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' "”'7'/'81'.Shii'xian§‘~‘:“vh‘w }Tf;?blé?:lof’ ‘" SUPPLEMENTARY INFORMATION: .- . " scientific issues aré included in the -
- . molecular vibrational frequencies.]. - ¥ .. - .o . publicrecord. - . L el
+Phys. Chem: Ref. Data 6: 993-1102, 1977, - %-Background- ot Lesal Concerns * T S
. 9. Stein AA. andW-E-Kirwan: .. ¢ = ) _Ix‘x‘a'preyio s notice which appeared - egal Loncerng = -
in the Register-of-Octeber-30 —t1 NRDC £

unced a preliminary decision not ta
Propose, at that time, a section 4({a) rule”
s -~ under the Toxic Substances Control Act

- . .

egotiated t8sting scheme in place of
_, oi8snance of a section 4 test rule is
contrary to the statutory language and
legislative history indicating that

iufact accasing, or - ~ -~ orbenzyl butyl phthalate (BBP). This

PO : . I planned or ongoing. - .
distribution in comnyerce of CN for use 'decision was based on the Agency’s

' "EPA disagrees witle this conte_ntion'.&?

o ~as a thermally generated teargasis - . acceptance of a comprehensive testing ~ EPA has found that freither the stagutory
i dénied. - o ...°- .-tw- - proposal for phthalate esters from the language nor thelegislative history
-~ Based-upon the review of information’ - Chemical Manufactures Association.. = -

available to EPA on the tisks posed by /" *(CMA) on behalf of the Phthalate Ester:

w. - CNwgontaini ';1 I 88 Icedit \Brogram Renelkw, ! '\?_\."; i ..“';'é;'
R T T R T
benefits of using them

: tiated t
A

recommendations. The Ageridy believes

' a - . notice, a public =
outweigh the | . - madting was held on September 15, 1981,

18 § X ¢ : 1 that the purpose of section 4wasto _
_-small potential for serious health- - . 43 hriefithe public on the CMA volintary  assuré that adequate data are . -
injuries, . Co -7 testing proposal as an alternative to.a developed, that the data are developed
/" (Sec. 21, 90 Stat. 2042 (15 U.S.C. 2620)) ’* testrulé under TSCA section'4. The - in expeditioys fashion, and that industry

. Dated: December 16, 1981. - briefing was followed by an opportunity . assumes financial responsibility for + -

s RN effects téatimg oEaTRYT pithiatates ™ rilles”é‘veix" appropriate testing was -~

. would support NRDC's conténtion that :

ST

B et

itie M.. Gorst g 70 , - for discussion and' comment. .- . ‘testing Because the negotiated scheme
. Aot + =+ 7o " ity conchiomo e mieting,aid il ot S e o s,
[Fi; s o7 Pileds -4-&2.85958!!{ : o7 bylétter of September'21, 1981, the . ] .cons‘x‘stqnt’vvﬁh‘sectnnﬁ.—\m :
T BILLING CODE oy ./#_. . - ‘Natural Resotirces DefensaCouncil - " {2) NRDC contends that negotiated -~ - 2
A RN (NRDC) requested additional timeto - schemes ingeneral, and this schemein
. Ea. e FRl qdanny . Teview and comment onthe proposed -~ ‘particular, are n6t an acceptable =~ . 7.
- IOPTS-42005A; TSH-FRL-1988-6]. = . . . testing scheme for'the phthalatés. ~ ~ ~ Talternative tosection4testrules ~ - o
o Lo - Although EPA believes thatithad’ - because of certain specific legal and
- Alkyl Phthalates and Benzyl Butyl - provided adequate opportunity for.the. . procedural deficienicies including (1) -
- Iinatate; Poow-up Response To THe. . .bjic o examinie the proposed testing——lack of publio participation i fop L
.. -Interagency Testing Committee——""" . and cominent upon it, becatise development; (2) lack of deadlineson
. AGENC¥:Environmental Protection - - zbi_s ig the first time the Agency has .., completion of testing (which result in ,
s ency (BPA).” .~ , ... . {onsidered deferring testing because of ~ getting data later than under a rule); (3),*
. ACTION: Notice. . R a voluntary scheme, EPA agreed to - lack O/f public access.to ddta fromthe . f
Yt —— "accept NRDC comments up to.October - tests; and/(4) lack of legal»enforceabt;ﬂ'ilg/ ST
. .. SUMMARY: In a previous notice which 21, 1981, However, because section4(e)  of industry's promise to perform testing,
.« appeared inthé Federal Register of . of TSGA requires EPA to publish a - EPA disagrees with this comment,’ ;
- . "October 30, 1981 (46 FR 53775), the EPA - response to the ITC within one year .  First, EPA believes that there was
, ._‘announced cision not to— 5 -chemicalis designated ~ adequate opportunity for public
£ —-——propose asection 4(a) Tulé fo réquire - by the Committeé and the one year cominent on the decision to defer - -.
. environmental or health-effects testing - anniversary date for benzyl butyl ~. - lesting, A public meeting was held on -
of alkyl phthalates or benzyl butyl - . phthalate was October 24. 1981 EPA did September 15,1981, at which the - .
phthalate. This preliminary decision® - pot havean opportunity'to considér: -~ voluntary dpproach was discussed: A -
- -was made pending review.of public’ .~ NRDC's comments sp that action could - docket containing all the pertinent - -, - -

comment received toolatefor © * © - e taken by that date. Instead, EPA._ ormatic : : =
_ i .ﬁmj:priopt@th_esi-aﬁ;?m y ~elected to-issue a preliminary decisibn . - ‘beginning August 27, 1981, In addition,
deadlirie for action. On the basis of the not to proceed with dévelopment ofa . - the basics of the phthalate voluntary

* -now completed review, the Agency finds  tgst rule, giving the Agency time to --testing scheme were presented at the-
no reason to alter its preliminary ’ consider NRDC's comments hefore - Scoping Werkshop pti the 7th ITC .
- -decision. Therefore, the Agency has. .issuing a.final decision onthe” =~ =+ ieport, March-32#1681, and the NTP/
determined not to propose, at this time, _ acceptability of the CMA. NPT, Phithaldte Conference on June 11,
- a section 4(a) rule to -y

require

1981, The Agency, however, will
+ tontinue-to work with the public’to-
develop new and better ways of

environmental :

5 e 9b1ic Comment .
; ] . % OnOctober21,1981, the Agency
phthalate. - .. o * - received NRDC's comments on (1) EPA’

Environmental Protection Agency, Rd
~E~511, 400 M St,-SW., Washington; D.

basic concerns, along with EPA’s - ‘industry in most casés will result in

20460, Toll free: (800-424-9065), In . -~  response to each, are summarized - initiation and completion of tésting :
‘Washington, D.C.: (554-1404); Quiside ~  below. More detailed responses to these - significantly eatlier than would result if
the USA: {Operator-20 54_71404). - legal issues and résponses to all the Agency pursued a test rule for these

“ .

T e
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’

; o I ’s facilitating that review. Comments were .
.FOR FURTHER INFORMATION GONTACT: ~ proposed decision not to require testing  requested from the public on how to
Douglas G. Bannerman, Acting Director, - of the alkyl phthalates and BBP: and (2)  facilitate this in the tentative phthalates
Industry Assistance Office {T8-799), ~ - CMA's proposed testing schgjne for ., -decision (48 FR'53775). co .
~ Office of Toxic Substances, © "< thosé compounds. NRDC raised variou@ Second, the Agency believes that the

concerns, both legal and:scientific. Their --_schedule of testing provided by the~ —




approximate schedule for testnig to the -
" - Agéncy. Testing under this schedule
" - would begin.in'November 1981 for'some
of thetests, nio later tlian July 1982 for " -
the majority of the tests’and by
=Pebruary 1983 for the remaining PH&sé ll

- exphclt criteria are given for makmg
. decisions about which-higher level or

"~ additional tests are to be performed. .

B es~ng, nctd g6

- this appears to be md)cated by the . :

s mmal testfesults

CiicPablicReoord L v T

——EPA has. estabhshed a pubhc record

. “Tor this deciéfon not.t6 pursue tésting

- (environmental) tésts. Due'to the -
- - experimental nature of the health .

" program,.the start.of long-term testing is :
" uncertain. However, the Agency——— -
generally expects any necessary long-
term health effects.tesfinig to begin by
mid-1983. If EPA were to pursue . .-
issuance of a test.rule on these
chemicals, this rale would probably not
* be final until January 1983 and short- :

e wM?Wdﬁa I
“would pursue a tiered testing scheme for
those chemicals, such a scheme; if -
included in a Tule, would have further
" delayed the start of long-term testing -
which wonld oconrin the later fiers.
. Therefore: the Agency believes that the
- -CMA scheme. will produce ¢ results at *
* least as fast, and in most.cases faster
“thian would be ¢btainable under a test
- rule. Third, the-CMA has agreed that all
. data on the tests it performs willbe
* made available to the Agency, and that
-~ it will assert'no-claims-of confidentiality
“on the data when they are tram:mitted” T
" to EPA.
., --- Finally.the EPA beheves that whxle
* the NRDC is correct in’ assertmg that the
s - negotlated test scheme is not.
” enforceable, the unportance of this fact-
B exaggerated. EPA bélieves that the -
".._réal igsue-is whether-thetesting will -
actually be done, and EPA is convinced
* that CMA will notretreatfromits -
. commltment. The Agency will moniter
ormance, and if the.
. CMA does nnt follow throngh, FPA_
intends to exercise its full legal |

-, term testmg would:not actually begm for

o toxxcxty of the phthalate esters to

Given the large number of testing -

' endpomls, both the-EPA and the CMA

* felt that explicit decision criteria’ would
be exceedingly difficilt to fornmilate,

. Recause the FPA will he invalved in

-~ under section 4, ddcket number OPTS-

42005, which is avallable for lnspechon _
. from 8:00 a.1n. to 4:00 p.m. Moriday - __

- through Friday, excludirig legal laohdays. A

in Rm. E-106.-401 M St.. SW.,

= making all‘testing decisions, the absence~
- of explicit decision criteria is not .
.. considered by the Agencytobea - <
’-problem EPA reserves its right to o
" require mdustry to perform tests it -

consnders necessa

are being proposed in the CMA program '

to allow fur effective reguldlwu uf: lhe -
phthalate esters. - :

" following information: : S —
e ~———(‘-L) Federal—Regrster fiotices contammg R

Washington: D:C: 20460, THis tecord "+ 7=+

- includes.basic information considered -
.by the-Agency in developing this

decision. Thisrecord mcludes the - -

Eg

benzyl butyl phthalate to thePnonty -
List. -
(] Commumcahons

EPA dxsagrees with tlns contenhg__;__,(a} Public and mtra-agency of .

As discussed in detail in fhie Agency’s
- - preliminary decigion not to require -’
testing of the alkyl phithalates and BBP
. "~ CMAs program is ultimately expected. -
to satisfy all of the ITC’s and the - -
- :Agency's needs for additional -

environmental effeécts of concern for the

 alkyl phthalates-and BBP. CMA’s

proposal calls for the testing of a wide
“variety of aquétic species on an Hciite..
" basis and what are regarded by Agency
scientists’ to be very sensitive species on

: * a chronic basis. CMA's program will
-dlso address the biodegradation and
. bloaccumulation of the phthalates.
--Based on past phithalate testing,:t these—-— -
: -'—_—test data ape.expected-to-provide —
. excellent gmdance for sefting acoeptable

concerntration levels in the: enviroriment....
""Because'of the demonstrated low -

bird and terrestial plant

" interagency rn_emoranda. comments and

_proposgals. - o : .
(b) Contact reports of telephone M e e
conversatxons e . - L —
[c)Meetmgs. N . :
3) Publrc.cnmments on the ITC

- reports.

‘4) Reporta—-pubhshed and

.. unpublished data: . : .__

(Sec. 4,90 Stat. 2003; [15usg 2601))
. Dated: Decemnber 22;; 981,

- AnneM.Gorsuch, . . A, R

g
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‘Administrator. -
[mnoc.sz-mruedw-azusamj—- -
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[OPTS-51374, TSH-FRL-201N]

RS Certaln chemicals, P-remanufacture' -

species, and because the chemical.™

physiogl properties and (limited) _

authority under section 4 to. reqmre'that
all necessary testing be performed.

' B. Scientific Corncerns S

(1) NRDC was concemed that the
compounds selected for testing may not -
be truly répresentative of the alkyl -

. phthalate class; oﬁwmpomds, and.that . .
to assume 80 g pnorz i and without a
subsequent review ¢ of the test data ~ -
would be unwise 2T RAERE S 17 8y
EPA agrees that compound selectmn

" Gourse of the testmg program. A

thorough review of the fest data in

regard toits apphcablhty to. other
‘theclask

from the start. Scoring systems for
chemical selection, as ‘described in
‘CMA's proposal wxll not be. apphed g

‘monitoring data indicate v verylow
‘concentrations.in the terrestriak "

* envitonment; terrestrial toxicity testing’ .

was-not considéred & priority, nor did. .
the ITC recomuitend sich testing. CMA's
health effects testing program.
adrmttedly involves an experimental
approach-inc attempt-to'screen-and -
prioritize the.alkyl phthalates for-
_potential long-term testing. Should the
“initial tests not prove sufficient to
demonstrate a clear dose-résponse .-
relationship, first with-the reference

 .chemicals; and-then with-all of the
. chemicals under test, the-Agency- has

equeste¢ and CMA has  agreed, to

~reqmred both to vahdate the test battery

and allow structure-activity inferences -
to be made. CMA has also.made a

-.5(a)(1) premanufacture noticesare - . ;

- notice: announces- reeelpt of seven PMNs_ -
- _and provxdes a summary o of each,- e =

Le 649, 817650. & 81-651‘ February Zp o
mmltment 1o perfomaddxgom mmaz, o .

Wi

SUMMARV' Seetloxr %(a)(t] of the Toxic . R
Substances Control Act (TSCA) requires

- any person who iritends to manufacture
. or import a new chemical substance to

. submit a premanufacture notice:(PMN)

;  "to EDA atleast ocLiys before -7
- manufacture or import commences

Statutory requirements for section .’

discnssed in EPA statemenits of interim ... |

. policy published in.the Federal Register
- of May 15, 1979 (44 FR 28558) and* - - ~

November 7, 1980 (45.FR 74378). This

~DATES: Writfen comments by:
PMN 81-645 81-846; 81-647, 81-648, 81~




