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FFGJ.F. Welch, Vice President '\

sussect U.S. Environmental Protection Agency (EPA) - Section 8 (d), Toxic Substances Control

Act (TSCA)

REF: JFW correspondence, EPA-Proposed Rule on Submission of Health and Safety
Studies, January 4, 1980

ACTION REQUIRED: Review for information

BACKGROUND

Section 8 (d) of TSCA authorizes the Administrator to promulgate rules requiring
manufacturers, processors and distributors to submit lists and eopies of health and safety
studies on chemical substances or mixtures. EPA would use these studies to assess health
and environmental effects of chemicals and the need for and character of testing rules
promnulzated under Section 4 (a) of TSCA.

On December 31, 1979, EPA propesed such rules and listed ashestos, among other
chemieals, as a substance for whieh unpublizhed studiss should be gathered.

CURRENT STATUS

On September 2, 1982, EPA issued a final rule requiring submission of unpublished
health and safety studies and lists of studies on asbestos and a number of other
chemicals, As of October 4, 1982, all commercial forms of asbestos and mixtures
containing asbestos are subject to the enclosed regulations. Lists and copies of studies
must be submitted no latar than sixty (60) days after October 4, 1582,

COMPARISOY WITH 1978 PROPOSED RULE

In contrast ta the proposal, the final rule states "...respondents are respensible for
searching only the company files in which they ordinarily keep studies and records kept
by employees whose assigned duty is to advise the company on health and environmental
effects of chemiecals... . Respondents need not consult any reeords retived prior to
December 31, 1979, Distributors are exemnted from the reporting requirements,

HEAILTH AND SAYETY STUDY DEFINED

The term "health and safety study™ is breadly interpreted to mean Yany study of
any effeet of a chemical substance or mixture on health cr the environment or on both,
ineluding underlying data and epidemiological studies, studies of cceupational exposure to
a chemical substance or mistura 2, toxicological, clinical and ceological or other
studies... . Virtually anyv dats that bear on h=alth and environinental efiects, including
studies of air, water and soil transport of asbestos, fall withi the meaning of thz torm,
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PLAINTITE'S EXHIBIT




When a substance such as asbestos is individually listed, studies of mixtures known
to contain asbestos must be reported as studies of asbestos.

STAFF ANALYSIS

The AACPP report on asbestos exposures during the cutting and machining of A/C
pipe should not be subject to the reporting requirements because it was published in
whole or in part in 2 number of AACPP publications or position statements,

However, the results of TAC-01-80, "Recommended Work Practices Phase 2:
Transient Asbestos,” may be subject to the reporting requirements because it could be
construed to be an assessment of "human and environmental exposure...ineluding surveys,
tests and studies of...air, water and soil transport" of asbestos. This matter will be
discussed with Kirkland & Ellis and AACPP counsel, and appropriate action taken,

If you have any questions, please do not hesitate to call.

JFW/ccw
ees A. ¥ahn, Esq.
Tim Hardy, Esq.
eopies: Executive Committee International Affairs Committee
L. Ambler E. van der Rest S. Al-Tarkait
L. Taylor o R. Dorner M. Delecourt
J. Cran RS L. Giannitrapani J. Cuvelier
) P. Hart B. Giboin
A. Saoulis G. Zaviezo
R. Jalan J. Sehmaus
V. Pattabhi J. Rodrigues
H. Hudson C. Barton
Dubue Dimatit
0172090801
Chrono
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2.

" ENVIRONMENTAL PROTECTION
AGENCY

* #OCFR Part 718
TOPTS-34C03A; TSH-FRL 2112-2]

Health and Safety Data Reporting;
Submission of Lists and Copies of
Health and Safety Stucies’

AGENCY: Environmental Protection ~
Agency (EPA).
Aacrion: Final rule.

SUMMARY: This rule requires the
submission of unpublished health and
safety studies on specifically listed
chemicals by chemical manufacturers,
processors, and others in possession of
such studies. The rule is issued under
section 8{d) of the Toxic Substances
Control Act (TSCA), 15 U.S.C. 2607(d).
“The Administrator will issue
amendments in the Federal Register to
add ta the list of chemicals subject to
the rule. Amendments to add chemicals
recommended for testing by the
Interagency Testing Committee (ITC),
established vnder section 4 of TSCA,
will be effective upon publication.
Amendments to add other chemicals
will be subject to a thirty-day comment
period. This notice promulgates the final
version of regulations proposed on
December 31, 1979 at 44 FR 77470,

EFFECTIVE DATE: October 4, 1982,

FOR FURTHER INFORMATION CONTACT: -
Pouglas Bannerman, Acting Director,
Industry Assistance Office {TS-799),
Cfiice of Toxic Substances,
Environmental Protection Agency. Rin.
E-511, 401 M Street, SW., Washington,
DC 20460; toll free {8B0D—424-9065); in
‘Washington, DC (554-1404); outside the
USA {Operator-202-554-1404).
SUPPLEMENTARY INFORMATION: OMB
Control Number: 2070-0004.

Background

In the Federal Register of july 18, 1978
{23 FR 30984). EPA promulgated a
previous version of this rule under
section 8{d) of TSCA {43 FR 30083)
requiring reporting of studies of
chemicals listed on the first ITC report.
“That rule was challenged by the Dow
Chemical Company and was
subsequently revoked (see 44 FR 77470).
Two provisions of that rule were the
subject of a lawsuit, Dow Chemical
LCompany v. EPA, 805 F.2d 673 {1979).
“The two provisions concerned obtaining
studies on chemicals manufactured or
processed for research and development
purposes and obtaining copies of studies
on a chemical from companies that do
1ot munulacture, process or disiribute

that chemical. The Court upheld EPA's
authority for both peovisions.

Purposs and Use of the Rule

Under this rule, EPA will acquire
unpublished health and safety studies
on specified chemicals from
manufacturers and procedsors of the
chemicals, The Agency will use the
studies to support its investigations of

" the risks posed by chemicals and, in

particular, to support its decisions
whether to require industry to test
chemicals under section 4 of TSCA. The
addition of chemicals to the rule will
occur by notice of amendment in the
Federal Register. In the case of .-

*

chemicals recommended for testing by =/ .
the ITC, the amendment will be effective .
thirty days alter publication, For other -

chemikals, the amendment will be .
subject 1o a thirly-day public commen,
eriod before promulgation.

Studies of health and environmental
effects, including studies of exposures of
people or the environment, are the -
fundamental ingredients of any
assessment of chemical risk. For this
reason, EPA will require reporting under
this rule for specific chemicals that are
under investigation either in 2arly stages
of risk assessment or when action to
control exposure is being considered.
Furthermore, EPA expects to require
submission of unpublished health and
safety studies for all chemicals under
consideration for required testing under
section 4 of TSCA. EPA will evaluate
the studies reported under this rule
together with other available data to
construct a picture of the effects of
chemicals and their associated risks.

. The studies submitted under the
previously issued section 8(d) rule {43
FR 30984, July 18, 1978), have been very
useful in the Agency's investigation of
the effects of the ITC-recommended
chemicals covered by that rule. The
studies have been used in designing
appropriate tests, and in support of the
basic decision whether testing for a
particular biological effect shouid be
carried out. For example, studies
submitted on chlorinated benzencs
contributed significantly to EPA’s design
of a testing scheme for mutagenicity.
The Agency, itself, will conduct these
tests. Similarly, studies submitted on
monochlorobenzene supported our
decisions on the need for testing of the
reprocductive effects of that substance.
‘These are examples of two important
contributions that submitted studies can
make to testing decisions.

Overview of Rula Reguirements

Extensive comment was received on
the question of what records a company
should search to comply with this rule.

CAPCO JEN 0012313

‘The proposal spoke of information
“known to” or in the "possession” of
respondents. The definitions given for
these terms were broad, and comments
indicated that, under these definitions,
companies would feel obliged to search
many more records than we believe
necessary. We have decided to replace
the definitions swith a description of the
scope of a search that will be adeguate
for this rule. The rule now says that
respondents are responsible for
searching only the company filesin -* -
which they ordinarily keep studies and
the records kept by employees whose -

assigned duty is to advise the company -

on health and environmental effects of -
chemicals. Moreover, for all compliance
purposes, respondents need not consult -
any records that they retired priorto
December 31, 1979, the date on which -
this rule was proposed.

The rule has two basic requirements;
Submission of copies of studies in the
possession of persons subject to the rule
and submission of lists of studies
ongoing at the time of submission or
known to but not possessed by the
submitter. Persons who are
manufacturing or processing a chemical
at the time it is listed in the wle, or are
proposing to do so, are required to
submit both copies and lists of studies
for that chemcial. EPA decided to .
exempt distributors from reporting,
because we believe that very few
distributors perform these studies and
that the burden to these persons
outweighs making themn subject to the
rule. An examinration of the respondants
to the previous section 8{d) rule
revealed that no distributors submitted
studies. These reporting requirements
remain applicable unlil the sunset date
for the chemica! (three years after the
chemical is made subject to the rule) to
cover studies begun during that period,
and to cover persons who begin, or are
proposing to begin, maniifacturing or
processing a listed chemical during that
period.

Persons who are noi involved with a
chemical when it is listed but
manufactured or processed it or
proposed to do so any time during the
ten years prior to the time it is listed, are
required to submit copies of studies for
that chemical, but are not required to list
studies. .

Since the proposal, changes have been
made regarding the types of studies that
must be submitted. Several types have
been exempted. The final requirements
represent the Agency's elfort to reduce
the burden of the rule whiie still
obtaining the most useful studies for our
assessments. EPA received many good
comments that allowed the Agency to
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jdentify the studies that were most
burdensome to submit and least useful
for its assessments. Therefore, the -
Agcency has added to the exemptions
ariginally propused, The final rule has
the following overall exemptions:'{1) &
Physical and chemical propesiies ol.her
than ten that are specifically listed; (2]
studies of a substance ormixture that a’
ij-2rson has manufactured or processed,.

ur proposed to manufacture or process’?,

as an impurity; (3] published studies; (4)
non-confidential studies submitted 7.
previously to another Federal agency;
{5) all'studies previously submitted to

EPA (this includes studies voluntarily*}'
submitted during section 4 proceedmgs -

¥

orunder thé previous section 8(d) rule):?
{5) studies of chemical substances which
are not on the TSCA Chemical * %717
Substance Inventory, i.e., reseerch and
development studies on new chemical
substances, and (7) underlymg data’ such
o5 medical records, monitoring data, and
lab notebooks {unless the EPA requests.
thé data later, by personal lettes). Ir ;‘
addition; certain types of studies of s
nixtures are exempted as stated below.
In summary, the reportable studies
re: {1) Studies of listed chemicals with
e seven exclusions noted above; and
'} studies of mixtures containing listed :
1emicals with the seven exclusions .
yted above and also excluding: acute
al toxicity studies, acute dermal
xicity studies, acute inhalation
<icity studies, primary eye imitation
wlies, primary dermal irritation  -..
dies, and physzcal and chemical
perties. -

1anization of This Preamble

PA received more than 100
sonses to the proposed rule, each ..
taining multiple comments. Several
:cts of the rule received numerous
ments; other aspects, only one ora
In this preamble, the Agency
13ses the major comment areas: -
fic definitions; chemical substances
ct to the rule; lists and copies to be
itted and who should submit them;.
13 not subjact to mandatory
ing: file search; reporting schedule
mset pravision; confidentiality; |
:onomic impact. The subjects that
»d caly one or a few comments
lividually discussed ina
=nt entitled “General Comments
Proposed Section 8{d) Rule™
g part of the public record.

fic Delinitions -

ifacture ond Process for =~
-cial Purposes

terprets the term “manufacture
;3 for commercial purposes™ to
uch activities conducted, in

whole or in part, for the purpose of.
obtaining @ commercial advantage for
the manufacturer or processor as
distinguished from charitable or
academic purposes. Therefore,
chemicals manufactured for product
research and development (R&D), as
well as byproducts and impurities of |
commercial manufacturingand -~ .. *
processmg. are “for commermal
purposes.”

EPA recexved comments saymg thaz
the Agency’s interpretation is wrong
because these substances themselves .-
are not actually markeled, and, in the.

Agency considers it undeniable that.: -
products of commercial endeavors are’
made for commercial purposes, .- ..
Moreover, the reason that section 8 of
TSCA exists is to give the Agency . -~
access to information from which it can
assess the nature and signiﬁcance of -
chemical hazards and risks. TSCA is ;
intended to address these/hazards and
risks to health or the environment- .

" whether or not the chemicals are desired
commercial products. - .
The commenters thought that the -

Inventory Rule exempted reporting of
byproducts, impurities, and R&D. -
chemicals because they were not
considered to be “for commercial
purposes.” On the contrary, this section
8{d) rule is completely consistent with
the Inventory rule, both rules define
-these chemicals as "for commercial
purposes.” The Inventory Rule
exempted such substances only because
they were not appropriate for inclusion
in the Inventory. In this final rule the
Agency has limited the potential reach
of this interpretation. A description of
the applicability of the rule to impurities,
byproducts, and R & D chemicals
follows. ..

(1) Impuntws Under this rule, EPA
has excluded from reporting any studies
of chemicals that the person reporting
has manufactured or processed or has
proposed to manufacture or process
-only as impurities. .. -

* Since the chemicals presently tisted in’

" the rulé are marketed most widely as -
‘desirable products, rather than as
impurities, EPA expects that the

excluded studies will be so few as not to
justify the burden of searching for them.
However, in other citcumstances, the -
Agency may prapose to require the
excluded studies to be reported for some
chemicala.

(2) Byproducts. 1t should be noted that
the definition of “manufacture for
commercial purposes” includes only
byproduct substances and mixtures that
are separated from the other substance

——

case of byproducts and impurities, are i
not desired for the market. However, the

or mixture that is being manufactured,
processed, used, or disposed of. Other
substances that are produced as
byproducts, but not separated from the-
product, are impurities of the product
anld are thus not covered in the present
rule. . -

This rule requxres manufack.xrers of
these separated byproducts to report -
studies on them and on mixtures - °

containing them. Thus, persons who - ..

manufacture a listed chemicalas a
known byproduct that they sepasate
. during manufacture, processing, use, or
. disposal of another chemical must

of the same chemicals as desired - .. . .:
products. The studies will be justas - . -

telling on the effects of the chemicals.
{3} R & D Chemicals. The Third Circuit

has upheld EPA in its view that -

. substances manufactured for R & D
purposes are manufactured for - - -
commercial purposes, Dow v, EPA, €05
F. 2d 673 {3rd Cir. 1978}, EPA discussed .
- the importance of these studies in the-
preamble to the proposed rule and.
continue to regard them as important
resources in investigating the effects and
risks associated with substances, - ---:
* However, to minimize the burden of this
requirement, EPA has exempted persons
from reporting studies on chemical
substances that are not on the TSCA
Chemical Substances Inventory, e.g..’
new chemical substances. Whena | --
premanufacture notice (PMN)is =~ ©°
submitted on a new substance, any
health and safety data on the subs.ance
would be submitted. e

B. Propose zaManufacMe P.mcess, or
Distribute-. . -

“Propose to manufacmre. process. or
distribute” is defined in this rule to -
mean that a person has madea - -
management decision to commit
financial resources toward the
manufacture, processing, or distribution

- of a ckemical substance or mixture. A .

company could commit financial . |
resources by, for example, hiring
additional personnel, commissioning a
- construction engineering plan,
purchasing land to construct )
marufacmnng or pracessing facilities,
purchasing production equipment, or
contracting for raw materiala,

One commenter stated that EPA
should exempt persons that propose to -
manufacture, process, or distribute the
listed substances because they would
not have many studies. EPA has not
adopted this suggastion. Valuable
studies might be missed if these persons
are exempted, The Agency would be
particularly interested in the results of a

CAPCO
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" study which prompted a decision not to
manufacture, process, or distribute a
substance.

Some commenters felt that the
proposed definition covered actions too
early in a company's deliberations and
that “propose to” should not hinge on a
management decision to commit
resources toward manufacture, but -
should require an actual management
decision to manufacture the chemical, -
€.g., building a plant. The Agency
recognizes that there are many
individual decisions made prior to

actual manufacture. Building a plant, for -

instance, only moves a person toward -
the manufacture of a chemical, Until the
substance is actually manufactured, all
the actions management might make
only move the company toward
manufacture of the substance. These
actious are considered here as
“proposed” manufacture, o
- Other commenters asserted that the
meaning of “propose” is clear in the
premanufacture notification provisions
of section 5 where the requirement is to
submit the notice at lzast ninety days
before production. EPA disagrees.
Section 5 requires a notice when a
person “intends" to manufacture a new
chemical substance, not when he
“proposes” to manufacture. When a
person is ready to submit a section §
notice, he is beyond the initial stage in
which he “proposes” to manufacture for
purposes of section 8. ’
The Agency has not changed the
definition. The Agency believes itis as
specific as a definition of such a concept
can be, given the variability of
businesses covered.

C. Health and Safety Stud_;f'

Many commenters argued that some
of the examples of health and safety
studies given in the proposed definition
are not “studies” in their view. They
argued that only studies designed to
provide a direct measure of effects on
human health or the environment should
be included. They cited two kinds of
studies they would exclude as not being
direct measures. -

One kind was measurement of a
chemical's concentration in the
workplace or environment. Another kind
was measurements of properties of
chemicals, such as: biological,
photochemical, and chemical
degradation; air, water, and soil
transport; and water solubility, vapor
pressure, and octanol/water partition
coefficient. :

The Agency disagrees with this
narrow view. The legislative history of
TSCA indicates that Congress expects
the Agency to collect : broad range of

information relevant to health and
environmental effects.
1t is intended that the term {health and

safety studies) be interpreted broadly. Not
only is information which arises as a result of

"a formal, disciplined study included, but

other information relating to the effects of a
chemical substance or mixture on health and
the environment is also included. Any data
which bears on the effects of a chemical
substance on health or the environment
would be included. H.R. Rep. No. 94-179; 94th
Cong., 2nd Sess. 58 {1976) {Conference
Report), . ° - :

All of the data EPA wfll obtain under
this rule, bear on the effects of chemical
substances on health or the

- environment.

‘When measurements of a chemical's
concentration have been analyzed to
draw conclusions about occupational or
environmental exposure, a “health and
safety study” has been done. Similarly,
determinations of physical and chemical
properties that relate to a chemical's
potential for affecting health or the
environment are “health and safety
studies.” ] .

(1) Measures of concentration. The’
final rule requires the submission of

analyzed aggregates of measurements *

monitoring concentrations of a chemical
in the workplace or environment, These
are limited to anulyses of data gathered
within five years of the effective date for
reporting on the chemical. These studies
baar significantly on the effects of a
chemical on health or the eavironment.
For instance, if the Agency knows that a
chemical never reaches the
environment, it would know that it will
not have an effect on the environment.

Some of the concerns commenters had
about submitting monitoring data were
because they understood the proposal to
say that all underlying data were to be
initially submitted. This would have
meant submitting a very large amount of
material. As explained below,
underlying data are not to be initially
submitted.

(2) Properties of chemicals. The final
rule requires reporting on studies of ten
properties when those studies are for
the purpose of determining the .
environmenta!l or biological fate of the
substance: {a) Water solubility; (b)
adsorption/desorption on particulate
surfaces (e.g., 50il); (c) vapor pressure;
{d) octanol/water partition coefficient;
(e) density/relative density {specific
gravity); (f) particle size distribution for
insoluble solids; {g) dissociation
constant; {h) degradation by
photochemical mechanisms—agquatic
and atmospheric; (i) degradation by
chemical mechanisms—hydrolytic,
reductive, and oxidative; and {j)

. whether a chemical releaséd into the

- and together. - . -

degradation by biological mechanisms—
aerobic and anaerobic.

These properties of a chemical are ,
very important elements to considerin
assessing its potential biologica! effects.
For example, water solubility and
partition coefficient bear on the question
of whether a chemical could become
deposited in body fat tissues. For
another example, all of the properties
are informative on the questions of

environment would remain for a long
time and be transported-over a large
area. .

EPA decided to narrow the .
requirements for submitting.properties
in an effort to reduce the reporting
burden. There are other properties that
are very useful, but the Agency focused
on these ten properties as being
particularly informative, individually

Determinations of physicaland  * :
chemical properties, together with the
other studies, will give a picture of the
chemical’s exposure and effects which
will permit effective evaluation of
potential risks. An evaluation of the
environmental fate of a chemical, which -
is based on physical and chemical
properties, that may be released to the
envirionment is of critical importance. It
is possible that a highly toxic, easily
degradable substance will be less an
object of concern than a less toxic,
persistent chemical. Recent technical
reports have indicated the importance of
eavironmental fate testing.

For chemicals that are likely to be released
to the environment, environmertal fate
testing is equally as important as biclogical
effects testing. For many chemicals, adverse
biolcgicat effects were discovered following
extensive testing undertaken only after the
discovery of widesprsad environmental
contamination. {See Howard, P. H., et al,
Environmental Science and Technology,
12(4), 407 {1978)). :

Determining the fate of a chemical
substance in the environment and, thus, &
its effects, ray involve investigating the
nature of dispersal and ultimate
distribution, and the types and rates of
reactions in which the chemical
participates during transport. Fate
determinations help to identify the
chemical form(s), the environmental
compartments or concentration ranges
to which the environment will be
exposed, and the organisms exposed to Lo
the chemical. (See 45 FR 77332,
{proposed envirormantal test standards)
for a {urther discussion of the
importance of physical and chemical
properties in determining the
environmental effects of chemicals.)
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{(3) Underlying a'ata Data such as
individual monitoring records or -
employee medical records that may
rnderlie an ep:demxolog:cal or exposure
study are not required to be submitted
a3 initial reports under the rule. EPA
way request these and other underlying
data such as lab notebooks as a follow
1p to its examination of a study. The
Agency does not anticipate making such
requests very frequently, It will do so -
when a question of interpretation arises
{such as when the Agency has studies
whose results appear to conllict} and an _
examination of the underlymg data may
clarify the problem. »=5 .

.D Known 6 and Possesslon

‘As previously discussed, the Agency ‘

has decided to delete definitions of
“known to” and "possession” and,
instead, describe the kind of file search
that will suffice for compliance with this _
tule. From comments received on the,

proposed definitions, it is apparent that .-

the definitional approach to delineating

a responsibility to search for studies is ~

too indirect. The matter is discussed
further under the preamble section titled -
“File Search * B

: 8 Chemxcal Snbstances Su‘b]ect to tha
Rulef "

‘Section 716817 of the rule contains a
list of chemical substances subject to
the rule. A subsection of § 71817 is
veserved for fulure listing of designated
mixtures subject to the rule. - .

The majority of the chemicals -
presently listed are ones for which the
ITC has recommended that EPA propose
testing rules. It is important that EPA
review unpublished studies on these
chemicals to avoid unknowingly
proposing testing under section 4 that
may already have been done, and to
base judgments about testing on as full
an overview of existing information as_
practicable. The goal is to focus
proposals for testing as efficlently as
present knowledge will permit,

The list in § 716.17 coatains two -
groups of chemicals. One group consists
of the chemicals recommended by the
ITC for testing. ‘The other group of .,
chemicals includes the asbestiform."
varieties of chrysotile, crocidolite, - <
amosite, anthophyllite, tremolite, and -
actinolite, i.e., asbestos, which is bemg
considered for control. -

The bisazobiphenyl {(BAB) dyes were
recommended for testing, and are the
subject of a broader Federal effort.
Assessment actions are underway at
CPSC and OSHA. In addition, the BAB
dyes are being tested by CPSC (skin-
absorption) and at the National Center
for Txicological Research {metabolism
studies).

Several chemicals In the proposed list

" have been removed in the final rule. A
subset of one category of chemicals,
listed in the proposal as “organotins”
(selected by EPA) was subsequently
recommended for testing by the ITC, 45
FR 78432 (November 25, 1680). The lTC
had recommended the subset

* .+ "“alkyltins.” However, the ITC has

- subsequently removed this category -
from the section 4(a) Priority List for -

.reconsideration (47 FR 5459), EPA has

deferred reporting on these and the
other organotins for a later proposal.
" Another category of chemicals, acrylic

.'. .acid and methylacrylic acid and their

-~ esters, has been removed from the rule.
". EPA will propose the categoryina -
. future iteration of this rule after it has

" better defined the category. Dioxin and
related substances have also been -
removed from the rule. Since proposing
their inclusion in this rule, the Agency
has carried out administrative
proceedings dealing with dioxin issues -
which have covered the ground that
would have been covered by having the
chemicals reported under this rule.
Other chemicals removed from the rule
include acrylonitrile,
alphachlorotoluene, benzene, benzene

. {epoxyethyl), chlorendic anhydnde,
chlorodifluoromethane, 1,2- .
dichloroethane, 2-chloro-1,3-butadiene,
ethyl benzene, iodomethane (methyl
iodide), morpholine,

: nifrosodiethanalamine, 2-nitropropane,
and vinylbenzene (styrene). These °
chernicals were removed for a number
of reasons. Some {e.g., benzene, styrene)
were the subject of earlier section 8(e)
submissions and have since been
referred to other EPA program offices or
Federal agencies for study. The

.~ remainder were under early stages of

assessment when they were added to
the proposed rule. In the inlervening
time, however, the Agency has brought
some of these assessments to near
completion, e.g., 2-nitropropane.
Several comments argued that EPA
did not provide adequate public notice ;-
and opportunity for comment because
the Agency did not state in its proposal

- " areasoned explanation of how or why

each particular chemical was selected.’
These comments said that the Agency
must, for each chemical, show that the
information to be reported will
contribute to articulated regulatory
objectives. In particular, they stated that
EPA must show why it believes that
each chemical might pose a risk to
health or the environment and why
published studies provide insufficient
information for conducting a risk
assessment, evaluating the need for
testing, or considering other regulatory
options. These comments also claimed

a

the Agency must show for each
chemical subject to the rule that the
information requested is not avazlable

. from other sources. =~ *

EPA believes it has justified, to the
extent required by section 8(d}, the need
for reporting on the chemicals subject to
the final rule. The Agency disagrees
with the comments on the level of detail

* required to justify reporting, The

comments would require that the

Agency prepare an-extensive chemical . | .

specxﬁc determination that would
require a search of the entire scientific
literature and all available sources and
a complete hazard analysis of the -
chemical. Thus, according to the '

* comments, section 8(d) could be us‘ed -

only fo obtain information as a last - *
resort. This is contrary to the intent of
TSCA. There is nothing in the language
or legislative history of the Act to
indicate that section 8{d) is to be used in
such a manner. On the contrary, section

. 8(d) is meant to reveal information early

in.the investigation phase. {See Report
of the Senate Committee on Commerce,
S.Rep. No. 698, Qélh Cong., 2d Sess. 8
{1976))

TSCA requires the Agency to provide
only a general explanation of its concern
before requesting unpublished studies
on a chemical under section 8(d).

38733 -

Sufficient jushﬁcahon is provided if the °

chemical is recommended for testing by
the Interagency Testing Committea or if

EPA stalf judges that! further data on the.

chemical are needed fcr assessment.

EPA should not ignore the possibility of ©

obtaining data under section 8(d} when
a chemical is under evaluation by the
Agency staff. :

. EPA particularly dxsagrees that lt ’

must show during a section 8{d) .

arisk. Congress could not have intended
the Agency to make a risk finding under
a section of the statute that is designed
to reveal the hazards of a chemical.

As %o the comment that EPA must

" indicate for each chemical that

-proceeding that a chemical may present .

information required by this rule cannot -

be obtained from other sources, the final

rule in fact accommodates this comment"

by excluding from rule requirements any
studies available from sources to which -
EPA has access—published studies and
studies submitted to other Federal
agencies without confidentiality claims.
The studies subject to the rule are those
not otherwise available to the Agency.
Several camments argue that to
provide adequate public notice and
opportunity for comment EPA mustin~
the proposed rule state for each
chemical subject to section 8(d} that the
information requested is not more
detailed or extensive than necessary,

CAPCO JUEN 0012316

A
'
1

5
b
;

h
!
1
)

5, 't‘-h"ﬂ ¥,




. 3'1'3'784 -

'.Federal Register [ Vol 47,

No. 171 | Thursday, September 2, 1982 [ Rules and Regulations

and will not burden more persons than
necessary with reporting obligations.
FPA concurs that as a matter of sound
policy these factors should be
considered by the Agency for this
section 8(d) rule, but disagrees that it
can prepare detailed assessments of
these factors at the time it proposes a
section 8{d) rule. In fact, EPA has
proposed this rule to solicit from the
companies that obtain commercial -
advantage from the subject chemicals
comments on whether reporting on their
particular chemicals will be ;
Lnnecessanly burdensome. These
companies have or should have the
knowledge to enable the Agency to
make this decision. Indeed, the Agency
has, in response to comments,
climinated some types of studies and

some chemicals that were originally part

of the proposal.’

Many comments objected to the
Agency's automatically making subject
to the rule chemicals recommended for
testing by the ITC. These comments
claim that recommendation fer testing
by the ITC is not sufficient to justify an
automatic reporting requirement. They
argue that EPA must allow the public to
present reasons why unnublished  °
studies should not be collected in order
to avoid imposing unnecessary or overly
burdensome reporting requirements. The

- comments stated the followirg examples

ol situations in which the public should
be able to comment on EPA’s decision to
obtain studies under this rule for ITC
chemicals; EPA may be able to obtain
unpublished studies on a voluntary
basis; EPA may be able to make a
decision to proceed with or abandon
testing on the basis of information in
hand; EPA and the public may need to
consider whether studies should be
submitted on effects in addition to those
of concern to the ITC; the ITC may have
overlooked a crucial study in the
literature; voluntary testing may have
been initiated or all manufacture and
processing may have ceased.

EPA does not find this reasoning
persuasive. Within one year after the
ITC recommends a chemical for testing,
the Agency must initiate a rulemaking
‘proceeding to require testing under
section 4 of TSCA or publish its reasons
for not initiating such a proceeding.
Because it has such a short perind of
time to make this decision, the Agency
must proceed as repidly as possible to
gather available data on a chemical.

To decide whether to propose a test
rule within one year, the Agency needs
to be able to complete its assessment of
the known health and environmental
effects of a chemical no later than the,
first four to five months after the ITC
tecommendation. If siudies are reported

automatically under this rule, the
Agency will receive them by the end of
the fourth month, On the other hand, if
the chemicals were proposed for
comment, an additional two to three
months would be required to give time
for the comment period, EPA writing of
responses to the comments, and EPA
preparation and publication of a final
sule. The Agency would then receive the

_ studies by the end of the sixth or

seventh month after the ITC
recommendation. However, by this time
EPA staff must complete their analyses
for EPA decisionmakers to consider.
EPA has previously discussed in this
“preamble the importance of section 8{d)
studies in deciding whether to initiate
proceedings to require testing and has
discussed examples showing that
unpublished studies submitted
previously have beea valuable in -
section 4 proceedings. Receipt of
significant studies at this late stage that
could cause fundamental revision of the
basic analyses would make it
impossible to meet the Agency's one-
yeer deadline.
The Agency has also considered in.
this section 8{d) proceeding a large
number of issues relating to reporting of

. unpublished studies. The Agency has

been unable to determine, and no .
comments have been presented to
indicate, that any other issues would be
raised in a comment period that would
lead the Agency not to require sectiop
8(d) studies on ITC-recommended ~
chemicals. Most of the examples
described above of situations in which
the public should be able to comment on
decisions under section 8(d) on ITC
chemicals are reasons why chemicals
should or should not be tested under
section 4. This section 8(d) rule is not for
determining whether to proceed with
testing under section 4, but is to be used
to obtain information to assist in section
4 decisions. Most of the situations
described by the comments, therefore,
would not be relevant to a section 8{d)
proceeding. -

Further, EPA will not delay secnon
8(d) proceedings while it considers
whether to wait for studies to be
submitted voluntarily. The Agency has
found that, whila studies may be
voluntarily submitted in some cases, all
companies will not do so. Inquiring after
voluntary submissions is a highly .
inefficient use of Agency time and
resources and wouid unnecessarily
delay input into the section 4 test rule
prucess.

EPA's economic znalysis shows that
the costs of searching for studies on ITC
chemicals in atcordance with the
procedures set forth in this rule will be
very small. Further, the Agency expecls
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that in the future companies will
establish a system to enable more
efficient retrieval of studies requested
under section 8(d). After considering
these costs against the relatively quick
need the Agency has for studies of ITC
chemicals, EPA has determined that -
such chemicals should become subject
to the section 8(d) rule as‘soon as
possible after the ITC recommends
them. .

11, Lists and Cupxes m be Subxmtzed and
Who Should Submit Them,

The rule includes two types of
submnssxonrequxrements-—the :
requiremefit to submit copies of hcalth
and safety studies, with an appropriate
index, and the requirement to submit :
lists of certain additional health and
safety studies. :

A. Requirerments for Submzttmg Coples )

of Studies

Two requirements ‘o submit copies of
studies will apply. First. ahy person who
has manufactured or processed or who
has proposed to manuiacture or process .
a substance or designated mistere listed
in § 718.17, within the ten years -
preceding and including the date the
chemical is listed, will be required to **
submit copies of any unpublished ’
studies he possesses on that chemical,
Second, EPA may reguest copies from
persons other than manufacivres =nd
processors of the chemical when such
persons are identified as possessing
studies listed by someorne else in
accordance with § 716.12. Such persons
would be requested to submit these
studies voluntarily, but would be subject
to subpoena under section 11 of TSCA if
they do not comply. .

This represents a change frem the
proposal which would have made all
manufacturers, processcrs, and
distributors subject to the copy
submission requirement. Now, only
those who actually have dealt with the
chemical must report {except
distributors). .

Many comments suggested ideas for

" limiting the persors subject to the rule

and limiting the types of studies to be -
submitted. These ideas were:

{1) Limit the copy submission
requirement to past and present
manufacturers, processors, and
distributors of the chemicals selected by
EPA since, in the commenters® view,
these would obviously be the parties
with the greatest interest in developing
data, and thus the ones most likely to
possess it.

EPA agrees and hay changed the
initial reportmg under the rule .
accordingly. Howaver, EPA may later
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roquest any person, who is listed
pursuant to § 718.7 as possessing a .
study. to submit that study. .

{2} Limit the copy submission °
rzquirement of past manufacturers o
those who have manufactured since
1485, 1970, 1875, or presenuy ) ..
nianufacturé instead of since 1550 as™ -
proposed. The commenters maintain .
that these “cut-off” dates would tend io

reduce the volume of studies collacted |
and would maximize the quality of the
studies being collected since, in the -
commenters’ view, older sh.\dxes tend to
beofless value, 5 ... =

EPA retained the repurtmg o
requiremients for past manufacturers and -
processors because they’are justas |
likely to have good studies as present
manufacturers and processors. EPA
proposes the January 1, 1950 date
because persons who have dealt with’
the chemical and performed studies in
the last thirty years would have utilized .
more advanced analytical techniques, |}’
‘The Agency received comments’ :
basxcally agreeing with EPA's view that
there is a time in the past beyond which
techniques were not so good as they are’”
aow, However, commenters suggested = -
sut-off dates from 1985 to 1975, with
nost commenters suggesting 1970 as a

sut-off date because they believe that
nformation more than ten years old
aay be outdated and of little value,
Commenters agree that more
dvanced analytical techniques were
sed after 1950, but they maintain that -
10st of the more sensitive detectors and
«chniques for gas chromatography,’
‘amic absorption spectroscopy, and
fra-red spectroscopy were dpveloped
1ring the last decade. - : t
For instance, the late 2960's saw the
~st cammerically available liquid -
rromatography unit, while the first gas
romatography unit with infra-red
ectrophotography was not available
til 1972. Also, many of the screening

;sts used today, such as the Ames Test,

rre developed during the last decade. -

2 commenters were persuasive that

rty years is inappropriate and that a

irter time span would be apprapriate. -

arefore, the final rule states the

iod as ten years prior to the effective

e for reporting on a chemical. This

1 keep the ten-year period constant

the future. Holding to the 1950 date

11d result in an ever-lengthening span
his rule is used in the future.

‘ost of the concemns expressed about
long time span were concerns about
panies potentially having to search
ed files either for studies or to find
~hether the company had dealt with
‘hemical in the past. To avoid this
lem of retired files, the Agency has
ified in the rule thata company

" of the file search, - N

J e

need only consult its records not retired
prior to December 31, 1979, either for
studies ar for answering the question of
whether it dealt with a chemical in the .
past. The more valuable, older studies
will likely have been preserved in
current files, rather than being retired. In -
addition, searching long-retired files
could be very costly; too costly for -,
purchase of this rule. December 31, 1979

:+ .is the date on which potential
. respondents to this rule were put on -

notice of the Agency's intention to -

require this reporting, and it is therefore .

" .an appropriate date to deﬁne !he hmxts

{3) Limijt the mle to persons who

* reported the chemicals for the Inventory...

This would reduce the company's .
. burden in determining its responsibility -
under a section 8(d) rule merely to
checking the list of chemicals it reported

. for the Inventory, and would yield the. -
higher quality data developed by the .
manufacturer or processor. : 3

EPA did not adopt this sugoeslmn for
two reasons. Complete reporting for the
Inventory was limited to manufacturers
" whereas section 8(d) also applies to
processors. In eddition, the implicit |
assumption that only those who . .
reported for the Inventory would have a
list of their Inventory chemicals is not
valid. All manufacturers and processors
of chemicals must know if the chemicals
they make are on the Inventory, whether
they reported for the Inventory.or not. . .
They must know, because they must
submit a premanufacture notice to EPA
under section 5 of TSCA, before making
or processing a chemical thatis noton -
the Inventory.

{4) Decrease the burden of sachon 8{d)

* rulemaking and subsequent regulauons

by asking major manufacturers -
voluntarily to submit studies. If =
manufacturers refuse to do so, then the -

* Agency could proceed with section 8(d} ..

rulemaking, or go chrectly to sechon4
mlemaking ’

- EPA did not adopt thxs sugges!wn
. Althiough some comparies may submit
certain studies voluntarily, it is
important that EPA receive all relevant
studies, Only a section 8{d} rule can .-
ensure this. In addition, many -~ -
commenters stated that many studxes
contain trade secret information which
companies are very reluctant to submit
voluntarily, .

(5) First require lists or titles of
studies that have been performed by"
manufacturers or processors of the -
listed chemicals and then later request
copies of selected studies.

This suggestion was not adopted
because insufficient information is
_contained in the titles of studies to give
. a basis for study selechon.

(6) Limit initial reportmg to key
studies relevant to specified effects
{such as those the ITC recommends be -
tested) in order to produce studies most >

" valuable to risk assessment, and to™ . -

reduce reporting burdens and EPA's . ../

- review burden.

This suggestion was not adopted EPA ot
plens to investigate a full range of- ~ ;' i
properties and effects of the listed : ER ;!

chemicals. Effects of a sibstance are not
discrete items, unrelated to one another. *
On the contrary, certain effects dnd .
properties are predxchve of other efiects
and properties. For instance, fate and *

. persistence studies will help in- " -
predicting environmenta) effects. Acule
toxicity studies generally provide data -+ -
to determine the median lethal dose

- {LD50) of a chemical substance (its

relative toxicity}, but also may provide

data to judge its mode(s) of action, to

* determine its specific toxic effect(s) on ‘,

. -target argans and functions, and to.
*_determine the existence and extent of
. species differences in sensitivity toa’
chemical. Acute effects studies desx,,ned ’
to measure potential ecologica! effects
are especially valuable since there is
comparatxvely less mfonnat.on in this

> field than in others”Alsd, the

submission of acute effects studies will .
be used to determine the need for and.
character of acute effects testing rules.
A broad range of studies is well .
recognized as necessary to judge the
adverse effects of a chemical substance. -
For example, the Organization for |
Economic Ceoperation and ™~ ’
Development {OECD) has deve!oped a
base set of recommended tests
containing a range of tests of physical =
and chemical properties and toxicity for.
assessing the hazards of chemicals. It
. has selected many phys:cal and .
chemical propertxes that, in its view, ,
constitute “information for degradation, .
accumulation and even noxious effects .

‘- assessment * * ¢ Forexample. the .

shape of a pamcle can, in itself, be.”

- indicative of its carcinogenié natures . - :

.. {e.g., asbestos fibers) and the partition -
coefficient is indicative of likely .
accumulation in lipid tissues.” OECD .
Chemicals Testing Programme, Expert. .
Group, Physical Chiemistry, Final Report
Vol.1, p. 41. In addition to physical and
chemical properties, the OECD has also
+ included many acute, subacute, and _
chronic tests in the base set of tests, - -
{7) Limit the chemicals subject to the
rule to “high priority” chemicals such as -
ITC chemicals to match exactly the ITC
recommendations and reduce the
reporting burden. -
EPA did not adopt this suggestion.
The chemicals recommended by the ITC
may be in fact the majority group on the

CAPCO JEN 0012318

3g7es - |




. 38785

Federal Register /| Vol. 47, No. 171 [ Thursday, September 2, 1982 |/ Rules and Regulahons

yule, but they are not the only chemicals
on which EPA will need studies. The
hazards of other chemials are and will
be under investigation. -

B. Reguirements for Submlttmg Llsls of
Studies

The final rule adopts the proposed ,
requirement that only current. .~
manufacturers and processors of hsted
chemicals and those who propose to .
manufacture or process these cl'-emlca]s 4
must submit lists of studies.. * - *

Several comments objected to hshng
records kept on employees exposed to
chemicals. They assert that record

systems and data do not constitutea -

study unless an intention to correlate
certain data to evaluate results and
reach conclusions is declared. A record
listing requirement would move the s
scope of the requirements into the realm
of conjecture, and render the proposal,
in this respect at least, impracticable,
even if the thrust of this listing
requirement falls within TSCA's
authority. Quite simply, according to the
comments, there is no way to determine
to which particular chemicals any given
employee might be exposed. Interpreted
literally, this requirement would
encompass the records for all
employees. a result surely not intended
by the EPA.

The Agency agrees and has modified -
the proposed listing requirements. The

systems. Persons will not have to list
medical record systems or daily or
routine monitoring records. These types
of data could constitute underlying data
for an epidemiological study for
example, but are not by themselves
treated as studies.

Other commenters asserted that
protocols for ongoing studies should not-
be submitted, as the proposed rule
would have required, since protocols are
not health and safety studies and
contribute no relevant health and safety
information regarding chemicals.

EPA has adopted the limitations
suggested. Copies of prctocols do not
have to be submitted since they will
vsually be described in the study
eventually reported.

Some comments objected to listing
ongoing studies. They maintained that
section 8(d) applies only to completed
studies. EPA disagrees with this
comment. Section 8(d) authorizes listing
of a study “conducted or initiated by or
for" a company. EPA may reguire listing
once a study has begun because it has
been “initiated” within the meaning of
the statute.

A few comments quesnoned the need
for listing ongoing studies and for
submitting preliminary reports, if

reqitested, when an ongoing study is
listed. They asserted that partial and
incomplete data can be extremely
misleading. Also, they said a scientist
should not be required to disclose the
results of his research until the scientist
is satisfied with the accuracy, reliability,
and scientific significance of the data.
The Agency disagrees. It requires a
- list of ongoing health and safety studies
to tailor testing rules to fill real gaps in
knowledge. If industry has started

" enough research of a particular type, the -

Agency could exclude that type of
testing from a testing rule or delay it
until the test data are available to the

. Agency. For chemicals for which testing

is not contemplated, the submission of
lists of ongoing studies will help the
Agency determine the scope of possible
control regulations. If, for example, the
Agency is censidering control of a
particular use of a substance, the
knowledge that a person is testing that
substance to determine its effects or
potential for exposure to man or the
environment would be valuable
information.

The Agency will not routinely require
preliminary reports to be submitted.

. However, under procedures stated in

§ 716.8, EPA may ask for the submission
of preliminary reports when necessary.
The Agency understands the concern a
scientist might have about releasing

studies to be listed do not include record - ¥ reliminary data. However, sometimes it

is necessary to track the progress of a
long-term animal study, for example, so
that the Agency can order its
assessment priorities. It is far more cost-
effective to monitor a study industry is

“performing than to propose a testing rule

or take regulatory action that might be
found to be unnecessary when the final
test results are reported.

1V. Studies Not Subject To Mandatory
Reporting

A. Exemptions for Studies of Mixtures

The proposed rule provided four .-~
exceptions to the reporting ** ° -
requirements. Persons did not have to-
submit: (1) Copxes or lists of published
studies: (2) copies of studies previously
submitted to Federal agencies with no
claims of confidentiality: (3) copies of
studies conducted by other persons
subject to the rule; or {4) copies or lists
of studies of mixtures containing small
amounts of listed substances when the
studies clearly did not reflect effects of
the listad substances. Comments
addressing items (1) through {3) above,
and £PA's responses, appear in
*General Comments on the Proposed
Section &{d) Rule.”

‘The exemption for reporting mixture
studies {(number 4 above) generated the

CAPCO

greatest number of comments. The
commenters were almost evenly divided
on whether the proposed exemption or a
modified version of it should appear in
the final rule. Some comments stressed
the difficulty of predicting the effects of
a single component of a mixture from
results obtained from testing the entire
mixture. Therefore, they sugzested the
Agency should not require the
submission of any mixture studies.
Other comments sugzested-that the
Agency fine-tune the exemption by

" requiring only submittal of a study on a

mixture containing a listed chemical
when the study was underiaken for the
express purpose af determining the
effects of the listed chemical or when
data in the study were originally
aggregated and analyzed in a manner
that directly and specifically relates to
such effects. ;

Weighing all of the above. EPA
decided to approac‘x the problem
differently. As before, only studies of ™
mixtures in which a listed chemical is -
known to be preaent will be submitted,
but in place of the proposed exemption,
il.he Agerncy has provided ex;mpuops .

or:

(1) Physical and chemical properties
of mixtures;

{2) Certain types of acute studies on
mixtures; and .

(3) Certain aggregations of monitering

data on mixtures, See § 71811 (&)
through {h) of the rule for the particular
studies that are not subject to reporting.
The remaining studies to be reported
must be reported regardless of the

- submilter's view of whether the studies -

reflect effacts of the pertinent substance,
EPA will make this judgment. By
expanding the list of stedies that do not
have to be submitted and removing the
review necessary to determine which
mixture studies should be submitied, the
reporting burden on persons will be
significantly reduced. .

B. "Substance” Versus "szture

.In the final rule {§ 716.4), EPA clarifies
how certain preparations of substances
should be treated. For example, one
comrenter indicated that he considered
an aqueous solution of a stbstance to be
a mixture. Since one often puts a
substance into agueous solution before
testing it for bxologlcal activity, the
commentes’s view cauld result in many
tests being reported as tests of mixtures..
This would be an absurd result in the
context of this rule. Studies of the
following preparations of a chemical
substance must be reported as studies of
the chemical substance itself, not as
studies of mixtures containing the
substance:

JFN ND1221Q

s

PP ——,




Federal Register [ Vol. 47, No. 171 [ Thursday, Sepiember 2, 1982 [ Rules and Regulations

. 38787

{1} The chemical substance in aqueous
solution.

{2) The ckemical substance containing
a small amount of an additive, such as a
stabilizer, emulsifier, or other chemicals
added for purposes of maintaining the
intagrity or physical form of the
substance.

{3) The chemica! substance at any
grade of purity.

Studies of these preparatxons of
substances are classified for reporling
=s studies of the substance. EPA does
not, and need not, at this time reach the_
issue of whether these preparations are
defined as mixtures or chexmcal
substances under TSCA. - -

V. File Search

Because of the consnderab!e confuswn
on the part of commenters regarding the
file search required by the proposed
rule, the final rule contains a provision”
dascribing the file search required. -
Porsons can satisfy the requirements of -
this rule if they limit their search for ,
information to files in which such -

information is expected to be foundin .

the ordinary course of their business,.
znd the files of employees whase
assigned duty is to advise the company
on the health and envu'onmental efiecls
of chemicals.

The actual mechaxucs of the search
can be approacned in a humber of ways
depending on the size of the company
and the type of chemicals for which
studies will be submitted. EPA includes
“ne following discussion to convey how

-2lieves a satisfactory search might *
:onably be conducted with the least
s, 2nditure of resources. The Agency is
oot saying that this is how compames
must search.
For small to medium size companies -

that believe they are subject to the rule -

and have few studies of any kind, it may
e more cost effective to scan the titles -
of the studies they possess and then .
check to see if the chemical studied is
on the list of chemicals subject to the
rule. EPA's experience has been that -
smaller companies submit few studies
and will find it easier to match studies
against the chemical list. Large
companies might use the same approach
depending on how their files of studies
are indexed. Alternatively, they might
determine the chemicals they handle(d)
then search for studies.

The Agency expects the search for
physical and chemical properties to be
minimal for all companies because of
the very limited number of properties
that are subject to the rule. Also, the
Agency expects that companies will
have a special reference file for the most
standard properties such as solubility or
vapor pressure. For other, special

.- rule because a listed substance is-8 §
. component ‘of a inixture should be able
. to examine the mixture studies they -

<+ *hixturés to detérmine which studies ¢
‘$hould be submitted; .o vsde crr s 3F - -

_ required that persons subject to the list

purpose properties, such as octanol/
water partition coefficients and
degradation properties, the company
will not be determining these on a
routine basis and should be able to
check with one or two key personnel to

. see if these studies were performed.

Companijes possibly subject ta the y

possess to see if any components ‘of the

+."‘mixture studied are on the section 8(d);

chemical list. Since most of the studies
normal]y performed on mixtures are * 4 -

“exempted by the rule; most compames"
- will'only.have to examine a handful of,

subchromc and chronic studies'on j

Vi1, Repomnﬂ Schedule and Sunset
Provxs:on .

» Persons must submxt lists and copies’
of studies no later than sixty.days.after. 3
the effective date of promulgation of the’

list of chemcial substances and mxx!ures .

“in §.716.17. The rule also provides for »
extending the submission deadline for 8’
‘reasonable period, if a company .. * *-j
Tequests such an extension because of°
-long file searches!

Because they assumed a very N

* extensive file search was required,

many commenters suggested that sixty
days was insufficient time to comply
with the rule. EPA is retaining the
proposed schedule because it thas made
significant changes to reduce the search
burden. The scope of this final rule is
less than that of the previous section
8{d) rule under which companies
reported in 1979 since many exempuons -
to the required studies and the
responsibilities of respondents have
been made. No company requested an °
extension of time for reporting under the
rule's sixty-day schedule. Based on the .
1979 experience, and because of the
reduced scope of this rule, the Agency
believes that sixty days isan
appropriate period. . - - -
As proposed, the rule would have

submission requirement inform EPA of -
any study initiated during the five years

* prior to the sunset date. Comments

considered this to be too burdensome
since it would require them to search
continuously for all new studies. EPA -
agrees that the proposed provision was
too broad. The Agency has changed the
requirement. Under the final rule, these
persons will be responsible only for
informing EPA of studies initiated by or
for them, rather than of-any new study.
This includes studies directly contracted :

for by the company or studies sponsored .

through a company’s membership in an-

association that contracts for testing * -
{including trade associations such as the
Chemical Industry Institute of ©
Toxicology). EPA considers thistobe a
reasonable change. Since only those - *
studies under a company's control and
sponsorship are covered, there will be
no need for a search; the report to EPA -
will be made when the study is ordered

" to be done. In'addition; EPA has limited £

_this’ conlmumg reportmg reqmrement tu 7

chronic studies; long- and short-term
tests of mutagenicity, caranagemmm,@ra o
teratogenicity; and the biolog:cal and 57N

environmental fate tests hsted in’.
§ 716.10(h) Lhrough 1) T

. Another concern of !he comments w as - .
that the five-year period for reportmg .

completion of ongoing studies or .
initiation of new ones is too long, .
especially since EPA must acton

chemicals recommended by the ITC ..
- within twelve months.

The Agency believes that & mulhyeat v

penod is necessary. The action required |
within twelve months is to initiate . .- ..

rulemaking, or give EPA’s reasons for .,-

not doing so. Promulgating a'test rule or
entering into a volumary testing - .

. agreement will require consideration -

over & longer period during which new
data of the initiation of new studies

i

~

could affect EPA’s final action.Even .. .

voluntary testing agreement is reached,.
new data on substances under test will

. after a test rule is promulgatedora .. -

be important jn the Agency's evaluation -

of the chemical subsequent to testing

. and could contribute to a decision

whether control action for the chemical
is.indicated. However, to balance EPA”
needs against the burden of this
requirement, EPA has decided to
maintain a multiyear approach but to -

. limit it to three years. EPA believes that

this represents a minimal reporting

" burden since the only studies covered
. by this requirement would be presently --
ongoing studies which are completed . _ -

and studies initiated during the three- .
year period. Also, the rule now allows

-- the Assistant Administrator to terminate
- . the requirement for reporting abouta..- -+

particular chemical if he decides that
further reporting is not needed. .

VIL Confidentiality ~ " .. < .

EPA is aware of the need to protect
counfidential business information.
Several commenters suggested that the
regulations should contain a specific.
statement about the means EPA would
use to protect the confidentiality of
information in the unedxled copy of a
study.

The TSCA Confi dentxal Business
Information Securuty Manual contains
the procedures for physically
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safeguarding confdentlal business
jnformation submitied under TSCA.

{The manual is available from the OPTS
Industry Assistance Office—see FOR
FURTHER INFORMATION CONTACT.) EPA
will share confidential information with
contractors, other EPA offices, and other
Federal agencies only in accordance
with these procedures. In addition, all
information claimed as confidential is
subject to the legal procedures in 40 CFR
Part 2 with respect to disclosure by EPA.

A person submitting a health and
safety study may claim all or part of the
study confidential. However, health and
safety information about a chemical that
has been offered for commercial
distribution or is subject to testing under
section 4 or notice under section 5 can
be withheld from disclosure only to the
extent that disclosure would reveal (1)
processing information and (2) percent
composition of mixtures, or contains
information the disclosure of which
would clearly be an unwarranted
invasion of persanal privacy (such as
individual medical records), as prouded
in 5 U.S.C. 552(b)(6).

Any claims of confidentiality must be
made at the time of submission, as
provided in 40 CFR 2.203(2)(2) and in the
manner specified in § 716.16 of this
regulation. ‘This rule requires submission
of two copies of studies containing
confidential material—~one copy
indicating what data are claimed as
confidential and one copy without the
coafidential information. EPA will

-esumptively consider failure to submit

w2 second copy as a waiver of the
confidentiality claim. However, EPA
will notify respondents who claim parts
of studies confidential that they did not
submit the required second copy. This
provision affords persons the
opportunity to corect errors within 30
days. -

Commenters ralsed a number of

issues concerning specific provisions of -

the proposed regulation that detail the
methods for submitting confidential
information. . * - -t

One assertion was that stbmilters
should not be burdened with *“up front”
substantiation for claims of
confidentiality, and that such .
substantiation should be required only if
EPA receives a Freedom of Information
Act (FOIA) request {or the information,

The Agency will not require “up front”
aubs.anuaaon. The language of

716.16(c) has dropped the requizement

that the basis of the claim be
“explicitly” explained at the time of
submission. The claim must still be
explainad briefly. However, this
explanation should merely be a simple
statement indicating that the reason for
the claim is, for example, related to

mixture proportion or process
information, or that the information is
cleasly irrelevant to the health and
safety study. EPA does not expect
detailed substantiation of coniidentiality
claims at the time the study is
submitted. The Agency believes that this

" simple statement is justified, because

EPA needs some understanding of the
claim to have a basis for initial denial or
granting of FOIA requests and to protect
the information.

Another suggestion was that failure to
provide a nonconfidential second copy
of a study for which claims are made
should not be considered a presumptive
waiver of the claim. The commenter
asserted that the claim to a trade secret
is a property right and cunnot be taken
away by the operation of a presumption.
In their view, once the claim is made, it
must stand unless a disclosure request is
made and FOIA principles require that it
be granted.

EPA will not place confidential
information in the public file
automatically if a second copy is not -
received. The Agency will notify the
respondent that it has not received a
second copy. This will allow the
company to correct the situation, .

Another commenter claimed that the
20-day grace period for correcting
incomplete confidentiality submissions
coes not allow the respondent sufficient

.time to respond

The rule has been chan"ed to extend
the proposed 20-day grace period to 30
days. This should be adequate for such
a straightforward response, even given
mail delays, because the only step
needed is to provide a second, non-

_confidential copy for the public file,

A final specific comment was that the
Agency must not allow confidentiality
claims for submitted health and safety

studies. To do so, is, in the commenter's * A
_ would cause much greater burdens than

view, a direct, illegal contradiction of

section 14(b) which exempts the results ~

of health and safety studies from such
claims.

. EPA disagrees that it should not allow
confidentiality claims. Respondents may
claim any information as confidential;
however, the only information which the
Agency may actually keep conﬁdenhal
is listed in § 716.16(c).

VHI. Zconomic Impac!

EPA estimates that the total cost to
industry of submitting lists and copies of
health and safely studies under the
present rule is approximately 3537,000.

The major cost to a firm will be the
cost of a file search to determine what
health and safety studies it possesses.
This cost will, ¢f course, vary directly
with the size of the firm, assuming that
larger firms have more files at more
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‘locations which must be accessed. Once
the studies are located, the remaining
compliance costs involve copying and
processing the studies, making lists of
studies which are in progress or not in
the possession of the respondent, and
reviewing the studies for confidentie!
information. The Agency’s cost
estimates are based ou the costto an -
average firm. EPA recognizes that actual
costs will be larger or smaller for lager
or smaller firms. Each of these costs is

tabulated below. - -
Tota!

by review $£8,000
Corpomo review {Site idanticaron) £7,000
Fils search 121,000
« Tide lsting 7000
Aozopying {matenals) 9,000
P 7 fabor) 28.0C0
| review 189,020
Ongmng reporng 27.000
Totxd cost of tus rule. e meererer e 537,000

This represents a cost of |
approximately $2.C60 to $4,000 per
chemical. When the Agency adds to the
list of chemicals subject 40 the rile,
these cost per chemical estimates canbe
used to determine the cost of the
additional reporting.

If the studies submitted allow EPA to
eliminate even one potential section 4
mandated !est on a subject chemical, the
cost avoided could exceed the tolal cost
of this rule, For example, EPA estimatles
that it will cost industry from $760,000 to
$1.300,000 to pariorm the proposed
testing (see 45 FR 48357) for
chloromathane and up to $4.800,600 for
chlorobenzenes {see 45 FR 48557).

The Agency received many comments

" suggesting that its original estimate of

$410,000 total cost was too low. The .
commenis pointed to muny Teatures of
tke proposed Tule that they beiieved

the Agency had assumed. However,
only a few comments actually gave EPA
estimates of the time or money they
would expard in complying with the
proposal, For example, the Chemical
Manufacturers Association suggested
from a survey of thirteen of its members
that the cost per company would be S4C0
to 310,000 per chemical, but this range
estimate was not accompanied by data
to indicate how the figures were
generated.

The follcwing is a list of the most
burdensome features of the preposal as
cited by comments. For each feature, a
descr iption follows for the changes
macde in the final rule to reduce the
burden.

(1) One large burden commenters
perceived was in searching for routine
monitoring records and for medical
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records. The commenters read the
proposal to require submission of these
data, However, EPA has made it clearin
the final rule that these records are not
to be submitizd as studies. The Agency
may request them in the future, but only

if they are underlying data to a study. . -

(2) The proposed requirement to -
submit all studies on mixtures . -. *:
containing.a listed substance would
have caused several problems,

according to many comments. The . - *°
problems would have come in searching’
through records to determine whether a -

listed substance could be presentina-
studied mixture and in then deciding -’
whether the listed substance was

responsible forwhatever effect the _,i

_study showed. et

‘The Agency has subslannally changed:

the requirements for submitting studies
on mixtures. It has excluded most acute
studies from the requirement; it has-

excluded all physical/chemical -- - -

properties of mixtures; and the Agency -
has excluded studies of mixtures that -
contain the listed chemical only a5 an -
impurity. In addition, the Agency has -»
removed the requirement for
respondents to decide whether the effect
studied was caused by the listed
substance—EPA will make that_ .
judgment. These changes should cut the -
cost of submitting mixture studies
substantially. The changes mean that
companies can go directly to their .

- copies of studies on mixtures to see if a
listed chemical was in a mixture testad. |
‘The number of studies to be looked at
has been much reduced. And, most
importantly, companies will not have to
search records to find out what
impurities may have | been present in the
studied mixture,

{3) The proposal would have required
companies who may never have dealt .
with a chemical to submit studies on it if
they had then. EPA has removed this

burden by changing the requirements to “*

apply to those who have manufactured -
or processed or have proposed to
manufacture or process the chemical.:
Moreover, the Agency has said that -
companies can determine their .. _- -
association with the chemical by 1ookmg
at their current files. This will alleviate a
concern expressed by companies whose
‘ownership or activities have changed -
and whose records have been retired.
{4) Perhaps the greatest burden cited
was that of potentially searching every
company file for studies or references to
studies. The proposal was broadly
worded in this respect. The final rule
contains a section describing the much
muore limited search that will be enough
to comply with the rule. Companies will
comply if they search the files whare
studies are kept in the ordinary course

. of their business, and the files of those -

employees whose assigned dity is to
advise the company about health and
environmental effects of chemicals.

(5) Comments have requested that
studies on research and development
chemicals be exempted. They requested
the exemption for a number of reasons,
one being that these studiesmay beina .

.different set of files at different . ..

locations than other studies. EPA has

not fully exempted these studies {see R
&D Chem.lcals) because, as previously -
discussed in this preamble, the Agency ...

_ does not believe that the fact thata .

studied chemical.has been in research . .

. and development is relevant to the value
. of the study. However, by better -

defining the file searches required for
compliance with the rule the Agency has

reduced the burden of searchmg forsuch |

studies.

*{6) The report's zmpacl analys:s for
the proposal did not include the burden
to a company to familiarize itself with

_the rule. Commenters remarked on t}us. .
- and the Agency has mcluded thxs ﬂem in
: the final analysis.

{7) The report’s impact analysxs for :
the proposal did not consider the cost of
file searches which must be conducted
by firms which will not actually find
submittable studies in their file, -
Commenters suggested EPA account for”

_ these costs.

In the first analysis, EPA attempted to
base cost estimates upon the prior

. experience of firms which reported for .
the original section 8{d) rule. These data .

did not reilect the experience of firms _
which concducted futile file searches,
and did not report. The Agency believes
that for the purposes of & report impact
analysxs. the previous expenence of the
prior section 8{d) rule is the firmest _
estimate that the Agency can utilize.
However, EPA has now attempted to

estimate costs for those companies that -

handle the listed substances, but have -

no studies to report. The Agency did this

by searching the TSCA Inventory to
determine the number of companies that
reported the listed substances and then

* multiplying this number by a factor of

three to account for processors and - .
distributors. _

Although some comimenters indxcated
that the scope of the rule extends
beyond the “chemical industry” and
woudl therefore increase the potential
number of processors of the listed
substances beyond our estimate, EPA
believes that its estimates or
respondents is proper for the following
reasons. First, over §5 percent of the
companies that reported for the first
section 8(d) rule were concentrated in
the chemical, allied products, and
petroleum refining industries. Second,

most of the comg\ents received from -
companies on the proposed rule were
from companies in those industries,
which EPA beljeves is an indicator of
the respondent population for the final
rule. Third, EPA believes that almost all
of the studies performed on the listed
substances are initialed by the .
manufacturers and pnmary processors
of the substances, which is the reason -

* EPA exempted distributors from - -

reporting. These companies are heavily
concentrated in the chemical, allied
products, end potroleu'n reﬁning
industries.’ - s
Furthermore, the changes. exempﬁcns.
and limited file search prescribed in this

" rule should eliminate the possxblhty of a

substantial burden of unavaxlmg :
searches, - .

(8) The analysns accompanymg the

o

" proposal did not consider the ongoing .- °

cost of reviewing newly completed
studies during the mulnyear follow-up -
period, e

EPA does not beheve that SR
consideration of ongoing sh.ldles posesa‘’
substantial burden that would - - -
appreciably alter the report's impact
analysis. Since firms wouldl irewiew
newly completed studies for their effects
regardless of this rule, no file retrieval °

“costs associated with other health and

safety studies would be mcurred for
these new ones. * -

{9) Comments criticized cor'&.mued
reliance on the assumpticn that 2.5 firms -
will respond per chemical, which was
based on EPA's experience with tha first’
section 8{d) rule, even though the
additional chemicals subject to the rule *
are qualitatively different (high volunie,
extremely prevalent) than the chemicals
subject to the first'section 5(d) rule.

.EPA’s continued reliance on data from.
the first section 8(d) rule is valid. There-
is no real qualitatively difference in the. ;

* chemicals subject to the originalor .: ..
" . present section 8{d) rules—many of the - .

chemicals subject to both rules are high

- volume and extremely prevalent.

Further, approximately 6.2 firms :
reported for the Inventory on chemicals -
that were listed on the first section 8{d) ~
rule {this figure represents _the average
number of firms or companies, not the .-
average number of sites), whereas only
2.6 firms responded per chemical for the
original section 8(d) rule. Fer the
subsequent ITC-recommended

" chemicals on the proposed rule, 1.1 firms

reported for the Inventory. An average *
of 2.2 firms reported for the Inventory on
chemicals selected by the EPA on the
proposed rule. This indicated that the
Agency's reliance on the 2.6 figure
would actually tend to overstate the
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number of expected respondents for the
present rule.

(10} Comments were also concerned

*about the categories of chemicals in the
rule, They specifically asked for better
definitions of the categories or for lists
of the cliemical in the categories for
which EPA wants studies. Because of
chemical nomenclature complexities, the
commenters suggested that the burden
of deciding whether a given chemical
should be counted in or out could be
great.

EPA has eliminated one of the more
troublesome categories from the list—
acrylic acid and methylacrylic ecid and
their esters, In addition, the Agency has
given better descriptions’and more
examples to define the categories. EPA
believes that these steps, plus the fact
that the categories now on the rule are
ones that companies have become
familiar with in following ITC
recommendations for testing, should
reduce the cited burden. A company that
has a question about whether a
particular chemical is included in a
category should call the information
number given at the beginning of this
notice. EPA staff will be available to
return these calls and answer questions.

The basic elements EPA has included
in the final Reports Impact Analysis are:

(&) Corporate rule revxew--z hours at
5350 per hour.

{b) Corporate ldentlF cation of
pertinent files—3 hours at $30 per hour.

{c) File search at plant site—5 hours at
$30 per hour.

{d) Listing study ntles—-l hour at$15
ser hour.

(e) Photocopying per study—x hour at

$15 per hour.

{f) Final review before submission—1

hour at $50 per hour,

EPA’s estimate of total cost of the rule
uses the above figures and assumes that
891 firms will perform an initial review;
447 firms will submit 3,784 reports of 50
pages each; and each firm has, on a
weighted average, 1.5 plant sites.

“The corporate rule review step was
suggested by commenters, as was the
corporate identification of locations to
be searched. EPA has increased the
hourly costs of managerial review and
file searches by $10 each from previous
estimates, and increased the file search
time per site from four to six hours.
These new estimates are based upon
suggestions from commenters and the
changes EPA has made to rule
requirements. One caveat that must be
kept in mind is that these are average
costs. Individual firms may experience
greater or lesser costs deperdmg on
their size.

EPA received comment that one hour
for final review before submission

would not be enough to accommodate
decisions on confidentiality. The
Agency’s estimate of an average of one

" hour review per study is reasonable.

EPA does not expect that a company
should have to scrutinize a stedy for
confidential information just before it is
submitted to EPA. Confidential
information in a study should already
have been identified as such by the

-company. For example, to get a court to

prevent disclosure of confidential
information, a company must be able to
show that the information was given
special treatment by the company, i.e.,
marked confidential, or kept in limited
access files. Therefore, the Agency - -
believes that most of the information in
a study that is confidential will have
been previously identified as such by

. the company, and it should not be

necessary to check with virtually every

" department of the company, as soma

commenters suggested, to check
whether each data element is
confidential. )

IX. Public Record ‘

EPA has established a public record -
{docket number OPTS-84C03A) for this
rulemaking document, which along with
a complete index is avaijlable for |
inspection in the OPTS Reading Room, .
Rm. E-107, 401 M Street, SW,
Washington, DC, 20460, from 8:00 a.m. to
4:00 p.m. Monday through Friday, except
legal holidays. This recosd includes
basic information considered by the
Agency in developing this rule.
Following is a list of the documents
which constitute the record for this
rulemaking. Public comments on the
proposed rule are not individually listed,
but will be available upon request in the
OPTS reading room. EPA requests that it
be notified of any additions or deletions
to this record within the next 30 days.

(1) Health and Safety Study Reporting

"Regulations, July 18, 1978, Public Record,

Docket No. 083001, -

(2) Manufacturing Chemists Association—
Petition under section 21 of TSCA, September
12, 1978.

(3) Denial of Citizens® Petition, 33 FR 56724~
58727.

() The entire docket in Dow Chemical
Company v. United States Environmental
Protection Agency. el al. Docket No. 76-2203
{3rd Cir.).

{5) Revocation of Rule, 44 FR 6099.

(8) Reports Impact Analysis of this
rulemaking,

{7) All comments on this rule, including any
comments received from the Office of
Management and Budgel during Paperwork
Reduction Act review.

(8) General Comments on the Proposed
Section 8{d) Rule.

(9) All relevant support documents and
studies.
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{10) Records of all communications
between EPA personne! and persons outside
the Agency pertaining to the development of
this rule. (This does not include any inter- or
intra-agency memoranda unless specifically
noted in the index of the rulemaking record.)

{11) Minutes, summaries, or transcripts of
any public meetings held to develop this rule.

{12} Any factual information considered by
the Agency in developing the rule.

- X. Regulatory Assessment Requirements

Executive Order 12291 "

Under Executive Order 12291, EPA

must Judge whether a regulahon is

“major” and therefore requires a
Regulatory Impact Analysis, EPA has
determined that this regulation is not
major because it does not have an effect
of 51C0 million or more on the economy.
It is expected to have a one-time cost of
about $725 thousand. It does not have a
significant effect on competition, or
costs or prices.

This regulation was submitted to the
Office of Management and Budget for
review as required by Execuuve Order
12291,

Regulatory Flaxibility Act

Since this rule was proposed before
the effective date of the Regulatory -
Flexibility Act, 5 U.S.C. 601 et seq., the
Act's requirements do not apply.
However, based on the Agency’s
experience with a previous secticn 8(d)
rule, it expects that only about 1 percent
of the respondents will have gross sales
of less than 20 million dollars.

Paperwork Reducticn Act

Information collection requirements
contained in this regulation (§§ 716.5
and 716.7) have been approved by the
Office of Management and Budget
{OMB) under the provisions of the
Paperwork Reduction Act of 1980 U.S.C.
3501 e¢ seq. and have been assigned
OMB Control Number 2070-C004.

This rule requires manufacturers and
processors of 40 chemicals and
categories of chemicals to submit
unpublished health and safety studies
relating to these chemicals, The studies
to be submitted will be used by EPA
evaluating health and environmental
effects of chemicals for purposes of
assessing risks associated with the
chemicals, as well as in determining
whether the chemicals should be
included in testing rules issued under
section 4 of TSCA.

Lists of Subjects in 40 CFR Part 718

- Chemicals, Health and safety,
Environmental protection, Hazardous
materia!s, Recordkeeping and reporting.
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»
Dated: August 19, 1982,

Jvha E. Daniel,

Acting Administrator.

Therefore, Chapter I of Title 40 of the
Code of Federal Regulations is amended
by adding a new part 716 consisting at
this time of Subpart A to read as
follows: - -t

Ll

PART 716——HEALTH AND SAFETY
DATA REPORTING. .

Subpart A-—General Provisions L

See.

718.1
7183
716.4
7188

Scope and compliance
Definitions.

Submission of copies of studies.

716.7 Submission of lists of studies.

7168 EPA requests for submxssxon of further
information.

7168 How to reporton subslances and

*  mixtures. ..

716.10 Reporting physical and chem(cal .
properties. . .

71811 Exemptions to report:.ng
. requirements, .. | L

716 12 File search. :

7168.14 Reporting schedule. ..

718.18 Cenfidentiality claims, -

_718.17 Substances and designated mixtures
to which this subpart applies. -

716.18 Additions to lists of substances and
designated mixtures to which lhxs
subpart applies. ~ - .

7168.19 Sunset provision.

Authority: Sec. 8{d}, Pub. L. 94—469 Slat.

2029 {15 U.S.C. 2607(c).

Subpart A—General Provlsnons

§715.1 Scopa and compllance.

{a) This Subpart sets forth
requxreme'xts for the submission of lists
and copies of health and safety studies
on chemical substances and mixtures
selected for priority consideration for
testing rules under section 4(a) of the
‘Toxic Substances Control Act {TSCA)
and on other chemical substances and

mixtures for which EPA requires health .

and safety mformahon in fulfilling the
purposes of TSCA.

(b) Section 15(3) of TSCA makes it-
_ unlawful for any person to fail or refuse
to'submit information required under
this Subpart. Section 16 provides that a
violation of section 15 renders a person
liable to the United States for a civil
penaity and possible criminal
prosecution. Under section 17, the
district courts of the United States have
jurisdiction to restrain any violation of
section 15.

§715.3 Delinitions,

Tha definitions in section 3 of TSCA
apply to this Subpart. In addition, the ~
Iollowmg definitions are provided for
the purposes of this Subpart:

{a) "Eyproduct means a chemical
substance produced without a separate
commercial intent dunng the
manufacture, processing, use, or
disposal of another chemical
substance(s) or mlxture(s)

{b) “Co-product” means a chemical

. substance produced for a commercial .

Overview of subparl reqmremcnts T

. epidemiological studies, studies of ;|

n

purpose during the manufacture, .
processing, use, or disposal of another -
chemical subs tance(s) or mixture(s).

(c) "Copy of study” means the written
presentation of the purpose and .
methodology of a study and its results, .

(d) “EPA™ means the United States

* - Environmenta] Protection Agency.’

{e) “Health and safety study” or ~

of a chemical substance or mixture on
health or the environment or on both, ™™
including underlying data and

occupational exposure to a chemlcal
substance or mixturé, toxicological, -

clinical, and ecological or other studies -

of a chemical substance or mixture, and .

"+ any test performed under TSCA.
(1) It is intended that the term “health -

and safety study" be interpreted
broadly. Not only is information which -
arises as a result of a formal, disciplined
study included, but other mformahon
relating to the effects of @ chemical -
substance or mixture on health or the
environment is also included. Any data
that bear on the effects of a chemical ¢
substance on health or the environment .
would be included. Chemical identity is:
part of, or underlying ddta, to,a health ¢
and safety study.

(2) Examples are:

(i) Long- and short-term tests of
mutagemcny. carcinogenicity, or
teratogenicity; data on behavioral
disorders; dermatoxicity; - .
pharmacological effects; mammalian )
absorption, distribution, metabolism,

and excretion; cumulative, additive, and ~

synergistic effects; and acute,
subchromc. and chronic effects. |
* (ii) Tests for ecological or other
environmental effects on invertebrates,
fish, or other animals, and plants,

_ including: acute toxicity tests, chronic

toxicity tests, critical life stage tests,

behavioral tests, algal growth tests, seed -

germination tests, plant growth or
damage tests, microbial function tests,
bioconcentration or bioaccumulation
tests, and'model ecosystem {microcosm)
studies.

(iif) Assessments of human and
environmental exposure, including
workplace exposure, and impacts of a
particular chemical substance or

* mixture on the environment, including

surveys, tests and studies of: Biological,
photochemical, and chemical
degradation; structure/activity,
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relationships; air, water, and soil
transport; biomagnification and
bioconcentration; and chemical and -
physical properties, e.g., boiling point,
vapor pressure, evaporation rates from
soil and water, octanol/water partition
coefficient, and water solubility.

(iv) Monitoring data, when they have
been aggregated and analyzed to --
measure the exposure of humans or the

environment to a chemxcal substance or - ’

mixture.

{f) “Importer” means any parso.n who .-

imports a chemical substance, mc'ludmg
a chemical substance as a partof a -

. mixture or article, into the customs -

.= territory of the United Stat d..ene
“study” means any study of any effect ey e o

includes the person primarily liab!e for
the payment of any duties on the .- ...
merchandise or an authorized agent *
acting on his behalf {as defined in1g- *~

- CFR1.11). Importer also mcludes. as " s

appropriate: . e
.(1) The consxgnee L ol
(2) The importer of record.

(3) The actual owner, if an actual
owner's declaration and superseding *
bond has been filed in accordance with
19 CFR 141.20.
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{4) The transxerée. if theright to draw "’

merchandise in a bonded warehouse has
been tranferred in accordance with -
Subpart Cof 19 CFR Part 144, : -

For the purpose of this definition, the
customs territory of the United States
consists of the 50 States, Puerto Rico, *

and the District of Columbia.. .

(g) “Impurity” means a chemical
substance which is unintentionally
present with another chemical
substance.

(h) "Manufacture” and “Process™
mean manufacture or process for
commercial purposes.

6] “Manufacmre for commercxal
purposes” means:

(1) To import, produce, or manu.facture
with the purpose of obtaining an - N

... immediate or eventual commercial

advantage for the manufacturer, and

. includes, among other things, such . .

“manufacture” of any amountofa - "~ °

chemical substance or mixture: )
(i) For commercial distribution, _
including for test marketing, . .
{ii) For use by the manufacmrer. ..
including use for product research and
development, or as an intermediate.
(2) The term applies to substances .

that are produced commdentally duting _

the manufacture, processing, use, or
disposal of another substance or
mixture, including both bypraducts and
coproducts that are separated from that
other substance or mixture and
impurities that remain in that substance
or mixture. Byproducts and impurities
may not in themselves have commercial
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value. They are nonetheless produced
for the purpose of obtaining a
commercial advantage since they are
part of the manufacture of a chemical
product for a commercial purpose.

{j) “Person” includes any individual,
firm, company, corporation, joint-
venture, partnership, sole proprietorship,
association, or any other business
entity, any State or political subdivision
thereof, any municipality, any interstate
body, and any department, agency, or
instrumentality of the Federal
government. : '

{k} “Process for commerclal purposes
means the preparation of a chemical-
substance or mixture, after its -
manufacture, for distribution in
commerce with the purpose of abtaining
an immediate or eventual commercial
advantage for the processor. Processing
of any amount of a chemical substance
or mixture is included. If a chemical
substance or mixture containing - .
impurities is processed for commercial
purposes, then thoze impurities are also
processed for commercial purposes.

(1) “Propose to manufacture, process,
or distribute” means that a person has
made a management decision to commit
financial resources toward the .-
manufacture, processing, or distribution
of a chemical substance or mixture.

{m]) “Substance™ means “chemical
substance” as defined at section 3(2){A)
of TSCA, 15 U.S.C. 2502(2)(A).

(n) “TSCA"” means the Toxic
Substances Control Act 15 U.S.C. 2601

. seq.

37164 Overview of subpart requirements,

This section hightights basic
requirements, For additional procedures,
and qualifications, refer to pertment
individual sections.

(a) Adequate file search for
compliance with this subpart. Persons
are not required to search any records
retired prior to December 31, 1979 for

information to comply with this subpart. -

In addition, the scope of a company's
responsibility to search records is
limited to records in which it ordinarily
keeps the required information and to
records kept by individual employees
whose assigned duty is to advise the
company of the health and
envxronnerxtal effects of chemicals
under § 716.1

{b) Persons Who must mporl. 1A
person who manuféctures or processes a
substance or des.gnated mixture listed
in § 716.17 at the time it is listed, or
proposes to da so, must do the following
for that substance or designated
mixture—{i) Submit copies of all non-
exempted studies in his possession at
the lime he becomes subject o the rule
under § 716.6. Under § 716.14 the copies

must be submitted within 60 days after
the addition of the substance or
designated mixture to § 716.17.

(ii) Under § 716.7 submit a list of
studies that are ongoing when the
substance or designated mixture is
added to § 716.17. The Jist must be
submitted within 680 days after the
addition of the substance or designated
mixture to § 716.17 and copies of such
studies must be submitted within 30
days of their completion under § 715.14.

(iii) Inform EPA within 30 days of any
study initiated by or for him after the
initial 60 day reporting period and
submit a'copy of the study when itis :
completed. This requirement continues |
until the sunset date specified in
§ 716.19; it applies not only 1o persons
who manufacture or process a substance
or dasignated mixture when it is added
to the list, but also to persons who begin
to manufacture or process, or propose to
do so at any time pnor to the sunset
date.

(2) A person who i is not covered under
paragraph (b){1) of this section, bit has
manufactured or processed a substance
or designated mixture listed in § 716.17,
or has proposed to do so, anytime in the
preceding ten years, must submit copies
of studies in his possession on the
substance or designated mixture within
60 days of when it is added to § 716.17.

(c) Studies to be reported. In general,
studies, as defined at § 716.3(d), that are
unpublished are reportable, i.e., must be
submitted or listed, for any substance or
designated mixture listed in § 716.17.
However, this requirement has
limitations according to the nature of the
material studied, so that—(1} All studies
of substances and designated mixtures
are reportabla. However, in the case of
physical and chemical properties, only.

" those studies listed in § 716.10 must be

submitted.

(2} Studies of mixtures known to
contain substances or designated
mixtures listed in § 718.17 are reportable
except for studies of physical and
chemical properties and the studies
exempted at § 718.11{f} (1) through (8B).

(3) Studies of substances or
designated mixtures that a person who
is reporting has manufactured or .
processed or proposed to manufacture
or process only as impurities are not
generally reportable under § 716.11(i).

{3) Research and development studies
en chemical substances not on the
TSCA Chemical Substance Inventory
are not repurta‘ale under § 716.11(e}.

(5) Underlying data, such as medical
or health rnmr(‘s. individual files, lab
notebouks, und da‘ly monitoring records
are not reportaole except by special
request under § 716.8.

§ 7156 Suemission of copies of studies,

{a)(1) Except as provided in §§ 716.10
and 716.11, parsons must send to EPA
copies of any health and safaty studies
in their possession for the substances or
designated mixtures listed in § 716.17.
Persons are responsibie for submitting
copies on only the substances or
designated mixtures which they have
manufactured or processed or proposed
to manufacture or process {including as
known byproducts) within the tén years
preceding the effective date for reporting
on the substances-or designated :
mixtures. Persons who list studies as *
ongoing under § 718.7(a)(1) must submit
them when they are completed. ~

{2) Underlying data, such as medical
or health records, individual files, lab
notebooks, and daily monitoring records
supporting studies, do not have to be
submitted initially. EPA may request
underlying data later under § 716.8.

(b) Submissions under paragraph (a)
of this section must be indexed by
chemical name, including CAS number if
known, and must be accompanied by a
cover letter containing the nare, job
title, address and telephone number of
the submitting ofiicial, and the name
and address of the manufacturing or
processing establishment on whose
behalf the submission is made. In thé
cover letter, respondents must identify
any impurity or additive known to have
been present in the substance as studied
unless its presence is specifically noted
in the study itself,

{c) Copies of health and safety studies.
and the accompanying cover letter must
be submitted, preferably by certified
mail, to: U.S. Environmental Frotection- -
Agency, TSCA-8D1, P.O. Box 2060, :
Rockville, Maryland 20352

§716.7 Submission of lists of studies.

(a) Except as provided in §§ 716.10
and 718.11, persons must send the lists
described in paragraphs (&) (1} and (2) of
this section to EPA for each of the
substances or designated mixtures listed
in § 718,17 which they manufactere or
process or propose to manufacture or
process (including as known
byproducts).

{1) A list of ongoing health and safety
studies being conducted for or initiated
by them, noting for each entry the
purpose of the study, type of data
collected, and progress and anticipated
date of completion. This requirement
continues until the sunset date specified
by § 716.19. Studies initiated alter the
initial 60 day reporting period must be
listed if they included one or more of the
following tesls: chronic tests; long- and
short-term tests or mutagenicity,
carcinogenicity or teratogenicity; and
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the b:o\og:cal and envrronmental fate
tesis listed in § 716.10 (h} through (j).

{2} A list of unpublished studles
known to them of which they do not
have copies. The name and address of
any person known to them to possess a
copy of the unpublished study must -
accompany each entry on the list. For .
purposes of this section only,an ~* - -
unpublished study will be considered to
be "known to" a person, if the study can
be discovered by a file search fn. .+
accordance with § 716.12..

{b) Submissions under paragraph [a)
of this section must be indexed by -
chemical, including CAS numberif " -
known, and must be accompanied by a
cover letter containing the name, job ™ -
title, address and telephone number of
the submitting official, and the name -
and address of the manufacturing or -
_processing establishment on whose Y
behalf the submission is made.”- -

{c) The list of health and safety:=7s" "‘:‘f
studies should be-submitted, preferably’ 7
by certified mail, to: U.S. Environment
Protection'Agency, TSCA-8D1; P.O. Box
2060. Rockvxlle, Maryland 20852.

Sl e

s 716 8 EPA nquests lor submlulon ot
durther inlormation.. .

. EPA may request the followmg
submissions after the initial reporting
under §§ 716.6 and 718.7. If the
requested submissions are not made,
EPA may subpoena them under section
11 of TSCA, 15 U.S.C. 2610. .

‘() Submission-of underlying data of
the kind described in § 716.6{a){2) by
persons who submit copies of studies
under § 716.8 or list s!udles under
§ 718.7{a)(1).

{b) Submission of preliminary reports
of ongoing studies by persons who list
the studies under § 716.7(a)(1).

{c) Submission of copies of studies by
persons. listed under § 718. 7(a)(2) as
possessing them.

§716.9 Howto report on substances and .
mixtures, el s ns

Section 716.17 contains two lists, one
of substances and one of designated
mixtures. Studies of listed substances
and designated mixtures shall be
reported as follows:

..{a) When a substance is mdmdually 7
hsted under § 716.17(a), studies of the ;
substance and studies of mixtures -
known to contain the substance must be
reported as studies of that substance,

(b) When two or more substances are
listed as a designated mixture under
- § 716.17(b}, studies of the designated
mxxture and studies of any mixture
known to conluin the designated
mixture must be reported as studies >f
the designated mixture.

e properﬂes. i AL .

v parhculate surfaces, e. g _sonl

{c) Studies of the fo!lowmg
preparalions of a substance must be
reported as studies of the substance

-itsell, not as studies of mixtures known

to contain the substance.
(1) The substance in aqueous soluhon.
(2) The substance containing a small
amount of an additive, such as a

- gtabilizer, emulsifier, or other chemical

added for purposes of maintaining the
integrity or physxcal form of the MR

. 'substance. g

{3) The substance at any grade of
punty.

d " r ‘ B
§ 716. 10 Repodmg physica! and chemlcal

Studies of physical- and chemlcal
properties must be reported under this
subpart if performed for the purpose of
determining the environmental or
biological fate of a substance, and only
if they investigated one or more of the
following properhes L s

. (a) water solnbxhty .

(b) Adsorphonldesorphon on:

- *(c) Vapor pressure. . -7

" {d) Octanol/water parmxon
coefﬁclen\ ..

{e) Densxty/ relatwe densnty (specxf ic
- gravity}: ~ .

) Partlcle size d)stnbutmn for -‘_—‘ -
msoluble solids, . e

. {g) Dissociation constant.” -

" (h) Degradation by phatachemncal
mechanisms—aquatic and atmosphenc.

(i) Degradation by chemical -
mechanisms—hydrolytic, reductive, and
oxidative.

(i) Degradation by biological

P

. mechanisms—aerobic and anaerobic.
" §716.11 Exemptions to reporting

requirements.
The following are exempt from the

copy and list submission requlremenls -

of §§ 716.6 and 716.7.
(a) Studies which have been pubhshed
in the scientific literature.

(b) Studies previously submitted to ©

EPA, e.g, studies voluntarily submitted
during section 4 proceedings or under -:
the previous section 8{d) rule.

{c) Studies previously submittedto™" -~

any Federal agency with no claims of

" confidentiality.

{d) Studies conducted or xmhated by
ot for another person who is subject to
§§ 716.6 and 716.7,

{e) Studies of chemical substandes
which are not on the TSCA Chemical
Substance Inventory, e.g., research and
development studies on new chemical
substances.

(f) The following types of studies
when the subject of the study is a
mixture known to contain a substance
or designated mixture listed in § 716.17.

CADNAN

: dn§71837.

: §716, 12 Flle search.

(1} Acute oral toxicity studies.

(2) Acute dermal toxicity studies.

(3) Acute inhalation toxicity studies.

{4) Primary eye irritation studies. |

{5) Primary dermal irritation studies.

{6) Dermal sensitization studies.

(7) Physical and chemical properties.
if the substance or desxgnated mixture is -

-

an impurity, no reporting i is requued [sce ’

§ 716.11(i), below). . o

(g) Analyzed aggregatxons of

monitoring data based on momtonng

preceding the date the substance or; -

. data acquired more than five years . *."

88793. - 1.

designated mixture was added to the list

{h) Analyzed : aggregahons of -

mom\onng data on mixtures k.nown to

contain one or more substance or -
designated mixtures listed in § 716. 17.
when the monitoring data arenot  _ :
analyzed to determine the exposure or
concentration levels of the substances.”

" - _ordesignated mixture listed in § 716 17,

- (i) Studies on a substance or "~ ~ - - |
deslgnated mixture listed in § 716 17‘
that the person who is reporting has-"
manufactured or processed or proposed
to manufacture or process only as an .
itnpurity. When reporting of such studies
is to be required, that reporting will be
separately prapased in the Federal
Register, -2 .

Persons will satisfy the requirements
of this Subpart if they limit their-search
for the required information to records
in which such information is expected to
be found in the ordinary course of their
business, and to information kept by
employees whose assigned duty is to
advise the company on the health or
environmental effects of chemieals. For
purposes of this rule, persons do not -
have to search files retired prior to-

" December 31,1879, - . -,

5718 14 Reporﬂng schedule. .

{a) Except as provided in peragtauhs
{b) and (c) of this section, submissions.’
~ —under §§ 716.6 and 7167 must be.;.'3 ¢
postmarked on or before 80 days afler
the effective date of the listing of a '.i S
- substance or designated mixture in_’

ada

§ 718.17 or within 80 days of proposing :°

to manufacture or process a substance
or designated mixture if first done after
the effective date of the substance's or
designated mixture’s listing in § 718.37.
(b) Persons subject to the listing
requirement of § 718.7 must inform EPA
of any study initiated by or for them
within the three-year reporting period
described in § 716.19 within 30 days of
initiation of the study. Copies of studies
listed as ongoing under § 716.7 7{a){1). or
studies initiated within the reporling

IS0 NANRYoae




28793

Federal Register | Vol. 47, No. 171 | Thursday, September 2, 1582 / Rules and Regulations

* period, “must be submitted w:thm 30

days of their complet)on

{c) Respondents who cannot meet a
deadline under this section may apply
for a reasonable extension of time.
Requests for extensions should be
addressed to: Document Control Officer,
Office of Pesticides and Toxic
Substances, (TS-793), Environmental
Protection Agency, 401 M Street, SW,
‘Washington, D.C. 20460, Attn Section
8(d) extension. :

§718.18 Conildentiality dalms.

(a) Any person submitting a document
under this Subpart may asserta
business confidentiality ¢laim covering
all or part of the submitted material.
Any information covered by a claim will
be disclosed by EPA only as provided in
pr;)cedures set forth at Part 2 of this
title

{b) I no claim accompanies a
document at the time it is submitted to
EPA, the document will be placed in an
open file available to the public without
further natice to the respondent.

{c){1) Section 14(b} of TSCA states
that EPA may not withhold from
disclosure, on the grounds that they are
confidential business information,
health and safety studies of any
substance that has been offered for
commercial distribution or for which
testing is required under TSCA section 4
or for which notice is required under
TSCA section 5, except to the extent
that disclosure of data from such studies

Substances

Acetonitrile.
Acrylamide.

would reveal: (i) processes used in the
manufacturing or processing of a
substance or mixture, or (ii} the porticn
of a mixture comprised by any of the
substances in the mixture.

- {2) Any respondent who wishes to
assert a claim that part of a study
should be withheld from disclosure
because disclosure would reveal a
confidential process or guantitative
mixture composition or other
confidential information, should briefly
state the basis of the claim, i.e., by
saying “reveals confidential process
information™ or “reveals confidentia}
mixture proportion data,” and clearly
identify the material subject to the
claim. Information in a study, such as
company name or address, financial
statistics, or product codes used by a
company, which is irrelevant to any
health or environmental effect of a
chemical, may be claimed confidential
and ot subject to the disclosure
requirements of section 14{b) of TSCA.

" Other information contained in a study,

the disclosure of which would clearly be
an unwairanted invasion of personal
privacy (such as individua) medical
records), will be considered confidential
as provided in Title 5, United States _
Code, section 552(b)(6).

{d) To assert a claim of confidentiality
for data contained in a subrmitted
document, the respendent ;must submit
two copies of the document.

(1) One copy must be complete. In that
copy, the respondent must indicate what
data, if any, are claimed as confidential
by marking the specific information on
each page with a label such as
“confidential," “proprictary,” or “trade
secret” and briefly state the basis of the
claim. .

{2} If some data are claimed as
confidential, the respondent must
submit a second copy. The secend copy
must be complete, except that all
information claimed as confidential in
the first copy must be deleted.

(3) The first copy will be for internal
use by EPA. The second copy will be
placed in an open file to be available to
the public.

(4) Failure to furnish a second copy
when information is claimed as
confidential in the first copy will be
considered a presumptive waiver of the
claim of confidentiality. EPA will notify
the respondent by certified mail thata -
findirg of a presumptive waiver of the
claim of conlidentiality has been made.
The respondent will be given 30 days
from the date of receipt of notilication to
submit the required second copy. Ii the
respondent fails to submit the second
copy within the 30 days EPA will place
the first copy in the public file.

§716.17 Substances and designalsd
mixtures to which this sukpart applies.

(2)(1) Substances. The following
substances are subject to this subpast as
of October 4, 1982,

CAS Numbers

{examples for groupns)

Alkyl epox1de§ - 1nc1ud1ng
all noncyclic aliphatic
hydrocarbons with one or.

Ry = H or alkyl
Ry = B or alkyl
Ry = H or alkyl
Ry = H or alkyl

- more epoxy functional groups..

Groups'Rl—R4 may contain one or
more epoxide functions

BILLING COD” $560-50-M

¢

CAPCO JUEN 0012327

75-05-8
79-06-1

75-21-8

75-56~9 .
106-88-7.
1464-53-5

s
t
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. CAS Numbers

Substances (examples for groups)
" Alkyl phthalates —— all alkyl esters 84-61-7
. of 1,2-benzene dlcarboxyllc acid X 84~66~2
(orthophthallc ac1d). . v 84-74-2
o ' © 117~81~7
, *117-84-0
H . . 119-06-2 - i
R . 119-07<3 .-
¢ —O—R, 131-11-3
- ) . - .- - 26761=40- 0 R
d ~ et 0T e ie 27554-26-3 L - Dl
O—Ry 7 T el R R
Ry-= alkyl - T
R, - alkyl - A
Anllxne and chloro—, bromo— T '2'52-53§3li:::loh-ﬁj;§"_;L.:m
and/or nitto-anilines. ' ’ 88-74-4 - 121-87=-9 . .
89-63-4 . . 141-85~5
95-51~2 -'147-82-0
N 95-76-1. 554-00+7 - :
Y5-82-9.. - 608-27-5. ..
97-02-9 626-43-7--
99-09-2 634-93-5
99-29-6 '635-22-3 -
99-30-~9 BZ7=-94~1
100-01-56 1817-73-8
106-40-1 5388-62-5 o~
106-47-8 6283~25-6
3531~19-9 N
. - \
Antimony. 7440-36-0
‘Antimony trioxide. ; 1309-64-4 -+ ./ .
Antimony sulfide, . 1345~ 04 % __;.'
_Aryi phosphates - phosphate esters 78-30-8 - '2528 36 1
of phenol or of alkyl-substituted 78-32-0 . 25155-23-1
phenols. Try-aryl and mixed 78-33-1 . 26444-49-5
alkyl and aryl esters are included . 115-86-6 28108-99-8 -
but trialkyl esters are excluded. 563-04-2 29761-21-5
' : . - 1241-94-7 51363-64-5
1330-78-5 56803-37~3
///C)F‘I )
o= P\OR
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CAS Numbers

Substances {exanples for groups)

either unsubstituted
or substituted with one or more . . i
alkyl or aralkyl grdups L -

Ry = phenyl,

Ry = alkyl; or phenyl, either
unsubstituted or substituted . -
with one or more alkyl or -
aralkyl grouos

Ry = alkyl or phenyl, elther
unsubstituted -or substituted
with one or more alkyl or
aralkyl grouos.

Asbestos - Asbestlform varieties of: 1332-21-4
chrysotile (serpentine); crocidolite 12001-29-5
{riebeckite); amosite (cummingtonite- 12172~-73-5 :
grunerite); anthophylllte, tremolite; " 17068~78~9
and actinolite. . . .
Bisazobiphenyl dyes derived from 72-57-1 2602-46-2
benzidine and its congeners, 91-92-9 2610-05-1
orthotolidine (dimethylbenzidine) 91-96-3 2893~-80-3"
and dianisidine (dimethoxybenzidine). 573-58-0 3530-19-6
992-59-6 3587-65-5
1937~37-7 3626-28-6
2150-54-1 4335-09-5°
. 2429-71-2. 6338-29-8.
2429-73~4 6360-54~9
2429-74-5 6449-35-0
2429-79-0 6637-88-3
2429-81-4 6656-03-7
2429-82-5 6739-62-4
2429-83-6 80Y4-91-3
2429-84-7 10401-50-0
2586-57-4 16071-86-6
2585-58-5 16143-79-6"
20282-70-6
Chlorinated benzenes, 95—50—1
mono-. and di-. S0 ’ © 106-46-7 . B
) R ©108-90-7
. : - 541-73-1
Chlorinated benzenes, 87-61-6
tri-, tetra- and penta-. 95-94-3
108-~70-3
120-82~1
608-93-5
. 634-66-2
634-90-2

CAPCO JEN 0012329
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CAS Numbers e T
Substances {examples for groups)
Chlorinated naphthalenes =- ‘ 90-13-1 -
chlorinated derivatives of . - ~ 1321-63-8
naphthalene (empirical formula 1321-65-9
.ClonCly.where x+y=8). — ‘ Y o
Chlorinated -paraffins -- 61788-76-9 . < . Fitem.. oI
chlorinated-paraffin oils ) 63449~39-8. - R 2
.and chlorinated paraffin waxes, 68920-70-7
with chlorine content of 35 . -
percent through 70 percent by - -
weight. ‘ . - co
Chloromethaae.(methyl.‘ e 74-87-3 "
chloride). . e
Cresols -- ortho, meta-, and .- , . 95-48-7 ) ) - :
. para—cresol h © 7 TT106-44-5 - )
- 108-39-4 .
Cyclchexanone. . ’ 108-94=1 o, . it
Dichloromethéne. 75-09-2 . ST
{methylene chloride) T s -
l,z—biéhloropropane. 78-87-5 o :‘T}' kR
Glycidol and its 77-83-8
derivatives, L 101-90-6
106-90-1" . -
106-91-2
" 106-92-3
ARO) 121-39-1..
H Hl R . 122-60-1 :
556-52-5 . DT
H . ‘H- i 930-37-0" .. 1T E LT
g 2238-07-5 o i
2425-79-8 - .. (- .
o c . 2426-08-6 _
R = H; alkyl, alkenyl or 2461-18-3 T : _
alkynyl; aryl, acyl - 4016-11-9 . -
o ; 4016-14-2: -
where R = alkyl, alkenyl,'alkynyl, 13236-02-7- -
aryl, or acyl; any substituents . . 13561-08-5 L,
or functional groups may be T 25085-99-8
present with the alkyl, etc.,

26447-14-3

CAPCO JEN 0012330

R eem——

any—
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Substances

{examples for groups)

CAS Numbers

? Halogenated alkyl epoxides -
halogenated noncyclic ali-
phatic hydrocarbons with
one or more epoxy functional

groups. o
R, R 3‘
el Ry

R; = X or CpHapil-yXy (y=1 to 2n+1)

H or X or an2n+1-yxy (y=0 to ?n+1)
R3'= H or X or Chylipns)-yXy {(y=0 to 2n+l)
Ry = H or X or CpHppsy-yXy (¥=0 to 2n+l)

w
N
"

X = ﬁalqgen

Groups Ry ~ Ry may contain one or more
epoxide functions.

Hexachloré—l,3;butadieﬁé.
Hexachlorocyclopentadiene,’
dydroguinone.
. Isophorona.
Mesityl oxide.
.4,4'-Methylenedianiline.
Methyl ethyl ketone. .
Methyl isobutyl ketona.
Nitrobenzene.
p~Phenylenediamine.
Polychlorinated terphenyls --

polychlorinated ortho-,
meta-, and para-terphenyls.

Pyridine,

Quinone. .
Toluene.

1,1,1-Trichlorocethane
{methyl chloroform).

Vinyl fluoride,

Vinylidene £luoride,

Xylenes -- ortho-, meta-, and }
para-xylene,

{2) [Reserved]}

{(b) |Reserved}
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§715.18 Additions o lists of substances
ard designated mixtures o which this
subpart applies.

‘The requirements of this Subpart will _

vertodically be extended to cover
additional substances and designated

mixtures. Two procedures will be used -

1o add substances and mixtures. -~
{a) Except as provided in paragraph
{b) of this section, substances and

publication in the Federal Registerof a-

notice of proposed amendment of this - ..

subpart. There will be a 30-day public
comment period on the notice; after

consideration of the comments, a final * |

amendment will identify the substances
and mixtures added. e

L

{b) Substances and designated
mixtures that have been recommended
for testing by the Interagency Testing
Committee, established under section 4
of TSCA, will become subject to this
subpart 30 days after publication of a
notice to that effect in the Federal
Register. ’

: . §715.19 Sunset provision,
designated mixtures will be added after

The reporting periéd on a substance -
or designated mixture will terminate no
later than three years after that

" substance or designated mixture is

added to the listin § 716.17. The . *.~
automatic termination date for the three_
year reporting period on a substance or

_ " date for reporting for the substances and

" be published.for a substance or -

. the Assistant Administrator for
- . Pesticides and Toxic Sub_stances.

{FR Doc. 2224058 Filed 9-1-82: 45 am).

mixture will be the annua) sunset date
(May 1 or November 1} that falls no later
than three years after reporting begins,
e.g., a reporting requirement taking .
effect on January 1, 1982 would expire * - -
not later than November 1, 1984. A

notice will be published in the Federal

Register announcing the termination

designated mixtures listed in § 716.17 (a)
and (b). An earlier termination date may

designated mixture at the discretion of
e -‘ "

~ . -

~ T “a

- “ e
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