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= EPA PROPOSES

HPV TesT RULE FOR CHEMICALS

, the U.S.
eda

publi

nmental Protection Agency (

posed test rule under Section 4(

y of

the Toxic Substances Control Act (TSCA) that would

require manufacturers, importers and processors of certain

ther

CHEMICAL TESTING

Under TSCA Section 4, EPA can
require manufacturers, importers,
and in some cases processors of
chemical substances to conduct
testing of any chemical substance or
mixture for which EPA makes cer-
findings. Under the law, EPA

& manufacturing-today.com SUMMER 2008

h-production volume (HPV) chemicals to conduct test

| musr find that “there are insuffi-
| cient data and experience upon

which the effects of [the] manufac-
ture, distribution in commerce,
processing, use or disposal of such
substance or mixture or of any com-

| bination of such activities on health

or the environment can reasonably

be determined or predicted,” and test-
ing is necessary to develop the data.
EPA must also find that the chemical
substance or mixture may present “an
unreasonable risk” to human health or
the environment or that it is produced
in substantial quantities that could
result in substantial or significant
human exposure or environmental
release.

While Manufacturing Today readers in
all cases may not be subject to this
TSCA Section 4 test rule or any others,
your company may distribute and/or
use a chemical substance or mixture
included within the scope of this rule,
and others like it expected in the future.
It is, therefore, important to be mindful
of the implications of a TSCA Section 4
test rule, none of which are particularly
favorable. In general terms, once EPA
has made a TSCA “finding,” inferences
adverse to the chemical substance and,
potentially, to industrial and consumer
producrs made from the chemical sub-
stance, may follow. Certainly, if the
chemical is used in industrial settings,
worker exposure, health and safery
implications can be expected to arise. If
the chemical substance is a component
of consumer products, it is reasonable
to assume concerns with potential con-
sumer exposures to the chemical sub-
stance will follow. All such concernsare
at the expense of the commercial vitali-
ty of the chemical substance.

Depending on the nature of the con-
cerns underlying the need for addition
al data and thus the issuance of the
TSCA Section 4 test rule, there are sev-
eral possi es. Identified data needs
may be relatively specific and finite, and
the manufacturers will satisfy them
without much fanfare. If more robust
data needs are involved, manufacturers
may seck to persuade EPA that develop-
ment of only some data is needed and
agree to develop those data, and be
excused from other data requirements,
In other situations, manufacturers may
be unwilling or unable to develop the
dara EPA believes are necessary, decline
to develop the data and decide to with-

draw from the market. If others in the
value chain decline to step up and devel
op the data, the chemical substance may
simply vanish from the domestic mar-
ket. Downstream users in all these cir-
cumstances had better be prepared for
whartever option proves to be the con-
trolling one.

ProroseD RULE

According to the notice, EPA has prelimi-
narily determined that each of the 19
chemicals included in the proposed rule
is produced in substantial quantities and
that there is or may be substantial human
exposure to each of them; there are insuf-
ficient data to determine reasonably or
predict the effects on health or the envi-
ronment of the manufacture, distribu-
tion in commerce, processing, use or dis-
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proposed rule are listed below.

» Chemical Name

> Acetaldehyde

» gao-Anthracenedicne
»1H3H-Benzo[1,2-C4.5-C Tdfuran-a s7-tetrone
» 24-Hexadienoic scid, (EE)

» Phencl 4. methylenebi 245 yeth)

> Methanane, dipheny!
> Ethanediolc acid

i ydrsy-,

o0

> 135 Triazine-13.5(2H4H 6H-triethanal

* D-ghuco-Hep It faxi)
> CL Leuco Sulphur Black
> Caeor o, sulfated, sodium alk

» Castor oll avidred

g

> Alicenes, C13-24, chloro

> Hydrocarbons, C >4

[ proposed rule spes

posal of the chemicals, or of any combina-
tion of these activities; and the testing
program proposed is necessary to develop
such data. EPA states that dara developed
under the proposed rule “will provide crit-
ical information about the environmental
fare and potential hazards associared with
these chemicals which, when combined
with information about exposure and
uses, will allow the agency and others to
evaluate potential health and environ-
mental risks and to take appropriate fol-
low-up action.” Persons who export or
intend to export any chemical substance
included in the final rule would be subject
to the export notification requirements in
TSCA Section 12(b)(1) and at 40 C.F.R.
Part 707, Subpart D,

EPA is proposing to require testing
based on its preliminary findings under
TSCA Section 4(a)(1)(B)(i) relating to
“substantial” production and “substan-
tial human exposure,” as well as findings
under TSCA Sections 4(a)(1)(B)(ii) and
) relating to sufficient data and rthe
need for testing. Tests that would be
required include environmental fate
(including five tests for physical/chemi-
cal properties and biodegradation); eco-
toxicity (in fish, Daphnia, and algae);
acute toxicity; genetic toxicity (gene
mutations and chromosomal aberra-
tions); repeat dose toxicity; and develop-
mental and reproductive toxicity. The
es the tests pro-
posed for each chemical.

According to the proposed rule, EPA
intends to use the data obrained to sup
port development of preliminary hazard
and risk characterizations for these HPV

| chemicals as part of the Chemical

| A and M
| (ChAMP) process, fulfi

Program

g the U.S. com-

| mitments under the Security and

Prosperity Partnership of North America
to set initial priorities for potential future
appropriate action, including possible fur-
ther testing that would produce more
definitive hazard information where
needed on such chemical substances. EPA
states that such additional information is
needed by EPA, other federal agencies, the
public, industry and others to ensure that

adequate hazard and risk assessments can
be conducted on these chemical sub-
stances. EPA has used data from other test
rules to support such activities as the
development of water quality criteria,
Toxic Release Inventory listings, chemical
advisories and inpur for actions resulting
in reduction of workplace exposures.
Comments on the proposed rule are due
by Oct. 22,2008,

The proposed testing requirements
are not effective until and unless EPA
issues a final rule. Based on the effective
date of the final rule, which s typically 30
days after the publication of a final rulein
the Federal Register, the test sponsor may
plan the initiation of any required testing
asappropriate to submit the required final
report by the deadline indicated as the
number of months after the effective date
that would be shown in Section
799.5087(j) of the proposed regulatory
text, Persons required to comply with the
final rule would have to conduct the neces-
sary resting in accordance with the testing
and reporting requirements established in
the regulatory text of the final rule, and
with TSCA Good Laboratory Practice.

PROTECTING YOUR ASSETS

As noted, while relatively few readers may
be subject to any forthcoming TSCA
Section 4 test rule, many readers may be
implicated by virtue of their use of any of
the 19 chemical substances. This rule is
but one of many that may well be issued in
the months and years ahead as a result of
intense interest in the safety of existing
chemicals used in commerce. To ensure
you are fully aware of the implicarions of
such rules, readers are urged to monitor
and participate as appropriate in these
proceedings and, at the least, assess and
plan for the commercial and business
consequences of any final test rules. mt
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