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ENVIRONMENTAL PROTE

AGENCY
40 CFR Part 799

{OPTS-42002J; FRL-3603-8]

aAQENCY: Environmental Protection

Agency (EPA).

acrion: Notice of

public meeting.

SUMMARY: Pursuant to the Toxic
Substances Control Act (TSCA). on June
8, 1987 (52 FR 21516), EPA’ issued a final
rule requiring testing for certain health
effects for the following fluoroalkenes:
Vinyl fluoride (VF: CAS No. 75-02-5).
vinylidene fluoride (VDF; CAS No. 75~
38-7), hexafluoropropene (HFP; CAS No.
116-15-4) and tetrafluoroethane (TFE:
CAS No. 116-14-3). Included in the rule

. was a commitment by EPA to allow a

public review prior to proceeding with
Tier Il mutagenicity testing {the mouse
visible specific locus test' (MVSL) or
heritable translocation test) or
oncogenicity testing, This review is
specific to VF and HFP, the two
fluoroalkenes for which such testing
requirements have been triggered by
testing completed under the rule. This
notice announces a public meeting to
discuss such testing for VF and HFP,

" and requosts all persons desiring to

have the status.of “interested 89T-357
parties” in participating in discussions
to notify EPA of their interest.

paTes: Submit written notice of interest
to be designated an “interested party”
for the purposes of participating in the
public meeting on or before July 12,1989,
The public meetirig will be held on July
19, 1969, at 1 p.m. in Rm. NE-103, 401 M
Street SW., Washington, DC.

ADORESS: Submit written request to be
an “interested party” in triplicate,
{dentified by the document control
number (OPTS-42002]) to: TSCA Public
Docket Office (TS-793), Office of
Pesticides and Toxic Substances;

_Envifronmental Protection Agency, Rm.
NE-G004, ’

401 M Street SW,,
Washington, DC 20460. }
FOR FURTHER INFORMATION CONTACT:
Michael M. Stahl; Director, TSCA

. Assistance Office (TS-799), Office of

Toxic Substances, Environmental
Protection Agency, Rm. EB-44, 401 M.
Street SW., Washington, DC 20460, (202}
554-1404, TDD (202) 554-0551.

" Persons interested in attending the

_". pubilic meeting should notify EPA by

——————————————————SSR

telephone on or before July 18, 1989,
SUPPLEMENTARY INFORMATION: In the

Federal Register of June 8, 1987 (52 FR
. 21516), EPA'issued a final test rule under

section 4(a) of TSCA to require health
effects testing of VF, VDF, HFP; and
TFE. In the final rule, EPA required
mutagenicity tests which could trigger

either oncogenicity or additional {Tier

II1) mutagenicity gene testing. In the

_case of VF, testing was positive for gene
" mutation effects in the Drogophila sex-
 linked recessive lethal.assay (SLRL),

triggering testing in'the MVSL assay.
Similarly, HFP was positive in both-the
in vivp‘cytogenetics and the mouse
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micronucleus assays. triggering
oncogenicity testing. Results of testing
on VDF and TFE did not trigger
additional testing. g

The mutagenicity tests cited for HFP
were actually performed prior to
publication of the fluoroalkenes:final
rule, and are summarized therein, but

roncogenicity testing for HFP was .

deferred until after the subchronic assay
for HFP required in the final rule was
completed and a public.program review
was held. In the case of the MVSL test

. requirement for VF, EPA intends to

delay requiring test initiation until after
a proposed-rule published on December
23, 1988, concerning the MVSL and an

_alternate test, the mouse biochemical

specific locus test (MBSL), results in a

. final rule. Finalization of the MVSL rule

is expected in the fall or winter of 1989.
VF:and VDF are currently undergoing
oncogenicity testing as required under -
the Fluotroalkenes Final Rule.

EPA is publishing this notice to
announce a public program review to -
allow interested parties opportunity to
comment on EPA’s conclusions
regarding testing requirements for VF,
for Tier I mutagenicity testing in the .
MVSL and for HFP, in the oncogenicity
assay. . -

1. Identification of Interested Parties

Those individuals and groups who . -
respond to EPA's notice by the - -

deadlines established in the notice will

have the status.of “interested parties”
for the purpose of this public program
reviow and will have the opporhunity to
participate in it. Individuals and groupe
desiring to have the status of “interested
parties” for the public program review

for MVSL testing of VF and oncogenicity

testing of HFP should submit a written
request to the Agency at the address

given above on or before July 12, 1969.

11. Public Meeting - :
.A public meeting will be held at 1 p.am.
on July 19, 1988; in Rm. 103, Northeast

Mall, EPA Headgquarters, 401 M St., SW.,
. Washington. DG, to review the MVSL

and.oncogenicity testing requirements
for VF and HFP, respectively. Persons
interested in attending this meeting.
should notify the EPA TSCA Assistance

. Office by telephone at the number listed

above on or before July18, 1989.
11L. Relevant Available Studies

In accordance with the requirements
of the Fluoroalkenes Final Rule, all
studies completed in fulfillment of the
testing requirements of the rule must be
submitted to EPA, and all of the studies

“are then available to the public. -

" Furthermore, EPA established a

* rulemaking record for the rule, which
included documents and references in
support of the rule. This entire docket,
except for Confidential Business
Information (CBI), is also available to
the public. For the purposes of this

- public program review, the following

studies are of particular interest. and
can be obtained from the TSCA Public
Docket Office at the address given in
this notice.

(1) E.L duPoat de Nemours &
Company, Evaluation of
Hexafluoropropylene in the In Vitro
Assay for Chromosome Aberrations in
Chinese Hamster Ovary (CHO) Cells.
Submitted to U.S. EPA. (July 23. 1986).

(2) EL duPont.de Nemours &
Company. Mutagenicity Evaluation of

Hexafluoropropylene in the CHO/HPRT
Assay. Submitted to U.S. EPA. (February

3, 1988).

(3) B1 duPont de Nemours &
Company. Ninety-Day Inhalation
Toxicity Study in Rats and Mice with
Hexafluoropropene. Submitted to U.S.
EPA by the Chemical Manufacturers

" Association. (Janaary 23, 1989).

(4) E.L duPont de Nemours &

Company. Mutagenicity Test on Vinyl

Fluoride; Drosophila Melanogaster Sex-
Linked Recessive Lethal Test. Submitted

to U.S. EPA by the Chemical

Manufactirers Auodatgm (August 15,

1988). O
Awntherity: 15 U.S.C. 2003.
Dated: May 21, 1989.

Gary K Timm, -

Acting Director, Existing Chemical
Assessment Division, Office of Toxic - -
Substances. .
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