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" information on arr

ENVIRONMENTAL PROTECTION
AGENCY

40 CFRPart 79
[OPTS-42031; TSH-FRL 23387 ]
Biphenyl; Proposed Test Rule

AGENCY: Envuonmental Protection SN
Agency (EPA). .
AcTion: Proposed tule.

sumnm In the Tenth ‘Report uf the
Interagency Testing Committee (ITC),
submitted to the Administrator on May
10, 1982°and published in the Federal
Register of may 25, 1982 (47 FR 22585),
thie ITC designated bipheny! for priority
consideration for environmental effects

(554-1404); Oumd= the USA: (Opetator-
202-654-1404). o~

' SUPPLEMENTARY INFORMATION:

S

L Introducnon

Section 4(e) of TSCA (Pub. L. 94469, '
90 Stat. 2003 et seg.; 15 U. S.C. 260T et

-seq.) established an Interagency Testitig:
.Committee {ITC) to recommend te EPA:-
a list of chemicals for priority - . .

consideration and for testing unde:
section 4(a) of the Act. o
The ITC designated biphenyl ﬁ)r S

_ priority consideration in its Tenth. -
Report, published in the Federall!agster

* and chemical fate testing. Under section -

4 of the Toxic Substances Control Act -

(TSCA), EPA is proposing that
manufacturers and processors of
biplienyl test this chemical for acute
toxicity to aquatic macrophytes and.
oysters, chronic toxicity and
bicconcentration in oysters, chronic

toxicity to aquatic vertebrates and . -

invertebrates, and aerobic and

of May 25, 1982 (47 FR 22585). The ITC .- -
‘recommended that biphenyl be msmgl z

for chronie toxicity to fish-and.- -
invertebrates, acute toxicity to aquatlc
macrophytes, and chemicat fate. ] -
ITC based its designation: of biphenyl on -
substantial production, orxthe reponed
use/disposal pattern of biphenyl in dye-.

. carrier applications, and onthepotentmr

anaerobic sediment biodegradation. . | -

.Testing would be perfgrmed accorc!ms .

to test standards preseribed in a

subsequent rulemaking. This notice - . "

- constitutes EPA’s response to the ITCs:

. - designation of biphenyl as a pnonty -
- candidate fortesting. - . -

DATES: The public is fn\nted to suﬁmi;
written comments on or before July- 2z
1983. If persans request time for ozal.

public meeting on August 8, 1983 on this-
rule in Washington, D.G. For further

to-speak at’ thé .

meeting see Unit V1 of this preamble. ~ .-

ADDRESS: Address written comments”
identified by the document control

number [OPTS—42031] in triplicate to: S

-TSCA Public Information Office (TS~

793), Office of Pesticides and Toxic ~
Substances, Environmental Protection -
Agency, Rm, E-108, 401 M St SW._,
Washington, D.C. 20460:-+

/: .

The administrative record suppomng

this action is available for.public
inspection at the above address: from -
8:00 a.m. to 4:00 p.m., Monday through
Friday, excépt legal holidays.

For.exact time and place of meeting .
contact Jack P. McCarthy (See “For
Further Information Contact™).

FOR FURTHER INFORMATION CONTACT:

- determine if there.is substantial-

Jack P. McCarthy, Director, Industry-— .

Assistance Office (TS-799), Office of
Toxic Substance, Environmental -
Protection Agency: Rm. E-511, 401 M- St.
SW., Washington, D.C. 20460, Toll Free:
(800-424-9065), In Washington; D-C.:

persistence of biphenyl and biphenyl -

.. byproducts in the aquahcenmonmeq!:

-

-~~~ TheIT! :
mono- and dichlorobiphenyls might be .

’_!'he ITC was. éonceméd about' the use
--of biphenyl as a fungicide. Use of
bxphenyl as a fungicide is regulated -

.*under the Federal Insecticide, Funglmde:
" and Rodenticide Act (FIFRA)and . |
* camnot be regulated under TSCA [see *

TSCA secnon 3(2){B)(ii)].
'C was also concerned that

. released from the chlorination of
biphenyl at dye-carrier waste treatment:
facilities. EPA has concluded that

. release of mono and dmhloroblphenyls

resulting from the chlorination of

- biphenyl at dye-carrier waste. treatment
facilities is likely to-be insignificant. The
EPA has reached this conclusion based
onexisting data on effluent
"econcentrations. of biphenyl from dye-

-.. carrier facilities and on chlorination of

. biphenyl under simulated wastewater
. treatment conditions. °

. . Under section 4(a)(1) of -TSCA. EPA -
. must require testing of a chemical .

. substance to develop health or
. environmental test data if the Agency
ﬁnds that.

-ii.A_ ,: (A) (x) ‘the’ manuﬁcture, dlst'u'bunon in commerce, proc- L

use, or

£ 2 cleniical substance or mixture, or that:

SEL ns{eombmqﬂon of: sud; activities, may present an unmsonnble :

of injury to liealth:ér the environment, R
: {ii) theve gre insufficient datx and experience upon wluch tlle- T
Mof such manufacture, distribution in commerce, processing, -

- use, or- -of such-substance or mixture or of any combina- -
) tmn %fc e aetx:xdns on henlteu&’ortlm -environment can reason-- -
- ermin orpxedxc and . - .~ .

m)eutmgof srbstancoo:mxtummthmpecttosuch
: seffeets is mecessary to developsuch data; or- S
& (B (1) s chennenl snhtmctormxxture:s or will be produced‘ -
ummtla and: (X): it enters or may reasonably-be -~

nment: in substantial uantmes or

ornnxnn-e,
: 'fﬁ) -there sre insufiicient dau and| expenence upon which the -

T »eﬂ’ects of the: mmnf%ribuhon in commerce, processing, ...
s - use, or: of 3uch su ce-or mixture or-of any combina- .= -~
- - tion of such activities on health or the em'lronment can reason- o
. . abk badetermmed or pmdlcte&.and ' S

“first finding under section 4[&][1!3).

EPA considers only production, ™ -
exposure, and rélease mformahw to'

sure or release. For the second:.
finding under both sections 4(a)f1JtA} - s
and 4(a)(1j(B), EPA examines taxicity

and fate studies to determine if existing - »
information is adequate to determine.or -

reasonably predict the effects of human’
exposure to;, or environmental release- -
of, the chemical. In making the.third

iii) testing of such mbstancaormxture with mpecttosuch
i) g Sach dato,

*: EPA"® process for detérmining when o

these ﬁndmgs apply is described in _. _

* " detail in EPA’s first and second.
. '.{ propased test rulea. The section -
: 4(a)[1)(A) finding is discussed in the -

Register of July 18, 1980 (45 FR
4&28) and June 5,1981.(46 FR 30300)
and the section 4(a)(1)(B) finding is -

eﬂ'ects is necessary-to. daelo R
EPA uses a we:ght of evxdener - : that testing is neces: EPA -
L appmauh in making section 4{a)(A)A) : E;{ldgers w!ietgfelxg any ong:;rgy testing
" findings in which both exposureand- - will satisfy the information needs for the
toxicity information are connidaedtm . .chemical and whether testing which the-
make the finding that the chemicaF may ‘Agency might gquu-e ‘would be capable
present an unreasonable risk. Fer the - . » of develeping the necessary information.. -

- discussed in the Federal Regxster 3f ]une

18, 1981 (46 FR 30302). .
‘In-evaluating the ITC's testmg

- recommendatxons concerning blphenyl .

c .

o is or ma ifican or substan ial. anexposure A
A



i

A e

—

: [} .
- EPA cnnsidered all available relevant

-_

.

- * miilion psunds. average) were:." - L

. and sediment of several U.S. rivers; and
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insnificient data.to reagonably.

information inclading the following:

nd#niﬂionpo-d’sef biplen,l (42

“the Industry Assistance Office. -~ -

Lmhasmdudbdthnthe-mmd_ sediments and persist or aecumulate-to.

determine or predict the acute effects of

- determine ar predict the Emdegradanoxt
of biphenyi fir sedmenat:;nd the

‘ concen&anmoibxphenyl‘in sedi‘ments

‘Biocofcentrate irrbenthic orgamsms_ “ ..

- necessary because biphenyl may sorb-to -

aquhstam:e becausce hiphenyl of th.m ’
purily is-readily available ecommercially

- Information presented i the- H‘C’s ~= .. bipHenykfor aquatie plants and that . and may pravide more definitive
report recommending testing " . testingis necessary te develop such information on Bxpheny{tomtytﬁm
cons;d.mt:: pn;?ﬂcﬁfu volnme. use, g:na. EPA hasraacl::d this cnnc.lusaon anhenyl of lower purity. . RER
exposure, releaseinformation. . i cause exis eacutetmucity LT
upn:ted by mmfntm'ersibxphenyl data for brpbenyl. measured: D-Fe ersonsﬂequuedta Test )

" “under the TSEA seclion 8{a)Preliminary  concentrations, of biphenyl in e .. . - Section 4{b)(3)(B]. specifies. thatthe
Assessment Information Rule {40 CFR .aquatic environment and existingdata - activities for which. the Adminmmu:

- Part- 712} unpublished health and safety - on the sensitivity of aquatic plants " makes section «i(a}ﬁndinga L
. studies volnnarily submited by some:, ~veraus algae fo.detectacute effacts of - (manufacture, processing, distribution,
‘(but not all) manufacturess ard: - - |°  chemicals suggest; buf are notsuﬁczent use and/or disposal} determine who™ .
processess of bipkeny} under the FTS@A: - -fo comclude, that biphenyl s acutely bears. the responsibility for testing. -
sectian 8{d). Healtlr and Safety Date toxde to acquatic plamts.. Manufastusers are required to teat if the
‘reporting: Rule f4¢ CFR Past 716} and. - 3. EPA has concluded: that there are findings are based on manufac:

- other published and unpublished dm insufficient data to reasonably .. - .. (“manufacture™7s defined. i sectian 3(7
available to the Agency. Brsed omits. determine or predict the-chroniceffects of TSCA to include *“Tmport™}:-
evaluation,. ag deseribed in- this. - . of bipbenyt for aquatic vertsbratesand”  Pracsssorsars required to tesrifthe
proposed rule’and the accompanying - - . ‘nveriebrates and that testing is - findings are based an processing: Bod:r

. technical support document, EPA is - necessary to developisuch data. EPA manufacturers and processars are~. -

" propesing environmental effects and:- - -has reached this conclusien because . 'to teat if the exposures gmng
chemical fate testing reqninments-for - existing biphenyl acute toxicity data for . 1'153 to the patential risk occur-

. wmam a(a)(1){A)of. . - vertebrates. and invertebratés and . umgrﬁsgosa}, Bbmev
TSCA. * . -~ o3 e . measured concentrations of biphenyl.in. gp-Aha, found thattﬁeuseanddxspoaa
E Rule- - the aquafic environment suggesi-but are  of bipheny? maypresentam- " -

IE Proposed .notsufficient to conclude, thatbipheny}. *_unreasonable risk to the-enviromment: -
A. Profile . - i cbr::«nr t;’;:eh aguﬂﬁw ¢ .- . EPAlsproposing trat persons wha © ©
Biphenyl (CAS No. 92-52-4 xsa»solnf vertehsates an rtebrates, ;. manufactire or process, or who- intendt.
maﬁm#m“ahgz e 4: EPA has concluded thatthere.are . to manufacture or process; bipheny! at-
and: - Between 37 inmﬁcientdatatcmumhlyr < any time from the effective daté-of this

test rule to the end of thie reimbursemen
pqnodbe subject to theTule: The end of
. the reimbursement period ordinarily vt

be Syema.&arthesnbmssxonoithg <

acuta

. TSCA proxi
. a.voﬁ dupli'cakve testing, nat every

slgnﬁeantmmtraﬁmfmmqre- :‘v. al . person subject to this rule must -
. carhzapplzamthaugh waatenalc “'suggest, butare not sufficientto™ ©, . " individually conduet testing. :
: or from lenkagc ofbeat: . - .- - Comclude thntbipbenzrwxlrgefnst i 4(bK3)(A] of TSCA provides that EPA
- : sedxmtsand be mt&tg L AU g
transfer ﬂuids., , i mxit:alg awll’ may permit two or more maniufaéturers.

" or processora whunesuh)ec&tmtheml

B. Findings . - _ . todesignate 6oe suck persariora 7.
mnbasmgrhpmposed esﬁngon' Y "Them:cmmendhﬁoman& “gualified third persen to-conduct the
. the authorify of section 4(a){i)fA) of .- ~ ' EPR’s proposed tatsmmmanzedm ‘tests and submit date on. theixhehalf.. -
*. TSCA. The analyses on whick ~*+.- Table L.EPA coneurs with the ITC’s - . Section 4(c) provides that any person:"
- fininmbasedmmntedmtlie mndaMmmdnﬁMm "~ required to test may apply ta EPA.for a1
_biphenyt technical support document foe- bc&ves that lmia. ¢hropicand ., exemption ffom that requirement (as.
“this rulemaking which is available from-  bil L tegting in theoyster is:7 discussed il Uim ILE below}.- e

E. Develapmem andAdopnono tudy'

concenisations of biphenyl in the water .

(3). existing toxicity data-indizate that . . '~'ﬁ, . "_‘ — et )

-'dispudotwmypresmm Iemwmmnymemsuhhenm - Plang . . :

. unzeasonable risk of thj rgani: inveueh\ma:. £ L E!Apmpwedgenenctzst A
tui:st.-smrzs:w i mﬂemndﬁh t’mgﬂ:gta.t
P May&M(“FtM}Myalm .

anddupoaah’i hiphmyl-conhmmgdye  EPA” 44054 ovember B

camguandhnttramfaﬂﬁdxarethe ::‘ Eggmz{mmbgm

pnnmq:ds::ﬁotrd?:egfm —f ~F- .. -about the'nigidityof generic.test .~ -

co acquatic envirenment: - kYoo methodolody mqmementx. EPA has:

- -(2) monitoring studies report measurable - Yes - . changed its approach for prowiding test

standards, for TSCA section 4 test rules.

= Y.

e T
Blaconcesralion and chronic. oysies . - ':_f Ya '»Ithasianed.genemi;ﬂm-&odelogy

guidelines to. repl

.biphenyt may be.toxic te organismsin; . - R

the aguatic and sediment énvironment ¢ ¢ IistSubstance U - mdsene;ﬁen method-low

;:rt::t in thesednm;amﬁm ‘EPAris proposing:  that brpheny* of 99 - me been publfshed by tﬁ':.lstwonth
' percéntpurity beused-as the test echnwallnfomnon Sem@tnS]

2.EPA bans concluded that there-are

~-

t .

4
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for health effects (PB 82-232984),
environmental effects (PB 82-232992),
and chemical fate (PB 82-233008). Good
Laboratory Practice (GLP) standards for
development of data on health effects of
chemical substances were proposed in
the Federal Register of May. 9, 1979 (34
FR 27334) and July 26, 1979 (44FR -
44054). GLP standards for development
of data on physical, chemical, )
persistence, and ecological effects. of
chemical substances were proposed in
the Federal Register of November 21,

- 1980 {45 FR 77353). These GLP standards

’

" Proposed Data Requirements

will contipue to be promulgated as’
generic requirements. ’
“Under the new approach, test rule
development will be a two-phase .
process. In Phase L test rules will be
promulgated for individual chemicals,
specifying the health andfor- -
environmental characteristics and the . .
reporting requirements for which.test
data are to be developed. In Phase II, -
following promulgation of a teat mle;

-

those persons subject to the rile willbe

required to-provide study plans for the . -
development of data pertaining to the

" effects and characteristics specified in_
 the rule. For guidance in preparing study

plans; it is recommended that test ~
sponsors consult the TSCA Test . ..

_Guidelines as referenced aboyve; the- T

Organization for Economic Cooperation

' and Development's (OECD) Guidelines, .
*- asadopted by the OECD Councilon -
May 12, 1981; or the Federal Insecticide; . -

‘Fungicide, and Rodenticide Act (FIFRA) -

Pesticide Registration Guidelines:

publiahezi .
'by NTIS (see the Federal of -
November 24, 1982 [47 FR 53192} for a

" list of these guidelines). Pesticide

Assessment Guidelines related .to this "
rulemaking inclide Subparts E (Hazard = _
Evaluation: Wildlifé and Aquatic -

' Organisms; PB 83-153908), | (Hazard

" Requiréments: Environmental Fate; PB-

Evaluation: Nontarget Plants; PB 83—
153940), and N (Chemistry .

83-153g73). . - e
Sponsors must submit theirstudy .
plans to EPA within 90 days from
effective date of the test ruls; Afteran
opportunity for public.comment. EPA:
will issue a final rule adopting the study -
plans as propesed or modified. The -
approved and adopted study: plans will .
become the enforceable test - -
requirements and will serve as the

- chemical specific test standards for the-

" test rule. Testing will also be subject to:

EPA’s generic GLP standards.
Modifications to the adopted study -
plans may be made only with EPA: . -
approval; see Federal Register of March
28, 1982 (47 FR 13012) for a more
detailed explanation of the new =
approach to providing generic test
methodology guidelines. B

4}'?‘E':_t'e.nip'tian Proced’ures h_;;‘ T

- cond

EPA intends to issue a procedural rule
which will set out the detsils of the two-
phase rulemaking process. That
procedural rule will apply to the test
rule for biphenyl and all other test rules.
‘Information on this proposed procedure
appears in the July 18; 1980 Federal

" Register (45 FR 48512), which:describes

the proposed exemption-policy and
procedures, in the March 28, 1982
Federal Register (47 FR 10312) which
provides the policy statement on the test
rules development process; and in the
proposed test rule for .
_diethylenetriamine, see the April 29,
1982 Federal Register (47 FR 18390). The
final'procedural rule will be fssued -
before the biphenyl rule is promulgated. _
If there are significant changes in the -
final procedural rule, EPA may allow a

. short period of supplementary comment

on the bipheny! proposal. . ‘

" Within 30
of the final rulé; each biphenyl
‘manufacturer or group of biphenyt. .
manufacturers must either: (1) Notify - :
EPA that it intends to conduct or - L
sponsor testing and to submit study - .-

days after the eﬁecﬁve ¢T§§§

"plans for the required tests, or (2) apply. - .

for an exemption on a belief that testing

will be performed by others: Study plans. -

must be submittéd 99'days-after.the
effective:date of this.cule.- - . -~
" 'If no'manufacturer notifies
intent o sponsor testing, EPA will.
inform manufacturers that their .~ -

give thenran opportunity to submit .
study plans in compliance with this rule;
~ Processors of b

unless manufacturers fail to sponsor the
required tests. If manufacturers.do not .
submit study plans and conduct testing, -

" EPA will issue a notice in the Federal

requiring processors to submit

* notices of intent to test dr apply for an-

exemption, submit study plans and =
esting. No exemptidns will be-
granted until a study plan for each of the
required tests is received and approved.
- EPA is not proposing to require Ze .
submission. of equivalence data as a
conidition for exemption from the -
proposed testing for biphenyl."As noted

” in Unit ILC. above, EPA is interested in

evaluating the effects attributable to -

-biphenyl itself and has specified a
- relatively pure substance for testing.

EPA proposed exemption pr%?resr
for section 4 test rules in the Fedr
Register of July 18, 1960 (45 FR 48512)..
EPA intends to issue these procedires -
as a final rule shortly. If there are .
significant changes in the exemption

- procedures, EPA may allow a short

EPA of its .

enyl will not be: .-
- required to apply for an exemption, ~
submit study plans orconduct testing ..

G. Reporting Requirements

EPA is proposing that-all data be
reported in ace ce with its
proposed GLP Standards to appear in 40
CFR Part 792. EPA has reviewed public
cominents on the proposed GLP .
Standards and is now developing finaf
GLP Standards: The final GLP Standards
will apply to this rule. - ’

EPA is required by TSCA section -

S 4{b)(1)(C} to specify the time period

.during which persons subject to a test"
rule must submit test data. These
deadlines will be established.in the -
Phase II rulemaking in which study

- plans-are approved. . -- 7. LT

. TSCA.section 14(b) governs Agency -
disclosure of all test-data submitted = -
pursuant to section 4 of TSCA. Upon

i receiptof data required by this rule; the -
".» ._‘Agency will publish a notice of receipt-
Registar as required by - .,

: in the Federal
_ section 4(d).

" Section 15(1) of TSCA makesit - ' .

. unlawful foi any pérson;to fail or refuse-
to comply with any rule or order issued. .
under section 4. Section 15(3} of TSCA -

.or refuse to: (1) Establish or maintairs -

"“orcopying of records required by the

. Act or any regulation or rule issued: - f-mm:., i
under TSCA. The Agency considers - ; *

exemptions will not be granted and will - . failure to comply with any aspect ofa * . * -
mpuions wi g e an ' section 4 rule to-be a-\_ri@lggipn of section- - -

Additionally, TSCA section 15(4)] - -
makes it unlawful for any person to fail:

or refuse to permit entry
required by section 11. Section 11

"t applies to any “establishment, facility,”

or other premises in which chemical
substances or mixtures are -

manufactured, processed, gtbre;i. or held

_before or after their distributionjn. .
commerce * * *.” The considers

 Agency
testing fucility to bie a place where'the. . .

chemical is held or stored, and
therefore, subject to inspection,

makes it unlawful for-any person to fail -

or inspection as-

Federal Register / Vol. 48, N0.100 / Monday, May 23, 1983 / Proposed Rules } - .
period of supplementary comme—;?oh\
_ the biphenyl proposal. .- .

.. 'H.Enforcement Provisions . . .

records, (2) submit reports, notices, or
.. - other information, or. (3} permit access t

R

 Laboratory audits/inspectians will be .

" conducted periodically in accordance
with the authority and procedures
-outlined in TSCA section 11 by duly
.}ies;lgnate_d repre;edntatives of the EPA
or the purpose of determining - .
compliance with any final rule for
biphenyl. These inspections may be )
_ conducted for purposes which include
-verification that testing has begun, that
schedules are being met, that reports__ .

accurately reflect the underlyingraw - -

data and intefpretations and

evaluations thereof, and that the stqdigs ‘




N
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are Being conducted according to EPA-

- GLP standards and the protocols’

established in the Phase II rule..
Violators af TSCA are subject to

criminal and civil liability. Persons whe.

submit materially misleading or faise:

information in cornection with the -

requirement of any provision of this: rule

_may be subject to penalties which may -

. be calculated as if they never submitted. -

.- their data. Under the penalty provision

" of section 16-of TSCA, any person who

. violates section 15 could be subjecttoa.

cinil penalty of up to $25,000 for each.
violation with each day of operation in
violation constituting a separate:

. violation This. provision would be

applicable primarily to-manufacturers ox
-processors that fail: tor submit a letter o£
mlentm ax exemption. requestand that .

aszth&deadlmforsuchsnbmxsuom

Knmmgormﬂfuhiolaunnacuuld lead
" to-the imposition of criminal penalties

up. dt? szs.moforeadtf dayofvmlanan
and.imprisonment for up to- one year: " =
Qther remedies. are&v;kld:le toEPA -
under sections 7 and 17 uf.'l‘SCA.snch :

V .-~ as seeking an injunction to restrain. .-

oML

\~

Wy e e

Secﬁmtiandlt;oi’l’schapplyto :

_principal market.

vlolatfnns oi.'l‘s%aeeﬁon 4 and t.hc ’

“any persoit”™ whao violates various ..
promaionaoiTSGA.EPA may; atits,
prnmd.againatmdw:duah

mpoﬂﬁaemﬁmﬂmozwhocam&,

- to be reported. .

mwmyﬁ&mm
To evaluate the potential economic .
nnpactoitestmles.EPAhasadnpted
mﬂ-shggappmanhA]lcand:damfor -
. test rules thoughnuvelramlm
'I‘huwmtsoicwmﬂngend: L
chemi:alorchamicalgmuponfow
cucteristics: (1]

: tntu e
tiops. The mulﬁ
_apalysis; along with the
- conaideration of the costs ofthe .
" required tests, indicate whether the- -
possibility of a significant adverse
economic impact exists. Where the
-indication is negative, no further -
eeonomic analysis is done for that -
chemical substance or group. Hnwever.
for those chemical substances or groups
where the Level I analysis indicates a
"potential for significant economic -
impdct, a more comprehensive and
. detailed analysis is conducted. This
Level IT analysis attempts to predict
‘more ptecwely the magnitude of the-

For a more complete and thozough
discussion of the methodology used fo
. conduct the ecanomic analysis of this
test rule, see the Level I Economic -
Impact Analysis for Bipheny? (EPA " .
Contract No. 68-01-6630). - L
‘Fotal testing costs for the proposed:
rufe for Biphényl are estimated to range
from $27,500 to $90,300. The annualized
., Cast. mgelsmwmmmbased on
& 25 percent cost of capital over15s
_ years; the estimated unit ces?s range
from 0.02 to 0.08 cants per pound. ’
~ The Eevel I analysis of the biphenyl
industry indicates that, despite
relatively high price elasticity and'
declining markets, the potential far
* adverse economic effects due to the -

. estimated testing costs islow: This -

conclusion is based om the following
observations: (1} The estimated test cost
is very Jow (i.e., from 0.02 to 0208 cents -
per peund or 0.08 t 0:2 percent of the-

1981 selling pnuofsoeantspetponnd]“

(2) Biphenyl isa secondary praduct that
ismanufactited atlarge petrochemical
- plants. Minor adjustments in its-

- production can occurmthont disrupﬁng .
overall plant operations.. - L

v Av.ilalaln-y of'l'eou-'aalihoaand

 the NTIS [PBBZ-IW?S).
- Om the basis:af t.tnsamdy.tbaﬁgen

- ‘believes that there will be available test

fadliﬁe:mdpm[topetfomﬁw
teaﬁnghthispropoudmh.

wmsnw

EPATs not reqm:ed to prepare
~ Environmental Impact Statements
« (EISs), under the National - - i
‘Environmental Policy Act (NEPA] 41 °
U.S.C. 5321, for tést riles. EPA has

determined that voluntary preparation E

- .of an KIS is not appropriate for
regulaﬂg::it;:uedungleuecﬁond.ot
" TSCA. pream| etotheAgencys—
‘rules for compliance with NEPA. |
hed in the Fedaral Ragisterof

. publis!
" November 8, 1979 [44ER64174].
vx:tnbnemm B

lfpersons wish'to present comments
on this proposed rule to EPA officials
who are directly responsible for _

_presentations:’:

: becomputafﬂ?&&recor&furthi: ~

- OPTS-42031} which.is available for*- -
b __inapeeﬁonintheOPTSReading.,Room.
- Rm&m.mMShSW..Washmgto&

N through Friday, except legal holidays: - -
-+ This record.include§

: followmg information: -

-biph =
: (b)Noﬁceoonta:mng thal'rc T

developing the rule and supgomng

" analyses, EPA will hold a publi¢ meetin;

on August 8, 1983 in Was on, D.C.
This meeting is whedﬂenih{:ﬁgter the
deadline for submission of written.
comments, so that issues raised in the
written comments can be discnssed by
EPA and the public commenters..
Information. on the exact time and place
of the meeting will be availahle fronr the
OTS Industry Assistance Office (err
Toll Free: {(800-424~9065); In . ’

" .Washington, D.Ci (554~1404]), Quiside .

the U.S.A. (Operator-202-554-1404}.
Persons who wish to attend or present
comments at the meeting shiould call the
IAQ By-July 7. 1083 While the meeting '
will be open to tha public, active . 3
participation will be limited to those - -

.persons-who arranged to present

comments and to designated EPA -~ "~

” " participants. Attendees should calt:the

TAO before making travel plans because
the meeting will not be held if members:
of the public do not wish. tomake’ora[d_‘

Should a meeting be held, the Agency
will transcribe the ‘meeting and includer
the written transcript i the public *®."

-record. PartiGipants are’lnvited, but’ not

= ‘required; to submxtcopiesofthew

statements prior to or on the day oi'the
meeting. Alf such written maferials will"

D.€., from 8:00 a:m. to 4:00 p.nx., Monday

basic i tion
ctmmderedf by the Agericy i developing
this. proposal, and appropriate Federal .

Register notices. The Agency will . -

" supplement the record with addmonar
", .information as it is received. - -

The Public Record shall include the

(1) Ee&nllegmtu nchéspenammg

tothumlecomtingof: R

(a) Notice of proposed mre on B
enyt. i

dengnahon of bxphenyl to tthrionty

'L:pt~

(c) Notices relaﬁng to EPA’
environmentat effects and chemical fate
test guidelines and GLP atandards.. S

* {d) Notice of proposed rule on.

- exemption policy and procedures. "

{e) Notice of proposed rulemaking on’
reimbursement policy and procedures.

(2), Suppoit Documents: consx;hng of: -
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(a) Bxphenyl support document.

(b) Biphenyl economic evaluation.

(3) Minutes of informal meetings.

(4) Communications before propesal
consisting of’ ’ )

-(a) Written public and intra-agency or
interagency memoranda and comments.

{b) Telephone conversations.

(c) Meetings.

{d) Reports—published and
unpubhshed factual matenals mcludmg
contractors’ reports.

VIIL Classification of Rule

Under Executive Order 12291, EPA -
must judge whether a regulationis -
“Major"” and therefore subject to the
requirement of a Regnlatory Impact
Analysis. This test rule is not major
because it does not meet any of the
criteria set forth in section 1(b) of the .
Order. First, the estimated annualized
cost of the testing proposed for bxphenyl
is.less than $24,000 over the testing and
reimbursement period. Second, because -
the cast of the required testing will be
distributed over a.large production .
voluine the rule will have only very
minor effects on users’ prices (léss than -
0.2 percent) for this chemical, even if all
test costs were passed on. Finally,

" taking into account the nature'of the
market for this substance, the low level -
of costs involved, and the expected .. .
nature of the mechanisms for sharing the
costs of the required testing, EPA- "~ .~
concludes that there willbeno .
significant adverse economic effects” of

- any type as a result of this rule.. .

This proposed regulation was-

submitted to the Office of Management :

and Budgef (OMB) for review as - - -

required by Executive Order 12291, - e

IX. Reguiatory Flembllity Act

Under the Regulatory Flexibility Act -
{15 U.S.C. 601 et seq. Pub. L. 96-354, '

September 19, 1980), EPA is cerhfymg

-that this test rule, if promulgated, will -
not have a significant impactona. _- -
substantial number of smul):businesses
because: (1) They will no S
testing themselves, or
participate in the o

testing effort; (2) they will experience

- only very minor costs in securing
exemption from testing requirements;
and (3) they are unlikely to be affected
by reimbursement requiremenfs.. ..

x. Paperwork Reduction Act _

The Paperwork Reduction Act of 1980

{44 U.S.C. 3501 et seq.) authorizes the
Director of OMB to review certain

- information collection requests by

Federal agencies. The test rule proposed

in this Notice’;if proniulgated. could

result in the submission of several types .

of informatian related to-the required
testing, including study plans and final
reports: for each test required by persons
sponsoring the tests. For the reasons set
forth in the Federal Register of June 5,

1981 (46 FR 30300), EPA believes that the-

test rule contained in thig Nofice does

" . not constitute an information collection

 requestas deﬁned in the Paperwork
Reduction Act.

[.utofSub]ectsmmCFRPartm
Testing, Environmental protection,
Hazardous material, Chemxcals
. Dated: May 10, 19&3. '
LeeL. Veutnndig, ..
AchngAdmuuemtor o -

PART 799—!DENTIFICATION OF -
' SPECIFIC CHEMICAL SUBSTANCE
TESTING REQUIREMENTS:

Thefefore, itis proposed_that a new
§ 799.925 be added to the proposed Part
799 to read as follows'

Subpart A—-[Rmrved] .

Subpart B—Spedﬂc Chomieol Tesung

8 799.925. Blbhcnyk B
(a) Mdentificationi of test subatance. (1}

Blphenyl. (CAS No. 92-52-4) shall

- tested in accordance with this Pert.

- (2) Biphenyl of 99percent purity shdll ’

<" bé used as the test substance: - .
{b) Persons requiréd to test.’ (1) Al

- ' persons who manufacture, process or

intend to manufacture 'or process -

- * biphenyl from the effective date of this

’ nne]nneaz.lssa, to the end of the” ..

‘reimbursement period shall submit

study plans, conduct tests and submiit -

- data as specified by thispart;: - -
(2) Any person subject to the = .

requirements of this section may apply

- to EPA for an éxemption from study

_ plan submission; testing and data :

submission. No later than'30 days after

the effective date of this rule, each- .

acturer of biphenyl- must notify -
EP by letter, of its.intent either to .- ~
submit a proposed study or.to be
exempted from testing for each test
required in this rule.
- (3) f manufacturers subxmt atudy .

plans. conduct testing, and submit data

- in a satisfactory manner, processors will '
- be given an automatic exemption by

[EPA. If manufacturers fail to submit
satisfaetory study plans or data, all
péersons who process or intend to -
process biphenyl from the effective date
of this rule to the énd of the -
reimbursement period shall be. directed
ina specxal Federal Reg;stet Notice to

- submit study plans, and to conduct tests -

and submit data as specified by this Part ;
or be in violation of this rule.

(c) Study plans—(l) Testing. Testmg
shall be performed using a study plan :
submitted and approved in accordance.
withi 40'CFR Part 770. All raw data,
documentation, records, protocols,.
specimens and reports generated as-a:
result of a study shall be developed,
reported and retained in accordance -
with the EPA-Good Labaratory Practice: -
(GLP) standards in 40 CFR Part 792. .
These data and other reports-shall be : -
‘made available during an inspection or
submitted to EPA upon request by EPA.
or its autharized reprasentative.. < -

(2) Submission. (i) Manufacturers of

* biphenyl who indicate they will perform-~

 testing must submit proposed study’

plans on orbefore 90 days after the -
effective date of this rule. Only one set. .-
of study plans should be prepared and

_ submitted by persons who are )oxntly B
* sponsoring testing. L

(ii) If, by the-date specified'in
paragraph (b)(2).of this section, no -
manufacturer.of bipheny! files a letter of

- “intent to- submit a proposed study plen

_ for any test réquired by this rule; EPA-
" will se notify the manufacturers:of"-

bnphenyl If no. manufaetmerpromptly =07
decides to submit a study plan and: .~
conduct testing; EPA will publish a- -
.. Federal Register notice of this fact and
then (A) no later than 30 days after -

- publication of such’a notice, each: :

processor must notify EPA by letter of
its intent either to submit a proposed -\
study plan for each test that will not be- :

‘covered by a manufacturer’s study plana

or to be exempted from testing and (B)

processors who indicate they will

perform testing must submit proposed
- “study plans.on or before 96 days. after

publication of such a notice. - :
(iif) Mannfacturers who do not notify -

- EPA of their intent, eithet to submit a

proposed study plan or to be exempted -
&;ﬂx:gesung for each test or t;ltu;drﬁor B
which testing is required in e, -7
will be cogsnf‘c’lered in violation of the = .-
rule beginning on the 31st day after the ¢
effective date of the rule. Manufacturers

" _who indicate théy will perform testing.

" and which do not submit proposed study

plans on or before 90 days after the . °
effective date of this rule willbe | ¢
considered in violation of the rule

beginning on the 91st day after the -

LA

- effective date of this rule. Each
*. .processor who fails to submit a letter of

intent to submit a study plan or to

request an exemption when required
will also be considered in violation of -

. this rule beginning on the 31st day after

publication of the notice described in
paragraph (c_](z)[ii] of this section.

o - -



P

_the test sponsors.

" _involved in the study including study
~"director, toxicologist(s), chexmst[s]. :

assistants. -l

. storage conditions. -

o
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- will pmvxde a 45-day comment period,
and will provide an opportunity foran
oral presentation on the request of any
person. EPA may extend the comment
period if it appears from the nature of-
the issues raised by EPA’s review or

(iv) If no study plan for conducting
tests and submitting data is proposed
for each test orstudy required in this-
rule, every manufacturer and every. -
processor of biphenyl will be imr ;
violation of this rule beginning on the
91st day after publication of the notice

described in paragraph (c)(2)(ii) of this - warranted. Following the cloge of the )
section; until such a study plan is comment period, EPA will publish a-
~ submitted by an appropriate sponsor. final rule adopting the study plans.as
(3) Content. (i) All study plans are ?mlt’th or mogxbﬁeg as tfﬂ "“!‘d"’d’
- required to-contain the following or the testing of bipheny
information: L (5) Modification of study plans dnring
.. conduct of study—(i) Application. Any

(A) Identity of the test rule arid the " test sponsor who wishes to modify the

. specific test requirements of that mLe,t_o_ .. adopted study plan for any test required

be covered by the study plan. -
(B} (Z) The names and addresses of o

under this rule-must submit an
application in accordance with this
section. Application for modification

{2) The names and addresses ofthe / shall be madein writing or by phone to -
responsible administrative officials and  the Chief, Test Rules Development
project mansger{s) in the pnncxpsl Branch, with written confirmationto
sponsor's organization. . .follow as soon as feasible. Applicauons_

(3) The name, address and telephone

number of the appropriate individual for = necessary: -.
oral and written communications mth (ii) Adoption. T° the extent fee.snble.

" EPA. .- EPA will seek comment on all .

+ (4)(/) The name and address of the significant changes in study plsns EP A
testing facility, including responsible - will issue.a niotice in the Federal . _

.administrative officials.and project - . - Register requesting commentson. . -~

manager(s] responslble for-this testhg. . requested modifications in accordance
- (if) Brief summaries of the training = " with section 4(b)(5) of TSCA. Ho!/vever.
and experience of each professional . . -~ EPA will act on the requested B
-- modification without seeking public -

.. - -. comment (A} if EPA believes that an-
immediete modification to'a study plan
_is necessary in order topreserve the-

- accuracy of ‘an on-going study or (B) if -

- EPA determines that a modificationr
clearly does not poae any significant,
substantive issues, EPA will notify the

- sponsor of the Agency's ‘approval or
disapproval. When the Agency annroves

microbiologist(s), and laboratory

{C) Identity and ‘data on bxphenyl.
including appropriate physical .~ -
constants, spectral data, chemical
analysis and stability under test and

(D) Study protocols, mclndmg )
Sau*onalle for: spec:;s/ strain selection;
ose selection (and supporting data);

route(s) or method(s) of exposure; . ; . study plan has beenr modxﬁed.
incubation temperature; a description of {d) Environmental effects testmg--{l) ’
dieg to be used and its source, including - - Aquatic macrophyte acute toxicity -
nutrients and contaminants and their testing—{i) Required testing. Testing’
concentrations; a description of culture. - shall be conducted with Lemna gxbba

- -the Federal Register indicating that the -

medium and its source; and a summary ..~ G3 to develop data on the acute toxicity }

of blphenyl to aquatic plants.

. (if) Study pﬁansl For gmdance-m
prepanng study plans, itis -
‘recommended that the TSCA

of expected spontaneous chronic
disease, genealogy; and life span.

(E) Schedule for initiation and Py
completion of major phases of long-term

tests; schedule for submission of i interim - Envifonmental Effects Test. Gu:del;xes B

progress and final reports to EPA. .

P lemation v werporagapy %S 4 Loty sing B 2
(€)3))(B)(4) of this sectior ia not rulemaking, be clc,:unsulted. Additional
reguired in proposed study plans if the idance may be obtained by consulting
information is not available at the time fg; O emzazdn for Economic
of submission; however, the information. Coop:rgatlon and Development (OECD)
must be submitted before the initiation. test guideliné for Lemna available in the

of testin, .
(4) Adgptwn Upon receipt of - - %‘Eﬁ%g&: g:,i?{ﬂéﬁ;‘é(‘ng_ and the
. proposed study plans, EPA will publish Evaluation: Wildlife and Aquatic -
"a notice in the Federal Register. AP quatc
" Organisms (PB 83-153908).

requesting comments on the ability of . L
the study plans to ensuré that data from . (2) Fish early life stage toxicity -
the tests are rehsble and adequate: EPA  testing—{i) Required testing. Testing

public comment that further comment is. -

must explain why the modificationis - -

. Evaluation: Wildlife and Aquatic
" Organisms (PB 83-153908), and”

* for this test rule.

a madification; it will publish a notice in-

using flow-through systems shall be ~
conducted with rainbow trout to-
develop data on the chronic toxicity ni

_ biphenyl to-aquatic vertebrates.

(ii) Study plans. For guidance in ;
preparing study plans it-is recommended
that the TSCA Environmental Effects:
Test Guidelines for the Fish Early Life -

-Stage Toxicity Test (EG-11) published .

by NTIS (PB 82-232992); be consulted. -
Addxtional guidance may be ohtained by

" consulting the OECD test guidance. for-

fish partial life cycle available in the
public record for this ru]emakxng and the

- FIFRA Guidelines for Hazard -
.Evaluationi: Wildlife and Aquatic:- -

Organisms (PB 83-153908)..
(3) Daphnid chronic toxicity testing—
(i) Required testing. Testing using flow-
through systems shall be conducted with
daphnids to develop data on the chronic

_ toxicity of biphenyi to aquatm ke

invertebrates. R
(di} Study plans. For gmdance §n

- preparing study plans, it is-

recommended that the TSCA ™. "..
Environmental Effects Test Gmdehnes

-for the daphnid chronic texicity test - *-

(EG-2) published by NTIS (PB 82-
'232992), be consulted. Additional - ... |
guideline may be.obtained by consulting
the OECD test guidance for aquatic -

‘invertebrates partial life cycl'e evexlebie:
~ in the public record for this rulemaking;’

and the FIFRA Guidelines forHazarq» o

references cited'in dxe support document

(4) Oyster acute toxicity lestmg—{e) 3

, Required testing. Testing using systems.

that control for biphenyl evaporatxon ’

“shall be conducted with aysters to-- .»"

develop data on the acute toxicity of .
sediment-associated biphenyl to benthm

- invertebrates. . °

(ii) Study plans. For gl.udance m

- preparing study plans, it is
‘recommended that the TSCA .

Environmental Effects Test guidelines .-
for the oyster acute toxicity test (EG-5)
published by NTIS (PB 82-232992), be
consulted. Additional guidance may be

. obtained by consulting the OECD

guidelines for mollusk acute toxicity: .. -

testing available in the pubhcrecord for’
-this rulemaking and the RIFRA' -

Guidelines for Hazard Evaluation: -
Wwildlife and'Aquatic Organisms (PB 83~
153908). Since the testing requires the -
use of sediment-associated biphenyl, the
paper of Lynch and Johnson (1982}, .
which is availahle in the public record,
for this rulemaking. should also be -
congulted. . . T~

(5) Oyster bmcancena-atwn tes tm,g—
(i} Required testing. Testing using -
systems that control for biphenyl



]

- consulted. Additional gnidance may be published by NTIS (PB 82-233008], be

23086 Federal Register / Vol. 48, No.100 / Monday, May 23, 1983 / Proposed Rules
’ N N j - .
evaporatian shell be conducted with (e) Chemical fate testing—{i) Aerobic  Required testing. Testing using systems
oysters to develop data on the poteatial . biodegradation—(1) Reguired testing. that control for biphenyl evaporation
chronic toxicity and bicconcentration of  Testing using systems that control for shall be conducted with biphenyl to
sediment-associated biphenyl to andin  biphenyl evaporation shall be conducted develop data on the persistence of
es. .

7

benthici to develop data on the persistence of biphenyl in anaerobic sediments.

(ii) Study plons. For guidance in . biphenyt in aerobic sediments. '( 3 Stody i . . : d

eparing s plans, itis- NN - . : sal . ii) Study plans. For-guidance in
?er;mmmﬁzhazmm AR rf‘} ‘?’"d{tﬁ‘;“";‘l: “'ﬁ”ﬁa““ " preparing study plans, it is S
Environmental Effects Test Guideliges- Ee cm ded ¥h at fl.lb&e TSCA Chemical ;e‘cammde:d that the TSCA Chemical
for the oyster biocancentration-test (EG- Fate Test Guidelines for Aerobi - ate Test guidelines for Anaerobic

6) pubished by NIIS(PB 82-232992), be Agquatic Biodegradation (CG-2000) . ) N%dseg;daaz—aaamn go:o(i i?gﬂggﬂlﬁged by

obtained by consulting the FIFRA . 1 e " Additional guidance may be obtained b
Gmdelinesyfwl-hzud Evaluation: " consulted. Addmonx:ﬂ guidance mmay be consulting ti:l FIFRA Guidelines for - y
Wildlife and Aguatic Organisms (PB 83~ . obtained by cansulting the OECD test Chemistry Requirements: Environmental
153908) and references cited in the gnidelines far ready bmdegradalgxhﬂts"e Fate (PB83-153973. - - -
support document for this test rule. . (301 A, B, C.D, and E} available in )
Since the testing requires the use of - " public record for this rulemaking and the (Sec. 4(e) of TSCA. Pub. L. 84469, 90 Stat.

" sediment-sesociated biphenyl, the paper _ FIFRA Guidelines for Chemistry " 2003 et seq.; 15 U.S.C. 2601 et seq.) .

of Lynch and Johmyon (2982), which is- Requirements:. Environmental Fate.(PB _
availablefn the publicrecord forthis =~ 83-153973). - -  [FR Doc. 83-13746 Flled 5-20-53; £43 am)
rulemaking, should alse be consulted. (2) Anaerobic biodegradation—(iy ~  StiMG CoEesm-M -

~






