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Polychlorinated Terphenyls; Response
to the Interagency Testing Committce

AGENCY: Environmental Proteciion
Agency (EPA).
ACTION: Notice. .

SUMMARY: This notice is EPA’s response
to the Interagency Testing Commitiee's-
designation-of polychlorinated
terphenyls (PCT's] for health and
environmental effects testing under
section 4{a) of the Toxic Substunces
Control Act {TSCA). EPA is not
initiating rulemaking under section 4{a)
rule to require further effects testing of
PCT’'s because information indicates
that PCT’s are no longer produced or
used in the U.S, The Agency is
requesting comments on alternalives to
issuing a test rule.

pATE: Please submit comments by
December 2, 1981,

ADDRESS: Document Control Officer,
Office of Toxic Substances (15-793},
JU.S. Environmential Protection Ag,em Y.
Rm. E-401, 401 M Strect SW.,
Washington, D.C. 20160.

FOWRTHER INFORIMATION CONTACT:

Jo Ritch. Jr., Director, Industry
Assistance Office {T5-799), Office of
Toxiz Substances, U.S. Environmental

. Protection Agency, 401 M Street SW,,
Washington, D.C. 20460, Toll Free: 800~

424-9065, In Washington, D.C. call 554~

1404. '
SUPPLEMENTARY INFORMATION:

1. Background

Section 4{e) of TSCA {Sec. 4{a}: 90
Stat. 2003; (15 U.S.C. 2601 et seq.))
establishes an Interagency Testing
Committee (ITC) to recommend a Tist of
cliemicals for EPA to consider for
premulgation of testing rules under
_section 4(a) of the Act. The ITC may
designate up to 50 subsjances or
categories of substances at any one time
for priority consideration by EPA. TSCA
requires EPA to respond within twelve
months of the date they are
recommended, by initiating rulemaking
under section 4(a) or by publishing
reasons in.the Federal Register for not
initiating rulemaking. -~

The I'TC deswnated pelychloundtcd
terphenyls {PCT s} for testing in April
1978 (43 FR 16684), recommending ihat
they be tested for carcinogenic, .
mutagenic, teratogenic and

-onmental effects. The

mmendations were based on {1j a
- ghemical structure similar to PCH's, {2}
increasing quantities imported ufter

- dowmestic producﬁon stopped in 1972, (3}

wide environmental dispersion from
PCT's use in waxes for investment
casting, {4) PCT's residues found in
human blood, fat and milk, and in
samples of water and sludg,f,, and {5) no
data on suapected carcinogenic,
mutagenic, teratogenic or ecological

- effects, with incomplete chamctf,nza{mn

of chronic and environmental effects.

PCT’s are very similar in chemical
structure to polychlorinated biphenyls
{PCB's). PCB's cause well-documented
adverse health effects. PCB's also have
& very stable chemical structure, so they
persist in the environment. PCT’s,
likewise, are known to persist in the
environment, and potentially have the
same adverse health effects as PCB's.
PCB's and PCT's were widely used and
dispersed into the environment before
their adverse health effects were
recognized. Consequently, both
chemicals are now ubiquitous in'the
environment, resulting in wide-range
human exposure. In 1976, PCB's were
restricted to totally enclosed uses by
section 6{e) of TSCA. Because PCT’s
contain PCB's as an impurity {typically
1=-5%), PCT's are at the present time
effectively controlled by the regulanons
covering PCB's.

This notice is intended to serve as

IIL. Alternatives to Testing

EPA is considering several
alternatives o requiring testing. These
are briefly discussed below.

1. A significant new use rule {SNUR) .
under section 5{a})-would-define certain
new uses of PCT's as “significant new
uses.” A person-responsible for
manufacturing or processing for a use
defined by the rule would be required to
submit a8 notice of intent under section
5{a){1) at least 90'days before the new -
use occurs, The information required to

. be submitted includes identity of the

compound and by-products, projected

-uses, amourits of substance to be

produced and processed for each vse,
environmental and health data, numbers
of persons expected to be exposed and
duration of the exposure, and-the
manner in which the material is to be
disposed, The Agency would be
responsible for reviewing data on any

. significant new use to assess its effect

on human health and the environment.

. A SNUR would let EPA take appropriate

followup action if a significant increase
in exposure is projected. EPA has a

-period of 80 days in which to review the

health and environinental implications
of the new use, but may extend the
period up to an additional 80 days for

responded to the ITC's designation of
PCT's by publishing an explanation in
the Federal Register that it was not.yet
prepared lo initiate rulemaking,
However, a district court ruled that
EPA’s response did not meet the legal -
requirements of section 4{¢) of TSCA.

Natural Resources Defense Council vs.

Costle, 79 Civ. 2411 (S.D.N.Y., Feb. 4,
1980}, The court required EPA to submit
a plan for complying with section 4{e)
including a schedule for dealing with the
backlog of chemicals from the 1'1 C list.
On January 9, 1981, the court ordered -
EPA to follow the compliance «hedule
the Agency submitted. Action on PCT's
is required by 1982,

IL Decision Not to Require Testing *

EPA has decided that section 4 testing
for PCT’s is not warranted. The only
dothestic manufacturer of PCT"s stopped
‘producing them in 1972 because of
eny, .ronme;)tal concerns. Altbough PCT -
imports intreased each successive year
until 1976, the last import was recorded

.. combination with issuing &

EPA's response to the ITC designation g\_good Cause, —
- of PCT's for testing. EPA previously |~ 2 Placing PCT’s on the 5{b)(4) list in

NUR for
these chemicals would provide £PA the
information and opportunity for -
followup action in alternative 1 and alsc
provide additiona! data that may help

- {EPA assess the potential risks of these

- ichemicals. Section 5(b}{2}(A) requires
jpersons submitting a notice on
jchemicals subject to a SNUR which are

also on the 5{b){4) list to submit data
which they believe show that the
manufacturmg, processing, distribution

{ 'in commerce, use and disposal of the

chemical substance will not present an
unreasonable risk of injury to health or 0
the envirgnment

in November of 1979. The only United -

‘States importer decided to stop

marketing PCT's becanse the level of
PCB contamination in the imported
chemical was greater than that allowed
by PCB regulations and PCT"s are no
lom“ﬂ“ in use in the United States.

. 3. A section 8{a) reporting rule would

- require the same information to be

reported as a SNUR in alternative 1.

However, there are differences in-who it
required to repert and the frequency of
" reporting. For example, a section 8(a)

rule could require regular periodic
reporting or could require persons to

-report when certain events occurred.
Furthermore, it would extend to all”

manufacturers and processors {except.
small ones), unlike a SINUR which
reaches only persons manufacturing anc
processing a chemical for a new use.
Unlike.a SNUR, a section 8(a) rule, on it
own, could not require reporting by -

- smail manufacturers and processors.

{
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' ‘f‘acing PCT's on the 5(b){4) list in
co¥ ation with a section 8(a)
reporting requirement would have the
same effect as alternative 3 but would
.also subject small manufacturers and
- processors to the section 8(a) reporting
requirement, .
_ 5. Taking no further action on PCT's
" on the basis that they are adequately
controlled by the PCB regulations.
EPA requests comments on these
alternatives.”
{Sec. 4, 90 Stat. 2003; {15.U.S.C. 2601))
Dated: October 23, 1981.
_Anne M. Gorsuch,
Administrator.
{FR Doc. 81-31726 Filed 10-30-81: 8:45 am]
_BILLING CODE 6560-31-M
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COMMENTS OF THE CHEMICAL
MANUFACTURERS ASSOCIATION ON
THE RESPONSES OF EPA TO THE ITC
RECOMMENDATIONS FOR POLYCHLORINATED
TERPHENYLS AND CHLORINATED NAPHTHALENES

On November 2, 1981, the Environmental Protection
Agency (EPA) responded to the testing recommendations of the

Interagency Testing Committee (ITC) for polychldrinated"

terphenyls (PCTs) and chlorinated naphthalenes. 46 Fed.

LISEEY

Reg. 54482; 46 Fed. Reg. 5449l.i In these responses, EPA
Vénnounced.that it was not initiating test rule proceedingsv,
under Section 4(a) of the ‘Toxic Substances Control Act
(TSCA) because manﬁféctu:e and impOr;ation of PCTs andﬁ
chlorinated naphthalenes héve either ceased entirely or Ll
declined to insubstantial levels. Nev;rthéless, EPA i£dic2§ed
‘that, as an alternative to promulgating test rules, it was
considering various mechanisms for?monitoring and perhaps
réstricting future manufaéture and iméortation of these

. chemicals. The Agency requested comments on the specific

regulatory mechanisms under consideration.

: The Chemical Manufacturers Association (CMA) sub-

mits these comments on the issues presented by EPA's notices
¢ . i
concerning PCTs and chlorinated napthalenes. CMA is a ' S

'nonprbfit trade association.whose approximately 190 Upited
States member companies account for more thaanO-peréent of
the total production capacity for basic industrial chemicals

in this country. Many CMA members manufacture or use chemicals

that have been or may be recommended for testiné by the ITC.




Accerdihglyf CMA has a substantial intereet in the actions
that EPA takes in.evaluatingiand responding to the ITC'sV
recommendetions. T

CMAlagrees with EPA that chemicals which-atevno
longer produced or imported in significant quantities.sheuld
not be considered for testing requiremente under Sectio£-4
of TSCA. Such chemieals do not have significant human
exposure or substantial environmental reiease. ‘As a result,
testing would be unneeessary to protect thevhuman population
and the env1ronment agalnst unreasonable rlsks of 1n3ury.
Moreover, becaase these chen*eals ‘lack commercial 1mportance;
industry would have llttle 1ncent1ve to marshall the resources
required to flnance and conduct testlng.

As EPA recognizes, it is possible that chemicals
which are now produced and imported in{inSignificant quahtities
may become commercially‘importattiin the future. Reconsidera-
tion ef the need for testing may be appropriate if human or
environmental exposure to these chemicals'becomee‘eubstantiél.
Accordingly, EPA may wish to monitor future commercial
~activities involving chemicals now produced in ihsignificant
qﬁantities so that it is‘informed of changee in exposure
potential that may justify_a reevaluetion~ofrtestinq needs.

| .EPA should not, however, automatica;ly monitor a"

chemical simply because it was recommended for testing by

the ITC, but should-reserversuch monitoring for those situations

‘where it is clearly appropriate; Accordiﬁgly,~EPA should

qL 101y




independently review the avallable 1nformatlon on the I C

chemical and determlne if the chemlcal would be a strong
candldate for testlng in the event that exposure becomes
‘significant. Where the Agency,cannot make thie aeterminetion,i
the preferable course nould be to take noffoliow—up ?ction

- of any kind. : | o

LL10n

Where follow-up monitoring is justified, moreover,
EPA should avoid regulatory requirements that impose undue
reporting burdens on industry and needlessly restrict the -

commercial development of the chemicalS'involved For thlS

reason, CMA has substantlal reservatlons about the routlne

-use of two of the approachesrthat EPA is consideriqg for

PCTs and chlorinated naphthalenes: (1) issuing significant
g " new. use rules (SNURs) under Section 5(a)(2), and (2) placing

these chemicals on the Section 5(b) (4) "risk list" in conjunc-

A
tion with issuing SNURs.

p— 1

As an alternative to the use of SNURs or "risk

list" designations, Q&é_favors the third option identified

by EPA -- issuing a Section 8(a) reportlng rule appllcable

1/

to future manufacturers, importers and processors.

l/ For PCTs, EPA is also considering taklng no further

action on the ground that these chemicals are already adequately
controlled by the Agency s regulations governing palychlorinated
biphenyls (PCBs). CMA takes no position on whether ‘the PCB
regulations are appllcable to PCTs,




Sectionv8(a).reporting requirements cduld_assure that EPA is
aware of changes in expoéure potential that méy warrant a

reevalﬁation of testing needs. 'At‘the same time, EPA would
neither.conduct risk assessments that may'bé unneQeésary nor

restrict future commercial development of ﬁhe‘éhemicals“

involved.

The.reasons why CMA considers Séction 8(a)krepor£-
ing a preferable alternativé-—4 and the ShOrtcomings'Of the
other two options identified by EPA -- are described more

fully below.

1. Secfion 8(&) Report{hg; If EPA conéiﬁdéé.éhat
the available infbrmatibn demonstrates an affirmatiye need
to monitor future pioduction and use of-a chémical %ow_%%nu—
factured or imported in inconsequehtial quantitités,'EMA.
believes that a Section 8(a) rule:is the most reasonable-
means of bringing to EPA's'atténti6n>information that may
justify a reevaluation of the neéd for testing.

Under a Section 8(a) reporting rule, industry
can inform EPA of increases in production or uSe that may
be accompanied by significant human~exposure~or-environmental
release. At the same time, a Section 8(a) rulé would not
require a finding that the chemical in question may-pré-'
sent an unreasonable risk to human health or‘the'en?iron-
ment. Rathéf, EPA would only need to make‘a'finding that

monitoring the chemical's commercial development is

gL |03




necessary to perform the Agency's functions under TSCA.

‘Hence, EPA would not need to'expend its resources on risk
assesshents-that may'léfer prove'unneceSSary. Simiiarly,
futurebproducers and ﬁsers of the chemical would hot be : %
subjected to requirements that may unjustlflably curtall

- their commerc1al activities. Regulatory action concernlng

bL 1032

the chemical would thus be deferfed until there is a COncrete
need for reviewing the chemicalfs potential edverse effects
and industry has both the incentive and level of knowledge ‘ j
to part1c1pate meanlngfully in the Agency s.risk determlnatlons.
| Whlle Sectlon 8{a) is an approprlate vehlcle for'
monitoring changes 1n the productlon or use of chemlcals
that are under con51deratlon for testlng, EPA should av01d

g using this’provision of TSCA in an unfocused manner. The -
mere fact that the ITC has recommended a chemical for testing

- should not automatically trigger a Section 8 (a) requirement

.if EPA decides not to proceed with a test rule. Rather, EPA
should carefully and criticelly review_all.available_informa— : o
tion, including daﬁa on which the ITC relied in designeting
the chemical for testing. The Agency.should'utilizeisection
8(a) to monitor the chemieal's'future'productien and‘use

only if it independently determines that testing requirements

would be seriously considered if exposure to-the chemical
became significant. If EPA cannot make such a determlnatlon,

no follow-up action to monitor the chemlcal should be requ1red.»




CMA expresses no opinion on whether ?CTs and
chlorinated naphthalenes are-proper subjects for Section
8 (a) reporting under these criteria. It does>stress, however,
that the mere designation of these chemicals for. testlng by
the ITC is not sufficient to justify rep0rting requirements
and that EPA should carefully review the information under—.
lying the ITC's recommendations.-

Any reporting rule that EPA promulgates for these
chemicals should also be narrowly'tailored to avoid the
subm1551on of unnecessary 1nformatlon. The objectlve of
such a rule mould be to enable EPA to monltor future changes
in the nature or magnltude of commerc1al act1v1ty that may
motivate the Agency to recon51der the need for testlng. =
EPA's reporting requirements should therefore focus on
increases in production or importation’that‘are of sufficient

scope to result in significant human exposure or environmental

- release. Reporting should not be triggered by commercial

activities of little real consequence such as productlon or

i/

importation in mlnlscule quantitites. Moreover, EPA

should avoid reporting requirements that call for lnformtlon

1/ EPA correctly notes that a Section 8(a) rule canpot

apply to "small" manufacturers and processors except in
certain limited circumstances. 46 Fed. Reg. 54491. This
limitation, however, should not prevent EPA from learning of
commercial activities that are significant in scope. Moreover,
it would be wholly unjustified for EPA to place a chemical

on the Section 5(b) (4) "risk list™ solely to circumvent the’
exemption from Section.8 for "small” manufacturers and
processors. ! :

081038




(such as the identity of byproducts) that is not germane to

Q!D the reevaluation of testing néeds.
- 2. Promulgation of a SNUR. As CMA has discussed
' ' 1/ . : ' ‘ '
in prior comments, SNURs are intended to cover those uses

of a chemical that may significantly increase the risk that
the chemical will cause unacceptable human or environﬁeﬂéal

harm. As a result, EPA cannot promulgate a SNUR without

) 81039%

evaluating the available information on a chemical's risk

potential and identifying the circumstances under which,the

chemical may be capable of harming human health or the
environment. |
Such an analysis would normally be inappropriate

for chemicals that 'are not manufactured, imported or ﬁééd in

' Q guantities of any consequence.g It is inefficient for EPA to

TS . - e

expend its limited resources on detailed risk assessments

i for chemicals that are not now, and may never be, commercially

: %:mportant., Md;éé#ér; because such chemicals presently iack
'ég;;g;;ial importance, industry would have néither,the
incentive nor the expertise to assist EPA in making'judgments
agout their potential risks. Thus, rulemaking proceedings
to issue SNURs would not be based on a éomplete and'informed
‘evaluation of the poténtial adverse effec%s of thé’qhémiCals
involved. For this reason, EPA could'réach cqnclusibns
about a chemical that, with the benefit of fuller information

and analysis, the Agency might later consider,unjustified.

1/ See comments of the Chemical Manufacturers Association on
EPA's Proposed Significant New Use Rule for N- Methanesulfonyl-
P~ Toluenesulfonamlde, January 12, 1981.
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A SNUR would also be an. inefficient method of
monitoring future commercial activities for prospective test

chemicals. SNURs can only apply to uses of a chemical that

~are "new"; EPA cannot‘require SNUR- notices for useéfthat

existed at the time of or prior to the‘SNUR's'issuence.

Thus, EPA would be unable to promulgate a SNUR on a prospectlve

test chemical without obtalnlng full information on’ the
various functions and appllcatlons for which the chemical
has been used in the past. Collecting thisrinformation
would be a tlme consumlng task.: Moreover, 51nce EPA s SNUR®
would only apply to "new" uses of the chemlcal, the Agency

would not recelve SNUR notices from companles that have

resumed manufacture or proce331ng of the chemlcal for preexxst—~

1/

ing uses.”  For this reason, the Agency might not be informed

of commercial activities that would have a major bearing on

whether a chemical should berreconsidered:for testing under
Section 4(a)

CMA recognizes that there may be a few chemlcals
under conSLderatlon for testlng by the ITC for whlch‘lmposrtion

of a SNUR is justified, notwithstanding the absence of pro-

duction or importation, because the evidence of significant

adverse effects-is especially clearcut and extensive. For

1/ As CMA has previously reoognized, however, there may- be L
circumstances in which a significaht increase in production
volume could make an existing use "new" for SNUR purposes

‘because it is accompanied by a major change in-the nature or

magnitude of exposure to the SNUR chemlcal.

28100
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the reasons stated above, however, SNURS shouldrnot be usedr

.routinely to monitor the development of. chemicals that are

not»préséntly produced in sufficient quantities to jﬁstify

testing.

3. "Risk List" Designation. it would Ee QSpecially,
undesirable for EPA to couple a SNUR with inclusion 6f tﬁé
prospective test chemical on the:"risk list"fdevéloped under
Section 5(b)(4). A chemical céh only be includéd 6n thié
list if EPA finds that the chemical's manufacturé, procéséing,v
distribution, use or diSposal_"mag presént an unreasonable
risk of‘injuiy to health or the eﬁvirdnment."r Suchﬁa“dééermina-v
tion will involve an eVen moré det;iled risk'analy%is than

3 L&

promulgation of a SNUR:. Hence, inclusion of a chemical on

thev"risk,list" would be particularly inappropriate where

the chemical is not manufactured or used in significant

- P s
o o

-

quantities and industry lacks both the commercial incentive

and the level of knowledge to participate meaningfully‘in a
- = ] i i
determination of the chemical's.gotential adverse effects.
o Section 5(b) (2) (A) provides that, where a chemical

on the Section 5(b) (4) “risk list" is subject to a SNUR, the

SNUR notice must include data that the submitter believes

will "show that .the manufacturing, processing,'diétribﬁticn

and commerce, use and disposal of the chemical substance

will pot-present an unreasonable risk of injury to health or

the environment." The effect of this provision is to shift

to the SNUR submitter the burden of conyincing-EPA that the

€81 0%1%




éSection S(b) 4y to require testing, EPA would be byoass1ng Vo

'Yitnﬂthe test rule development process under Section 4. }

o

- 10 -

significant new use of SNUR chemical is unlikely to have un-

reasonably harmful health or environmental efFectS;_wAs'a

practical matter, 1t may often be 1mp0581ble to bear this

e

é&tden w1thout conducting extensiveMtestinqwew—the~smua__

M

chemical.
R M—N“"M

For this reason, the combination of a SNUR and
risk list" designation would operate as a de facto testing

requirement. The imposition of such a requirement would be

directly contrary to EPA's determination that a Section 4 .

test rule is unjustified for chemicals that presently lack

Significant,production and use\ Moreover,

by utlilzIHE“”"\
\

)

|the detailed criteria and procedural safeguards assoc1ated \_
§ |

e -
e o

IR

Thus, future manufacturers or importers of ‘the chemical

could be saddled with ‘testing obligations that thev never
had a meaningful'opportunity to contest.

When manufacture, importation and use of‘a cnemical
have declined to insignificant levels, EPA. should defer con~
sideration_of potentially onerous regulatory measures until
the chemical has again become commercially important. There
will be ample opportunity at this stage'for EPA to qonsider
the need tovinvoke various TSCA provisions, including "risk
list" designation under Section 5(p)(4), issuance of a SNURf 
under Section 5(3)(2), or imposition of a testing requirement

under Section 4. To apply-any of these measures to a chemical

88 10BW
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which iz not presently in production or

. ey, . L. s - ; £ o
restrict Juture commercial ceve.lorient. o

the chemical an
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CMa agrees that it is inappropriate for EPA to

(9]
)]
<
®
[}
0
'
ot

esting rules for ITC chemicals that are not presently

ufzctured or imported in sigrnificant quentitites.  More-

develop-

ment cf such cheﬁicals but should independently assess
whether pattiéﬁl;f chemicals réquire continuing;EPAQSCrutiﬁy.
If EPA's independent assessment supports a conclusion that
such ganit&ring%ié juétifiéd, EﬁAishould nérmally~u£flize
Secfion S(a), not the "risk 1list" provisioﬁs ofVSection'

5(b) (4) cor the SNUR provisions of Section 5(a)(2). " Finally,
s Section 8(a) requireﬁeﬁts”should be narrowly»tailored
to obtain ohly that information which is necessary to enzble

the Zgency to reexamine the need for testing.

use would unjustifiably

I



