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Polychiorinated Terphenyss;Response
to the Interagency Testing Committee

AGENCY: Environmontu)Protection
Agency(EPA).
ACTION: Notice.

SUMMARY: Thisnotice is EPA’s response
to the InteragencyTestingCmnmittee~s-

designationof polychlorinated
terphenyls(PCT’s) for healthand
environmentaleffectstestingunder
section4(a)of theToxic Substances
Control Act (TSCA). EPA is not
initiating rulemakingundersection4(a)
rule to requirefurthereffectstestingof
PCT’sbecauseinformationmthcotcs
thatPCT’s areno longerproducedor
usedin the U.S.TheAgencyis
requestingcommentson alternativesto
issuingatestrule.
DATE: Pleasesubmitcommentsby
December2, 1981.
ADDRESS DbcumentControlOfficer,
Officeof ToxicSubstances(‘FS—793),

~U.S.EnvironmenlalProtectionAgency.
Rm. E—401, 401 M StreetSW..
Washington.D.C. 20160.
FOR ~RTHERINFORMATION CONTACT;
Jol Ritch. Jr., Director, Industry
Ass~anceOffice ~TS--799),Office of
Toxic Substances,U.S.Environmental
ProtectionAgency,401 M Streetsw:,
Washington,D.C.20460.Toil Free:800—
424—9085, inWashington.D.C.call 554-
1404.
SUPPLEMENTARY INFORMATION~

I. Background
Section4(e) of TSCA (5cc;4(a);90

Stat. 2003;(15U.S.C. 2601 et seq.))
establishesan InteragencyTesting
Committee(ITC) to recommenda list of
chemicalsfor EPA to considerfor
promulgationof testingrules under
section4(a) of theAct. -r’~tIC may
designateup to 50 subsIancesor
categoriesof substancesat anyonetime
forpriority considerationby EPA. TSCA
requiresEPA to respondwithin twelve
monthsof thedatetheyare
recommended,by initiating rulemaking
undersection4(a)or by publishing
reasonsin the FederalRegisterfor not
initiating rulemaking.

TheITC designatedp’olychlorinatcd
terphenyls(PCT’s) for testingin April
1978 (43 FR 16684).recommendingthat
theybetestedfor carcinogenic,
mutagenic,teratogenicand

‘onmentaleffects.The
i~ ~mmendations werebasedon(1) a
chemicalstructuresimilar to PCL3’s (2)
increasingquantitiesi;npo~t~dafter

• domesticproductionstoppedin1972. (3)
wide environmentaldispersionfrom
PcI’susein waxesfor investment
casting.(.1) PCT’Sresiduesfoundin
humanblood,fat andmilk, andin
samplesof waterandsludge,and(5) no
dataon suspectedcarcinogenic,
ntutagenic,teratogenicor ecological
effects,with incompletecharacterization
of chronicandenvironmentaleffects.

PCI’s areverysimilar in chemical
structureto polychiorinatodbiphenyls
(PCB’s). PCWscausewell-documented
adversehealtheffects.PCB’s alsohave
averystablechemicalstructure,sothey
persistin theenvironment.PCT’s.
likewise,are knownto persisthi the
environment,andpotentiallyhavethe
sameadversehealtheffectsas PcB’s.
PclYs andPET’s werewidely usedand
dispersedinto theenvironmentbefore
theiradversehealtheffectswere
recognized.Consequently,both
chemicalsarenowubiquitousin the
environment,resultingin wide-range
humanexposure.In 1976. PCI3’awere
restrictedto totally enclosedusesby
section6(e) of TSCA.BecausePCT’s
containPCWsas animpurity (typically
1—5%),PCT’sareat thepresenttime
effectivelycontrolledby theregulations
coveringPCB’s.

Thisnoticeis intendedto serveas
EPA’s responseto theI’FC designation
of PCT’sfor testing.EPApreviously
respondedto thefTC’s designationof
PCI’sby publishinganexplanationin
theFederalRegisterthat it wasnotyet
preparedto initiaterulemaking.
However,a districtcourtruled that
EPA’s responsedidnotmeetthe legal
requirementsof section4(e)of TSCA,
NaturalResourcesDefenseCouncilvs.

• ~‘ostle,79 Civ. 2411 (S.D.N.Y., Feb.4,
1980). The courtrequiredEPAto submit
a planfor complyingwithsection4(e)
includinga schedulefor dealingwith the
backlogof chemicalsfrom theITC list.
On January9, 1981, thecourt ordered
EPAto follow thecomphiancai~heduIe
theAgencysubmitted.Action on PET’s
is requiredby 1982,

• U. DecisionNot to RequireTesting’

EPA.hasdecidedthatsection4 testing
forPCT’sis notwarranted.Theonly
doüiesticmanufacturerof PCT’sstopped
producingthemin 1972becauseof
environrneptal.concerns.AlthoughPCI
imports increasedeachsuccessiveyear
until ~976,thelast importwasrecorded
in Novemberof 1979. Theonly United
Statesimporterdecidedto stop
marketingPCT’sbecausethe level of
PCB contaminationin theimported
chemicalwasgreaterthan thatallowed
by PCB regulationsandPCT’s areno
longer in usein theUnitedStates.

III. AlternativestoTesting

EPAis consideringseveral
alternativesto requiringtesting.These
arebriefly discussedbelow.

1. A significantnewuserule (SNTJR)
undersection5(a)woulddefinecertain
newusesof PCT’sas “significantnew
uses.”A personresponsiblefor
manufacturingor processingfor a use
definedby therule would berequiredto
submita noticeof intentundersection
5(a)(1)at least90 daysbeforethenew
useoccurs.Theinformationrequiredto
b~submittedincludesidentityof the
compoundandby-products,projected -

uses,amountsof substanceto be
producedandprocessedforeachuse,
environmentalandhealthdata,numbers
of personsexpectedtobe exposedand
durationof theexposure,andthe
mannerin which thematerialis to be
disposed,TheAgencywouldbe
responsiblefor reviewingdataon any

- significant newuseto assessits effect
on humanhealthand theenvironment.
A SNURwould let EPAtakeappropriate
foilowup actionif asignificantincrease
in exposureis projected.EPAhasa
periodof 90 daysin which to reviewthe
healthandenvironmentalimplications
of thenewuse,butmayextendthe
periodup to anadditional90daysfor

~
~ combinationwith issuing~NUR for
~ thesechemicalswould provideEPAthe
~Informafionandopportunityfor
~follow up actionin alternative1 andalso
~provideadditionaldatathatmayhelp
%EPA assessthepotentialrisksof these
~chemicals.Section5(b)(2)(A) requires
jpersonssubmittinga noticeon
~chemicalssubjectto a SNURwhichare
1 alsoon the5(b)(4) list to submitdata
which theybelieveshowthat the

I manufacturing,processing,distribution
j incommerce,useanddisposalof the
/ chemicalsubstancewill notpresentan
I unreasonablerisk of injury to healtho~ )
3. A section8(a) repox~tingrulewould
requirethesameinformationto be
reportedasa SNURin alternative1.
However, therearedifferencesinwho it
requiredtoreportandthe frequencyof
reporting.Forexample,a section8(a)
rulecouldrequireregularperiodic
reportingor couldrequirepersonsto
reportwhencertaineventsoccurred.
Furthermore,it would extendto all
manufacturersandprocessors(except.
smallones),unlike a SNURwhich
reachesonly personsmanufacturinganc
processinga chemicalfor a newuse.
Unlike a SNUR,a section8(a) rule, on it
own,couldnotrequirereportingby
smallmanufacturersandprocessors.

ii I
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‘acingPCT’sonthe 5(b)(4) list in • •

co, ation with a section8(a) • • . . •

reportingrequirementwould havethe . . • .

sameeffect as alternative3 butwould . .

also subjectsmallmanufacturersand . . -

processorsto thesection8(a) reporting . • . ~. . . . •

requirement. ‘ -

5. Takingno furtheractionon PCT’s - . • • • -

on thebasisthat theyareadequately . • •

controlledby thePCBregulations. . •

EPArequestscommentson these - •

alternatives. -

(Sec.4, 90Stat.2003; (15U.S.C.2601)) •- • • • •

Dated:October23, 1981. . • • • . -

AnneM. Gorsuch, . : - . •

Administrator. • -

IFR Doc. 81-31726 Filed10—30-81: 845 amj • • • . .

- BILLING CODE 6%0-31-M • -

• ..



COI~4MENTSOF THE CHEMICAL.
MANUFACTURERSASSOCIATION ON

THE RESPONSESOF EPA TO THE ITC
RECOMMENDATIONSFOR POLYCHLORINATED

TERPHENYLSAND CHLORINATED NAPHTHALENES

r’~

-J

•••.•~ ~ ~

On November 2, 1981, the Environmental Protection

Agency (EPA) responded to the testing recommendations of the

Interagency Testing Committee (ITC) for polychiorinated

terphenyls (PCTs) and chlorinated naphthalenes. 46 Fed. • -

Reg. 54482; 46 Fed. Reg. 54491. In these responses, EPA

announced that i~ was not initiating test rule proceedings

under Section 4(a) of the’Toxic Substances Control Act

(TS~Z~.) because manufacture and importation of PCTs and

chlorinated naphthalenes have either ceased entirely or -~

declined to insubstantial levels. Nevertheless, EPA indicated

S
that, as an alternative to promulgating test rules, it-was

considering various mechanisms for- monitoring and perhaps

restricting future manufacture and importation 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

concerning PCTs and chlorinated napthalenes. CMA is a

nonprofit trade association-whose approximately 190 United

States member companies account for more than. 90 percent of

the total production capacity for basic industrial chemicals

in this country. Many CMAmembers manufacture or use chemicals

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

.
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Accordingly,’ CMAhas a substantial interest in the actions

that EPA takes in evaluating and responding to the ITC’s

recommendations.

CMA agrees with EPA that chemicals which-are no

longer produced or imported in significant quantities should

not be considered for testing requirements under Section 4

of TSCA. Such chemicals do not have significant human
c~-

exposure or substantial environmental release. As a result,

testing would be unnecessary to protect the human population

and the environment against unreasonable risks of injury.

Moreover, because these chemicals la:ck c~rnmerc-ial importance,

industry would have little incentive to marshall the resources

required to finanáe and conduct testing. - . - -.

e
As EPA recognizes, it is possible that chemicals

which are now produced and imported in insignificant quantities

• may become commercially important in the future. Reconsidera-

tion of the need for testing may be appropriate if human or

environmental exposure to- these chemicals becomes substantial.

Accordingly, EPA may wish to monitor future cOmmercial

activities involving chemicals now produced in insignificant

quantities so that it is informed of changes in exposure

potential that may justify, a reevaluation of testing needs.

- EPA should not, however, automatically mohitor a

chemical simply because it was recommended for testing by

the ITC, but should -reserve such monitoring for those situations

where it is clearly appropriate. Accordingly, EPA should
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~ndependentl~ review the available information on the ITC

chemical and determine if the chemical would be a strong

candidate for testing in the event that exposure becomes

significant. Where the Agency cannot make this determination,

the preferable course would be to take no. follow-up ~ction

of any kind. . ‘ .....J

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 this

reason, CMA has substantial reservations about the routine

use of two of the approaches that EPA is consideriz~g for
4

PCTs and chlorinated naphthalenes: (1) issuing significant

new. use riiles (SNURs) under Section 5(a) (2), and (2) placing

these chemicals on the Section 5(b) (4) “risk list” in conjunc-ET
1 w
474 373 m
531 373 l
S
BT

~

tion with issuinaSNURs. -~

As an alternative to the use of SNURs or “risk - -

list” designations, ç~~vors_the third_option identified

by ‘EPA —- issuing a Section 8 (a) reporting rule applicable
- 1/

to future manufacturers, importers and processors.

1/ For PCTs, EPA is also Oonsidering taking no further
~ction on the ground that these chemicals are already adequately
controlled by the Agency’s regulations governing polychiorinated
biphenyls (PCBs). - CMA takes no position on whether the PCB,
regulations are applicable to PCTs.
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Section 8(a) reporting requirements could assure that EPA is

aware of changes in exposure potential that may warrant a

reevaluation of testing needs. At the same time, EPA would

neither conduct risk assessments that maybe unnecessary nor

restrict future commercial development of the chemicals - - 03

involved. -

03

The reasons why CMA considers Section 8(a) report-

ing a preferable alternativ~- -- and the shortcoming-s of the

other two options identified by EPA -- are described more -

fully below. - -

1.’ Section 8(a) Reporting. If EPA concludes that

the available information demonstrates an affirmative need

to monitor future production and use of a chemical now ~anu—

factured or imported in inconsequential quantitites, CMA -

believes that a Section 8(a) rule, is the most reasonable

means of bringing to EPA’S attention information that may

justify a reevaluation of the need for testing.

Under a Section 8(a) reporting rule1 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) rule would not

require a finding that the -chemical in question may pre-

sent an unreasonable risk to human health ortheenviron-

ment. Rather, EPA would only need to make a finding that

monitoring the chemical’s commercial devslopment is
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necessary to perform the Agency’s functions under TSCA.

Hence, EPA would not need to expend its resources on risk

assessments that may later prove unnecessary. Similarly,

- future producers and users of the chemical would not be

subjected to requirements that may unjustifiably curtail

their commercial activities. Regulatory action concerning

the chemical would thus be deferred until there is a concrete

need for reviewing the chemical’s potential adverse effects

and industry has both the incentive and level of knowledge.

to participate meaningfully in the Agency’s risk determinations.

While Section 8(a) is an appropriate vehicle for

monitoring changes in the production or use of chemicals

that are under consideration for testing, EPA should avoid-

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 critically review all available informa-

tion, including data on which the ITC relied in designating

the chemical for testing. The Agency should utilize Section

8(a) to monitor the chemical’s future production 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 determination,

no follow—up action to monitor the. chemical should be required.
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CMA expresses no opinion on whether PCTs 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 testing by

the ITC is not sufficient to justify reporting 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 -

submission of unnecessary information. The objective of

such a rule ,would be to enable EPA to monitor future’ changes

in the nature or magnitude of commercial activity that may

motivate the Agency to reconsideri’ the need for testin~

EPA’s reporting requirements should therefore focus oi~

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 production or
- 1/

importation in miniscule quantitites. Moreover, EPA

should avoid reporting requirements that call for informtion

1/ EPA correctly notes that a Sectio-n 8(a) rule canpot
~pply to “small” manufacturers and processors except in
certain limited circumstances. 46 Fed. Reg.5449l.~’, 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-B for,”small” manufacturers and
processors. - -
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/ (such as the identity of byproducts) that is not gerrnane -to

the reevaluation of testing needs. -

- 2. -Promulgation of a SNUR. As CMAhas 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 environmental
03

harm. As a result, EPA cannot promulgate a SNURwithout —

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 ~r u~d in

quantities of any conse~u~nce.fI’inef”ficientfor-EPA~”\

~ expend its limited resources on detailed risk assessments

for chemicals that are not now, and may never be, comm~f,~al1’
—4—-——

- - ~mporta~JMoreover; because such chemicals presently lack

commercial importance, industry would have neither the

incentive nor the expertise to assist EPA in making judgments

about their potential risks. Thus, rulemaking proceedings

to issue SNURs would not be based on a complete and’ informed

evaluation of the potential adverse effects of the chemicals

involved. For this reason, EPA could reach conclusions

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—Toluenesulfonamide, January 12, 1981. - - . -
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A SNURwould also be an- inefficient method of
IE

- — 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 use~ that

existed at the time of or prior to the SNUR’s issuance.
- - 03

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

test chemical without obtaining -full information on-the

various functions and applications for which the chemical

has been used in the past. Collecting this information -

would be- a time-consuming task. Moreover, since EPA’s SNUR

would only ~.pp1y to “new” uses of the chemical, the Aq~ncy

would not receive SNUR notices from companies that have -

resumed manufacture or processing~ of the chemical f-or~~reexist—
1/ -

ing uses.~ For this reason, the Agency might nat be informed

of commercial activities that would have a major bearing on

whether a chemical should be reconsidered for testing under

Section 4(a). - -

CMA recognizes that there may be a few chemicals

under consideration for testing by the ITC for which imposition

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

duction or importation, becausethe evidence of significant -

adverse effects-is especially clearcu-t and extensive,,. For

1/ As CMA has previously recognized, however, there may be -

~ircumstances in which a significant 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 chemical.

-

—-——— -
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the reasons stated above, however, SNURs should not be used

routinely to monitor the development of chemicals that are

not presently produced in sufficient quantities to justify

testing. -. • - - -

- 3. “Risk List” Designation. ~t would be especiall-y ~
- -

undesirable for EPA to couple a SNURwith inclusion of the —

03

prospective test chemical on the “risk list” -developed under

Section 5(b)(4). A chemical can only be included on this

list if EPA finds that the chemical’s manufacture, processing,

distribution, use or disposal “may present an unreasonable

risk of inju~y to health or the environment.” Such a determina-

tion will involve an even more detailed risk analys.is than

promulgation of a SNUR. Hence, inclusion of a chemicaIon

the “risk ~1ist” would be particularly inappropriate where

the chemical is not manufactured or used in significant
~—~—~—-~ .~- - ~-- -- ~—-

quantities and industry lacks both the commercial incentive

and the level of knowledge to ~ meaningfully in a
___ -_ -

determination of the chemical’s potential adverse effects.

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, distribution

and commerce, use and disposal of the chemical subs—~ance

~jll~L~.o.t_.p.resent 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 convincing EPA that the
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‘/ significant new use of SNUR chemical is unlikely to have un-

reasonably harmful health or environmental effects. As a

practical matter, it ma~’often be impossible to bear this

en wi tho Ut COnd uct ing ext ~

chemical.
- T - —

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~ oreover, byuti1i~TI~~’\

‘- - - ------•

~Section 5(b) (4’) ‘to require testing, EPA would be b,ypassing \ -

Ithe detailed criteria and procedural safeguards assOci~’ted \.

- ~it~ the test rule development process under Sec�ion 4. )
Thus, future manufacturers or im9orters of the chemical

could- be saddled with testing obligations that they never

had a meaningful opportunity to contest. -

When manufacture, importation and use of a chemical

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 c.,onsider

the need to invoke various TSCA provisions, including “risk

list” designation under Section 5(b) (4), issuance Qf a SNUR -

under Section 5(a) (2), or imposition of a testing requirement

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

- -

-



which is nc~presently in production or use would unjustifiablv

r:c~ iuture co~:t~ercialdevelocment of the chemical and

needlessly consumeEPA and industry resources.

CONCLUSION • - -- -

m
03

- CMA agrees that it is inappropriate for EPA t~

develo~testing rules for ITC chemicals that are not presently

manufactured or imported in sigi~ificant quantitites. More-

over, EPA, should not automatically monitor the future develop-

ment of such chemicals but should independently assess -

whether particular chemicals require continuin~ -EPA ~scrutiny.

If EPA’s independent assessmentsupports a COnClUSiOn that

such mon±t~ringis justified, E~Ashould normally~u~Li~1ize

Section 8 (a), not the “risk list” provisions of Section’

5(b)(4) or the SNUR provisions of Section 5(a)(2). ‘Finally,

EPA’s Section 8(a) requirements ~shou1d be narrowly tailored

to obtain only that information whicn is necessary to enable

the Agency to reexamine the need for testing.


