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) Onbehalfofthe Regulatee and pursuanttoUmt IIB l b and Umt’ICothe

fd,ciobéf’l'S’—rié92’fﬂ’ S

g ,76/28/91 CAP Agreemeni, E:l. Du Pont de Nemours and Co.. hereby submits (in triplicate) the'

i -attached studies.- Submission of this information is voluntary.and is occasioned by unilateral

' changes in EPA's standard as to what EPA now. considers as: repormble information.

e Regulatee s submission of mformatmn is made solely in response to the new EPA §8(e)7
- reporting standards and is not an adwmission: (1) of TSCA violation or lmbxhty, (2) that -

G “Regulatee's activities with the study compounds reasonably support.a conclusxon of substannal' S
* - health or environmental risk or (3) that the studles themselves reasonably suppori a conclusxon T

- of subsmntlal health or envu-onmental nsk

The “Repomng Gmde” creat&s new TSCA 8(e) reportmg cnteria whxch Wf’fe not
i *pz‘evxously announced by EPA in its 1978 Statement of

. 43 Fed Reg 11110 (March 16, 1978): The ‘Reg unde states. cntena wh:ch expa:ﬂds

“ - upon and conflicts with the 1978 Sg_gmen; oi Iggmrgghou Absent amendment of the s
- Statement of lg;ggp_re;ghog the informal issuance of the *Reporting Guide” raises sxgmﬁcant '

,o'c’, SR

- due processes issues and clouds the appropriate reportmg standard by whxch regulated persons e

. can assure. TSCA Sectmn 8(e) comphzmce

ff]f}Cou:nsél ,
. LegalD7iS8
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-~ ATraceMENTI

- Stbmission of information is made under the 6/28/91 CAP Agreomen;, =
-~ UnitIL This submission is made voluntarily and is occasioned by recent
- changes in EPA's TSCA §8(e) reporting standard; such changes made, for

- the first time in 1991 and 1992 without prior notice and in violation of
- Regulatee’s constitutional due process rights. 'Regulatee's submission of

- infoimation under this changed standard is not a waiver of its due process -

Tights; an admission of TSCA violation or liability, or an admission that
Regulatee's activities with the study compounds reasonably supporta Sl et
~ conclusion of substantial risk to health or o the environment. Regulateehas ~
-+ historically relied in good faith upon the 1978 Statement of Interpretation and - s
- Enforcement Policy criteria for determining whether study informationis -~ el
- reportable under TSCA §8(e), 43 Fed Reg 11110 (March 16, 1978). EPA T

S has not, to date, amended this Statement of Interpretation.

. After CAP Tegistration, EPA provided the Regulatee the = et
" June 1, 1991 "TSCA Section 8(e) Reporting Guide". This "G'uide",has been -
 further amended by EPA, EPA letter, April 10,1992, EPA has not indicated ,
 that the "Reporting Guide" or the April 1992 amendment supersedes the -
- 1978 Statement of Interpretation. The "Reporting Guide" and April 1992 A
-amendment substantively lowers the Statement of,Intgmretagion 'STSCA -
§8(e) reporting standard2. This is particularly troublesome as the "Reporting.
- Guide" states criteria, applied retroactively, which expands upon and =
- conflicts with the Statement of Interpretation.3 Absent amendment of the =
- Statement of Interpretation, the informal issuance of the "Reporting Guide"
- and the April 1992 amendment clouds the appropriate standard by which - T
regulated persons must assess information for purposes of TSCA §8). o

=~ %I sharp contrast to the Agency's 1977 and 1978 actions to solicifing public comment on the proposed = :
-~ and final §8(c) Policy, EPA bas unilatérally. pronounced §8(c) substantive seporiing criteria in the 1991
- Section 8(e) Guide without: public notice and comrent - See 42 Fed Reg 45362 (9/9/77), "Notification of
e .Subs}antial,Risk'gpder'SeQﬁbﬂ,S(é)zi Proposed Guidance”, = - . T T ,
A comparison of the 1978 Statement of Interpreta

nt tion and thel992

"Reporiing Guide” is a appended.




. ‘Throughout the CAP, EPA has mischaracterized the 1991 guidanceas
- reflecting “longstanding" EPA policy concerning the standards by which Gt
- toxicity information should be reviswed for purposes of §8(c) compliance.
- Regulatee recognizes that experierice with the 1978 Statementof -
- Interpretation may cause a review of its criteri. Regulatee supports and has Ee £ TR
- 1o objection to the Agency's amending reporting criteria provided thatsuch .
" .amendment is not applied to the regulated community in anunfairway, -~~~
- However, with the unilateral announcement of the CAP under the auspices of
~ an OCM enforcement proceeding, EPA has wrought a terrific unfaimess LA
- since much of the criteria EPA has espoused in the June 1991 Repoting . -

 Guide and in the Agency's April 2, 1992 amendment is new criteria which

' does not.exist in the 1978 Statement of Interpretation and Enforcement
Poliy. . T B e '

e ':VTheifbllowing examples of ﬂew,:cx'iteﬁa"ccntaiﬁejd,in Vth'e:,f’; eporting
: ,Guide"'thatirsr'notrc'omained in the Statement of Interp retation follow:
. oeven though EPA,e’kbfeésly disé!ainis*each "status report” as being preliminary

- evaluations that should pot be regarded s final EPA policy or intent?, the "Reporting -
- Guide" gives‘the "status reports” great weight as "sound and adequate basis” from -
= - which to determine ‘mandatory feporting obligations. ("Guide" at puge 20).
-0 the "Reporting Guide" contains a matrix that establishes new numerical reporting -
- "ewtoff” concentrations for acute lethality information ("Guide" at p. 31). Neither
.:this matrix Bor the cutoff values therein are contained in the Statementof - o
~ - Interpretation. “The regulated community was not made aware of these cutoff values
.- prior to issuance of the "Reporting Guide" in June; 1991, T o
othe "Reporting Guide” states new specific definitional criteria with which the Agency,
~ for the first time, defines a5 "o tinguishable neurotoxicological effects'; such o

criteria/guidance notexpressed-in the 71978&&;@@_9@%5; T

othe "Reporting Guids" provides new review/ reporting criteria for irritation and
- sénmsitization studies; such criteria not previously found in the 1978 Statement of -
- Aterpreiation/Enforcement Policy. - - -
- othe "Reporting Guide™ publicizes certain - EPA Q/A criteria issued fo the Monsanto- - x
2. Co.’in 1989 which are not in the Statement of Interpretation: have never been -
- published in the Federal Register or distributed by the EPA to the Regulatee. Such =~ . =
- Q/A establishes new reporting criteria not previously found in tie 1978 Statementof - .

- “The 'status reports' address the significance, if any, of particular information seported to the Agency,
~ - vather than stating EPA's interpretation of §8(c) reporting oriteria. In the infrequent instances in which the
- status reports contain discussion of reportability, the analysis is invariably quite limited, without .~ -
CE —,’gﬁbstanﬁélréuppgrﬁng scientific or legal rationale, Sl R




S T dischargingits‘msponsibﬂiﬁes,anadmixlisirative agency mustgive
- the regulated community fair and adequate wamingfoas’ . oo
- what constitutes ncncémplian(:é for ,Which,pe’nalrties may be assessed. .o

- Among the myriad ap iicatioﬁs of the due process clanse :s the Men!alrprihéiplé' g

d regulations which purport to govern conduct must givesnadequate -

B wammg of what they command or forbid.... Even a regulation which governs -

- purely economic or commercial ectivities, if its violation can engender penslties,
“must be 5o framed as to provide a constitutionally edequate wariing to those whose -
- activities are governed. - - SR TR

Diebold, Inc. v. Marshall, 585 F.2d 1327,
also, Rollins Environemntal Services (NJ) Inc Environmen

. Protection Ageney, 937 F. 2d 649 (D.C. Cir. 1991).

1335-36 (D.C. Cir. 1978). See
U.S. Environmenty

 While neither the are rules, This principle has been applied tohold

B that agency 'clariﬁcation', such as the Statement of Interpretation, the
- "Reporting Guide” nor the April 19792iamejndmentsr'willrnotr applied
~ retroactively. SR O RS ) C R R St

.. federal court will not 'reﬁoécﬁvely app'}yian @fdfésfeeable féfptémﬁon of raiz -

- administrative fegulation to the detriment of a regulated party on the theory that the
post hoc inierpretation asserted by the Agency is generally consistent with the ' o
policies underlying the Agency's regulatory program, When the semantic meaning of
. the regulations, as previously drafted and construed by the appropriate agency, does

not support the interpretation which that agency urges upon the court. - ) e

~ Standard Oil Co, v, Federal Eriergy Administration, 453 F. Supp. 203, 240

~:(N.D. Ohio 1978), aff'd sub nom. Standard Qil Co: V. Department of ~
Eherg Y, 596 F.2d 1029 (Em. App. 177978):, R A R T e

. The 1978 §téggmént of mm reration does not proﬁde adequate notice

S ’éf, and indeed conflicts with, the Agency's current position atr—§8(e)_;reqi;ires e

- reporting of all 'positive’ toxicological findings without pa
~ regard to an assessment of their relevance to human health; In accordance
with the statute, EPA's 1978 tatement of Interpretation requires the = e
 Tegulated community to use scientific judgment to evaluate the significance of

i toxicological findings and to determining whether they reasonably fsupp-mjt'a_ ek

e conclusion of a substantial risk. - Part V of the Statement of Inter retation -
- urges persons to consider "the fact or probability* of an effect's occurrence,

- Similarly, the 1978 Statement of Interpretation stresses that an animal study

is reportable only when "it contains reliable evidence ascribing the effectto -

"'rr'xt,he: chemical.” 43 Fed Reg - at11112. Moreover, EPA's Statement of =~~~

. Interpretation defines ih:e;;sub,stazitia,lity;of{riﬁskias a function of both the =~

- seriousness of the effect and the probability of its otci;ﬁ‘eﬁge}}féslﬁéﬂg_@g;if,f;

LLL10(1978). Earler Agoncy interpretation also emphasized the .~
 "substantial" nature of a §8(e) determinatio - See 42 Fed Reg 45362, 45363




(1977)..{Section %(e) findings require "

1)- I5ection S(e) findings require "extraordinary exposure to a chemical i
- substance...which critically imperil human health or the environment"]. .

T The recently issued "Reporting Guide” ar.i April 1897 Amendment
. puidance requires reporting beyond and inconsistent -~~~
 with that required by the Statement of Interpretation. Given the statute and
the Statement of Interpretation's explicit focus on substantial human or -
environmental risk, whether-a substance poses a substantial risk” of injury -
. requires the application of scientific judgment to the available data on a case-

- by-casebasis;

. If an overall weight-of-gvidence analysis indicates that this
 classification is unwarranted, reporting should be unnecessary under §8(e)
- because the available data will not "reascnably support the conclusion” that

- the chemical presents a substantial risk of sericus adverse consequences to
. human health, = - : TR N N :

. Neither the legislative history of §8(c) nor the plain meaning of the :
 Statute support EPA's recent lowering of the reporting threshold that TSCA =~
§8(e) was intended to be a sweeping information gathering mechanism, In
- introducing the new version of the toxic substances legislation, -
 Representative Eckhart included for the record discussion of the specific
- -changes from the version of H. R. 10318 reported by the Consumer =
- Protection and Finance Subcommitice in Deceinber 1975. One of these
_changes was to modify the standard for reporting under §8(e). The standard
' in the House version was changed from "causes or contributes to an
“unreasonable risk® to "causes or significantly. contributes to a substantial -
risk".  This particular change was one of several made in TSCA §8 to avoid =
- placing an undue burden on the regulated éommunity.r The final changes to -

i focus the scope of Section 8(e) were ma.de, in the Version,repoﬁed:by the
- Conference Committee. : ' TR T e

- The word "substantial” means "considerable in importarce, value, -
~degree, amount or extent”; Therefore, as generally understood, a - :
~ "substantial risk” is one which will affect a considerable number of peopleor

- portion of the enivironment, will cause serious injury and is based on G
reasonably sound scientific analysis or data. Support for the interpretation et
© canbe found ina similar provision in the Consumer Product Safety Act, =~

-~ Section 15 of the CPSA defines a "substantial product hazard” to be:

- "a product defect which because of the pattesn
; réfadefect,r',t'hj,ejvtiumber,of defective products =~

~distributed in commerce, the severity of the = .
risk, or otherwise, creates a substantial rigk e

of ry to the publi



32297 (7/15/91) Finall
's'ure of humans or the environment B
tures may be obtained by EPA tnrough Sections 8(a) and 8(d) regardless
ofthe degree of potential risk, §8(e) has specialized function. Consequently,; =
. information subject to §8(e) re rtmg should be of a type whlch would leada .
: reasonable man to conclude that some type action was reqmred unmedxately Do
to prevem mjury to heajtn or the er.'v'irmmym DS E




rrj'r;ffomﬁscn- Nt el

:f{ o Repomng mggen found in the 1978 "Statement cf Interpretauon/ Enforcemem el
E —:Pohcy 43 F __Qd..J_g 11110 (3/16/78) and the Jun, 1991 Semon g(e) Gu,de

. TESTTYPE 107 POLICY  New1991 GUIDE

ACUTE LETHALITY

N Dermal e e NP Sy e
e N " Inhalation (Vapors) R }63; T R e e e T ¥
o dusts/parncles Ny &

| 'SlﬂNIRRITATION LN

- SKIN SENSITIZATHON (ANIMALS) N

: V:;EYEIRRITATION e N o S e
 SUBCHRONIC - R ERECEE e e
(ORAUDERMAIJINHALATION) CON
- ,':','REPRODUCTION srum N

'DEVELOPMENTAL TOX Y13 "

643}1@;[_&@3&1111!4 commemm SRR ' :
: “This policy statements duects the montng of spec:ﬁec effects when m:known to the s
. ~Administrator, Many' routine tests are based on g knowledge of ' toxicity associated with g -
~chemicalL unknown effec s eccurring during such a- range test may have to be reported if

] they are those of concern tot he Agency and xf the mformanon meets the cﬁtena set forth in
PartsVandVH"' : ; i v

ik 7ggm at pp.22; 29-31
“ Qg;ggat Pp-34-36.
T guldg at pp-34~36
Q_ﬁgst pp-34-36,

UGuide at pp-22; 36-37
o ‘2Qul,de atpp-22.

;. 43&18_35“11112 e
SUh s "Birth, Defects“ hsted.;j*

4_(,291(1 at pp-22 :




'NEUROTOXICITY

CARCINOGENICITY ~

onconcehu'atmn i
_0ct/water Part Coeff o

: 'iAcute Flsh :
o —Acute Dsphma

i :Subchronu Fxsh B
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;CAS#NOt known L ]
. CHEM: - C}'anohydrm- 4-(:&3!0:'0-&Ipha-(lumeﬂjyi-ethyl)

~ benzene acetic acid =phenylethylamme

- - ::’I'ITLE Acute toxicity of cyanohydrin and 4~ch!om— éipha\lumeihyl-;i i:,::, il

y b ethyl)abenzene acetic acnd-pheny!ethyiamme
',DATE’ 8/16/85 Letter from' L A, Malley o
i C.B. McCulEough

' "]SUMWARY OF EFFECTS: Ataxna




';She!i 'Qeve!@pmem c@m@aﬁy

s Gntemﬂlge Eﬁemn ndum

—16 AUGUST 1985

;i**yikéafff‘f'Lo A¢ MALLEY - RESEARCH TOXICOLOGIST _‘:::”

oTo: ¢ MGCULLOUGH - MANAGE& PATHOBIOLOGY

';fSﬁBJEcT;7.AchE TOXICITY OF CYANOHYDRIN AND A—CHuoao=ALPHA-' ey
NN a,,(lonsrnfLasraYL) BENZENE ACETIC ACID»PHENYLETHYLAHINE
”'1;(CIPA-PEA) :

riThe acute cz&l and dermal toxicity of cyanohydrin and CPIABPEA werei"JV :

e de:erlined in order to provide toxicity information for the respec~'177'ﬁ"$

o tive Material Safety Dats Sheets. The numerical tesults ‘are R A
"1summari§ed iﬁ the tahle below.: Ezperimental details follow the
‘-table. : : , :

:':Pamet” . Compound  Spacies S x.bso Value

;iOralrLD$07  VCPIAQPEAZV  Rat - > 5 ml/kg of 12%

- CPIA-PEA in corn 011;};’"'

_ Dermal LDS0 CPIA-PEA 'fl.'?RaBB;cf?'ff;> 2 g/kg

rrOfal LDSOi’, éyanohyd:in ':f, Réc 7' 6. é ml/kg cf 102

_cyanohydrin in cornf;rrb'

: : 7 : "oil can et
:'Dermal 1D50 Cyanohydrin v ;: Rabbit '; 1, 4 ml/kg
fTo detetmine the acute oral toxicity9 g:oups of male and female

- ‘rats-were fasted, dosed orally. by gavage with various doses of
“the respective test materials, and’ obse?ved forx mcrtality and

. elinical signs of toxicity for 14 days. On day 14, the surviving
- -animals underwent gross necropsy in order to observe possiblc
target: organ toxicity., To determine the acute dermal toxicizy,

.. groups of male and female rats were ghaved over the back area,

- ‘the: ‘test material applied to the. skiﬁ, and the test site- occludeé o
Towigh an impervious dressing- for 24 hours, ‘At the end of 24 h@urs,:54

,ijthe dressings vere removed and the test site evaluated for degree
i of skin drritation. During Gcelunion and for 13 days frllawing e

~test material application, the rnbbits were ebsexved for- mortslity

Txf;;~and for - clinical signs of tOﬁiCitYa' On.day 16, “the ‘surviving

. ‘animals underwent grosg necrOpsy in arder to observeipossibla
'; target ergan COxicityo; ; . :
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