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401 M Street., S.W. C;LC:; OO /(Cm5>j3>

Washington, D.C. 20460 f;
Attn: Section 8(e) Coordinator (CAP Agreement) :L
Dear Coordinator:

BECAP- | ]

On behalf of the Regulatee and pursuant to Units II
B.1.b; II C and II D of the
[ ] CAP Agreement, [ ] hereby submits (in
triplicate) the attached information. Submission of the
information in this letter is made voluntarily under a
recently published TSCA §8(e) reporting Q/A, June 1991 TSCA
8(e) Reporting Guide ("Reporting Guide") and is not to be
construed as a waiver of due process rights, or as an
admission of TSCA violation or that Regulatee's activities
with the study compound(s) reasonably support a conclusion
of substantial health or environmental risk.

The "Reporting Guide" creates new TSCA 8(e) reporting
criteria which was not previously announced by EPA in its
1978 St m ion nfor n licy, 43
Fed Reg 11110 (March 16, 1978). The "Reporting Guide"
states criteria which expands upon and conflicts with the

1978 Statement of Interpretatjon. Absent amendment of the
Statement of Interpretation, the informal issuance of the

"Reporting Guide" raises significant due process issues and



clouds the appropriate reporting standard by which regulated
persons can assure TSCA §8(e) campliance.

Regulatee is claiming certain bracketed "[ ]* information
in this submission as Confidentjal Business Information and has
provided substantiation and a redacted copy for the public
file.

For Regulatee,




Attachment 1

Substantiation of Confidential Business Information Claims
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CAP Confidentiality Claim: Submitter ID (including internal codes and
personnel), Mixture Composition, Mixture ID, Use.
(This is a research mixture)

1. Confidential treatment should be afforded for an initial period
of ten years. At that time the submitter will review business needs
and, if warranted, may request reasonable extensions to that time
pericd. Technology represented by the mixture is not easily protected
from competitors by obtaining patents, therefore, the submitter has
maintained these compositions as trade secrets.

A ten year period is requested because the current lifetime of

most [ ] is generally ten years. However, the technology base
of [ ] may exceed ten years. In such cases extensions may be
requested.

2. No.

3. No. Not to our knowledge. The submitter's practice is to

disclose composition identity to outside parties only under terms of a

security agreement or to the government with claims of confidentiality
or trade secrecy.

4. All documents which reveal proprietary chemicals which comprise
the mixture composition are stored in locked, limited access
facilities. These documents are identified as being proprietary,
secret, or confidential. As a condition of employment, employees are
contractually prohibited from disclosing confidential information
outside the company.

5(a) No.

(b) No.

(c) No.

(d) No.
6. [ ] quality is critical to product performance and directly
impacts market share. An estimated 10-20 million dollars is rqulred
to improve manufacturing processes in order to produce [ ] with
improved [ ] manufacture. The entire value of
this improvement can be eliminated by the choice [ ]

Additionally [ ] are now evaluated based on environmental

impact, [ ] uniformity and performance characteristics, and
safety. All of these qualities must be "engineered in" to our

( ] at some substantial investment. An estimated minimum value

of commercializing a [ ] can exceed $50,000.
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Disclosure of [ ] composition would impact the submitter's

competitive position per the following:

If a competitor sees several formulas containing similar
materials he could be reasonably sure that these materials are of
on-going interest to the submitter, and therefore have
competitive value.

Disclosure of the mixture composition (chemical identity of the
components) would disclose the specific [ ] formula or would
make it easy for a competitor to produce the same or a similar
mixture with significantly less R & D investment since the choice
of mixture components would be disclosed.

A competitor could determine a time sequence in testing based on
the dates of the disclosed studies, and determine what research
direction the submitter is following. For example it would be
possible to track progression from one major component [
] to another. Although the use of

. ] is generally known, competitors do
not know which of these materials is considered "better"
and worthy of pursuing commercially.

Knowing that toxicity testing is not cheap, a competitor can
readily assume that any composition tested by the submitter has
some commercial / competitive value.

Although the toxicity test does not identify which [ ] the
{ ] is applied to, a general knowledge of [ ]
requirements in the marketplace would make it easy to determine
the [ ] based on the [ ] components.

Submitter does not agree that chemical identity is "health and

safety data". Without waiving this objection submitter answers
the following:

(a) No.

(b) Yes. This information could be established based on a
precise listing of the components.

(c) Yes. Chemical identity information, internal codes, and
personnel could disclose submitter identity and would enable
our competitors to benefit from our investment in new
technology.

Submitter Identity

Because the submitter is recognized for its [ ] technology,

competitors could search submissions selectively for [

] and, with limited investment and testing required, try

them on their own preoducts.
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Submitter's participation in the CAP is now a matter of public
record.

The tested mixtures are generally similar in that thev are
composed of [

]

It is likely that a competitor skilled in the art of [. ]

production or [ ] will recognize or guess
that, even with generic descriptions of components, the
mixtures end use is that of a [ 1.

Disclosure of submitter ID with generic composition ID will
make it much easier for a competitor to know that the tested
material is, in fact, a [ "] as submitter is
recognized as a leader in [ >] production.

Composition

Revealing specific [ ] would open the door for

our competitors to precisely reproduce formulations which have been
developed at significant expense. Our competitors may well be able to
establish a composition as [ ] solely on the basis of the

nature of its ingredients even without making an association with the
submitter or the use.

Use

Competitors could quickly scan submissions for this applicatioen,
and use this information to develcp a database re. trends in [ ]

technology without incurring R&D and testing costs which have been
borne by the submitter.




Chem/CAS: [ ]

Generic Identity: A fluoroalkyl-substituted urethane with a
modified acrylic resin, an alkylated vegetable oil, a polyether
copolymer and s small amount of an anionic fatty acid soap.
Title: 1Inhalation Approximate Lethal Concentration (ALC)

Date: 6-30-80

99-25
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Matarial Testsd Othec Codes /Synoayas
e ——— None

Study Initiated/Completad
/7780 = 372573%

L INMATIO! nmmurx LETHAL CONCENTRATION (ALC)

Proceduret Groupe of § nh cn-cno Tats, vaighing betveea 230 and 284 graas,
wvare exposed for single &4-hour pariods to off-gases froam All ‘Tats
vers observed during the exposurs and clinical signs wers noted. Yollowing
axposurs, surviving gats wers ratursad in pairs to suspended, stainless stsel,
vira—mash cages and supplied Purina® Rodent Chow and vater ad 1ibitum. All rats
wers weighed and obumd daily (except waekands) for 14 days post exposurs

Canarations uroul a:ucpho:u of Fiaish _ " wars generated by syringe
driving the fiaigh through & Spraying sn:-u sabulizer oato the heated (225°C)
surfacs of an Iastathers® f£lask. Bouseline air svept iato a 20-1
glass exposure chaadber.

- Analytical:t To soalyze test chaaber atmosphers, gravisetric saaples wers

collected a2 1/2 hour intervals. Known volumes of atmosphers wars drawa through
Gelnan glass fider filtars (Type A=K, 47 min). The atscspheric concsatratiocs of
test matarisl was detarmined from weight gaian of the filtar.

Kesults:
Concentration (mg/l) Practional
. Mortality
Maszn : Mean Standard # deaths/
\ Y (Dry Waight Basis) Deviation Range # Ixposed
0.07 0.01 0.003 0.003-0.014 o/¢
0.50 0.07 0.02 0.04-0.12 176
1.43 0.20 0.07 0.04-0,.27 6/6¢
4,92 0.69 0.07 0.61-0.79 6/6¢
s.%50 0.77 0.23 0.25~0.94 6/6

All deaths occurred either during exposure or vithin 24 hours folloving

D> @=1=7 3404 DO
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" Observations

Exposure: Restlessnass r2pid breathing, decreased Teaponss to sound, clear
ocular and nasal ulcha;'n. wvet fur and x.’lddilh esrs ’

Post Exposure: No overt elinical eigns 1a survivors.

Sumary: The acute inhalacion toxicity of up
a’ﬁ rats given single 4-hour exposures. The Approximata Lethal Coneentration
CALC) on a &y veight basis is O.

07 mg/1 which 4s cousidered extremely toxic. The- -
<alculatad AlLC for (with Spproximataly 862 water) 1s 0.5 ng/l whi
1s highly toxic. Adequate ventilation needs to ba avatlable an
hygilene practices

d good industrisl
should be followed when using

this matarial.
-

Report bys

Date Issued: June 30, 1980

~ Date Raissued: July 17, 1980



Triage of 8(e) Submissions |

Date sent to triage: 3\\ 6\0\\1 NON-CAP

Submission number: '3 aOO A TSCA Inventory: Y N @

Study type (circle appropriate):

Group 1 - Dick Clements (1 copy total)
ECO AQUATO
Group 2 - Ernie Falke (1 copy total)

SBTOX SEN w/NEUR

Group 3 - Elizabeth Margosches (1 copy each)
STCX (10) O -EPI RTOX GTOX

STOX/ONCO CTOX/ONCO IMMUNO CYTO  NEUR

Other (FATE, EXPO, MET, etc.):

Notes:

THIS IS THE ORIGINAL 8(e) SUBMISSION; PLEASE REFILE AFTER TRIAGE DATABASE ENTRY

For Contractor Use omy

entire document: {0/ 1 2  pages z,a ,s"'hib

Notes:

Contractor reviewer : M 5 ‘ Date:
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Acute inhalation toxicity is of high concern based on the mortality in rats exposed for 4 hours.
Mortality and corresponding doses (glm3 dry weight, g/m3 with 86% water) were 0/6 (0.01, 0.07),
1/6 (0.07, 0.50) and 6/6 (0.2, 1.43; 0.69, 4.92; 0.77, 5.5). Clinical signs included restlessness,
rapid breathing and decreased response to sound.




