>
GPO,

22402

Federal Register/Vol. 69, No. 80/Monday, April 26, 2004/Rules and Regulations

4.3 Exception

[Revise 4.3 to read as follows:]

Some parcels may be successfully
processed on BMC parcel sorters even
though they do not conform to the
general machinability criteria in 4.1.
The manager, BMC Operations, USPS
Headquarters (see G043 for address)
may authorize a mailer to enter such
parcels as machinable parcels rather
than irregular parcels if the parcels are
tested on BMC parcel sorters and prove
to be machinable. Mailers who wish to
have parcels tested for machinability on
USPS parcel sorting machines must:

a. Submit a written request to BMC
Operations. The request must list
mailpiece characteristics for every
shape, weight, and size to be
considered. If the letter requesting
testing describes a mailpiece that falls
within the specifications of pieces that
were tested previously, the mailpiece
will not be tested.

b. Describe mailpiece construction,
parcel weight(s), estimated number of
parcels to be mailed in the coming year,
and preparation level (e.g., destination
BMC pallets).

c. Send 100 samples to the test facility
designated by the manger, BMC
Operations, at least 6 weeks prior to the
first mailing date. The manager, BMC
Operations, will recommend changes, to
ensure machinability, of parcels that do
not qualify.

* * * * *

6.0 OUTSIDE PARCEL
(NONMACHINABLE)

[Revise the first sentence to read as follows:]

An outside parcel is a parcel that
exceeds any of the maximum

dimensions for a machinable parcel.
R

* * * * *

G General Information
G000 The USPS and Mailing
Standards

* * * * *

G040 Information Resources

* * * * *

G043 Address List for Correspondence

[Add the following address:] BMC
Operations, US Postal Service, 475
L’Enfant PLZ, SW., RM 7631,
Washington, DC 20260-2806.

* * * * *

We will publish an appropriate
amendment to 39 CFR part 111 to reflect
these changes.

Neva R. Watson,
Attorney, Legislative.

[FR Doc. 04—9414 Filed 4—23-04; 8:45 am]
BILLING CODE 7710-12-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Parts 9 and 799
[OPPT-2003-0006; FRL-7312-2]

RIN 2070-AD42

In Vitro Dermal Absorption Rate
Testing of Certain Chemicals of

Interest to the Occupational Safety and
Health Administration

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Final rule.

SUMMARY: EPA is promulgating a final
rule under the Toxic Substances Control
Act (TSCA) that requires manufacturers
(including importers) and processors of
34 chemicals to conduct in vitro dermal
absorption rate testing. These chemicals
are of interest to the Occupational
Safety and Health Administration
(OSHA) of the Department of Labor, and
the data obtained under this testing
program will be used by OSHA to
evaluate the need for “skin
designations” for these chemicals. Skin
designations are used by OSHA to alert
industrial hygienists, employers, and
workers to the potentially significant
contribution to the overall exposure to
certain chemicals which can occur by
the cutaneous route. Thus, skin
designations encourage employers to
consider whether changes should be
made to processes involving such
chemical substances in order to reduce
the potential for systemic toxicity from
dermal absorption of these chemicals.
Persons who export or intend to export
any chemical substance included in this
final rule are subject to the export
notification requirements in TSCA
section 12(b).

DATES: This final rule is effective on
May 26, 2004. For purposes of judicial
review, this final rule shall be
promulgated at 1 p.m. eastern daylight/
standard time on May 10, 2004.
ADDRESSES: EPA has established a
docket for this action under docket
identification (ID) number OPPT—2003—
0006. All documents in the docket are
listed in the EDOCKET index at http:/
/www.epa.gov/edocket/. Although listed
in the index, some information is not

publicly available, i.e., Confidential
Business Information (CBI) or other
information whose disclosure is
restricted by statute. Certain other
material, such as copyrighted material,
will not be placed on the Internet and
will be publicly available only in hard
copy form. Publicly available docket
materials are available either
electronically in EDOCKET or in hard
copy at the Office of Pollution
Prevention and Toxics (OPPT) Docket,
EPA Docket Center (EPA/DC), EPA
West, Room B102, 1301 Constitution
Ave., NW., Washington, DC. The Public
Reading Room is open from 8:30 a.m. to
4:30 p.m., Monday through Friday,
excluding legal holidays. The EPA
Docket Center Reading Room telephone
number is (202) 566—1744, and the
telephone number for the OPPT Docket,
which is located in EPA Docket Center,
is (202) 566—0280.

FOR FURTHER INFORMATION CONTACT: For
general information contact: Colby
Lintner, Regulatory Coordinator,
Environmental Assistance Division
(7408M), Office of Pollution Prevention
and Toxics, Environmental Protection
Agency, 1200 Pennsylvania Ave., NW.,
Washington, DC 20460—0001; telephone
number: (202) 554—1404; e-mail address:
TSCA-Hotline@epa.gov.

For technical information contact:
Keith Cronin or Catherine Roman,
Chemical Control Division (7405M),
Office of Pollution Prevention and
Toxics, Environmental Protection
Agency, 1200 Pennsylvania Ave., NW.,
Washington, DC 20460—0001; telephone
number: (202) 564—8157 or (202) 564—
8172; e-mail address:
cronin.keith@epa.gov or
roman.catherine@epa.gov.

SUPPLEMENTARY INFORMATION:
I. General Information
A. Does this Action Apply to Me?

You may be affected by this action if
you manufacture (defined by statute to
include import) or process any of the
chemical substances that are listed in
§799.5115(j) of the regulatory text. Any
use of the term “manufacture” in this
document will encompass ‘““import,”
unless otherwise stated. In addition, as
described in Unit VI., any person who
exports or intends to export any of the
chemical substances in this final rule is
subject to the export notification
requirements in 40 CFR part 707,
subpart D. Entities that could be subject
to the requirements in this final rule
may include, but are not limited to:

e Manufacturers (defined by statute
to include importers) of one or more of
the 34 subject chemical substances
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(NAICS 325 and 324110), e.g., chemical
manufacturing and petroleum refineries.
e Processors of one or more of the 34
subject chemical substances (NAICS 325
and 324110), e.g., chemical
manufacturing and petroleum refineries.

This listing is not intended to be
exhaustive, but rather provides a guide
for readers regarding entities likely to be
affected by this action. Other types of
entities not listed in this unit could also
be affected. The North American
Industry Classification System (NAICS)
codes have been provided to assist you
and others in determining whether this
action might apply to certain entities.
To determine whether you or your
business may be affected by this action,
you should carefully examine the
applicability provisions in Unit V.E. and
consult the regulatory text at 40 CFR
799.5115(b). If you have any questions
regarding the applicability of this action
to a particular entity, consult one of the
technical persons listed under FOR
FURTHER INFORMATION CONTACT.

B. How Can I Access Electronic Copies
of this Document and Other Related
Information?

In addition to EDOCKET (http://
www.epa.gov/edocket/), you may access
this Federal Register document
electronically through the EPA Internet
under the “Federal Register” listings at
http://www.epa.gov/fedrgstr/. A
frequently updated electronic version of
40 CFR part 9 and part 799 is available
on E-CFR Beta Site Two at http://
www.gpoaccess.gov/ecfr/.

II. Background

A. What Action is the Agency Taking?

In this action, EPA is promulgating a
test rule under TSCA section 4 (15
U.S.C. 2603) which responds to
recommendations of the Interagency
Testing Committee (ITC). Under TSCA
section 4(e)(1), the ITC is responsible for
recommending chemical substances and
mixtures to the EPA Administrator for
priority testing consideration. In
September 1991, the ITC received a
nomination from OSHA of 658 chemical
substances and mixtures for ITC review.
OSHA requested that the ITC assess the
availability of data relevant to dermal
absorption for these chemical
substances and mixtures and determine
the need for further testing (Ref. 1).
OSHA indicated to the ITC that it
needed quantitative measures of dermal
absorption to evaluate the potential
hazard of these chemicals to workers
(Ref. 2). These quantitative measures are
expressed as the dermal absorption rate
for a particular chemical (Ref. 3, p.
35725). The results of the ITC’s review

were published in the Federal Register
(Ref. 1, p. 26900 and Ref. 2, pp. 38492—
38493).

In the 31st, 3204, and 35t ITC Reports
to the EPA Administrator (Refs. 1, 2,
and 4), the ITC designated for in vitro
dermal absorption rate testing a total of
83 of the 658 chemical substances
nominated by OSHA. A summary of the
process by which the ITC selected the
83 chemical substances was presented
in the proposal to this action (Ref. 5, p.
31077). The data reviewed by the ITC
included data obtained from TSCA
section 8(a) and 8(d) rules (Refs. 6, 7,
and 8) which were promulgated by EPA
for the 83 chemical substances included
in the 31st, 32nd, and 35 ITC Reports
(Refs. 1, 2, and 4). These rules required
the reporting to EPA of certain
production, use and exposure-related
information, and unpublished health
and safety data concerning the 83
chemical substances.

In reviewing the available data, the
ITC determined that the data for methyl
methacrylate, diethyl phthalate, and
cyclohexanone would meet OSHA’s
data needs for these three chemicals.
Accordingly, the ITC withdrew its
designation for these three chemicals:
Methyl methacrylate and diethyl
phthalate in the 34th ITC Report (Ref. 3),
and cyclohexanone in the 36th ITC
Report (Ref. 9).

Eighty of the chemical substances
originally nominated by OSHA are thus
currently designated by the ITC for in
vitro dermal absorption rate testing
under TSCA. In the Federal Register
notices containing the 31st, 32nd, and
35th ITC Reports (Refs. 1, 2, and 4), EPA
solicited proposals for TSCA section 4
enforceable consent agreements (ECAs)
for dermal absorption rate testing of the
80 chemical substances. EPA received
no proposals for ECAs for dermal
absorption rate testing in response to
these solicitations.

On April 3, 1996, EPA again solicited
interested parties to submit proposals
for ECAs (Ref. 10). On June 26, 1996,
EPA received a proposal from the ARCO
Chemical Company (ARCO) (Ref. 11) for
tert-butyl alcohol. On March 26, 1998,
EPA received a study from ARCO
entitled [24C]-t-Butyl Alcohol: Topical
Application: Dermal Absorption Study
in the Male Rat (Refs. 12 and 12a.). This
study was reviewed and found
acceptable as a means of determining
the dermal absorption rate for tert-butyl
alcohol. Accordingly, EPA did not
propose testing of tert-butyl alcohol.

On June 9, 1999, EPA responded to
the ITC’s designation of the remaining
79 chemicals by issuing a proposed test
rule under TSCA section 4 (Ref. 5)
which would require that 47 of these

chemical substances be tested with
respect to in vitro dermal absorption
rate. The Agency selected the 47
chemicals for testing because, at the
time of the proposal, EPA believed that
their production volumes were the
highest among the 80 chemicals
designated by the ITC. At the time of the
proposed rule, the most current
information available to EPA indicated
that each of the 47 chemicals was
produced in “‘substantial quantities,”
meaning that their annual production
volumes ranged from one million to
more than one billion pounds. These
chemical substances were being used in
a wide variety of applications, which
resulted in potential exposures of 1,000
or more workers to each chemical
substance. Based upon EPA’s review of
more recent production volume data,
exposure data, and dermal absorption
rate data, which became available after
the proposal to this rule was published,
EPA is now requiring testing for 34 of
the 47 chemicals that had been included
in the proposed rule. The rationale for
EPA’s decision not to finalize testing
requirements for the other 13 chemicals,
which were originally proposed for
testing, is described in Unit VILA.
through L.

EPA is requiring that the 34 chemicals
be tested according to the in vitro
dermal absorption rate test standard set
forth in § 799.5115(h) of the regulatory
text. EPA has also specified reporting
requirements in § 799.5115(i) of the
regulatory text. EPA may pursue testing
of the remaining 32 chemicals based on
further analysis.

In the solicitations discussed in this
unit (Refs. 1, 2, 4, and 10), EPA
referenced an in vitro dermal absorption
rate test method for review by potential
submitters in developing their proposed
protocols (Ref. 10, p. 14776). This
method was based on the peer reviewed
method of Bronaugh and Collier (Ref.
13). Some refinements of the method
were made by a panel of Federal
scientists from ITC member and liaison
agencies (including, for example,
Consumer Product Safety Commission
(CPSC), Department of Defense (DoD),
EPA, Food and Drug Administration
(FDA), National Institute for
Occupational Safety and Health
(NIOSH), and OSHA). EPA received
public comments on the method and
entered them, along with the method
itself, into the dockets for the 31st, 32nd,
and 35t ITC Reports (docket control
numbers OPPTS—41038, OPPTS—-41039,
and OPPTS-41042, respectively). In
addition, the American Chemistry
Council (ACC, formerly the Chemical
Manufacturers Association (CMA))
submitted a proposed protocol outlining
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an alternative method (Refs. 14 and
14a.). Scientists from the Federal
Agencies represented on the ITC
(including EPA and OSHA) reviewed
the public comments and the ACC
proposal. As a result of this review, the
ITC and EPA scientists further refined
the in vitro dermal absorption rate test
method of Bronaugh and Collier which
EPA then proposed to be the test
standard required by this final rule (Ref.
5).

The test standard that will be required
under this final rule describes the
procedures for measuring a permeability
constant (Kp) and two short-term
absorption rates (10 minutes and 60
minutes) for chemical substances in
liquid form. A Kp is useful in estimating
skin permeation when contact with the
chemical is prolonged (hours) and
steady state is achieved, while a short-
term absorption rate measurement is
more relevant when the contact is short-
term (minutes). Both measurements are
required by the test standard.

This test standard makes use of
established in vitro diffusion cell
techniques that allow absorption rate
studies to be conducted using human
cadaver skin and either flow-through or
static diffusion cells (see § 799.5115(h)
in the regulatory text). This test
standard also requires the use of
radiolabeled chemical substances unless
the test sponsor can demonstrate that
procedures utilizing a non-radiolabeled
test substance are able to measure the
substance with equivalent sensitivity.
The first six parameters that are
discussed under test procedures in
§799.5115(h)(5) of the regulatory text
(i.e., choice of membrane, preparation of
membrane, diffusion cell design,
temperature, testing of hydrophobic
chemicals, and vehicle) are similar for
the determination of either of the two
percutaneous absorption rate values (Kp
and short-term absorption rate). In
contrast, the remaining two parameters
(i.e., dose and study duration) are
different for the two percutaneous
absorption rate values.

The in vitro approach was chosen not
only for the practical considerations that
it makes efficient use of labor and
materials and can easily be performed
by a variety of laboratories, but also
because in vitro diffusion cell studies
are necessary for measuring a Kp.
Although the in vitro method in
§799.5115(h) of the regulatory text will
satisfy OSHA’s data needs to support its
skin designations, EPA does not believe
the method is an adequate substitute for
all dermal absorption rate testing
methods.

B. What is the Agency’s Authority for
Taking this Action?

This final rule is being promulgated
under TSCA section 4 (15 U.S.C. 2603),
which authorizes EPA to require the
development of data relevant to
assessing the risk to health and the
environment posed by exposure to
chemical substances and mixtures
(chemicals).

Section 2(b)(1) of TSCA (15 U.S.C.
2603(b)(1)) states that it is the policy of
the United States that:

adequate data should be developed with
respect to the effect of chemical substances
and mixtures on health and the environment
and that the development of such data
should be the responsibility of those who
manufacture and those who process such
chemical substances and mixtures].]

To implement this policy, TSCA section
4(a) mandates that EPA require by rule
that manufacturers and/or processors of
chemical substances and mixtures
conduct testing if the Administrator
finds that:

(1)(A)(i) the manufacture, distribution in
commerce, processing, use, or disposal of a
chemical substance or mixture, or that any
combination of such activities, may present
an unreasonable risk of injury to health or the
environment,

(ii) there are insufficient data and
experience upon which the effects of such
manufacture, distribution in commerce,
processing, use, or disposal of such substance
or mixture or any combination of such
activities on health or the environment can
reasonably be determined or predicted, and

(iii) testing of such substance or mixture
with respect to such effects is necessary to
develop such data; or

(B)(i) a chemical substance or mixture is or
will be produced in substantial quantities,
and (I) it enters or may reasonably be
anticipated to enter the environment in
substantial quantities or (II) there is or may
be significant or substantial human exposure
to such substance or mixture,

(ii) there are insufficient data and
experience upon which the effects of the
manufacture, distribution in commerce,
processing, use, or disposal of such substance
or mixture or any combination of such
activities on health or the environment can
reasonably be determined or predicted, and

(iii) testing of such substance or mixture
with respect to such effects is necessary to
develop such data [.]

The purpose of this testing is to
develop data about the substance’s or
mixture’s health or environmental
effects for which there is an
insufficiency of data and experience,
and which are relevant to a
determination that the manufacture,
distribution in commerce, processing,
use, or disposal of the substance or
mixture, or any combination of such
activities, does or does not present an

unreasonable risk of injury to health or
the environment.

Once the Administrator has made a
finding under TSCA section 4(a)(1)(A)(i)
(i.e., a finding that a chemical substance
may present an unreasonable risk of
injury to health or the environment) or
a finding under TSCA section
4(a)(1)(B)() (i.e., a finding that a
chemical substance is or will be
produced in substantial quantities and
either it enters or may reasonably be
anticipated to enter the environment in
substantial quantities or there is or may
be significant or substantial human
exposure to the chemical substance),
EPA may require any type of health or
environmental effect testing necessary
to address unanswered questions about
the effects of the chemical substance.
EPA need not limit the scope of testing
required to the factual basis for the
TSCA section 4(a)(1)(A)(i) or (B)()
findings, as long as EPA also finds that
there are insufficient data and
experience upon which to reasonably
predict the effects of the manufacture,
distribution in commerce, processing,
use, or disposal of such substance or
mixture or any combination of such
activities on health or the environment,
and that testing is necessary to develop
such data. This approach is explained in
more detail in EPA’s statement of policy
for making findings under TSCA section
4(a)(1)(B) (frequently described as the
“B” policy) (Ref. 55, pp. 28738-28739).

In this final rule, EPA is using its
broad TSCA section 4(a) authority to
obtain dermal absorption rate data
necessary for OSHA to evaluate the
need for “skin designations” (see Unit
I11.B.3.) for the 34 chemical substances
specified in Table 2 in § 799.5115(j) of
the regulatory text. Following
consideration of the public comments
received by EPA on the proposed test
rule (Ref. 5), EPA is making the
following findings for these chemicals
under TSCA section 4(a)(1)(B): They are
produced in substantial quantities; there
is or may be substantial human
exposure to them; existing data are
insufficient to determine or predict their
health effects; and testing is necessary to
develop such data.

EPA has used its TSCA section 4(a)
authority in the past to support
regulatory programs of other EPA offices
as well as other Federal Agencies
needing health and/or environmental
effects test data. See, e.g., the final test
rule for the Office of Water Chemicals
(Ref. 68, p. 59673).
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IIL. Response to Public Comments

A. Summary

EPA received comments on the
proposed rule (Ref. 5) from ACC,
Monsanto Company, First Chemical
Corporation, American Forest and Paper
Association (AFPA), American
Petroleum Institute (API), Biphenyl
Work Group, Diethyl Ether Producers
Association (DEPA), Synthetic Organic
Chemical Manufacturers Association
(SOCMA), Acetonitrile Task Force,
Dupont Dow Elastomers, Fragranced
Products Information Network,
Association of Veterinarians for Animal
Rights, People for the Ethical Treatment
of Animals, Animal Protection Institute
Midwest Regional Office, Humane
Society of the United States, Doris Day
Animal League, Chlorobenzene
Producers Association, Tetrahydrofuran
Task Force (THFTF), a private citizen,
and Union Carbide Corporation (Refs.
15-33).

ACC’s Naphthalene Panel, Propylene
Glycol Ethers Panel, Olefins Panel
(ACC/0), Hydrocarbon Solvents Panel,
Ketones Panel and Oxo Process Panel
(ACC/KOQ), and Carbon Disulfide Panel,
generally supported the comments by
ACC (Refs. 34—39). The Chlorobenzene
Producers Association, Biphenyl Work
Group, and the Acetonitrile Task Force,
also endorsed the comments submitted
by ACC. Comments by ACC and those
comments generally supportive of
ACC’s comments are collectively
referred to as “ACC’s” hereinafter in
this document. Comments submitted by
these groups that are specific to a
chemical are addressed, as appropriate,
in Unit IIL.F. and in Unit VIIL.

A summary of the comments received
by EPA on the Proposed Test Rule for
In Vitro Dermal Absorption Rate Testing
of Certain Chemicals of Interest to
Occupational Safety and Health
Administration is included in this unit,
along with EPA’s responses to those
comments. The comments are available
in the public docket for this rulemaking
(see ADDRESSES).

B. TSCA Section 4 Findings

1. “Substantial” human exposure,
TSCA section 4(a)(1)(B)(i)(II)—a. “B”
policy. ACC commented that EPA has
not provided a sufficient basis for its
finding of “substantial” human
exposure under TSCA section
4(a)(1)(B)(H)(D), (15 U.S.C.
2603(a)(1)(B)(i)(I)), with its approach in
this final rule which is based solely on
numbers of people exposed (more
specifically, the number of workers
exposed) to each chemical. ACC asserts
that a substantial human exposure
finding must additionally be based on

information such as each chemical’s
physical, chemical, and biological
properties; the manner of use and
release; exposure concentrations; and
duration and frequency of exposure.
ACC states that neither OSHA’s
objective of developing skin
designations, nor EPA’s objectives
under TSCA, are served by requiring
dermal testing in circumstances where
dermal exposures are at low
concentrations, or are so infrequent that
harm is not likely to occur.

EPA disagrees with ACC’s assertion
that EPA has not provided a sufficient
rationale for its finding that there is or
may be “substantial” human exposure
to the chemical substances that are
subject to this final rule as required
under TSCA section 4(a)(1)(B)(1)(I).
EPA also disagrees with ACC’s
contention that EPA must consider
chemical-specific factors to make a
“substantial”” human exposure finding.
In its policy statement that explains
how EPA generally makes findings
under TSCA section 4(a)(1)(B)(i) (the
“B” policy), EPA articulated
quantitative thresholds to serve as
guidance in making findings of
“substantial” production, release, and
human exposure. (Ref. 55) These
quantitative thresholds are based on the
Agency’s belief that it is reasonable to
interpret the word “substantial” to
mean exposure to large numbers of
people. Therefore, EPA believes that, in
the case of this final rule, where, based
on information available to EPA (Refs. 5
and 56), 1,000 or more workers are
potentially exposed to each chemical for
which the final rule would require
testing, it is reasonable to require the
testing of each chemical. In other words,
EPA’s policy (as articulated in its final
“B” policy statement (Ref. 55)) is that
quantitative data alone can justify EPA’s
finding that production, potential
release, or the number of people
potentially exposed to a chemical are
“substantial.” This is consistent with
TSCA'’s goals of ensuring that, given the
exposure of humans and the
environment to a large number of
chemical substances and mixtures with
potentially harmful effects, there is
effective regulation of commerce in such
substances (15 U.S.C. 2601(a)), that
adequate data be developed with respect
to the effect of chemical substances and
mixtures on health and the
environment, and that the development
of such data should be the responsibility
of those who manufacture and those
who process these substances (15 U.S.C.
2601(b)). Affected entities had the
opportunity to comment on the
proposed rule and submit current

employee information, readily available
to them, to refute EPA’s finding that a
substantial number of employees is
exposed. In those instances when EPA
agreed with information submitted by
commenters which demonstrated that
fewer than 1,000 employees were
exposed to a chemical, that chemical
was not included in this final rule (see
Unit VILD., E., and G.)

A “‘substantial” human exposure
finding under TSCA section
4(a)(1)(B)(i)(II) requires no hazard or risk
analysis (Ref. 55, p. 28742). Given the
statutory framework, the legislative
history, and the case law interpreting
the TSCA section 4 testing provisions,
EPA does not believe that it is required
to consider each of the types of
information described by ACC in order
to make a TSCA section 4(a)(1)(B)(@i)(II)
“substantial”’ human exposure finding
(Ref. 55, p. 28742).

Although EPA is not required to
consider the factors mentioned by ACC
in making its “substantial” human
exposure findings, information of the
sort described by ACC is nevertheless
relevant to other decisions leading to a
determination as to whether to require
testing under TSCA section 4. As stated
in the Agency’s “B” policy:

[flor each substance-specific rulemaking
under section 4, EPA must determine
whether there are sufficient ‘data and
experience’ upon which to ‘reasonably
determine or predict’ the health and
environmental effects of a chemical
substance, and whether testing of such
substance is ‘necessary to develop such data.’
In making these determinations, the Agency
has always, and will continue to examine all
available and relevant information
concerning the substance in question,
including the physical and biological
properties of the substance, the manner of its
use and release, the level, frequency, and
duration of exposure, and any available
relevant exposure and toxicity data. It is the
responsibility of interested parties to provide
any information they believe may be relevant
to the Agency’s determination to require
testing of a particular chemical substance
under TSCA section 4.

(Ref. 55, p. 28743).

In those instances where interested
parties provided such relevant
information on chemical substances
prior to the publication of this final test
rule, EPA and OSHA carefully reviewed
the information and, based on that
review, EPA in some cases decided not
to require testing for those chemical
substances. (See Unit VIL.A. through G.).
b. The National Occupational
Exposure Survey (NOES). ACC
commented that EPA has continued to
rely on the NOES database to support its
findings of “substantial”” human
exposure, a data base which ACC
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believes to be unrepresentative,
incomplete, and outdated. ACC states
that the NOES estimates are greatly
overstated and should not be relied
upon by EPA in making its findings.
ACC provided a critique of the NOES
(Ref. 40) as support for its statements
and added that EPA should evaluate the
level, frequency, and duration of
exposure to each chemical to determine
if it is “substantial.”

EPA disagrees with the commenter’s
statements regarding the adequacy of
the NOES for supporting a finding of
“substantial” human exposure under
TSCA section 4(a)(1)(B)(i)(II). This
database contains, among other things,
useful information on the approximate
number of workers potentially exposed
to a chemical substance specified in the
database. That is to say, while the
survey does not provide meaningful
information on the level, frequency, or
duration of exposure, it is useful for
providing an estimate of the potential
number of workers exposed to a
chemical. As noted in Unit III.B.1.a.,
EPA also does not agree with the
comment that EPA should undertake an
exhaustive analysis of exposure (i.e.,
level, frequency, and duration) to a
chemical substance to find that there is
or may be “substantial” human
exposure.

For each of the chemicals for which
testing is required in this final rule,
estimates of the number of exposed
workers were identified in the NOES.
The NOES was a nationwide data
gathering project conducted by NIOSH,
which was designed to develop national
estimates for the number of workers
potentially exposed to various chemical,
physical, and biological agents and
describe the distribution of those
potential exposures. Initiated in 1980
and completed in 1983, the survey
involved a walkthrough investigation by
trained surveyors of 4,490 facilities in
523 different types of industries.
Surveyors recorded potential exposures
when a chemical agent was likely to
enter or contact a worker’s body for a
minimum duration. These potential
exposures could be observed or inferred.
Information from these representative
facilities was extrapolated to generate
national estimates of potentially
exposed workers for more than 10,000
different chemicals (Ref. 41). The NOES
survey is the most recent and
comprehensive source of this kind of
information.

In the critique of the NOES cited by
ACCG, a general conclusion of the
authors was:

We conclude from reviewing the survey
design that, despite some flaws, it represents

one of the soundest approaches possible,
within the limited budget, for attaining
national estimates of the number of workers
in the proximity of potentially hazardous
agents.

(Ref. 40).

EPA agrees with this conclusion and
believes that it is reasonable to use
information provided in the NOES
database to support a finding of
“substantial” human exposure for a
chemical substance contained within
that database.

In addition, EPA agrees with the
authors of the critique, Buell et al (Ref.
40), that the survey results, while
potentially useful for making broad,
national estimates of the number of
persons in workplaces where potentially
hazardous agents are also present,
should not be used to gauge actual
worker exposure to these agents,
particularly to individual chemicals in
individual industry sectors. This
information was not collected in the
survey. EPA has relied only on the
information in the NOES database
regarding the approximate number of
potentially exposed workers in support
of its finding of “substantial” human
exposure.

Because some time has passed since
the NOES was completed, EPA
acknowledges that there may be
instances where changes in various
industrial sectors (i.e., market dema