, EPA
would publish a notice in the Fedaral
Register to riotify all processors of
HFPQ. The notice would state that EPA
had not received letters of intent to
perform certain test sets and that.
current processors would have 30 days
to submit, for each test set remaining,
cither a letter of intent to perform the
test set or an exemption application for
that test set. Each processor who
submitted a letter of intent to perform a_
specific test set would be obligated.
first, to submut, within 90 days of the
publication of the Federal Ragister
notice, a proposed study plan for the
test set and, ultimately, to perform the
testing. )
If no manufacturer or procassor
submitted a letter of intent to perform a
particular test set, EPA would notfy ail
manufacturers and processors, by letter
or through the Federal Register, that all
exemption applications would be denied-
and that within 30 days all
manufacturers and processors would be
in_violation of the rule until a- propased °
study pian is submitted for that test set.
Any person not manufacturing HFPO
" at the time the rule goes into effact. who
-later begins manufacturing before the:
end of the reimburseamant periad. wonid
be required to submit a letter of intent to
test or an exemption application for
each required test set by the day the
person begins manufacture. If EPA has
published a notica in the Federal
Register telhng processers to submit
letters-of intent or exemption - -

’ applications for certain test sets, any

person not processing HFPQ at the time
the rule goes into effect, who later
‘begins processing before the end of the
reimbursement.period,.would be
required to submit a letter of intent to
test or an exemption appiication for
each test set specified in the Fedaral
Register notice by the day the peraon
begins processing.

3, Submission and Adaotmn of Study
Plans. Any manufacturer of HFPO who
submitted a letter of intent to perform a
test set wouild have to submit, within 90
-~ days after.the effective date of the-ruis,
a proposed.study pla.n.for that test set.

‘In'the event manufacturers-do not

subrnit letters of intent for all the
required tast sets, any processor who
submits a letter.of intent to perform a
specific test set would have to submit.
within 90 days of the publication of the
Federal Registar notice notifying
processors, a propoced swudy plax for
that test set. Paragraph (e) of the rule
describes the contents of 3 preposed
study plan.

EPA proposed generic test
methodology requirements {generic test
standards) in: the Federal Register of
May 9. 1979 (44 FR 27334), July 28. 1379
(44 FR 44054}, and Novemkber 21. 1980
(45 FR 77332). In response-to-concerns
about the rigidity. of generic test A
methodology requirements, EPA has
changed its approach for providing test

. standards for TSCA section 4 test rules.

1t has issued generic test methodology |
guidelines to replace the previously
proposed generic test methodology
requirements. The TSCA guidelines

have been published by the National
Technical Information Service (NTIS),

:53285 Port Royal Road. Springfield, VA.

(703-482-46850), for heaith effects (PB 82-
232984), environmental effects (PB §2-
232992). and chemical fate (PE82-
233008). Good Laboratory Practice (GLP)
standards for development of data on -
heaith effects of chemical substances

. under TSCA were proposed in the

Federal Register of May 9. 1979 (¢4 FR
27334) and July 28, 1979 (44 FR 44054). .
GLP standards for development of data
on physical and chemical properties,
persistence, and ecological eifects on
chemical substances under TSCA were

‘proposed in the Federai Registar of

November 21, 1980 {45 FR 77353). These
GLP standards will be promulgated as

eric requirements. The final TSCA.
GLP standards will apply to the HFPO
test Tule.

For guidance in . pmparmg study plaas.
EPA recommends that test sponsors
consult the TSCA Test Guidelines and
the TSCA GLP standards as referenced
above, the Organization for Economic
Cooperation and Development’'s (OECD)

. Guidelines, as adopted by the OECD
" Council on'May.12, 1981, or the FIFRA
. Pesticide Registration Guidelines:

Proposed Data Requirements published
by the NTIS(see the Federal Register of
\lovember 24, 1982 (47 FR 53192), fora_
list of these guidelines).

" Failure to submit a study plan wouid
be a violation of the rule.

EPA would review the proposed study
plans, If they ars incompiete, tiie
manufacturer or processor would be
notified of the deficiency and would.

" have 15 days-to provide appropriate
" information to make the plan complete. -
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If the information is.not provided in 15
days, the manufacturer or progessor
waould be in violation of the rule. In
addition. EPA would réturn to the
appropriate stage of the process and
require.manufacturers or processors; as
appropriate, to submit letters of intent,
exemption applications, and study
plans.

If the proposed study plan is

complete, EPA would propose the sfudy .
"pian for comment. In particular, the

request for comments wouid focus on
whether the study plan will ensure that
data from the test set will be reliable
and adequate. There would be a 45-day
comment period and the opportunity to
present views orally upom request. After

. considering the public comment, EPA

would adopt the study plaras proposed.
or as modified in response to comment,
as the test standard-for the required test
set.

The person who submitted the -
proposed study plan would be required
to perform the testing according to that
standard. Failure to perform the testing
would be a violation of the rule.

F. Exemptions

EPA's proposed policy on application
for exemptions from section 4 testing
requirements was published in the
Federal Register of July 18, 1980
(45 FR 48512), EPA intends to '
promuigate its final procedures for
exemptions in 40 CFR Part 770. The
exemption yrocedures described below
and included in the proposed: rule
language are.consistent with EPA's
‘current thinking on exempton
procedures. If the generai rule is
promuigated before this proposal
becomes final, the HFPO rule-will be
modified to comport with the general
procedural provisions.

Any manufacturer or processor of
HFPO would be able to apply for an
ex-pﬁnn. Any person.who has applied

for an exemption wouldnotbein
violation of the rule until suchk.tima as
EPA denies.the applicaﬂon. K

If manufacturers perform aifl the
required testifig, processors would be
granted exemptions automaticaily
without having to file applications. -

When EPA has received a proposed
study plan for a test set and has adopted
the plan as the test standard. EPA would
conditionally grant all exemption
applications for that test set. If the test
sponsor later fails to perform the testing,
EPA would noufy all per:nns who had

\-1 for

that test set that the exempdons would: |

be denied unless within 30 days a-
manufacturer or processor notified: EPA
of its intent to perform the test in

accordance with the adopted test
standards.

EPA is not proposing to require the
submission of equivalence data as a
condition for exemption from the’
propased testing for HFPO. As noted in
Unit ILC.. EPA is interested in
avaluating the-effects attributable to
HFPQ itseif and has specified a
relatively pure substance for testing.

‘G. Reporting Requirements
EPA is proposing that all data :
developed under this rule be reported in
accordance with its final GLP standards
which will.appear in 40 CFR Part 792
EPA is required by TSCA section
4(b)(1}(C) to specify the time period
during which persons subject to a test
rule must submit test data. THese
deadlines will be established in the
phase I rulemaking in which study
plans are-approved.
TSCA section 14(b} governs Agency
disclosure of all test data submitted
pursuant to section 4 of TSCA. Upon
receipt of data required by thig rule. the
Agency wiil publish.a notice of receipt
in the Federal Register as required by
section 4{d).
H. Enforcement Provisions

" The Agency considers failure to
comply with any aspect of a section 4
rule to De a violation of section 15 of
TSCA. Section 15(1} of TSCA makes it
uniawful for any person to fail or refuse
to comply with any rule or order issyed
under section 4. Section 15(3) of TSCA
makes it unlawful for any person to fail
or refuse to: (1) establish or maintain
records, (2) submit reports, notices. or
other information. or (3) permit access to
or copying of records required by the
Act or any rule issued under TSCA.

Additionaily. TSCA saction 15(4)
mskes it unlawful for any person to fail
or refuse to permit entry or inspection as
required by section 11. Section 11

. applies to any “establishment, facility,

aor other premises in which chemical
substances or mixtures are

manufactured. processed, stored, or held
before or aiter their disgibution ‘n
commerce * * *.” The Agency considers

a testing facxlity to be a place where the

chemical is held or stored. and
therefore, subject to inspection.
Laboratory audits/inspections will be
conducted-periodically in accordance
with the authority and procedures
outlined in TSCA section 11 by duly
designated representatives of EPA for
the purpose of determining compliance’
with any final rule for HFPQ. These
inspections may be conducted for

_ purposes which include verification that
"testing has begun. that schedules are-

being met. that repon;accurately reflect

the underiymg raw data and
interpretations and evaluations thereof.
and that the studies are being conducted
according to EPA GLP standards and the
test standards established in the phase -

- Hrule.. .

EPA's authority to inspect a testing
facility aiso dertves from secdon 4(b)(1)
of TSCA. which directs EPA to.
promulgate standards for the
development of test data. These
standards are defined in section 3(12)(B)
of TSCA to include those requirements
necessary ta agsure that data developed
under testng rules are reliable and
adequate. and such other requirements
as are necessary to provide such
assurance. The Agency maintains that
laboratory inspections are necessary 0

‘. provide this assurance.

Violators of TECA are subject to
criminal and civil liability. Persons who

" submit materially misleading or false

information in connection with the
requirement of any provision of this rule

" may be subject to penalties which may
‘be caiculated as if they never submitted

their data, Under the penalty provision .
of section 18 of TSCA. any person who
violates section 15 could be subject to a
civil penaity of up to $25.000 for each .
viclation with each day of operation in
violation constituting a separate .
violation. This provision would be
applicable primarily to manufacture
processors that fail to submit a letter o
intsnt or an exemption request and that
continue manufacturing or processing
after the deadlines for such submissions.
Kndwing or willful violations could lead
to the imposition of criminal penalties of -
up ‘to $25.000 for each day of violation
and imprisonment for up to one year. In
determining the amouat of penaity, EPA
will take into account the seriousness of
the violation and the degree of
culpability of the violator as well as all
the other factors listed in section 18.
Other remedies are available to EPA |

" under section 17 of TSCA. such as

seeking an injunction to restrain
violations of TSCA section 4.

Individuals as well as corporations
could be subject to enforcement actions. -
Sections 15 and 18 of TSCA apply to
“any person” who violates various
provisions of TSCA. EPA may, at its
discretion, proceed against individuals
as well as companies themselves. [n
particular, this includes individuals who
report false information or who cause it
to be reported. In addition, the

. submission of false, fictitious. or

fraudulent statements is a vialation
under 18 1J.S.C. 1001
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L. Issues

1. As an alternative to tanng,
manufacturers and processors of HFPO
could commit themselves to control the
leveis of HFPO to which workers are

- exposed based on control levels to be

decided for ydrin. a structural
analog of HFPO. Severai bnousays
indicate that epichlorohydrim is an
oncogen in rats and provide sufficient
information to assess the oncogenic -
hazard of epichotorohvdrin. On the
basis of these data. EPA has initiated an
evaluation of the need to control

‘exposure to epichlorohydrin to reduce
. its risk to humans. Because fluorinated

compounds generally have been found
to be less toxic than chlorinated

. analogs. EPA believes that the toxicity

of HFPO is likely to be less than that.of
epichlorohydrin and that control of—~
HFPO based on levels established for
epichlorohydrin would provide a

_correspondingly greater degree of

protection against risk from HFPO. In
conjunction with the adeption of
exposure controls by current
manufacturers and processors of HFPO.
EPA also weuld consider the need to
promuigate a significant new use rule -
under section 5{a})(2) of TSCA to ensure
adeqna{e coatral of exposures to HFPO
from amy future expansion in the :
greduction or uses of this chemical
substance. EPA requesis comments on
this alternative to testing of HPPO.

2 EPA is proposing that mutagenicity
testing be perfarmed for HFPO. The
proposed mutagenicity testing is divided
into two tiered schemes——chromosomal
aberrations and gene mutatution. To
avoid delayx.in performing the tiered
testing, EPA is proposing that as single-
manufacturer or procassor perfom all

approaches to sabmission of pmtocols
for tiered testing,

(L Econanic Analysis of Preposad Rule -

- To evaiuate the potential economic -
impact of test rules, EPA has adopted a
twao-stage approach. All candidates for
test rules go throughk a Lovel T analysis.
This consists of evaluating eacir
chemical substance or chemical group
on four principal market characteristics:
(1) demand sensitivity, (2) cost
characterisucs, (3) indusTy structure
and (4) market expectations. The resuits -

. of the Lewvel [ analysis, along with the

consideration of the costs of the
required tests mndicate whether the

" possibility of a significant adverse

economic impact exists. Whers the
indication is negative, no further
economic analysis is done for that
chemieal substance or group. Howaver.
for those chemical substances or groups
where the Lavel I analysis indicates a
potential for significant economic
impact. a more comprehensive and
detailed analysis is conducted. This

Level H analysis attempts to predict A

more precisely the magnitude of the
expected impact
Total testing costs for the proposed

.rule for HFPO are esumated to range

from $318.000 to $960.000. The Lavei I
economic amalysis suggests that there is
some potential for adverse economic
impact as a resait of these test costs, -

" bowever. based on present analysis. the

magnitude of the impect is not projected
ta be significant.

. Audnhmyd'l‘eahqhtnsand
Personned
Secqub)ﬁ) oi'lSCAmqmesm

to consider “the reasonably foreseeable
avaxhbﬂ:ty of the faciiities and

the tHered teats in the chrr

aberrations acheme and that a singte
manufacturer or processor perform ail
the tered tests in the gene mutation
scheme. In. adchﬁm EPA iy’ proposmg
that the T o P

indicates its intent to perfom the tesn
in one-of these schehas must submit
protocols for ail of the tiered tests in the
scheme at the time it submits its study .
plan. EPA has chosen-this approach to-
avoid delays in performing the tiered

testing under the two-phase nﬂemakmg

process.

As an alternative, EPA could aliow

and, Processors to ‘submit

protocois for only the tests in the first
two ters at the tima they submit their
study plans. If testing were required in
the third tiar. EPA could raquire
submission of the protacol for the third

- tier test later and conduct an expedited:

phase H for that test. EPA

solicits comments on the-these

ded to pexform the te:tmg
mqun'ed under the rule.” Therefore, EPA
conducted a study to assess the

. availability of test facilities and

persontrei to handle the-additional
demand fartsstmgﬂll :ﬂdm created by
on 4 test roles test programs
wlegl;ﬁated with industry in place of
rulemaking. Copies of the study,
Chemical Testing Industry: Profile of
Taxicological Testing, can be gbtained
through the NTIS (PB 82-140773).

On the basts of this study, the Ageney
believes that there wiil be available test -
facilities and persormel to perform the’
testing in this proposed rule.,

V. Eavironmental Impact Statement

EPA is not required to prapare

Environmental liapact Statements
('EISs). under the National

Policy Act (NEPA), 41
U.S.C: 4321, for test rules. EPA has.
determined that vnhmury prepazation

of an EIS is not appropriate for
riens-under section 4 of TSCA.

. regula
See the preambie jo the Agency's rules

for compliance with NEPA: published in
the Federal Register of November 8. 1979
(44 FR 84174).

V1. Guidslines And Study Plans
The followmg guidelines-and/or study
plans czted in this proposed test
are available from the:
National Technical Information Service
(NTIS}, 5258 Port Royal Road.,
Springfieid; VA 22181, (703~487-4650).

PB&2-22062 | TSCA  Guidemes—Erweon | £0.00
PE 82-230008.___| TSCA~ Guidetres—Chemecs | 4008
Fate.

-A0 250 504 (PB ; Pesticios Assessment Guice- | 11.50
33-155918). ] iines. .
- Vl!.PiﬂinMuulg

If persons indicate to EPA that they

- wish to present comments on this

proposed rule to EPA officials who are
directly responsible for developing the -
rule and supporting analyses, EPA will
hold a pubkc meeting on March 14, 1984

. in Washington, D.C. Persons whao wish

to present camments at the meeting *
should cail the TSCA Aasistance Office
{TAOY); Toll Free: (800—424-9065); In
Washington. D.C.: (554-1404); Outside
the U.S.A. (Operator 202-554-1404), by
February 13, 1984. The meeting will not
ha hefd if members of the public des not
indicate that they wuh to make oral
presentations. This fneeting is schaduled:
after the deadline for submission of
written comments, so that issues raised
in the written counmnents can be
discussed by EPA and the pubiic
commenters, Whils the meeting will be
open to the public, active participation
mﬂbelhmtedtnfhmpeﬂonswho

estgnated participants.
should call tire TAQ before making
travel plans to check whether the
meeting wifl be heid. - -

Should a meeting be held, the Agency
will transcribe the meeting and inciude
the written transcript in the public
tecord. Participants a’n invited, but not
required? o submit copies of their :
statements prior to or on the day of the

Al sach written materials will .

meeting.
become part of EPA’s record for this
lemaki :

EPA has astablished a record for this
rulemaking, docket aumber {OPTS~

42044]. This record includes basic

1%
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mxormaﬂnn conmdzred.by the Agency in
developing this proposal, and
appropriate Federal Register notices.
The Agency will supplement the record
with additional information as itis .
received.

The Record includes the following

" information:

{1) Federal Register notices pertnumig
to this rule consisting of:

(a) Notice of proposed rulemaking on. -
(b) Notice containing the ITC

designation of halogenated alkyi
epoxides to the Priority List.

(c) Notices relating to EPA’s hesith
effects test guidelines arid GLP
standards. ’

{d) Notice of proposed rulemaking on’

_exemption policy and procedures.

(e} Notica of final rule on
ceimbursement policy and procedures.
(2) Support Documents: consisting of'

(a) HFPO technical support document. -

{b) HFPO economic analysis.
(3) Minutes of informal meetings.

(4) Communications befi i

D had o

consisting oft
{a) Written public and intra- or
interagency memoranda and comments.
M) ‘l‘elephone conversations.

G},
-(d) Repurta—pubhahed and

unpublished factual materials, including

contractors’ reports.

(5) Study on the availability of test B

facilities and personnel {Chemical
Testing Industry: Profile of Toxzcolosma.l
Testing).

Confidential business mi'omsnon
(CBI). whila part of the record. is.nat
available for public review. A public
version of the record, from which CBI
has been deleted is available for
inspection in the OPTS Reading Room, -
Rm. B-107, 401' M St SW., Waashington,
D.C. from 8:00 a.m. to 4:00 p.m., Monday

through Friday excapt legal holidays.

IX. Qlassification of Rule.

Under Exscutive Order 12291, EPA
must judge-whether a regulation is
“Major” and therefore subject to the 4

- requirement of & Reguiatory Impact -

Analysis. This test rule is not major
because it does not mest any of the
criteria set forth in section 1(b) of the
Order. First, the actual cost of all the
proposed testing for HFPQ is $318.000 to
$060.000 or less that $1 million ovar the
testing and reimbursement pennd.
Secand, the cost. ofﬂ:e-tutmg is-not
hke!yio result in a major increase.in
users’ costs or prices: Finaily, based on
our present analysis, EPA does oot

believe that there will be a significant

advarse effect as a result of this rule:
This proposed reguiation was
mbuntted to the Offica oiManagmant

- and Budget (OMB) fnrrsvmw as-

required by Executive- Order 12291, Any
comments from OMB to EPA, and any
EPA response to those comments, wiil
be include in the rulemaking record. -

X. Regulatory Flexihility Act

Under the Regulatory Flaxibility Act
(15 U.S.C. 601 a¢ seq. Pub. L. 96-354,
September 19, 1980), EPA is certifying
that this test rule, if promuigated, will
not have a significant impacton a
substantial number of smail businesses
because: (1) They will not perform
testing themselves, or will not
participate in tha organization of the
testing effort; (2) they will experienca
only very minor costs in securing
exemption from testing requirements:
and (3) they are unlikely to be aifected
by reimbursement requirements,

XL Paperwork Reduction Act -

* The information coilection -
requirements in this proposed ru.le bave.
been submitted for approval to the

' Office of Management and Budgst

(OMB) under the Paperwork Reduction
Act of 1980, 44 U.S.C. 3501 o¢ seg.

Comments on these requirements should )

be submitted to the Office of

Information and Reguiatory Affairs of

OMB marked Attention: Desk Officer for |

EPA. The final rule package will
respond to any OMB or public -
comments on the irformation collection
réquirements. .

(Sec. 4. Pub. L. 34~468, 90 Stat. 2008 (15 USC.
2081}) -

List of Subjacts in 40-CFR Part 708
Testing, Environmental protection.
Hazardous material, Chemicals, ’

Dated: December 21, 1963~
Willism D). Rockelshans,:
PART NHAIENDED]

Therefore, it is proposed tha

: QMSObclddadm ubpu'tBoi

pmpucd?anmtnmadufoﬂowc

5793.2160- Hexafiuoropropylene oxide. -
(a) Identification of test substance. (1)

" Hexailuoropropyiene oxide (CAS No.

428-58-1) (hereinafter “HFPQ") shall be

tested in accordancs with this section:
(2) HFPO of at leutsspment purity -

shall be used as the tost

. appncaﬂom. and study plans and sha;.

conduct tests and submit data as
specified-in pnmgraphs (ch (d). (o). (B). -
{i)».and (k) of this

(2) Any person sub;ect to the

- requirements of this section may apply

to EPA for an exemption from study
plan submission and testing
requirements. Any such application
shall be in accordance with paragraph
(h) of this section.

{c) Submission of natice of intent, to
test or exemption application. (1) No
later than'30 days after the eifective
date of this section, each person
manufacturing HFPO as of the effective -
date of this section must, for each test
set required by paragraph () (1), (2), (3}
and (4) of this section, either nofity EPA
by letter of its intent to perform the test
set or submit an application for an
exempdon from the study plan
submission and testing requirements for
the tast set.’

{2) If, by the date specified in
paragraph (cl(i) of this section, no
manufacturer of HFPO has notified EPA
of its intent to perform testing for 2 test

set required by paragraph (j) of this

will publish g notice in the -
Federal Register.of this fact sp-c:fymg
the test sets for which no notice of intent
has been submitted. No later than 30

.days after publication of such a natice
each person processing HFPO a3 of tissms..

effective date of this section must, foi,

- each-est set specified in the Federal

Register notice, either notify EPA by
letter of its intent to perform the test set
or submit an application for-an
axemption from the study pian "
submission and testing requirements for
the test set.

3 person not manufacturing.
!-IéPJOAny the effactive date of this

-ucﬂonwhn.befmthcmdoftht
reimbursement

period, manufactures:

HFPO must comply with the
requirements of pmgrspln {c)(1) and
[d)(].) of this section. For

this paragraph (c}(3), the mnnnﬁcmrer
must submit the notice of intent to-test
or exemption application required by
pa.ragnph (c)(1) of this section by the

date mapufacture b egm.l and must

submit any purposed atud
required by paragraph (d)(l] of this-
section within 60 days of the date

manufactire begins.

(b) Persons required to submit study

. plans, conduct tests and submit data. (1)

All persons-who manufacture or process
HFPO from the effective-date of this
section (30 days frum the publication
date of the final rule in the Federsi
Register)tortheend ofthe - -
reimbursement period shail sabmit.

lsttenoimtmtmtut.exmpﬂun )

4)Ifa l-'sdenl Register notice has =
been published under paragraphs (c}(2)
or (d](é] of thxsaecﬂcnf. tgy spﬁ_::gn n;t
HFPO ve date
m'an wn:.‘ bcfmo the end of the-
reimbursement pericd, processes HFPO
must compiy with the requiraments of
msraphs {c)(2) and (d)(2} of this
For purposes of this pmsraph

|
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_processing begins.

(5) Any manufacturer or processar of
HFPO, which lras notifed EPA under
paragraph (c)(1). (2), (3), or {4} of this
section of its intent to performstesting
for a test set required by paragraph (j} of
this section. must submit a propasad
study plan for the test set as required in
paragraph (d) of this section and must
perform that test set in accordance with
the test standards in paragraph (k) of
this section.

(d) Sudmission of proposed study -
plans. (1) Manufacturers of HFPO which
notify EPA under parasmph {c)(1) of this .
section that they intend to perform a test
set must submit a proposed study plan
for the test set in accordance with ’
paragraph (e) of this section no later
than 90 days after the effective date of
this section. Mamfacturers may jointdy
submit a single proposed study plan if- -
they pian %o sponsor or perform the test

_ set jointly. Anry manfacturer which.

having mrotified EPA of its initent to

. perform a test set, fails to submit &

propesed study plan for that test set will
nave been in violation of this section as
if no letter of intent to perform the test
set had been submitted.

(2} Processars of HFPO which nonfy
EPA under paragraph {c)(2) of this
section that they intend to perform a test
set must sabmit aprmad sudypiu
for the test set in accordance
paragraph (e) of this section no hae
than 90 days after the publication of the

aotice spn&d in paragraph {c)(2} of

; this section: Processars may jointly .
submtts-ghympwadmdyphn:f

they piax to sposser or paform the test
set jointly. Any processor which, having
notified EPA of its intent tv perform a
tost sob. fails te eubmit a propooed study
plan for that test sst 'will bave beenin .
violation of this section as if no lsiter of
intent to perform the test set had beea
submitted.

{3) f EPA determinas in accordance
with paragraph (f}{1){i) of this sectoa
that a proposed study plan is incomplete -
and the manufactursr or processor iras
aot. after notice from EPA, submitted’

‘appropriale information to make the

study plan complate within 15 days. the-
manufactrer or procassor will have
been ia violation of this section as if no
letter-of intent to parform the test set
bad been submilted.

(Qlfe.\zha:ﬂBy the data specified in -
pmgn;ia{d)(uaf&nmn&

manufacturer of HFPQ, whxcb.mﬁ.ﬁed

\.

paragraph (f{1)G) of this section-and-the
mannfactuser has aat submitted

appropriate-information to make the

study plan complete within 15 days,

EPA will publish a notice in the Federal

“Regmerct'thufactspeufymgthetest

set. The t of paragraphs (c}(2)
and (d){2) of this section for  PrOCassors - .
to submit lettars of intent to perform
testing, applications for exemption and
proposed study plans will apply.

(5} If either: {i) by the date specified in
paragraph {c)(2) of this section no
processor of HFPO has notified EPA of -
its intent to perform testing for any test
set identified in a Federal Register
notice published inder pnragraph (c)2)
or (d](4) of this secton.

(ii} by the date specified.in paragraph
(d)(2) of this section any processor of
HFPO, which notified EPA of its intent
to perform a test, bas failed to:submit a
proposed study plan for that test, or

(iii} a proposed study plan submitted
under paragraph (d){2) of this section
has been found to ba incomplate under
paragraph (f)(1){i) of this section and the

‘processor has not submitted appropriate

information to make the study plan .
compiete within 15 days. ail appiicatioas
for exemption from the requirements to
submit study pians and to perform tests
for the specific test set involved wifl
automatically be denied. EPA will notify
each masuiacturer and processor of
‘HFPO, which-applied for an exemption
for the specific test set ifivoived, of thia
automatie denial either by letter or by

-notice in the Federai Register. Each

man or pracessor of HFPO for
whom an exemption application has
been automatically denied will be in
violation of this section 30 days from the
time that it receives the notice letter or
30 days from the ime that the notica is
published in the Federal Register,
‘whichever comes first. The vxolanonwm
continus wntil a samuiacorer or

" peacessor of HFPO submits & proposed

study plaa for zach test set iavolved.
(8} Aay or processor of
HFPO may submit a proposed study
plaa for any test set required by this -
section at acy time, regardless of
wbether the mamifacturer or processor
previously subwmstted an application for
examption from testing for that test set.

plans are
fo information:.
A hation o this section and the
spl::ﬂ': test st coverad by ths study-
p!

57682
{c}{s), the procsssor must submit the EPA of its-intent {0 perfarmra test sat. (ii) {A) thenamesand addresses of
notice of intent o test-or examption _has {ailed t0 submit 2 proposedistudy - - the test set sponsess. -
application required by pm.graph {c}{2). plan forthat test set. or (B} The aames, addresses, and

. of this section by thie date processing (ii) a propesed study plan submitted telephone numbers of the responsible
begins and must submit any. proposed under paragraph (d)(1) of this section - administeative-officials and project
study plan required by panagraph (d}2)  has been found to be incomplete under manager(s} in the principal sponsar's
ofthusa:mnnmﬂnnwdayso:thedate orgasnization.

(C) The name. address. and telephone
number of the appropriate individsal for
oral and wrmen cnmmun.ications with
EPA.

DYy “The name and address.of the
testing facility and the names.
addresses. and telephone numbers of
the testing facility’s administrative
officials and project manager({s)
responsible for this testing.

(2] Brief summaries of the training and
experience of each professional -
involved in the study, including study
director, veterinarian(s), toxicologist(s).

" pathologist(s) and pathology assistants.

(iii) Identity and data on the chemical
substance being tested, including

“appropriate physical constants, spectral

data. chemical analysis. and stability
under test and storage conditions. -

(iv} Study protocol. including rational
for: spectes/strain selection: dose
selection (and supporting data); route(s)
or method{s) of exposure: a description
of diet to be used and its source,
including nuirients and contaminants
and their concentrations: for /n vitro test
systems. a description of culture

medium and its source: and a summary ‘
" of expected spontaneous chronic °
diseases (including tumors), genealogy. |

and life span.
v) Schedule fcn' initiation and
b | of long-term
tests: .scnedule for-submission of interim

- progress and finil reports to EPA.

(2} Information specified under .
paragraph (e}{1)[i}{D) of this section is
oot required in propued study pians if .
the informaticn is not available at the
time of submission: however, the
formation muat h submitted before the
initiation of teating.

(f} Review and adoptien of study
plans. {1) Upan receipt of a proposed
study pian, EPA wiil review the study
plan 10 determine whether it complies
with paragraph (e) of this section.

(i} If EPA detarmines that the
proposed study plan does not comply
with paragraph (é}-of this section, EPA
will notify the submitter that the
submiseion is incomplete and will
identify the deficiencies and the steps

necessary to complete the submissicn.
The submtter will‘have.15 days from
the dayn‘.rmm this notice tg submit
appropriate. m.fomanlo}n,mt? :::e the
study plan compiste, mitter.
fails to provida appropriate information -
to compiete the study plan within this -

151
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time, the submitter will have been in
violation of this section-as-if no study-
plan had been sobmitted.

(ii) IFEPA determines the promd
study plan complies with paragraph (e)
of this sectior, EPA will publish a notice
in the Federal Registar requesting.-

. comments an the ability of mesmdy

plan to ensure that data from the test set
will be reliable and adequate. EPA will

provide a 45-day comment pericdand - - -

will provide an opportunity for-an oral
presentation upon request of any
person. EPA may extend the comment -
penod if it appears frem the nature of
the issues raised by EPA’s review or
from pubhc comments that further -
comment is warranted.

(2) After receiving and consxdenng
public comment, EPA wiil adopt the
study plan, including time deadlines-and
reporung schedules. as pmpused oras
modified in response to EPA review and

. public comments. as test standards for

the testing of HFPO in paragraph (k) of
this section. -

{8) Modification of study plans during
conduc of study—1) Application. Any
test set sponsor who wishes.to modify -
the adopted study plan for any test set
required under this section must submit
an application in accordance with this
paragrapn. Application for medification
shall be made in writing to the Chief,
Test Rules Development Branch. Office
of Toxic Substances. or by phone with
written conﬁmanan to follow as scon
as feasible. Applications must include: -
appropriate explananon of why the
modification is necessary. .

(2} Aduption. To the extent feasible.
EPA will seek public comment om 2it -
substantive changes-in study plans. EPA
will issue a notic'in the Federal -

requesting comments on
requested modiScations. However, EPA
will act on the requested modification
without seeking public comment if

- either: (i) EPA believes that an
_immediate modification to a study plan

is necessary in order to to preserve the
accnracy or validity of an ongoing smdyyw

. [u) if EPA determines that a

“modification clearly does not pose any

substantive issues. EPA will notify the
sponsor of EPA’s approval or

. 'disapproval. When EPA approves a

modiﬁcaﬁon. it will publish a notice in
the Federal Register indicating that the-
study pian has been modified. .’

(k) Exemption applications. (1) Any
manufacturer or processor of HFPO may
submit an application to EPA for an-

- exemption.from submitting proposed:

study pians for-and from perftmmng any .
or ail of the test-sets specified in
paragraph (j) of this section. The-
application must include the name and

* address of the manufacturer or -

processar and must identify the specific:
requirememts of this section from which
theexemptxon is sought.

(2} o manufacturer or processor of

HFPO will be int violation. of the
requirement ta perform a specific test
set under paragraph (j) of tins section if
it has submitted a timely application for
an exemption for that test set and the
application has not been denied by EPA. -

(3) EPA will conditionally grant any
requested exexgption for a apecific test
set required by paragraph (j} of this
section if EPA has received a complete
proposéd study plan for that test set in
accordance with paragraph (e} of this
section'and has adopted the study plan
in accordance with paragraph.(f)(2) of
this section.

(4) EPA will deny any exemption for a
specific test set i paragraph (j) of this
section if the test set sponsor fails to
perform the test set or to submit data as
required in the test standards adopted

-under paragraph (k) of this section.

(9} If manufacrurers of HFPO perform

. all the test sets required by paragraph (j}

of this section. processors of HFPO will

automaticaily be granted an exemption -

from the study piad submission and
testing requirements of this section
without the need-to file an application
for exemption.

(i) Test resuits. Except as set forth in
paragraph (k) of this section, a pasitive
or negative test result in any of the
heaith effects tests enumerated in

paragraph {j) of this section is defined as

specified in the TSCA Health Effects
Test Guidelines published by the

National Technical Information Service

[NTIS) under publication number PB 82-

()] Haa!m Eﬁ’ecs Testing—{1)
Muztagenic Effects—Chromosomal .
aberrations—(i) Required testing. (A}
An in vitro cytogenetics test shall be
conducted with HFPO.

- (B} An inr vivi cytogenetics test shail
e conducted for HFPQ if the in vitro

‘cytogenetics- tests conducted pursuant to

paragraph (j}(1){i} (A) of this secdon
produces a metative result.

(C) A dominant lethal assay shail be
conducted for HFPOQ if either the in vitro
or In vivo cytogenetics test conducted
pursuant to-paragraph (i} (1) i) (A} or ®
of this section produces a positive result.

(D) A heritable translocation assay
shail be-conducted for HFPO if the
dominant lethal-assay conducted

pursuant to paragraph (j}(1){i) (C} of this -
- secton produces a positive result.

(i1} Study pians. For-guidance in
preparing study pians the TSCA Healthr
Effects Guidelines for Chromosomal’
Effects. published by NTIS (PB 82-

- ' 232984), should be consulted. Addiﬁonal

d

. guidance may-be obtsined from the

Pesticide Assessment Guidelines,
pablished by NTIS (PB 83-153916).

{2) Mutagenic effects—Gene. =
mutations—(1) Required tésting. (A} A
Saimonella typhimurium mammilian
microsomal reverse mutation assay
(hereinafter "Ames assay '] shail be
conducted for HFPQ.

(B) A gene mutation in somatic cells
assay shall be conducted with HFPO if
the Ames assay conducted pursuant to
paragraph (j}{2)(i} (A) of this section
produces a negative result.

(C) A sex-linked recessive lethal test
in Drosophila melanogaster shail be
conducted for HFPO {f either the Ames
assay of the gene mutation in somatic

-ceils assay conducted pursuant to
Parasraph G)2)(i{A) or (B) of this
_section produces a positive result.

{D) A mouse specific locus test shall
be conducted for HFPO if the sex-linked
recessive lethal test in Drosphila
melanogaster conducted pusuant to
pasagraph (j){2)(i) {C) of this section
produces a positive resuit.

.(ii) Studv plans. Fer gu.xdance in
preparing study plans the TSCA Health
Effects Guidelines for Mutagenicity.
published by NTIS (PB 82-232984),
should be consulted. Additonal guidance
may be obtiined from the Pesticide
Assessment Guidelines. published by |
NTIS (PB 83-153916).

(3) Oncogenicity—{1) Required
testing. A 2-year oncongenicity bloassay
shail be conducted with HFPO.

(if) Study plans. Fer guidance in

preparing study pians. the TSCA Health
Effects Guidelines for Chronic
Exposure/Oncogenicity. published by
- the NTIS (PB.82-232984), should be
consulted. Additional gnidance may be
obtained from the Organization for
. Economie Cooperation and.
. Develapment (OECD) Test Guidelines
for Health Effects as adopted by the
OECD Council on May 12 1361 and the
Pesticide Assessment Guideiines.-
published by NTIS (PB 83-153918).

(4) Reproductive effects—{i) Required

. A 2-generation reproductive
effects test shail be conducted with

- (i) Study plans. For guidance in
preparing study plans, the TSCA Health
Effects Test guidelines-for
Reproduction/Fertility Effects puohshed
by NTIS (PB 82-232984), should be
consulted. Additional guidance maybe. -
obtained from the OECD Test
Guidelines for Health Effects.as adopted
by the OECD Council on May 12, 1981,
and the Pesticide Assessment

. Guidslines, publisired by NTIS (PB 83--

153918}
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{k} Test standards. (1) Sponsors arid
testing facilities must adhere to the EPA -
Goaod Labpratory Practice Regulations in
Part 792 of this-chapter. -

(2) [Reserved]

(1) Enforcement. (1) If a manufacturer
of processor,. which notified- EPA under
paragraph (c)(2), (2}, (2) or (4) of this
section of its intent to perform testing

- for a test set required by paragrpah (j) of
this section. fails to perform the test set -

in accordance with the test standards in

paragraph (k) of this section. that failure
will be a violation of this section.

(2) EPA will publish a notice in the
Federal Register to informall. - .
manufacturers and processors that all
exemptions for performance of that test

set will be denied unless, within 30 days

of the publication of the notice. a
manufacturer or processor of HFPO
notifies EPA.by letter that it intends to
perform that test set in accordance with
the test standards in paragraph (k) of
this sectdom

(3) Any person who fails or refuses to
compiy with any aspect of this section is
in violation of section 15 of the Act.

(m) Availability. The TSCA and
FIFRA guideiines for the various study
plans are available from the National
Technical Information Service (NTIS).
Address and telephone number:
National Technical Information Service.
5285 Port Royal Road, Springfieid. VA
22181, (703~487-4650). _
iFR Doc. 83-34649 Filed 12-29-4%: &4 am}
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