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NOTICE TO ADMINISTRATOR OF SUBSTANTIAL RISKS. Any person
who manufactures, [imports,] processes, or distributes in
commerce a chemical substance or mixture and who obtains
information which reasonably supports the conclusion that
such substance or mixture presents a substantial risk of
injury to health or the environment shall immediately
inform the [EPA] Administrator of such information unless
such person has actual knowledge that the Administrator
has been adequately informed of such information.

-- Section 8(e), Toxic Bubstances Control Act (1976)

Office of Toxic Substances
Office of Pesticides and Toxic Substances
U.S. 'Environmental Protection Agency
Washington, D.C. 20460



Preface

This "reporting guide® has been compiled by EPA's Office of Toxic
Substances (OTS) to assist potential respondents who manufacture,
import, process or distribute chemical substances in complying with
Section 8(e), the substantial risk information reporting provision
of the Toxic Substances Control Act (TSCA).

There are two major objectives for presenting this guide. First,
the guide will make certain information pertaining to Section 8(e)
reporting even more accessible to members of the the regulated
community and others. Second, the guide will provide reference to
.both general.and specific.examples . of.submitted information.as well
as EPA's comments regarding such submissions. The examples are
intended to help persons who are subject to Section 8(e) understand
better the types of information that should be submitted to the
Agency under this very important mandatory hazard/risk information
reporting provision of TSCA.

Most of this TSCA Section 8(e) reporting guide is presented in a
basic question and answer format reflecting primarily the most
common questions asked about Section 8(e) of TSCA. 1In addition,
this reporting guide contains EPA's comments regarding the TSCA
Section 8 (e)-applicability/reportability of a number of toxicologic
"case studies"™ provided by the Chemical Manufacturers Association
(CMA). The guide also contains an index of Section 8(e) "status
reports" reflecting Section 8(e) reporting guidance (Appendix A)
and an index of all status reports prepared to date arranged by
submitted information type (Appendix B).

EPA recommends that this TSCA Section 8(e) reporting guide be used
as a tool in conjunction with EPA's March 16, 1978, Section 8(e)
policy statement ("Statement of Interpretation and Enforcement
Policy; Notification of Substantial Risk™ 43 FR 11110). EPA's TSCA
Section 8(e) policy statement is included as Appendix C at the back
of this reporting guide. Also included is Appendix D which contains
a copy of a February 1, 1991 Federal Register notice that announced
EPA's TSCA Section 8(e) "Compliance Audit Program" (CAP) and copies
of EPA's April 26, 1991 and encoded June 20, 1991 Federal Register
notices announcing certain modifications to the Cap.

This reporting guide is being distributed publicly through the TSca
Assistance Information Service (TSCA Hotline) in the Environmental
Assistance Division (EAD/OTS). Persons wishing to obtain a copy of
the guide should contact the TSCA Hotline. The telephone numbers,
telefax numbers and/or addresses of the TSCA Hotline, other EPA
Offices, and other organizations cited throughout this guide are
presented for the reader's convenience on the next few pages.

7

Charles M. Auer, Director
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Phone: (202) 554-1404
Telefax: (202) 554-5603

Address: TSCA Assistance Information Service
Environmental Assistance Division
Office of Toxic Substances (TS-799)
U.S. Environmental Protection Agency
401 "M" Street, S.W.
Washington, D.C. 20460

8 ectio cumen oce ante

Address: Document Processing Center (TS-790)
(Attn: Section 8(e) Coordinator)
Office of Toxic Substances
U.S. Environmental Protection Agency
401 "MY Street, S.W.
Washington, D.C. 20460

"For Your Informatjion" (FYI) Document Processing Center

Address: Document Processing Center (TS-790)
(Attn: FYI Coordinator)
Office of Toxic Substances
U.S. Environmental Protection Agency
401 "M" Street, S.W.
Washington, D.C. 20460

ec ont
Name: Michel Stewart
Phone: (202) 382-3532

(202) 260-1532 (after 8/24/91)
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8CA C 8

Address:

Phone:

Confidential Data Branch

Information Management Division
Office of Toxic Substances

U.S. Environmental Protection Agency
401 "M" Street, S.W.

Washington, D.C. 20460

(202) 475-7425
~(202) 260-0425 (after 8724/91)

TSCA Section 8(e) Coordinator

Name:

Phone:

FYI Coordinator

Name:

Phone:

pavid Williams

(202) 382-3468
(202) 260-3468 (after 8/24/91)

Jacqueline Favilla

(202) 475-8823
(202) 260-8823 (after 8/24/91)

Public Docket/Office of Toxic Substances

Address:

Hours of Operation:

OTS Public Docket

Room G-004, NorthEast Mall

U.S. Environmental Protection Agency
401 "M" Street S.W.

Washington, D.C. 20460

8-12 and 1-4 Monday through Friday
(Closed on Federal Holidays)



eedom © ormat

Address:

Office o ompliance Mo

Address:

Phone:

Freedom of Information Office (A-101)
U.S. Environmental Protection Agency
401 "M" Street, S.W.

Washington, D.C. 20460

Office of Compliance Monitoring (EN-342)
U.S. Environmental Protection Agency
401 "M" Street, S.W.

Washington, D.C. 20460

(202) 382-3807
(202) 260-3807 (after 8/24/91)

Office of General Counsel

Address:

Phone:

Office of Enforcement

Address:

Phone:

Pesticides and Toxic Substances Division
Office of General Counsel (LE-132-P)
U.S. Environmental Protection Agency

401 "M" Street, S.W.

Washington, D.C. 20460

(202) 382-7505
(202) 260-7505 (after 8/24/91)

Pesticides and Toxics Enforcement Division
Office of Enforcement (LE-134-P)

U.S. Environmental Protection Agency

401 "M" Street, S.W.

Washington, D.C. 20460

(202) 475-8690
(202) 260-8690 (after 8/24/91)
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National Response Center

Toll-Free: (800) 424-8802

Local:

(202) 426-2675

P egion 4-Ho o
Region 1 (617) 223-7265 Region 6
Region 2 (201) 548-8730 Region 7
Region 3 (215) 597-9898 Region 8
Region 4 (404) 347-4062 Region 9
Region 5 (312) 353-2318 Region 10
National Technical ormat e c

Address: National Technical Information

U.S. Department of Commerce
5285 Port Royal Road
Springfield, Virginia 22161

Phone: (703) 487-4600
National Library of Medicine (NLM)

Address: National Library of Medicine
U.S. Department of Health and Human Services

Phone:

8600 Rockville Pike
Bethesda, Maryland 20894

(301) 496-6193

(214) 655-2222
(913) 236-3778
(303) 293-1788
(415) 744-2000

(206) 442-1263

Service (NTIS)



Chemical Information Systems, Inc. (CIS)

Address: Chemical Information Systems, Inc.
7215 York Road
Baltimore, Maryland 21212

Phone: (800) CIS-USER (Toll-Free)

(301) 321-8440 (Local)

vi



Contents

Pr‘f‘c. ® ® ® 6 5 0 06 60 0 0 50 0 9 0 0 8 860 5 0S8 S OO S0 0L OL LT RSN LSS e e

Important Addresses and Telephone Numbers ...............

Reporting Under Bection 8(e) Of TBCA ......cccoccececososacecs
What is the Statutory Language of TSCA Section 8(e)? ....
Why is Section 8(e) Reporting Important? ........ccce000
How was EPA's Section 8(e) Policy Statement Developed? ..
What is "Substantial Risk" Information? .........ccccc...
Who is Subject to Section 8(e) Reporting? .....ccccecee.e
What Chemicals are Subject to Section 8(e) Reporting? ...
What does the Term "Obtains Information" Mean? ..........
wWhat are the Sources Of 8 (e)-Reportable Information? ....
What Information is Not Reportable Under Section 8(e)? ..
How does 8(e) Relate to Section 4, 5 & 8(d) Reporting? ..
Does a "For Your Information" Notice Satisfy 8(e)? ......
Does Reporting to Another Agency Satisfy 8(e)? ...cccc.e
When Must Section 8(e) Information be Reported to EPA? ..
Where Must Section 8(e) Information be Reported? ........
How Must Section 8(e) Information be Reported? ..........
How can Confidential Data be Claimed/Sent Under 8(e)? ...
How does EPA Track/Identify Section 8(e) Notices? .......
How does OTS Review/Use Section 8(e) Information? .......
‘Do Status Reports Represent EPA's Bottom~Line on Risk? ..

Has EPA Issued Other Section 8(e) Reporting Guidance? ...

vii

i

ii

8
10
10
11
11
12

13

14
15
19

20



Reporting Under Section 8(e) of TBCA (Continued)

How can the Public Obtain Section 8(e) Submissions? .....

Is there a Section 8(e) Enforcement Response Policy? ....

Has EPA Taken Formal Section 8(e) Enforcement Actions? ..

Does 8(e) Implementation Encourage Pollution Prevention?

cas. studi.. .00t.oo.l'oooo.-o"ooo....oob..-o.olooooooo.o-cn.o.

A. Numerical Reporting Guidance for Lethality Information ..

B. Acute Tests with Non-Lethal Neurobehavioral Findings ....

C. Skin/Eye Irritation and Skin Sensitization Tests ........

D. Subchronic ToXiCity cccceeeeeceerescccescsasscacccssansnas

APPENDIX A

Index of 8(e) 8S8tatus Reports Containing Policy/Guidance ......

I. Toxicological/Exposure Findings .......cccccevevcesccaces

A.

B.

c.

D.

E.

F.

G.

H.

I.

Acute Toxicity (animal) ...ceceeeececcceccecsoancccaans
Acute Toxicity (hUmMAn) ...cceceesscrccrsccosncncaccos
Subacute Toxicity (animal) ...ceieeerecceecoccceonns
Immunotoxicity (animal) .eeeeeeecceeccecnvnccncescens
Neurotoxicity (animal) .....ccceeeeeecccceccocnonneas
Neurotoxicity (human) ......ccceeeeecccecoccseconses
Oncogenicity (animal) ...ceeevecrecceccenconananases
oncogenicity (human) .....cciceeeeeeeeececoccscsnnas
Reproductive/Developmental Toxicity (animal) .......
Reproductive/Developmental Toxicity (human) ........
GenotoxXicity (in Vitro) .ceeeeeeceeeeeeceenconnnecses
Genotoxicity (in VAVO) tciiieieeeeeenencnncencnnecens

viii

24
25

27

29
29
31
34

36

39
39
39
39
40
40
40
40
40
41
41
41
41

42



I. Toxicological/Exposure Findings (Continued)
M. Aquatic Toxicity/Bioconcentration .........ccccenee. 42
N. Emergency Incidents of Environmental Contamination . 42

0. General (NonEmergency) Environmental Contamination . 42

II. General Section 8(e) Reporting Issues .........ccco00c00. 42
A. Intracorporate Reporting Procedures ........oceccees 42
B. Subject PErSONS ...ccccecesesscccccccsscscccssscnsess 43
c. Subject Chemicals ...ccecesecececscccccccccscsnsaces 43
D. Research & Development Chemicals ......ccccc0c0c000e.. 43
E. Drug EXport .....ccccecceccccccccsssscsanscsssssssess 43
F. Pesticide EXPOrt ..c.icececsccssvscscssocssnsccssecsaes 43
G. Previous Manufacture/Import/Process/Distribution ... 44
H. Obtaining Information ....ccceeeveccerccccsescccecoss 44
I. Pre-1977 INformation ....ccceeeeecececcccccsncccccses 44
J. Actual Knowledge by EPA ....ccccetecccccscncccsnccs. 44
K. Published Scientific Literature ..........cccc0c0... 45
L. Information Obtained from Other Fedefal Agencies ... 45
M. Information Corroborating Well-Established Effects . 45
N. Relationship to Other TSCA Reporting Requirements .. 45
o. Relationship to Other EPA Administered Authorities . 46
P. Relationship to Non-EPA Administered Authorities ... 46

Q. Section 8(e) Reporting Procedures ........cceeeeeee. 47

APPENDIX B

Index of All Bection 8(e) SBtatus Reports
Arranged by S8ubmitted Information Type .........cc0cev... 49

ix



APP I

TSCA Section 8(e) Policy Btatement ...........cccccveecnn 91
(March 16, 1978; 43 FR 11110)

Technical Amendment Citation ........cecceeevececececs 98
(May 29, 1987; 52 FR 20083)

APPENDIX D
" TS8CA Section 8(e) Compliance Audit Program Notice ....... 99
(February 1, 1991; 56 FR 4128)
Compliance Audit Program Modifications ............ 104
(April 26, 1991; 56 FR 19514)
Compliance Audit Program Modifications ............ 107
(encoded version June 20, 1991; 56 FR Part 1IV)
APPE X
Support Information for Confidentiality Claims ....... eee 111



PORTING UNDER SE O OF A

WHAT I8 TATUTORY LANGUAGE O 8CA SECTION B

Section 8(e) of the Toxic Substances Control Act (TSCA) states that
"any person who manufactures ([including imports], processes, or
distributes in commerce a chemical substance or mixture and who
obtains information which reasonably supports the conclusion that
such substance or mixture presents a substantial risk of injury to

health or the environment shall immediately inform the [EPA]

Administrator of such information unless such person has actual
knowledge that the Administrator has been adequately informed of
such information." [90 Stat. 2029, 15 U.S.C. 2607 (e)]

WHY I8 SECTION 8 (E) REPORTING IMPORTANT?

In general, EPA considers Section 8(e) of TSCA to be a critically
important information gathering tool that serves as an "“early
warning” mechanism for keeping the Agency and others apprised of
new-found serious chemical hazards and/or exposures; Section 8(e)
data are extremely valuable input for the hazard identification and
risk assessment activities within and outside EPA.

HOW WAS EPA'S BECTION 8 (B LICY STATEMENT DEVELOPED?

The Section 8(e) information reporting requirement took effect on
January 1, 1977, the effective date of TSCA. Although Section 8(e)
contains self-implementing reporting requirements, EPA sought
public comment and input in order to make more informed decisions
regarding implementation of Section 8(e). Following receipt and
consideration of numerous public comments on a September 9, 1977
proposed policy statement, EPA published its March 16, 1978 final
Section 8(e) policy statement ("Statement of Interpretation and
Enforcement Policy; Notification of Substantial Risk" 43 FEDERAL
REGISTER 11110). The 1978 policy statement clarifies the types of
information that are required for submission under Section 8(e),
and describes the procedures for reporting such information to EPA.
A minor technical amendment to EPA's 1978 TSCA Section 8(e) policy
statement involved a change in the address to which Section 8(e)
notices are to be sent (52 FEDERAL REGISTER 20083; May 29, 1987).
For easy referral when using this reporting guide, the Agency's

Section 8(e) policy statement has been reproduced as Appendix C at
the back of the guide.



WHAT “SUBSTANTIAL RISK" ORMATIO

The term "substantial risk" information refers to that information
which reasonably supports a conclusion that the subject chemical or
mixture presents a substantial risk of injury to health or the
environment ; however, such information need not and most typically
does not establish conclusively that a substantial risk exists.

In deciding whether information is "substantial risk" information,
one must consider 1) the seriousness of the adverse effect, and 2)
the fact or probability of the effect's occurrence. In determining
TSCA Section 8(e)-applicability/reportability, these two criteria
..should.be.weighted. differently..depending.upon.the.seriousness. of
the effect or the extent of the exposure, i.e., the more serious
the effect, the less heavily one should weigh actual or potential
exposure, and vice versa. For example, in cases where serious
effects such as birth defects or cancer (as evidenced by benign
and/or malignant tumors) are observed, the mere fact that the
implicated chemical is in commerce (including chemicals at the
research and development stage) constitutes sufficient evidence of
exposure to submit the new-found toxicity data.

EPA has also received numerous Section 8(e) submissions alerting
the Agency that chemical substances already known to be capable of
causing serious health and/or environmental effects were detected
in significant amounts in environmental media (e.g., soil, surface
waters, groundwater, air (including workplace air)) or in products
not known previously by the Agency to contain such chemicals. 1In
such cases, the discovery of previously unknown and significant
human and/or environmental exposure, when combined with knowledge
that the subject chemical is already recognized or suspected as
being capable of causing serious adverse health effects (e.gq.,
cancer, birth defects, neurotoxicity) or serious environmental
effects (e.g., non-trivial aquatic species toxicity), can provide
a sufficient basis to report the new-found exposure data to EPA
under Section 8(e) of TSCA.

The decision-making process for Section 8(e)-reportability should
focus primarily on whether the toxicity or exposure information
offers reasonable support for a conclusion of substantial risk
under the criteria described above, but should mot focus at all on
whether the information is conclusive regarding the risk. A

! wsubstantial risk" information must be reported to EPA

unless the subject person has actual knowledge that the Agency
has been adequately informed of such information. A detailed
discussion of the types of information about which EPA considers
itself to be adequately informed is presented on Page 8 of this
reporting guide under NFORMATION (o] PORTABL

SECTION 8(E)?



decision to report information to the Agency under Section 8(e)
should not involve exhaustive health and/or environmental risk
assessments of the subject chemical(s). Further, determining
reasonable support for a conclusion of substantial risk should not
include any evaluation of either the economic or social benefits of
the use(s) of the subject chemical substance(s). Finally, deter-
mining whether reasonable support exists for "substantial risk" is
not synonymous with the determination of an "unreasonable risk" as
that term is used elsewhere in TSCA.

For the purposes of Section 8(e), the term "person" includes the
following: any natural person, corporation, firm, company, sole-
proprietorship, joint-venture, partnership, association, or any
other business entity, any State or political subdivision of a
State, any municipality, any interstate body, and any department or
agency of the Federal Government.

Such "persons" are subject to TSCA Section 8(e) only to the extent
they are engaged in commercial activities involving manufacture,
importation, processing or distribution of chemical substances or
mixtures under the jurisdiction of TSCA and therefore covered by
Section 8(e) of TSCA. While it is clear that entities such as
labor unions, trade associations, contract testing laboratories and
agencies of the Federal Government are “persons"™ covered by TSCA
Section 8(e), the mandatory obligation to report substantial risk
information is incurred only to the extent that the entity is
engaged commercially in manufacturing, importing, processing or
distribution of the chemical substance or mixture about which
substantial risk information is obtained; however, these particular
entities are not typically involved in such commercial activities.

Under Section 8(e), there are no exemptions for small businesses,
small production or importation volumes, or commercial activities
such as manufacture for export only or research and developnent.
However, Section 8(e) does not require a subject person to submit
information about a chemical substance or mixture that the person
does not manufacture, import, process or distribute commercially.
Further, a person who obtains substantial risk information about a
chemical or mixture that the person did at one time, but does not
any longer, manufacture, import, process or distribute in commerce,
is not required to submit the information under Section 8(e).

Despite these limitations in coverage, EPA has received numerous
Section 8(e) submissions from respondents who obtained otherwise
reportable Section 8(e) information but for some technical reason
did not have any statutory obligation to submit the information to
EPA pursuant to Section 8(e). EPA believes that such submissions
are of significant benefit, in many cases, to others who currently
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handle the subject chemical(s) and who can take actions that are
designed generally or specifically to reduce or eliminate health or
environmental hazards/risks. A formal TSCA Section 8(e) or "For
Your Information" (FYI) notice under these circumstances is a clear
demonstration of the respondent's stewardship. EPA encourages and
welcomes these technically voluntary submissions either pursuant to
Section 8(e) or on an FYI basis.

In implementing Section 8(e) of TSCA, EPA strives to ensure that
pertinent information is reviewed promptly, and given appropriate
consideration, by subject persons for submission to EPA, while at
the same time minimizing duplicative or ill-considered notices.
‘'The Agency believes these objectives are served best by allowing
commercial establishments to assume the exclusive responsibility to
submit substantial risk information that is obtained by individual
employees and officials. Accordingly, EPA's Section 8(e) policy
statement explains that individual officers/employees are viewved as
having discharged their individual Section 8(e) responsibilities
once they notify a designated supervisor or official in full about
pertinent information, provided that the employing entity has an
established, internally publicized and affirmatively implemented
procedure governing such notices. The Agency's Section 8(e) policy
statement specifies that such procedures, at a minimum, must:

(1) specify the information that must be reported:;

(2) indicate how the reports are to be prepared and submitted
internally;

(3) note the Federal civil and criminal penalties for failure to
report substantial risk information; and

(4) provide a mechanism for the timely notification of officers
and employees who submitted reports about the disposition of
those reports. Such notification should inform the reporting
employee/officer as to whether or not the information was
submitted to EPA, and if not, inform the employee or officer
of their protected right (under Section 23 of TSCA) to report
the information directly to EPA.

The Agency believes that the above procedures serve to ensure
prompt and appropriate processing and consideration of pertinent
information by persons subject to Section 8(e) of TSCA. It is
important to note, however, that despite the establishment of such
procedures, those employees and officers who are responsible for
actual management of the organizations's Section 8(e) reporting
obligations retain personal civil and/or criminal liability for
ensuring that substantial risk information is submitted to the
Agency. In the absence of such established internal procedures,
all employees and officers retain their individual responsibilities

and liabilities for ensuring that substantial risk information is
reported to EPA.



Chemicals not under TSCA jurisdiction and therefore not covered by
Section 8(e) are discussed in Section 3 of TSCA and include:

(1) pesticides (as defined in the Federal Insecticide, Fungicide
and Rodenticide Act (FIFRA)) when manufactured, processed, or
distributed in commerce for use as a pesticide;

(2) tobacco and tobacco products;

(3) source materials, special nuclear materials and byproducts (as
- +defined -imr-the- 1954 Atomic™Energy Act (AEA) -and-regulations
issued under the AEA);

(4) foods, food additives, drugs, cosmetics, and devices (as
defined in the Federal Food, Drug and Cosmetic Act (FFDCA))
when manufactured, processed or distributed in commerce as a
food, food additive, drug, cosmetic or device.

Except for those chemicals specifically excluded by definition from
TSCA jurisdiction, Section 8(e) of TSCA pertains to all chemical
substances and mixtures including but not limited to the following:
(1) research and development (R&D) chemicals (including those
intended for use as pesticides prior to application for an
Experimental Use Permit (EUP) or a registration under FIFRA);
(2) laboratory reagents;
(3) low volume chemicals;
(4) polymers:;
(5) chemicals that are manufactured solely for export:;
(6) intermediates (including non-isolated intermediates
as well as pesticide intermediates);
(7) catalysts;
(8) byproducts:;
(9) impurities;
(10) TSCA-covered microorganisms and products therefrom.
§pecifica11y with regard to "pesticides,™ a chemical substance that
is mgngfactured, processed or distributed in commerce golely as a
pesticide is excluded by Section 3 of TSCA from TSCA regulation.
However, a chemical substance which is in the process of research
and development (R&D) as a pesticide is subject to TSCA until] such
time as the manufacturer or importer demonstrates the intent to
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produce a pesticide by submitting to the Agency an application for
an “Experimental Use Permit" (EUP) or registration under FIFRA.
For further information about this TSCA/FIFRA jurisdictional issue,
the reader is directed to EPA's initial TSCA Chemical Substance
Inventory reporting regulation (43 FR 64585; December 23, 1977;
Appendix A Comment 37, 38 and 39) and the 1986 amendments to the
TSCA Section 5 "Premanufacture Notification Rule"™ (51 FR 15098;
April 22, 1986). Prior to the FIFRA EUP or registration stage,
such R&D materials are chemical substances under the jurisdiction
of TSCA including Section 8(e).

It is important to note also that while some rules promulgated by
.EPA _under..other. sections.of. TSCA, . or.under .other.authorities.which
are administered by EPA, may exempt certain chemical substances
and/or mixtures or certain types of commercial activities, such
exemptions typically apply only to the rule issued by the Agency
and not to TSCA in general or Section 8(e) of TSCA specifically.

WHAT E8 TE "OBTAINS INFORMATION" AN

Section 8(e) pertains to information that a person possesses or
about which the person knows. The Section 8(e) policy statement
explains that an establishment obtains information at the time any
officer or employee who is capable of appreciating the significance
of the information obtains that information. "Known" information
includes that information about which a prudent person of similar
training, job function, etc., could be reasonably expected to know.
Although Section 8(e) of TSCA does not compel subject persons to
actively search for reportable information or to undertake extra-
ordinary efforts to retrieve reportable information, negligence or
the intentional avoidance of information does not absolve a person
of his/her individual Section 8(e) reporting obligations. TSCA
Section 8(e)-reportable information that is "obtained" by a company
includes:

a) information obtained before January 1, 1977
and reviewed after January 1, 1977, but prior
to March 16, 1978 (the publication date of
EPA's TSCA Section 8(e) policy statement):;

b) information obtained for the first time after
January 1, 1977 but before March 16, 1978; or

c) information obtained by the company for the
first time after March 16, 1978.

NOTE: For information regarding the specific time frames
for reporting such "obtained"™ information, the reader's

attention is directed to WHEN MUST TSCA SECTION 8(E)
ORMATION BE REPORTED PA? on Page 11 of this guide.



‘

With regard to a), b) and c) on the preceding page, Section 8(e)-
reportable information includes not only written reports, memoranda
and other such documents examined after January 1, 1977, but also
information referred to in formal or informal discussions and con-
ferences in which a company participated after January 1, 1977.

Specifically with regard to a public scientific conference/meeting '
visually or verbally obtained information from such a meeting js
subject to Section 8(e) reporting unless the obtained information
is captured accurately/adequately in a meeting transcrlpt abstract
or other such written record or document that is to be formally
released to the public within a reasonable time frame. Information
.obtained .from.a.private .conference -or--meeting, -however, .should be
considered for reporting under Section 8(e) within 15 working days.

WHAT S8OURCES OF SECTION E) =-REPORTABLE INFORMATION

TSCA Section 8(e)-reportable information can come from a variety of
sources including, but not limited to draft, interim or final
written reports (including study reports, letters, telegrams, telex
reports) or verbal reports (received at meetings or by phone) that
involve observations (including preliminary observations) from, for
example, controlled or uncontrolled:

(1) human or animal studies/events (including but not limited to
studies/events that involve high dose levels or non-routine
routes of exposure); or

(2) environmental events/studies (including but not limited to
aquatic toxicity studies, bioaccumulation studies, chemical
monitoring studies (supplemented if need be by information
derived from computer modeling studies based on actual or
reasonably anticipated chemical exposures and exposure-related
parameters)). It is important to note, however, that modeling
studies, including those based solely on theoretical exposure
data (e.g., "worst-case™ scenarios), are pot considered by EPA
to be sufficient in and of themselves to meet the Section 8(e)
reporting requirements. Further, environmental or health risk
assessments (including those using computer modeling) based on
either 1) theoretical exposure data, or 2) actual exposure
data submitted on a mandatory basis under an EPA-administered
statute typically need pot be reported under Section 8(e).

The evidence that offers reasonable support for a conclusion of
substantial risk need not be complete nor definitive but should
provide a plausible link between 1) an observed serious effect and
one or few chemicals (e.g., in a discrete process/operation), or 2)
a specific product/act1v1ty and a previously unrecognized exposure
to a chemical that is known or reasonably anticipated to cause
serious adverse health or environmental effects.
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EPA's March 16, 1978 Section 8(e) policy statement ("Statement of
Interpretation and Enforcement Policy; Notification of Substantial
Risk" 43 FR 11110) also requires immediate reporting of "Emergency
Incidents of Environmental Contamination®™ (EIEC). An EIEC is an
environmental contamination (accidental or intentional in nature)
involving a chemical known to be a serious human or environmental
toxicant and which because of the extent, pattern and amount of the
contamination (1) seriously threatens humans with cancer, birth
defects, mutation, death or serious or prolonged incapacitation
(e.g., neurotoxicologic effects, serious reproductive system
effects), or (2) seriously threatens non-human organisms with
large-scale or ecologically significant population destruction.

WHAT () (o) RTAB R_BE (o)

There are several kinds of information about which the Agency
considers itself to be adequately informed already for the purposes
of Section 8(e) of TSCA. For example, information that otherwise
meets the criteria for Section 8(e) reporting need not be submitted
if the information meets one or more of the following criteria:

(1) is contained in an EPA study or report.
(2) is published in the open scientific literature.

(3) has been submitted already to EPA under another mandatory
reporting provision of 1) TSCA, or 2) some other authority
that is administered by EPA.

(4) is contained in a formal publication/report or a formal
statement made available to the general public by another
Federal agency.

(5) is corroborative (in terms of, for example, route of exposure,
dose, species, time to onset, severity, species, strain, etc.)
of a well-establjshed adverse effect.

It is important to note, however, that information that newly
identifies a serious toxic effect at a lower dose level for
example, or confirms a serious effect that was previously only
suspected, is pot considered by EPA to be corroborative and
should be reported under Section 8(e) of TSCA.

(6) is information for which the EPA Administrator has waived
compliance with TSCA in general or Section 8(e) specifically
upon a request and determination of the President of the
United States that such a waiver is required in the interest
of the national defense; Section 22 of TSCA outlines the
procedures by which such waivers are to be requested/issued.



With regard to item (2) on the preceding page, EPA believes that
for the purposes of Section 8(e) reporting, a subject person need
not report information that is obtained from well-established/well-
recognized scientific journals, such as those typically abstracted
in a) major computerized abstract data bases, or 2) publications
such as Current Contents published by the Institute for Scientific
Information (ISI), Inc. (Philadelphia, Pennsylvania). Similarly,
information that is obtained from pajor U.S. news publications
(e.g., newspapers or news magazines with national circulation) or
nationally broadcast U.S. radio and/or television news reports
typically need not be submitted to EPA under Section 8(e) of TSCA.
However, with regard to information obtained from lesser known
- ~scientific- journails,-or-from-other-magazines,-newspapers,-radio-or
television reports, a subject person must have actual knowledge
that EPA has been adequately informed about such information.

Specifically with regard to item (3) on the preceding page, it is
clear that information submitted or otherwise formally reported
(within 15 working days of obtaining the information) pursuant to
a mandatory reporting requirement of a statute administered by EPA
need not be submitted duplicatively under Section 8(e) of TSCA.
Part VII(b) of EPA's March 16, 1978 Section 8(e) policy statement
is illustrative in that it provides a list of only a few such EPA-

administered statutes. The following is a more current list of the
statutes administered by EPA.

Toxic Substances Control Act (TS8CA)
Federal Insecticide, Fungicide and Rodenticide Act (FIFRA)
Clean Air Act (CAA)
Clean Water Act (CWA)
Safe Drinking Water Act (8DWA)
Federal Water Pollution Control Act (FPWPCA)
Marine Protection, Research and Sanctuaries Act (MPRSA)
Resource Conservation and Recovery Act (RCRA)
RCRA Hazardous and Solid Waste Amendments (HSWA)

Comprehensive Environmental Response,
Compensation and Liability Act (CERCLA; SUPERFUND)

Superfund Amendments Reauthorization Act (SARA)



Specifically with regard to item (4) on Page 8, it cannot be
automatically assumed that the Agency has been adequately informed
about information in a report or study by another Federal or other
governmental agency if the report or study has not been formally
published or otherwise released to the general public. Therefore,
if a person obtains (i.e., possesses or knows of), for example,
certain unpublished Section 8(e)-reportable information from a
study that is conducted by or for an agency of the U.S. Government
(other than EPA), that person must consider the need to immediately
submit those findings under Section 8(e). Since 1977, EPA has
received a number of Section 8(e) notices filed by companies who
had obtained unpublished results of studies conducted by or for
..other.Federal or -other-governmental-agencies. - In-most-cases, -such
submissions are limited to 1-2 pages and the Agency immediately
establishes direct contact with the responsible agency to minimize
or eliminate the company's Section 8(e) reporting burden.

oW ES E TE _TO TSCA SECTIONS & 8 PORTING

The TSCA Section 8(e) reporting requirement applies to "substantial
risk" information obtained during any study conducted under TSCA
Sections 4 or 5, or any study "listed" under TSCA Section 8(d) as
being underway unless such information is otherwise required to be
reported immediately to EPA under 1) Sections 4, 5 or 8(d) of TSCA,
2) some other section of TSCA, or 3) some other authority that is
administered by EPA. To date, the Agency has received numerous
TSCA Section 8(e) notices concerning the interim results of studies
conducted pursuant to Sections 4 or 5 of TSCA, or listed under
Section 8(d) of TSCA. The Section 8(e) reporting that took place
in these instances typically occurred because the obligation to
report under Section 8(e) was incurred before reporting of the
study findings was required under Sections 4, 5 or 8(d) of TSCA.
If other required reporting occurs before or coincidental with
incurring a Section 8(e) reporting obligation, that information
does not need to be reported also under Section 8(e) of TSCA. This
exemption does not change substantially the Section 8(e) reporting
obligation; it is designed merely to avoid duplicative notices
except in cases where timeliness considerations become paramount.

E8 A *“FOR YOUR INFORMATION'" SUBMISSION SATISFY 8(E UIREMENTS?

Section 8(e)-reportable information submitted to EPA on a "For Your
Information" (FYI) basis does pot satisfy the requirements for the
submission of information under Section 8(e). TSCA Section 8(e)
information must be reported to EPA in full accordance with the
procedures outlined in Part IX of the Agency's March 16, 1978
Section 8(e) policy statement ("Statement of Interpretatlon and
Enforcement Policy; Notification of Substantial Risk"™ 43 FR 11110)
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and its technical amendment (52 FR 20083). The TSCA Section 8(e)
policy statement/technical amendment appear at the back of this
reporting guide as Appendix C. In addition, the reader's attention
is directed to WHERE XUST SECTION 8(E) INFORMATION BE REPORTED? and

HOW MUST SECTION 8 (E) INFORMATION BE REPORTED? found on Page 12 and
Page 13 of this reporting guide, respectively. Finally, it should

be noted that EPA's Office of Compliance Monitoring (OCM/OPTS) has
issued a number of "Notices of Non-Compliance™ to companies that
have submitted TSCA Section 8 (e)-reportable information in a timely
manner but simply on an FYI basis and not under Section 8(e). For
further information with regard to EPA's enforcement activities
relating to TSCA Section 8(e), the reader s attentlon is d1rected
-also ~to~ .l - : =

which can be found on Page 27 of this reportlng guide.

ES8 REPORTING (0] ENCY SAT CTION MENTS

Mandatory or other reporting of information to another agency does
not satisfy a company's obligation to immediately inform EPA under
Section 8(e) of TSCA. EPA's TSCA Section 8(e) policy statement
(¥Statement of Interpretation and Enforcement Policy; Notification
of Substantial Risk" 43 FR 11110), which appears as Appendix C at
the back of this guide, explains clearly that "substantial risk

information must be reported to EPA." (emphasis added)
WHEN 8 ECTIO NFORMATIO RTED

A person is considered to have discharged the TSCA Section 8(e)
reporting obligation if the information is received at EPA
Headquarters in writing within 15 working days after the person
obtained the information. Relevant or significant supplemental
data obtained after an initial Section 8(e) submission should also
be reported in writing to EPA immediately (i.e., within 15 working
days). The reader's attention is directed to WHAT DOES THE TERM

YOBTAINS INFORMATION"™ NMEAN? found on Page 6 of this reporting
guide.

For an "Emergency Incident of Environmental Contamination®™ (EIEC),
a telephone call to the appropriate EPA Regional Office must be
placed immediately (1 e., as soon as reasonably possible); these
phone numbers are given in the next section of this gquide. A
written follow-up report must also sent to EPA Headquarters within
15 working days of the date on which the telephone report was made.

Specifically with regard to 1) Section 8(e) -reportable information
obtained before January 1, 1977 and reviewed after January 1, 1977,
but prior to March 16, 1978 (the publication date of EPA's TSCA
Section 8(e) policy statement), or 2) Section 8(e)-reportable
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information obtained for the first time after January 1, 1977 but
before March 16, 1978, such information should have been submitted
already to EPA on or before the 60th day following March 16, 1978.

TSCA Section 8(e)-reportable information (including pre-1977
information) that is (was) obtained by a company for the first time
following March 16, 1978 should be submitted (or should have been
submitted already) to EPA within 15 working days of the date on
which the information is (was) obtained by the company for the
first time after March 16, 1978.

WHERE 8 ECTION 8 NFORMATION RTED

As explained in a technical amendment (52 FR 20083; May 29, 1987)
to EPA's Section 8(e) policy statement, Section 8(e) submissions
(including written follow-up reports for "Emergency Incidents of
Environmental Contamination" (EIEC)) must be transmitted to EPA at
the following address:

Document Processing Center (TS-790)
(Attn: Section 8(e) Coordinator)
Office of Toxic Substances

U.S. Environmental Protection Agency
401 "M" Street, S.W.

Washington, D.C. 20460

The initial phone report for an EIEC should be placed immediately
(i.e., as soon as is reasonably possible) to the EPA Regional
Office in whose jurisdiction the EIEC occurred or was discovered;
the current 24-hour phone numbers for EPA's 10 Regional Offices are
as follows.

Region 1 (617) 223-7265 Region 6 (214) 655-2222
Region 2 (201) 548-8730 Region 7 (913) 236-3778
Region 3 (215) 597-9898 Region 8  (303) 293-1788
Region 4 (404) 347-4062 Region 9 (415) 744-2000
Region S (312) 353-2318 Region 10 (206) 442-1263

In the event that a respondent cannot reach the EPA Regional Office
in whose jurisdiction the EIEC occurred or was discovered, the
respondent should immediately call the National Response Center at
(800)-424-8802 or 202-426-2675 and provide all known information
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requested by the officer on duty. Under these circumstances, the
respondent will be considered to have satisfied the initial phase
of the Section 8(e) reporting obligation; a written "follow-up"
report regarding the EIEC, however, must still be submitted to EPA
Headquarters within 15 working days of the EIEC phone report.

Persons wishing to submit data to EPA's Office of Toxic Substances
simply on a "For Your Information" (FYI) basis and not pursuant to
Section 8(e) of TSCA should send the information to:

Document Processing Center (TS-790)
~{Attn: ~FYI-Coordinator)

Office of Toxic Substances

U.S. Environmental Protection Agency
401 "M" Street, S.W.

Washington, D.C. 20460

Persons submitting information to EPA on an FYI basis should be
aware that the Agency's processing of documents received under
mandatory reporting provisions of TSCA always takes precedence over
those submitted simply as FYI. The reader should also be aware
that the submission of data to the Agency on an FYI basis does not
satisfy a TSCA Section 8(e) reporting obligation. For further
information on this particular subject, the reader's attention is
directed to ES A FOR YOUR INFORMATION SUBMISSION SATISFY CTION
8 (E) REQUIREMENTS8? found on Page 10 of this reporting guide.

HOW MUST BECTION 8 (E) INFORMATION BE PORTED

Section 8(e) submissions must be transmitted to EPA in a manner
that permits the Agency to verify receipt of the submission (e.g.,
certified or registered mail). In addition, the submission must
state clearly that it is being provided under Section 8(e) of TSCA.
Further, the submission must contain the name, title and telephone
number of the person sending the information, the name and address
of the establishment with which the reporting person is affiliated,
the name(s) (including Chemical Abstract Service (CAS) Registry
Number(s), if known) of the subject chemical(s), and a summary
describing the nature of adverse effects or expdsure being reported
together with the source of any supporting technical data.

For an "Emergency Incident of Environmental Contamination" (EIEC),
the initial telephone report must provide the time and location of
the incident and as much of the above information as is known at
the time. A written EIEC follow-up report to EPA Headquarters must
contain the same types of information that are required in a non-
EIEC initial Section 8(e) submission.
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HOW_CAN E A CLATME B ER CTION

In claiming any submitted information to be "Confidential Business
Information® (CBI) under TSCA, respondents should be aware that all
of the information reported under specific TSCA requirements (e.gq.,
Section 8(e)) or in support of TSCA is subject to 1) provisions of
Section 14 of TSCA, and 2) EPA's regulations on confidentiality of
business information (40 CFR Part 2). Any person who submits CBI
to EPA under Section 8(e) should be aware that two copies must be
provided. The first copy should be complete, with all CBI marked
carefully and clearly by boxing, circling or underlining; all of
the pages containing CBI should be stamped "CONFIDENTIAL". The
_other.copy.should have.all .of the confidential.information.excised;
this "sanitized" version is required for EPA's public files. Any
person who submits CBI to EPA under Section 8(e) of TSCA should
also be aware that the Agency does request a detailed written
substantiation for all TSCA CBI claims. (A copy of a two-page
document entitled "Support Information for Confidentiality Clajims"
is included as Appendix E to this reporting guide.) Finally, a
person who submits TSCA CBI to EPA under Section 8(e) should also
be aware that the Agency is under no formal obligation to review,
and typically does not review, company-sanitized documents for
errors made in sanitizing those documents.

ow c NCO. O 8

A Document Control Number is used by EPA to identify TSCA Section
8(e) submissions and takes the following form: 8EHQ-0000-0000.
Starting at the left, the first four symbols identify the informa-
tion as a Section 8(e) submission received by EPA Headquarters; the
next four digits identify the month and year (e.g., -0591~) of the
Agency's receipt of the information; the final four digits identify
the submission's chronological number. In addition to the basic
numerical sequence, additional characters may be added to the right
end of the Document Control Number to convey other information.
These additional characters and their meaning are as follows:

S: indicates that the Section 8(e) notice was sanitized to
delete information claimed by the submitter to be TSCA
Confidential Business Information (TSCA CBI):;

P: indicates that the Section 8(e) notice contained a name
or other identification (e.g., a Social Security Number)
of an individual, the release of which may violate the

Privacy Act; such documents are sanitized by EPA to
remove such identifiers;
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*: indicates that based on EPA's preliminary evaluation, the
submission was either considered to be unwarranted for
reporting under Section 8(e) of TSCA or that it was not
clear to EPA that submission was warranted and further
clarifying information was requested from the submitter.

INIT: denotes that the submission is an initial submission;
FLWP: indicates that the submission is a followup response; and
SUPP: indicates that the notice is a supplemental submission.

By definition, follow-up response submissions contain information
submitted directly in response to a specific EPA request, whereas
supplemental submissions are those that contain information not
specifically requested by the Agency.

HOW DOES OTS8 EW/USE SECTION 8(E NFORMATION

Although EPA's receipt of information under Section 8(e) of TSCA
does not necessarily trigger immediate regulatory action under TSCA
or another authority administered by EPA, the submitted information
is processed and evaluated on a priority basis to determine an
appropriate level of concern and initial course of Agency action.

Thus far, EPA and the chemical industry have devoted significant
efforts in fulfilling their respective responsibilities wunder
Section 8(e) of TSCA. Since January 1, 1977, over 1250 initial
Section 8(e) notices covering a broad range of toxicity and
exposure-related data on a wide variety of chemicals have been
received by OTS and been given priority evaluation and follow-up
attention.

In general, each initial TSCA Section 8(e) submission is promptly
reviewed and evaluated by OTS scientific staff to determine both
the degree of concern that should be attached to the submitted
information and the initial course of any warranted OTS follow-up
action(s). A "status report" is prepared containing a brief
description of the submitted information, the results of the OTS
preliminary evaluation, a statement regarding production and use of
the subject chemical(s) and recommendations for appropriate follow-

15



up actlons.2 Upon approval of the status report, recommended
follow-up actions are initiated. A letter forwarding the status
report and any EPA requests for additional information is sent to
the submitting organization. 1In addition, copies of all status
reports are transmitted to EPA's public files, other designated EPA
Program Offices and Federal Agencies, and to the OTS Environmental
Assistance Division (EAD/OTS) for further distribution.

Other OTS follow-up actions include the consideration of further,
more in-depth assessment of the reported chemical's hazard or risk.
OTS staff also immediately reviews, evaluates, and initiates
appropriate follow-up actions or activities on information that is
contained in _"follow-up" .and "supplemental®” TSCA Section 8(e)
submissions; over 2000 TSCA Section 8(e) supplemental and follow-up
submissions have been received and promptly evaluated by OTS staff
since January 1, 1977.

OTS utilizes TSCA Section 8(e) submission data for hazard/risk
identification purposes primarily in the initial stages of the OTS
Existing Chemical Program (ECP). OTS also uses these data in
ongoing health and exposure assessments of both existing and new
chemicals and in support of regulation development under TSCA,
e.g., development of chemical testing rules under TSCA Section 4.

EPA's proactive implementation of Section 8(e) of TSCA has resulted
in heightened overall awareness of the risks posed by exposure to
chemical substances and mixtures. Many benefits and impacts are
evident from EPA's dissemination of TSCA Section 8(e) and related
information to other EPA Offices, other Federal agencies, the
general public and the international community. This heightened
awareness has led, in many cases, to specific activities designed
to directly or indirectly protect health and/or the environment.

OTS has established high 1level scientific and administrative
contacts in each of the major EPA Program Offices and Regional
Offices to provide a mechanism for the timely and prioritized
dissemination of information about newly discovered chemical
hazards or risks. These other EPA Program and Regional Offices
effectively and routinely utilize TSCA Section 8(e) information in

2 As of October 1, 1990, OTS began to issue "summaries"

rather than "“status reports" for incoming initial Section 8(e)
submissions. These summaries contain a detailed accounting of
toxicologic and other information (e.g., voluntary pollution
preventlon/rlsk reduction information, exposure data) presented
in the initial TSCA Section 8(e) submission. The summaries do
not reflect, however, the Agency's evaluation or disposition of
the reported information. Copies of Section 8(e) submission
summaries can be obtained in the same manner used to obtain
copies of Section 8(e) status reports.
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implementing their regulatory programs. The following examples
illustrate just some of the actions/activities initiated by other
EPA Offices in response to Section 8(e) and related data.

Office of Water (OW/EFPA)

)

Ooffic

preparing/revising Water Quality Criteria Documents and
Drinking Water Standards.

c W a erge e8Spo 08

determining the need for/revision of 1listing and
delisting actions under the Resource Conservation and
Recovery Act (RCRA); and

establishing/revising "Reportable Quantities" (RQs) and
"Threshold Planning Quantities" (TPQs) for the chemicals
that are under the jurisdiction of the Comprehensive
Environmental Response, Compensation, and Liability Act
(CERCLA; "“Superfund").

ce of Research and Development RD/EP

preparing/revising Health and Environmental Effects
Profiles (HEEPs), Health Effects Assessments (HEAs) and
Acceptable Daily Intakes (ADIs) for use by other EPA
Program Offices; and

determining the need for new EPA research or impact on
ongoing EPA research activities.

4 Radiatio OAR

determining the need for and revising rules which govern
chemical substances released to the air from stationary
and/or mobile sources.

ce sticid ograms (OPP/OPTS/EPA

assgssinq or reassessing the toxicity of or exposure to
active iqgredients/ inerts in pesticides under the Federal
Insecticide, Fungicide and Rodenticide Act (FIFRA).
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_EPA Regional Offjices

* EPA's 10 Regional Offices routinely receive copies of all
updated indices for OTS holdings of Section 8(e) and FYI
notices. In addition to providing new information about
reported chemical hazards/risks, Regional receipt of this
information has led numerous cases to compliance inspec-
tions under TSCA and other EPA administered authorities.

EPA has also established high level scientific and administrative
contacts in other Federal agencies in order to provide a mechanism
“for the-timely and prioritized dissemination of new information on
chemical hazards/risks. The following examples illustrate some of
the activities that have been initiated by other Federal agencies
in direct response to TSCA Section 8(e) and related information
supplied to those agencies by EPA.

National Institute for Occupational] safety and Health (NIOSH)
* preparing/revising Current Intelligence Bulletins:;

determining the need for workplace investigations leading
to published Health Hazard Evaluations:;

recommending to OSHA the need for new workplace standards
or revisions to existing workplace standards;

determining the need for new research or the impact on
ongoing chemical research activities; and

input of data into the Registry of Toxic Effects of
Chemical Substances (RTECS) publication and on-line
computerized data base.

Occupational Safety and Health Admipistration (OSHA)

y internally reviewing and distributing information to OSHA
Regional/Area Offices and inspectors;

. filling data gaps in ongoing OSHA assessments/studies or
determining the need for such assessments/studies; and

determining the need for new OSHA workplace standards or
revising existing workplace standards.
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Consumer Product Safety Commissjon (CPSC)

. determining the need for new CPSC regulatory efforts or
the revision of existing CPSC regulations; and

. internal and external information circulation as part of
CPSC's "Current Awareness Activities.”

Natiopal Library of Medicine (NLM)

* . .-input-of--toxicologic/exposure ‘information to -the NIM's
publicly accessible computerized data bases.

National Toxicology Program (NTP)

y evaluating chemicals for toxicologic testing;
. monitoring results of non-NTP toxicity studies; and
. supplementing results of ongoing NTP studies.

Interagency Testing Committee (ITC)

y determining need for recommending chemicals for TSCA
Section 4 health/environmental effects testing.

DO STATUS REPORTS REPRESENT EPA'S8 "“BOTTOM LINE" REGARDING RISK?

When reviewing TSCA Section 8(e) status reports, the reader should
realize that the purpose of the OTS preliminary evaluation is to
determine the significance of the submitted information in terms of
a need for possible follow-up action by EPA. This determination
involves a critical analysis of the submitted data to assess the
extent that the reported hazard/risk is supported by the provided
information. The scope of this initial evaluation, however, is
generally limited to the submitted documents and to any closely
related information known by and/or readily available to the OTS
staff reviewer. Neither a literature search to identify other
reported effects nor an in-depth analysis of possible sources of
exposure to subject chemicals is part of the initial evaluation
process. Therefore, a status report should be viewed only as a
preliminary evaluation of the submitted information and not as a
comprehensive assessment of the chemical substance or mixture for
which a TSCA Section 8(e) notice has been filed.
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8 EP 88 (0] R SECTION 8 GUIDANCE-RELATED JINFORMATION
The 1978 Section 8(e) policy statement, as frequently cited and
quoted in 1) publicly available EPA "Question and Answer"™ (Q&A)
documents on TSCA implementation issues raised at periodic public
and individual meetings with Agency staff and management, and 2)
numerous publicly available Section 8(e) "status reports" that
provide illustrative examples of Section 8(e)-applicability,
continues to serve as a sound and adequate basis for potential
respondents to determine their mandatory reporting obligations
under Section 8(e) of TSCA. In addition, EPA's publication of
bound volumes of Section 8(e) status reports serves a two-fold
purpose. First, volumes of status reports with indices help to
" 'make the information reported under Section '8(e) more readily
accessible. Second, these Section 8(e) status report volumes, by
providing easy access to specific examples of submitted information
and EPA's preliminary evaluation of the information, help subject
persons to understand better the kinds of information that should
be reported to EPA under Section 8(e) of TSCA. The six (6) bound
Section 8(e) status report volumes published by the Agency to date
can be purchased directly from the National Technical Information
Service (NTIS). The NTIS publication numbers of, and the TSCA
Section 8(e) submission numbers covered by, these volumes are as
follows:

NTIS Publication Number Submission Numbers

PB4 80-221609
PB# 81-145732
PB# 83-187815

PB# 87-129409

8EHQ-0777-0001
8EHQ-0779-0292
8EHQ-0280-0331

8EHQ-0183-0468

to
to
to

to

8EHQ-0679-0291
8EHQ-0180-0330
8EHQ-1282-0467

8EHQ-1284-0541

PB# 87-176004 8EHQ-0185-0542 to 8EHQ-1286-0648

PB# 89-182687 8EHQ-0187-0649 to B8EHQ-1288-0778

It should be noted that a seventh Section 8(e) status report volume
covering initial Section 8(e) submission numbers 8EHQ-0189-0779 to
8EHQ-0989-1084 should be published by EPA in the summer of 1991;
notice of the availability of this new status report compendium
will be given in the OTS "Chemicals-in-Progress Bulletin.“ EPA
plans to print only a limited number of copies of the new status
report volume for distribution by the TSCA Hotline. After that
supply is exhausted, copies of the new compendium can be purchased
from NTIS. The addresses and telephone numbers for NTIS as well as
the TSCA Hotline can be found in the "Preface" to this guide.
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With the exception of certain TSCA Section 8(e) Q&As that were made
available by EPA in July 1989, all of the Agency's other published
Section 8(e)~-related Q&As (1986 and 1987) are embodied in full or
in part in other sections of this reporting guide. For the sake of
completeness, the specific Q&As from that July 1989 Section 8(e)
Q&A document follow.

Q. Does Section 8(e) of TSCA intend the submission of animal
test information: (a) when a determination of "substantial
risk" has been made, or (b) where merely a finding of positive
animal test results useful in the further assessment of human
-.risk -has -been-determined?

A. TSCA Section 8(e) requires the timely submission of
evidence (including preliminary evidence) from animal
studies that implicates the tested chemical as causing
serious toxicologic effects (e.g., cancer, neurotoxicity,
birth defects). A decision to report the observance of
such serious toxicological effects should not hinge in
any way on a judgement of either the actual or potential
exposure to the chemical or a judgement about the degree
of relevancy of the findings to an overall assessment of
human risk. In other words, the decision to report under
Section 8(e) in such cases should be based simply on the
observance of the serious toxicologic effects.

Q. What criteria should be used to determine if the results
from cancer bioassay studies in animals should be submitted to
the Agency under Section 8(e) of TSCA? For example, when

should animal studies showing only a significant increase in
benign tumors over controls be submitted?

A. Reporting of benign and/or malignant tumors should
take place, for example, when either statistically or
biologically significant increases over controls are
observed. The observation of such increases are made in
many cases at interim sacrifices performed typically
during long term exposure studies in animals.

Q. How should reproductive or developmental toxicity data be
evaluated for possible Section 8(e) submission if maternal
toxicity is also present?

A. 8tatistically or bioclogically significant increases
in teratogenic effects or other serious embryotoxic or
fetotoxic effects (e.g., significant embryo or fetal
lethality, spontaneous abortion) should be reported under

Section 8(e) regardless of the level of maternal toxicity
observed in the study.

21



Q. What are the criteria that should be used to determine
which reproductive/developmental effects observed in animal
tests are reportable under Section 8(e)? For example, should
reversible developmental effects, such as reduced birth weight
and/or incomplete ossification, trigger TSCA Section 8(e)
reporting?

A. In addition to teratogenic effects, serious adverse
developmental effects (e.g., significant embryo or fetal
lethality, significantly reduced fetal/birth weights,
significantly retarded/incomplete skeletal ossification)
should be reported. In addition, serious adverse effects
“on-the male/female reproductive system-(e.g., significant
testicular or ovarian atrophy, significantly reduced fer-
tility, sterility) should be reported under Section 8(e).

Q. What criteria should be used in determining if results of
acute toxicity studies constitute information that reasonably
supports a conclusion of substantial risk?

A. Criteria used to determine Section 8(e) reporting in
the case of acute/subacute toxicity findings will depend
on the nature of the effects observed and the dose at
which the effects occurred. For example, information
that shows a tested chemical to be extremely toxic (e.g.,
causes lethality at very low doses) by, for example,
inhalation, dermal application or oral administration
should be reported. On the other hand, the reporting of
information showing a chemical to be moderately toxic
will depend on the degree of actual or potential exposure
to the tested chemical. Information showing a chemical
to be slightly or minimally toxic on an acute/subacute
basis is not considered typically to be reportable. 1In
addition to extreme toxicity, certain other serious
toxicologic effects (e.g., neurotoxicity, adverse repro-
ductive system effects) seen in an acute or subacute
animal study should be reported under Section 8(e).

Q. When evaluating subchronic animal studies, what criteria
should be used to determine reportability of adverse effects?
For example, should increased or decreased organ(s) size in
the absence of histopathological changes be reported to EPA
under Section 8(e) of TSCA?

A. Serious toxic effects (e.g., neurotoxic effects,
serious reproductive system effects) observed during the
conduct of subchronic studies should be reported. This
includes readily observable serious effects or serious
effects seen only as the result of gross and/or histo-
pathological examination. As is the case for acute and
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subacute toxicity studies, the degree of the observed
toxicity is important. The more serious (or significant)
the observed effect, the less heavily one should consider
actual/potential exposure for Section 8(e) reporting and
vice versa.

What criteria constitute evidence of reportable neuro-

toxicity in animal studies? For example, are reversible
effects such as narcosis or effects observed in the presence
of marked systemic toxicity considered reportable?

"A. ~Typically, neurotoxic effects seen in-dying-animals
are not, in and of themselves, considered by EPA to be
reportable under Section 8(e). In many cases, however,
already reportable data regarding extremely or highly
toxic (lethal) substances will be accompanied by infor-
mation concerning observed neurotoxic effects. In short
or long term exposure studies in which serious neurotoxic
signs and symptoms (e.g., convulsions, sleep induction,
motor dysfunction, narcosis, behavioral dysfunction) are
seen in non-moribund animals, however, specific reporting
of the neurotoxic effects should occur.

What criteria should be applied in determining whether

positive results of in vivo or jin vitro mutagenicity assays
trigger Section 8(e) reporting?

A. Serious jin vivo genotoxicological effects (e.qg.,
gene or chromosomal mutations) are reportable in and of
themselves under Section 8(e). On the other hand, a
positive jin vitro genotoxicity test, when considered
alone, is usually insufficient to cause reporting under
Section 8(e). However, EPA believes that such information
is of value in assessing the possible risk(s) posed by
exposure to the tested chemical or mixture. Further, the
Agency believes that a positive jin vitro genotoxicity
test result, in combination with other information (e.g.,
knowledge of actual/potential exposure to and/or high
production of the tested chemical), would suggest the
need, in many cases, to conduct further studies designed
to determine the toxicity of or the exposure to that
chemical. EPA expects the results of such additional
studies to be considered also for 8(e) submission.

Any person wishing to obtain full copies of the 1986 and 1987 Q&A
documents (which also contain numerous Q&As related to rules that
have been promulgated by EPA under other sections of TSCA) should
contact the TSCA Hotline at the address or the telephone/telefax
numbers listed in the "Preface" to this reporting guide.
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HOW_CAN C OBTAIN 8 ON 8 S8IONS

Non-confidential versions of TSCA Section 8(e) initial, followup
response and supplemental submissions, status reports, submission
summaries, and EPA followup letters can be viewed/copied in the OTS
Public Docket. Copies of non-confidential Section 8(e) documents
can also be obtained by writing to EPA's Freedom of Information
Office. The addresses of the OTS Public Docket and the Freedom of
Information Office are given in the "Preface" to this guide.

Information on each new initial Section 8(e) and FYI submission
(i.e., submission number, name of the subject chemical(s), and
‘nature of the information receéived) is presented in index “form in
the OTS "Chemicals-In-Progress Bulletin® published periodically by
the Environmental Assistance Division (EAD/OTS) and sent by the
TSCA Assistance Information Service (TSCA Hotline) to over 9,000
individuals in industry, environmental groups, labor, academia and
Federal, State, and Local Governments. Persons who wish to receive
the "Bulletin® should contact the TSCA Hotline via the addresses or
phone/telefax numbers in the "Preface" to this guide.

As explained in more detail in HAS EPA ISSUED OTHER SECTION 8(E)-
RELATED GUIDANCE? on Page 20 of this reporting guide, volumes of
TSCA Section 8(e) status reports have been published by OTS on a
biannual basis; six volumes have been published to date and contain
status reports covering the first 778 initial TSCA Section 8(e)
submissions) and a seventh volume is scheduled to be published by
OTS during the summer of 1991. Persons interested in obtaining
copies of these TSCA Section 8(e) status report volumes should
contact the TSCA Hotline or the National Technical Information
Service (NTIS) at the addresses and phone numbers given in the
"Preface" to this reporting guide.

Data from TSCA Section 8(e) and FYI submissions are entered into
TSCATS8 (Toxic Substances Control Act Test Submissions), a publicly
available computerized data base that serves as an on-line index of
unpublished health and safety studies submitted to EPA under or in
conjunction with TSCA. The submitted studies themselves are stored
on microfiche. Persons who wish to obtain access to the on-line
TSCATS should contact either the National Library of Medicine (NLM)
located in Rockville, Maryland, or Chemical Information Systems,
Inc. (CIS) located in Baltimore, Maryland. Microfiche copies of
the submitted studies cited in TSCATS can be obtained from either
CIS or the National Technical Information Service (NTIS) located in
springfield, Virginia. The addresses/telephone numbers for NLM,
CIS and NTIS are presented in the "Preface" to this reporting
guide.

In order to assure that the public sector is kept apprised about
new adverse health effects and exposure information, OTS actively
disseminates TSCA Section 8(e) and FYI submission information to
many individuals and organizations in the following ways.
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. all non-confidential TSCA Section 8(e) and FYI notices,
status reports, summaries and follow-up letters are
placed in public files located at EPA Headquarters.

y volumes of Section 8(e) status reports are published by
OTS on a biannual basis; six volumes have been published
to date and contain status reports covering the first 778
initial TSCA Section 8(e) submissions); a seventh volume
is scheduled to be published by the Agency during the
summer of 1991.

. in response to numerous "Freedom of Information Act"

~*(FOIA) requests that are received by 0TS and that mention

a chemical that is the subject of a TSCA Section 8(e) or

FYI submission, OTS staff provides appropriate citations

for, and in some cases full copies of, all such relevant
documents;

. American Conference of Governmental Industrial Hygienists
(ACGIH) publishes on occasion complete copies of selected
Section 8(e) "Status Reports" in the ACGIH scientific
journal, Applied Industrial Hygiene.

The international community is routinely notified by EPA about the
availability of TSCA Section 8(e) and FYI submissions via the OTS
"Chemicals-In-Progress Bulletin." Approximately 1000 persons in
international organizations, foreign governments, agencies and
companies are on the mailing list. The "Bulletin" is also used to
routinely solicit unpublished chemical toxicity/exposure data from
the international community. Under the established "“Freedom of
Information Act" (FOIA) procedures as well as the Organization for
Economic Cooperation and Development (OECD) information-gathering
"Switchboard" project, OTS responds to numerous international
requests for unpublished health and safety data on chemicals of
concern to OECD members.

8 THERE S8ECTION 8(E NFORCEMENT SPONSE ICY

On May 15, 1987, EPA's Office of Compliance Monitoring (OCM) issued
a final “Enforcement Response Policy"™ (ERP) covering Section 8(e)
as well as the record-keeping and reporting rules issued by EPA
under Sections 8, 12 and 13 of TSCA. This ERP describes various
enforcement alternatives (including notices of non-compliance,
civil penalties, criminal action and injunctive relief) available
to the Agency in enforcing these TSCA record-keeping/reporting
provisions. Copies of the TSCA Sections 8, 12 and 13 ERP can be
obtained from OCM or the TSCA Hotline; the addresses and/or phone
numbers for these EPA offices are presented in the "PREFACEB" to
this reporting guide.
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On Friday, February 1, 1991, EPA announced in the Federal Register
(56 FR 4128), a one-time voluntary TSCA Section 8(e) "Compliance
Audit Program" (CAP). The Section 8(e) CAP, which incorporates
stipulated monetary penalties and an overall monetary penalty
ceiling, is designed primarily to 1) achieve the Agency's goal of
obtaining any outstanding Section 8(e) information, and 2) provide
maximum encouragement to companies to voluntarily audit their files
for Section 8(e)-reportable information.

Modifications made to the Section 8(e) CAP were announced by EPA in
the Federal Register on Friday, April 26, 1991 (56 FR 19514). The
major modifications were 1) an extension of the CAP registration
.and .termination.dates, .2) -addition of- an -opportunity to.petition
EPA for a case-by-case extension of the CAP termination date, 3)
modification of the CAP "Agreement" provision involving admission
of a Section 8(e) violation, and 4) an announcement of the Agency's
plans to prepare and disseminate this TSCA Section 8(e) reporting
guide.

Additional modifications to the Section 8(e) CAP were announced in
the Federal Register on Thursday, June 20, 1991 (56 FR Part IV).
The additional modifications announced by EPA were 1) an extension
of the Section 8(e) CAP registration deadline, 2) announcement of
the availability of this Section 8(e) reporting guide, 3) addition
to the CAP of a "listing" provision and reduced stipulated penalty
for certain types of Section 8(e)-reportable information now in
EPA's possession as the result of either i) formal submission under
a mandatory reporting provision of TSCA or other EPA-administered
statute, or ii) submission to EPA and filing within EPA's Office of
Toxic Substances formal "For Your Information® (FYI) submission
filing system, and 4) suspension of Parts V(b) (1) and V(c) of EPA's
TSCA Section 8(e) policy statement for purposes of judging the
reportability of information concerning “widespread and previously
unsuspected distribution in environmental media™ and "“emergency
incidents of environmental contamination" under the Section 8 (e)
CAP.

With regard to Parts V(b) (1) and V(c) of the Section 8(e) policy
statement, the June 20, 1991 Federa]l Register announcement also
informed the regulated community that until such time as the Agency
determines with greater specificity what types of environmental
release, environmental detection and environmental contamination
information should be submitted under Section 8(e) of TSCA, the
statutory language of Section 8(e) was to be utilized to determine
reportability of such information for purposes of the Section 8 (e)
CAP as well as ongoing compliance with Section 8(e).

For the reader's ease, complete copies of EPA's Federal Register
announcements of the Section 8(e) CAP and the CAP modifications are
presented in chronological order in Appendix D at the back of this
reporting guide.
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0] CTIO OR N8

Since 1977, EPA has initiated a number of formal enforcement
actions relating to Section 8(e) of TSCA. In almost all cases,
EPA's actions have dealt with the late reporting of animal study
findings that offer reasonable support for the conclusion that the
tested chemical substance(s) presents a substantial risk of injury
to health. Persons interested in reviewing the filings pertaining
to specific Section 8(e) enforcement-related actions should contact
either the Office of Compliance Monitoring (OCM) or the Office of
Enforcement (OE) at the addresses in the "Preface" to this guide.

DOES 's B MPLEMENTATION ENCO G LLUTION NTIO

EPA's longstanding proactive implementation of Section 8(e) of TSCA
has resulted in heightened overall chemical industry awareness of
risks posed by exposure to chemical substances and mixtures. This
heightened awareness has led, in many cases, to specific voluntary
pollution prevention/risk reduction activities designed to directly
or indirectly protect health and the environment. It can be argued
that EPA's Section 8(e) implementation encourages these voluntary
actions to occur earlier than they might occur otherwise. The
following discussion describes some of these voluntary actions.

The chemical industry's increased awareness of the potential
hazards/risks posed by chemical substances is evidenced in part by
the voluntary reporting of over 800 initial "For Your Information"
(FYI) submissions containing valuable toxicity and exposure data.
In direct response to OTS followup efforts, many chemical companies
have established review committees responsible for evaluating
chemical toxicity and exposure information to consider the need to
report to EPA (e.g., under Section 8(e) of TSCA) or to initiate
actions designed to minimize or eliminate chemical exposure. Many
companies have also established information distribution networks
to facilitate the flow of health/safety data to workers, customers
and other producers. Many companies have reported that in direct
response to new chemical toxicity or exposure data reported under
Section 8(e) or on an FYI basis, the following types of health
and/or environmental protection measures have been initiated on a
voluntary basis:

Notificati

formal notification of workers, customers, others

changes made to product labels and/or Material Safety
Data Sheets (MSDSs) to ensure proper and safe handling
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Further Study

. additional studies performed in order to determine better
the toxicity of and/or the exposure to chemicals

Pollution Prevention/Exposure Reduction
. engineering changes made in manufacturing and processing

- facilities to reduce/eliminate chemical exposure

° chemical manufacture or use halted temporarily or
discontinued altogether.

* % * % %
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8C O - GIC 8

. R PORTIN ANC ORMA'

--‘"An -acute -oral '“(gavage) LD50 study was~-conducted ‘on "a“ ctommercial
chemical. Following administration of the test material, rats were
observed for 14 days for clinical signs of toxicity. At the end of
this observation period, all surviving rats were sacrificed and
examined for gross pathological changes. Rats found dead were also
subjected to gross pathological examination. The oral LD50 was
calculated to be 40 mg/kg. Nonspecific clinical signs were initi-
ally observed in all treated rats; all signs had receded by Day 14
in those animals which survived. Gross pathology revealed nothing
unexpected.”

The case study did not contain any other relevant information for
EPA to consider in judging the Section 8(e)-reportability of this
acute oral toxicity study of a commercial chemical substance. Also
at issue for this particular case study is the perceived need to
have 1) numerical guidance for reporting lethality seen in acute
and other types of animal toxicity studies, and 2) reaffirmation of
EPA's policy on whether and how exposure should be considered by
companies in evaluating acute lethality data for reporting.

A Discussio

The Agency believes that the following general "rules-of-thumb"
should be used in determining the Section 8(e)-reportability of
significant 1lethality observed in any animal study (including
acute, sub-acute and other types of studies such as teratology
studies) of a TSCA-covered chemical substance (including a research
and development [R&D] chemical):

o Significant lethality which is observed at a dose or
concentration comparable to an acute oral LD50 value of
<5 mg/kg, an acute dermal LD50 value of <20 mg/kg, or an
acute (generally 4-hour) inhalation LC50 value of <50 ppm
(or <0.5 mg/1) should be recognized immediately as being
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indicative of "extreme" toxicity and should be considered

' for immediate reporting to EPA under Section 8(e) of TSCA
without any consideration of actual or potential exposure
or other factors.

o Significant lethality observed at a dose or concentration
comparable to an acute oral LD50 value in the range of >5
mg/kg to <50 mg/Kg, an acute dermal LDS0 value in the
range of >20 mg/kg to <200 mg/kg, or an acute (generally
4-hour) inhalation LC50 value in the range of >50 ppm (or
>.0.5 mg/1l) to <200 ppm (or <2 mg/l) should be recognized

-as -indicating ‘"high" toxicity and—should-be -considered
for immediate reporting under Section 8(e) if there is
actual or reasonably anticipated exposure to the subject
chemical substance.

o Significant lethality observed at doses greater than
those cited previously (i.e., doses indicating "moderate"
toxicity) should be considered for reporting to EPA under
Section 8(e) based on the company's review of additional
information (including but not limited to information
about actual or potential exposure to the tested chemical
substance or mixture).

Specifically regarding findings of "high" toxicity, EPA expects a
company to be especially prudent and to err on the side of caution
for reporting (i.e., there is a clear bias toward reporting). EPA
also believes that the greater the toxicity, the less heavily one
should weigh the actual or potential exposure to (or other factors
involving) the tested chemical. Further, if the tested chemical is
a "commercial" substance (e.g., not one that is exclusively R&D),
there must be a strong presumption of actual or potential exposure
for reporting toxicity data in this range. On the other hand, many
exclusively R&D chemical substances with toxicities in the "high"
range, would not typically be reported under Section B8(e) of TSCA.
It should be noted also that any consideration of exposure and
additional information in cases involving the "high" toxicity range
should be accomplished expeditiously and should not be exhaustive
nor equated in any way with the need to conduct a full scale risk
assessment for the tested chemical(s).

The preface to Part V of the Agency's March 16, 1978 Section 8(e)
policy statement provides further guidance regarding the types of
additional factors to consider in determining the need to report
information under Section 8(e) of TSCA. For the reader's ease in
use, the specific lethality values/ranges discussed herein are
presented in Table 1 at the top of the next page.
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Table 3} Factors to Consider in Determining Reportability
of Lethality Information Under TSCA Section 8(e)

LD50 LD50 4-Hour ILC50 Consider
Oral Dermal Inhalation Exposure/Other
Dose Dose Dose Factors?
<5 mg/kg <20 mg/kg | <50 ppm (<.5 mg/1) No
(EXTREMELY TOXIC)

>5 mg/kg >20 mg/kg | >50 ppm (>.5 mg/1)
Oonly to Some
to to to to Reasonable Degree

(HIGHLY TOXIC)
<50 mg/kg | <200 mg/kg | <200 ppm (<2 mg/1)

>50 mg/kg | >200 mg/kg | >200 ppm (>2 mg/1) Yes
(MODERATEL OXIC)

EPA Conclusion

Based on the preceding discussion and EPA's review of this acute
animal lethality study, the oral LD50 value of 40 mg/kg indicates
that the tested chemical substance is "highly" toxic (i.e., an oral
LD50 of less than 50 mg/kg but greater than 5 mg/kg). Considering
that the tested chemical is "commercial,"” and in the absence of any
relevant exposure-related information to the contrary, EPA makes
the prudent assumption that there is or there reasonably could be
exposure to the tested chemical. Therefore, EPA believes that
these acute lethality findings showing the chemical to be highly
toxic should be reported immediately under Section 8(e) of TSCA.

« ACUT XIC STS W ON- UROBEHAVIO NDINGS

se d
"An oral LD50 study is conducted in which animals [(rats)] are

administered 50, 200, 500, 1000, or 2000 mg/kg of a test material.
Shortly after dosing, intermittent lethargy, ataxia and convulsions
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are observed in the 1000 and 2000 mg/kg groups. Salivation, ataxia
and lethargy are observed in animals in the 200 and 500 mg/kg
groups. No effects are observed in the 50 mg/kg dose group. All
rats died at the 2000 mg/kg dose level. The lower dose animals
survived to necropsy."

The case study did not contain any other relevant information for
EPA to consider in judging the Section 8(e)-reportability of the
findings from this acute oral toxicity study. Also at issue for
this study is the need for EPA to verify that statistically or
biologically significant "frank" neurotoxicologic effects seen in
acute or other animal studies should be reported immediately.

iscussio

In reviewing these results of this acute oral toxicity study, EPA
made the following assumptions about the study conduct/findings:

1. the study had a 14-day post-dosing observation period;

2. no animals in the 50, 200, 500 or 1000 mg/kg dose groups
were found moribund during the 14-day observation period;

3. "shortly" means a time period of less than a day:;

4. "intermittent" means on a number of occasions throughout

the observation period;

5. the terms "convulsions" and "ataxia" accurately reflect
the observations made during the study; and

6. a significant (biologically or statistically) number of
rats in the study were affected.

Given the above assumptions, EPA believes that the findings from
this acute oral toxicity study can be meaningfully interpreted.
Shortly after dosing and at some unknown time prior to death, the
animals in the 2000 mg/kg group exhibited intermittent lethargy,
ataxia and convulsions; all of the animals in the 2000 mg/kg dose
group died at some unknown point after dosing. Although interpre-
tation of the findings for the 2000 mg/kg dose group animals would
depend upon whether the adverse effects were observed in moribund
or non-moribund animals, by considering the information provided
for the lower dose groups, it is possible to determine that the
tested chemical substance caused distinct neurotoxicologic effects.
Based on EPA's assumption that no animals in the 1000 mg/kg dose
were found moribund during the study, the observations that a
significant number of animals at this dose exhibited intermittent
lethargy, convulsions and ataxia, show that the tested chemical
caused serious neurotoxicologic effects. Furthermore, although the
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animals in the 200 and 500 mg/kg dose groups did not'e;hibit
convulsions, the animals in both of these groups exhibited a
combination of signs indicating a neurotoxicologic effect (i.e.,
salivation, lethargy and ataxia.) Considering that the oral LD50
of the test material is somewhere between 1000 and 2000 mg/kg, the
finding of distinct neurotoxic effects at doses that are perhaps
between 10% and 25% of the lethal dose further heightens concern
for the tested chemical substance.

In general, the Agency would agree that it may not be possible to
distinguish or attribute neurobehavioral effects or neurological
signs in moribund animals to a direct neurotoxic action of the
..tested chemical-substance. --However,-statistically-or-biologically
significant neurotoxic effects observed in non-moribund animals
(including animals in groups receiving doses equal to or greater
than lethal doses) in any type of study cannot be dismissed simply
as reflecting a "system overload" and should be considered for
immediate reporting to the Agency under Section 8(e) of TSCA.
Further, EPA believes that good product stewardship dictates that
studies designed to more specifically assess neurotoxic effects
should be considered for any chemical found to produce possible
neurotoxic effects during an acute or other general toxicity test.

EPA Conclusion

Based on the preceding discussion and EPA's review of this acute
oral toxicity case study, the distinguishable neurotoxicological
effects caused by the subject chemical should be reported under
Section 8(e). The reportability of the findings would simply be
enhanced if the tested chemical was already on the market.

To provide a sense of scale for the Section 8(e)-reportability of
neurotoxic/neurobehavioral findings from acute and other types of
animal toxicity studies (e.g., 28-day studies, teratology studies),
the Agency is most interested in receiving reports that involve
"serious or prolonged effects." 1In general, the acute toxicity
LD50 values/ranges listed in Table 1 (found on Page 31 of this
reporting guide) should be consulted first and an appropriate level
of consideration should be given to exposure and/or other factors
in determining reportability based solely on lethality in acute or
other types of animal toxicity studies. In those cases involving
biologically or statistically significant evidence of serious
neurotoxicological effects (e.g., paralysis, convulsions, ataxia),
virtually no consideration of exposure or other factors should be
given in determining the TSCA Section 8(e)-reportability of such
serious toxic effects. As neurotoxicologic observations become
more limited or as confidence in the accuracy of such observations
becomes more uncertain, the Section 8(e)-reportability of such
findings diminishes. 1In some studies, for example, it may not be
possible to determine with any degree of precision if observations
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such as ataxia accurately characterize the study findings or the
testing laboratory simply recorded ataxia as indicating a state
other than normal. In the above case study, however, the observed
convulsions and ataxia were judged by the Agency as being serious
neurotoxic effects and the other effects (lethargy and salivation)
were viewed as providing additional evidence of neurotoxicity. In
the absence of other more serious effects, however, observations of
lethargy and/or salivation, in and of themselves, would not be
viewed typically as providing reasonable support for a conclusion
of substantial risk. Similarly, the Section 8(e)-reportability of
effects such as convulsions or ataxia would be diminished if such
effects 1) were seen only in moribund animals or in only one or a
few isolated cases in non-moribund animals, or 2) were found simply
to be transient rather than either intermittent or continuous in
nature.

C. BKIN/EYE IRRITATION 8KIN SENSITIZATIO 8

Note

For the following case study involving three tests on a "moderately
acidic" chemical, it was reported that the tests were "performed
during the development phase of a new product for primary use as an
industrial intermediate, with some consumer use probable." It was
also reported that the "present production quantities are therefore
quite small, but [are] expected to increase." Also at issue for
this particular case study is the need for EPA to 1) reaffirm its
position that results from acute skin or eye irritation tests do
not routinely warrant submission under Section 8(e) of TSCA, 2)
discuss the reportability of skin sensitization study findings, and
3) reaffirm that lethality caused at doses indicative of extreme
toxicity or serious or prolonged adverse effects in organs/systems
away from the site of exposure may indeed warrant the immediate
reporting of such findings.

itatio est

"A skin irritation assay is conducted on rabbit skin (in vivo). A
series of ten applications are applied to the skin of the abdomen.
After three applications, the skin is described as having moderate
degrees of hyperemia, edema and necrosis. At the end of the 14 day
observation period, the skin reaction is still present, and now
includes scab and scar formation. Gross pathological examination
reveals no systemic toxicity but does confirm the topical corrosive
lesion at the site of application."
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Eve Irritatijon Test

"An eye irritation study is conducted in the rabbit eye. Instilla-
tion of 0.1 ml into the washed and unwashed eye elicits immediate
pain and irritation of the conjunctiva, cornea, and iris after days
1, 2, and 9. The animal appears to not to be able to see through
the treated eye and is sent to necropsy on day 9 because of the
advanced state of inflammation in the treated eye."

n sitjzatjio s

"A guinea pig [dermal] sensitization assay is performed. The test
material is applied to the clipped integument of 10 guinea pigs
during the induction phase. This is followed by a rest period of
10 days. A challenge application is applied to a previously
untreated skin site. The skin response is evaluated at 25 and 48
hours after application. Eight of the 10 animals are considered to
have been sensitized by the test material based on the presence of
erythema at the challenge site."

EPA Discussion

As stated in EPA's March 16, 1978 Section 8(e) policy statement, as
well as numerous Section 8(e) "status reports," the Section 8(e)-
reportability of irritation and/or corrosivity findings from acute
animal eye or skin irritation studies is quite limited. This should
not be interpreted to mean, however, that EPA is not concerned in
general about the irritation/corrosion findings from such studies.
Further, previously unknown or unexpected effects that occur and
are observed/determined during such routine tests may have to be
submitted under Section 8(e) if the effects are serious and meet
the reporting criteria outlined in Part V of EPA's Section 8(e)
policy statement (e.g., lethality, neurotoxicity). Therefore, when
evaluating the results of skin and eye irritation studies, EPA
expects a company to consider such factors as lethal dose, pH of
the test material, the route(s) of administration, occurrence of
unexpected serious effects (which can be determined via "cage-side"
observation or during necropsy), and the extent and pattern of the
actual or potential exposure to the tested chemical or mixture.
When evaluating such information for possible TSCA Section 8(e)
reporting, the greater the acute toxicity, the less heavily one
should weigh the actual or potential exposure to the test materials
and vice versa.

With regard to sensitization studies, it must be noted that
sensitization is a systemic reaction that is manifested in many
cases locally (i.e., directly at the site of re-exposure) but may
be manifested also away from the site of exposure. Further, the
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nature of the reaction can vary from slight to severe and can, in
some cases, result in death. In reviewing results of sensitization
studies for submission under Section 8(e), EPA expects companies to
evaluate a variety of factors including, but not limited to, the
severity of the response, the site(s) of the response, the number
of animals affected, and/or the actual or potential exposure to the
tested chemical substance(s). In general, the more severe the
observed sensitization response(s) and the greater the number of
animals affected, the less heavily one should weigh the actual or
potential exposure to the tested chemical(s) and vice versa.

EPA Conclusion

Based on an evaluation of the eye and skin irritation studies and
the skin sensitization study, and considering the above discussion,
it is the Agency's opinion that, based on the provided information
on current exposure, the results of these studies do not appear to
be reportable now under Section 8(e) of TSCA. The findings may be
reportable, however, at some future date under Section 8(e): this
would depend upon an evaluation of new information reflecting a
significant change in the magnitude/type of exposure and/or the
consideration of other factors such as those previously cited.

« SUBCHRON XIC

Case Study

"A subchronic dermal repeated dose study in rats was conducted at
doses of 0, 100, 300, and 1000 mg/kg. The tested material is
extensively used in consumer products and exposure to the chemical
is exclusively dermal. A statistically significant 25% increase in
liver weight was observed at the high dose. A statistically sig-
nificant incidence of clear signs of liver pathology typical of
cirrhosis was observed at the mid and high doses. The NOAEL [ (No-
Observable-Adverse-Effect-Level)] was determined to be 100 mg/kg.
No other effects were observed."

As background, it was reported that acute and range-finding data on
the tested chemical indicate "it is relatively nontoxic" and the
high dose, which was chosen for the subchronic dermal study, was
the OECD ([Organization for European Cooperation and Development) )
recommended limit of 1 g/kg. Also at issue for this case study is
the need for EPA to reaffirm its position that organ weight changes
in Fhe absence of concurrent pathology may not routinely reflect
serious or prolonged incapacitation and that other factors (e.qg.,
histopathologic findings, dose, or actual/expected exposure, etc.)
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may need to be considered in deciding whether to report such organ
weight changes. There is also a need to discuss and reaffirm EPA's
position that a statistically or biologically significant histo-
pathologic finding indicating a serious or prolonged incapacitation
should be immediately reported with little if any consideration of
factors such as exposure.

is sio

Although an organ weight change, in an of itself, may not reflect
--a -serious or-'prolonged ‘incapacitation, “the reportability of ‘such
a finding could depend upon an evaluation of one or more factors,
such as, but not limited to, the overall magnitude of the organ
weight change, the biological significance of the change, blood
chemistry, dose, route of administration, actual or expected
exposure, etc. However, the more significant the magnitude of the
organ weight change (e.g., severe atrophy of the testes, thymus,
kidneys), much less consideration should be given to such factors
in determining reportability of the findings. On the other hand,
a statistically or biologically significant histopathologic finding
indicating a serious or prolonged incapacitation should be reported
with little if any consideration given to factors such as exposure.
When the histopathologic findings are of a less serious or less
significant nature, other relevant factors (e.g., actual/expected
exposure, dose, etc.) should be considered in determining the TSCA
Section 8(e)-reportability of the study results.

The subchronic dermal application case study results clearly show
a statistically significant, dose-dependent, relatively rare, and
serious toxic effect (cirrhosis) in the liver, accompanied by a 25%
increase in liver weight in the high dose animals.

Conclusi

Based on an evaluation of the provided toxicologic findings, and
considering the above discussion, it is EPA's position that the
results of the subchronic dermal application study are reportable
pursuant to Section 8(e) of TSCA. The facts that 1) the tested
chemical is a commercial substance, and 2) consumers are dermally
exposed to the chemical, simply enhance the reportability of the
observed serious toxic effects in the liver.

* % % % *
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APPENDIX A
CTION ANC F N BTATU RTS8

This index is divided into the following two (2) major areas:
"TOXICOLOGICAL/EXPOSURE FINDINGS" and “GENERAL ISSUES8." In using
this particular index, please note that the numbers in the column
on the right represent the last four (4) digits of the chronologi-
cal Section 8(e) submission file number displayed on all status
reports; the ascending numerical sequence, therefore, is also
chronological. Please note that due to the fact that the majority
of the first 200 Section 8(e) notices were submitted by a single
company and EPA had asked that company for additional information
about the Section 8(e)-applicability of the provided findings, the
Agency has chosen to not include in this index any status reports
pertaining to those first 200 notices.

. XICOLOGIC EXPOS NDINGS

0259
0282
0380
0408
0428
0429
0430
0431
0432
0433
0436
0456
0487
0531
0540
0638
0665
0669
0985
1059

. XICIT

0258
0315
0344
0493
0502
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ACUT

MAL

OTOXICT

E. NEUROTOXICITY (ANIMAL)

¥, OTOXICI

« _ONCOGENICT

IMA

40

N?

0508
0612
0622
0632
0694
0885
0905
0929

0325
0653

0585

0369
0706
0815
0867
1041
1043
1065

0641
1041
1065

0234
0401
0503
0509
0583
0600
0619
0681
0763
0847



0641

0211
0213
0572
0626
0653
0764
0807
0820
0835
0842
0872
0999
1042
1043

. PRODUCTIVE/D LOPMENTAL

0551

K. GENOTOXICITY (IN VITRO)

0213
0214
0383
0396

NOTE: Almost all of the TSCA Section 8(e) status reports
pertaining to jin vitro genotoxicity test findings contain
the following language:

"Although a positive in vitro genotoxicity test result,
when considered alone, may not be sufficient to offer
reasonable support for a conclusion of substantial risk
(as that term is defined in EPA's Section 8(e) policy
statement ("Statement of Interpretation and Enforcement
Policy; Notification of Substantial Risk" 43 FR 11110;
March 16, 1978)), EPA does believe that such information
is of value in assessing the possible risk(s) posed by
exposure to the tested chemical or mixture. Further, the
Agency believes that a positive genotoxicity test result,
in combination with other important information (e.q.,
knowledge of the actual/ potential exposure to and/or
high production of the tested chemical or mixture),

41



suggests the need, in many cases, to conduct further
studies that are designed to determine the toxicity of
and/or exposure to that chemical substance or mixture.
EPA expects the results of such additional studies to be
considered also for submission pursuant to Section 8(e)
of TSCA.™

L. GENOTOXICITY (IN VIVO)

0208
0213

« AQUATIC XX BIOCONCENTRATIO

0209
0249
0899
0994

RGENCY INC NT RONME INATION

0255
0260
0277
0466
0566
0769

O. GENERAL/NON-EMERGENCY ENVIRONMENTAL CONTAMINATION

I. GENE

0209
0720

PORTING ISSUES

RACO RATE PORTIN ROCEDURES

0358
0672
0681
0698
0701
0705
0835
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0543
0546
0551
0577
0587
0642
0689
0818
0823
- -0824
0846

C. UBJECT CALS

0325
0543
0545
0546
0551
0583
0587
0698
0701
0705
0706
0763
0818
0823
0824
0835

D. EAR PME

0545
0583
0763
0815
0824
0835

0818

. 8TICID X T
0823
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. ous OCES8 RIB ON

0698
0701
0705
0847

. TAINING INFORMATION

0315
0325
© 0358
0503
0543
0546
0572
0587
0619
0626
0653
0681
0698
0701
0704
0705
0713
0847
1041
1043
1065

I. RE-1977 INFO ON

0213
0369
0847
1041
1043
1065

J. ACTUAL KNOWLEDGE BY EPA

0467
0509
0600
0641
0672
0689
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. () A (CON'

0704
0706
0712
0713
0718
0720
0807
0809
0835
0847

. S8HED 8CIE )

0383
0588
0600
0641
0672

. NFORMATION OBTAINE ROM R _FEDE GENCIES

0467
0689
0704

M. INFO TION CORROBORATING WELL-ESTABLISHED EFFECTS8

0509
0706
0807
0835

N. RELATIONSHIP OTHER TS8C PORTING UIREMENTS

0493
0600
0612
0622
0632
0667
0675
0694
0706
0718
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. ONSHI R C POR REMENTS (CON'T

0720
0769
0797
0800
0813
0817
0824
0846
0856
0876
0884
0900
0905
0929

O. RELATIONSHIP TO OTHER EPA ADMINISTERED AUTHORITIES

0466
0485
0494
0502
0508
0542
0566
0583
0600
0706
0712
0718
0720
0726
0769
0797
0800
0813
0815
0818
0823
0824
0835
1034

. ONS UTHO (o) MIN E
0551

0706
1043

46
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0234
0324
0330
0369
0400
0543
0546
0566
0587
0626
0653
0681
0698
0701
0705
0855
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ACUTE TOXICITY (ANIMAL)
SUBMISSION #: BEHQ-0977-000¢

8EHQ-0178-0039
8EHQ-0278-0050
8EHQ-0278-0065
8EHQ-0278-0072
8EHQ-0378-0088
8EHQ-0378-0092
8EHQ-0478-0131
8EHQ-0578-0143
8EHQ-0578-0152
8EHQ-0578-0155
8EHQ-0578-0162
8EHQ-0578-0169
8EHQ-0678-0175
8EHQ-0678-0178
8EHQ-0678-0193
8EHQ-0678-0196
8EHQ-0678-0199
B8EHQ-0678-0204
8EHQ-0678-0207
8EHQ-0778-0217
8EHQ-0778-0224
8EHQ-0778-0227
8EHQ-1178-0259
8EHQ-0179-0271

APPENDIX (D):

8EHQ-0977-0005
8EHQ-0178-0041
8EHQ-0278-0062
8EHQ-0278-0066
BEHQ-0278-0074
8EHQ-~0378-0090
8EHQ-0378-0094
8EHQ-0478-0134
8EHQ-0578-0144
8EHQ-0578-0153
8EHQ-0578-0158
8EHQ-0578-0163
8EHQ-0678-0172
8EHQ-0678-0176
8EHQ-0678-0184
8EHQ-0678-0194
8EHQ-0678-0197
8EHQ-0673-0200
8EHQ-0678-0205
8EHQ-0778-0209
8EHQ-0778-0220
8EHQ-0778-0225
8EHQ-0778-0229
8EHQ-1178-0261
8EHQ-0179-0273

STATUS REPORTS BY INFORMATION TYPE

BEHQ-0377-0035
S8EHQ-0278-0042
8EHQ-0278-0064
8EHQ-0278-0070
8EHQ-0378-0087
8EHQR-0378-0091
8EHQ-0378-0103
BEHQ-0478-0137
aEH§—057a—o151
BEHQ-0578-0154
8EHQ-0578-0159
8EHQ-0578-0166
8EHQ-0678-0174
8FHQ-0678-0177
81:HQ-0678-0185
auu§—os7a-o195
S8LEHQ-0678-0198
BLEHQ-0678-0203
8EHQ-0678-0206
8EHQ-0778-0210
8EHQ-0778-0222

. 8EHQ-0778-0226

8EHQ-1178-0256
8EHQ-1278-0263
8EHQ-0279-0274
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APPENDIX (D): STATUS REPORTS BY INFORMATIOH TYPE
ACUTE TOXICITY (ANIMAL)
SUBMISSION #: BEHQ-0479-0278 8EHQ-0479-0279 8EHQ~0479-0282 S

06

8EHQ-0579-0284
8EHQ-0979-0311
8EHQ-0680-0347
8EHQ-0980-0362
8EHQ-1180-0372
8EHQ-0281-0382
8EHQ-0581-0400
8EHQ-1081-0417
3EHQ-0282~0428
8EHQ-0282-0431
8EHQ-0282-0435
8EHQ-0382-0438
8EHQ-0982-0456
8EHQ-1182-06462
8EHQ-0483-0476
8EHQ-0683-0482
8EHQ-0783-0487
8EHQ-1083-0494
8EHQ-1083-0497
8EHQ-0484~0513
8EHQ-0984-0530
8EHQ-1084-0535
8EHQ-0485-0549
8EHQ-0685-0559

8EHQ-0779-0293

8EHQ-0380-0335

8EHQ-0680~-0349
8EHQ-0980-0365
8EHQ-0181-0380
8EHQ-0381-0392
8EHQ-0881-0403
8EHQ-1081-0418
8EHQ-0282-0429
8EHQ-0282~-0432
8EHQ-0282-0436
8EHQ-0382-0440
8EHQ-1082-0459
8EHQ-0183-0468
8EHQ-0583-0478
8EHQ-0783-0485
8EHQ-0883-0490
8EHQ-1083-06495
8EHQ-1283-0501
8EHQ-0584-0519
8EHQ-0984-0531
8EHQ-1284-0540
8EHQ-0485-0550
8EHQ-0785-0563

8EHQ-0779-0296
8EHQ-0480-0340
8EHQ-0980-0359
8EHQ-0780-0369
8EHQ-0181-0381
BEHQ-0581-0398
8EHQ-0981-0409
8EHQ-0282-0427
8EHQ-0282-0430
8EHQ-0282-0433
8EHQ-0282-0437
BEHQ-0682-04438
8EHQ-1082-0460
aeu@—ozas-o471
8EHQ-0583-0479
8EHQ-0783-0486
8EHQ-0983-06492
asu§—1oas—oq9s
8EHQ-0484-0510
BEHQ-0884-0528
8EHQ-1084-0532
B8EHQ-0485-0548

8EHQ-0585-0556 S
8EHQ-0885-0565 S
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ACUTE TOXICITY (ANIMAL)
SUBMISSION #: B8EHQ-0985-0568

8EHQ-1185-0573
8EHQ-1285-0579
8EHQ-0186-0584
8EHQ-06486-0596
8EHQ-0786-0607
8EHQ-0886-0621
8EHQ-1086-0638
8EHQ-1186-0644
8EHQ-0287-0653
8EHQ-0387-0656
8EHQ-0387-0660
8EHQ-06487-0665
8EHQ-0487-0669
8EHQ-0587-0678
8EHQ-1087-0696
8EHQ-1287-0707
8EHQ~0388-0723
8EHQ-0688-0740
8EHQ-0988-0753
8EHQ-1088-0762
8EHQ-0189-0779
8EHQ-0389-~0788
8EHQ~0789-0806
8EHQ-0889-0810

APPENDIX (D):

8EHQ-1085-0569
8EHQ-1185-0575
8EHQ-~1285-0580
8EHQ-0186-0585
8EHQ-0486-0597
8EHQ-0786-0609
8EHQ-0986-0631
8EHQ-1086-0639
8EHQ-1186-0647
8EHQ-0287-0654
8EHQ-0287-0657
8EHQ-0487-0661
8EHQ-0487-0666
8EHQ-0487-0670
8EHQ-0687-0680

-8EHQ-1287-0700

8EHQ-0188-0714
8EHQ-0588~-0732
8EHQ-0788-074642
8EHQ-0988-0754
8EHQ-1188-0768
8EHQ-0389-0780
8EHQ-0589-0800
8EHQ-0789-0808
8EHQ-0889-0818

[T B ¥ BT B ¥ ]

STATUS REPORTS BY INFORMATION TYPE

8EHQ-1085-0571
8EHQ-1285-0578
BEHQ-1285-0581
B8EHQ-0386-0589
8EHQ-0486-0599
B8EHQ-0786-0616
8EHQ-1086-0636
BEHQ-1086-0640
8EHQ-0287-0652
8EHQ-0287-0655

. 8EHQ-0387-0659

B8EHQ-0487-0663
8EHQ-0487-0667
BEHQ-0587-0673
BEHQ-0787-0686
8EHQ-1287-0706
8EHQ-0388-0721
S8EHQ-0688-0739
BEHQ-0788-0744
BEHQ-1088-0760
8EHQ-1288-0778
8EHQ-0389-0787
B8EHQ-0689-0803
8EHQ-0789-0809
8EHQ-0889-0819

w v wn
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ACUTE TOXICITY (ANIMAL)

SUBMISSION #:

ACUTE TOXICITY
SUBMISSION #:

8EHQ~-0989-0826
8EHQ-1089-0834
8EHQ-1189-0841
8EHQ-1289-0850
8EHQ-1289~0859
8EHQ-0290-0893
8EHQ-0490-0920
8EHQ-0490-0958
8EHQ-0590-0985
8EHQ-0690-1004
8EHQ-0690-1016
8EHQ-0790-1031
8EHQ-0890-1040
8EHQ-0890-1048
8EHQ-0990-1057
8EHQ-0990-1060
8EHQ-0990-10638

(HUMAN)

B8EHQ-0178-0036
8EHQ-0178-0040
8EHQ-0278-0067
8EHQ~0278-0077
8EHQ-0278-0080
8EHQ-0378-0097

v v U

8EHQ-1089-0830
8EHQ-1089-0837
8EHQ-1189~0845
8EHQ-1289-0852
8EHQ~0190-0860
8EHQ-0390-0898
8EHQ-0490-0954%
8EHQ-0490~-0959
8EHQ-0590~-0991
8EHQ-0690-1005
8EHQ-0790-1021
8EHQ-0790-1035
8EHQ-0890-1045
8EHQ-0890-1052
8EHQ-0990-1058
8EHQ-0990-1061
8EHQ-0990-1076

8EHQ-0178-0038
8EHQ-0278-0052
8EHQ-0278-0075
8EHQ-0278-0078
8EHQ-0278-0081
8EHQ-0378-0105

(7}

w v o w»v v
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APPENDIX (D): STATUS REPORTS BY INFORMATION TYPE

8EHQ-1089-0833
8EHQ-1089-0838
SEHQ-1189-0848
8EHQ-1289-0857
8EHQ-0190-0867
BEHQ-0490-0919
8EHQ-06490-0957
8EHQ-0590-0964
8EHQ-0690-1003
8EHQ-0690-1009
38EHQ-0790-1023
8EHQ-0790-1036
8EHQ-0890-1047
BEHQ-0890-1054
BEHQ-0990-1059
8EHQ-0990-1062
BEHQ-0990-1084

8EHQ-0178-0039
8EHQ-0278-0063
8EHQ-0278-0076

8EHQ-0278-0079

B8EHQ-0378-0086
8EHQ-0478-0118

w v w
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ACUTE TOXICITY (HUMAN)

SUBMISSION #:

8EHQ-0478-0138
8EHQ-0578-0145
8EHQ-0578-0154
8EHQ-0678-0181
8EHQ-0778-0217
8EHQ-1178-0260
8EHQ~1079-0315
8EHQ-~0280-0333
8EHQ~-0680-0344
8EHQ~0981-0409
8EHQ-0783-0486
8EHQ-03864-0508
8EHQ-1084-0532
8EHQ-0985-0566
B8EHQ-0986-~0632
8EHQ-1287-0700
8EHQ-0889-0818
8EHQ-0390-0905
8EHQ-0890-1042

ALLERGENICITY (ANIMAL)

SUBMISSION #:

8EHQ-0578-0152
BEHQ-0678-0184
8EHQ-0480-0340
8EHQ-0682-0448

APPENDIX (D):

8EHQ-0578-0141
8EHQ-0578-0146
8EHQ-0578-0165
8EHQ-0678-0182
8EHQ-0978-0238
8EHQ-0179-0273
8EHQ-1279-0322
8EHQ-0480-0338
8EHQ-0880-0355
8EHQ-1182-0466
8EHQ-0983-0493
8EHQ-04864-0513
8EHQ-1084-0535
8EHQ-0186-0535
8EHQ-0487-0666
8EHQ-0688-0736
8EHQ-1089-0832
8EHQ-0490-0929
8EHQ-0990-1071

8EHQ-0578~0156
B8EHQ-0678-0185
8EHQ-1180-0371
8EHQ-1182-0462

STATUS REPORTS BY INFORMATION TYPE

BEHQ-0578-0142
BEHQ-0578-0149
8EHQ-0678-0180
8EHQ-0678-0184
BEHQ-1178-0258
BEHQ-0879-0304
BEHQ-0180-0324
8EHQ-0580-0341
BEHQ-0881-0407
8EHQ-0283-0471
3EHQ-1283-0502
BEHQ-0984-0529
8EHQ-06485-0552
BEHQ-0886-0622
8EHQ-0487-0671
8EHQ-1088-0755
3EHQ-0290-0885

" 8EHQ-0590-0991

8EHQ-0990-1078

8EHQ-0578-0166
8EHQ-0678-0206
8EHQ-0282-06427 S
BEHQ-0283-0471 S
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ALLERGENICITY (ANIMAL)
SUBMISSION #: BEHQ-0683-0482

8EHQ-1083-0495
8EHQ-1285-0580
8EHQ-0486-0597
8EHQ-0287-0657
8EHQ-0787;0686
8EHQ-1287-0711
8EHQ-0588-0733
8EHQ-1188-0768
8EHQ-0489-0795
8EHQ-0989-0826
8EHQ-1289-0852
8EHQ-0490-0919
8EHQ-0990-1069

ALLERGENICITY (HUMAN)
SUBMISSION #: 8EHQ-1177-0017

8EHQ-0178-0040
8EHQ-0578-0165
8EHQ-0678-0184%
8EHQ-0379-0280
8EHQ-0282-0427
8EHQ-0485-0550
B8EHQ-0786-0612
8EHQ-0488-0728

PS

8EHQ~-0783-0486
8EHQ-1084-0532
8EHQ-0186-0585
8EHQ-1186-0647
8EHQ-0487-0661
8EHQ-0887-~-0690
8EHQ-0188-0712
8EHQ-0688-0739
8EHQ-1288-0777
8EHQ-0589-0796
8EHQ-1189-0839
8EHQ-0290-0876
8EHQ-0790-1033
8EHQ-0990-1082

8EHQ-1177-0018
8EHQ-0278-0081
8EHQ-0678-0181
8EHQ-0678-0185
8EHQ-0779-0292
8EHQ-0283-0471
8EHQ-0186-0585
8EHQ-0886-0622
8EHQ-0290-0885

PS

APPENDIX (D): STATUS REPORTS BY INFORMATION TYPE

BEHQ-0883-0490
8EHQ-0685-0550
BEHQ-0386-0589
BEHQ-0287-0653
8EHQ-0687-0680
8EHQ-1287-0700
8EHQ-0388-0721
BEHQ-0688-0740
8EHQ-1288-0778

© 8EHQ-0689-0802

8EHQ-1189-0845
8EHQ-0290-089%
8EHQ-0990-1062

8EHQ-0178-0031 P

aEHQ-os7a-0164

8EHQ-0678-0182 P

8EHQ-0279-0274
8EHQ-~0880-0355
8FHQ-1084-0532

8EHQ-0386-0589 §

BEHQ-0987-0694

8EHQ-05%90-0991 S

*
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ALLERGENICITY (HUMAN)

SUBMISSION #&:

8EHQ-0890-1039 §

CELL TRANSFORMATION (IN VITRO)

SUBMISSION #%:

SUBMISSION #:

8EHQ-1277-0022
8EHQ-0373-0098
8EHQ-0578~-0141
8EHQ-0179-0268
8EHQ-0579-0286
8EHQ-0579-0289
8EHQ-0280-0334
B8EHQ-0681-0404
8EHQ-1081-0418
8EHQ-0883-0490
8EHQ-1083-0498
8EHQ-05864-0516
8EHQ-0685-0558
8EHQ-0786-0613
8EHQ-0986-0630
8EHQ-0690~10138

CHEMICAL/PHYSICAL PROPERTIES

8EHQ-0178-0034%
8EHQ-0879-0301
8EHQ-0480-0340
BEHQ-1080-0366

APPENDIX (D):

8EHQ-0278-0071
8EHQ-0378-0100
8EHQ-0578-0164
8EHQ-0479-0278
8EHQ-0579-0287
8EHQ-0679-0291
8EHQ-0281-0385
8EHQ-0981-0412
BEHQ-0982-0455
8EHQ-1083-0495
8EHQ-0484~-0511
8EHQ-1184-0536
8EHQ-0785-0561
8EHQ-0886-0620
8EHQ-0687-0679

8EHQ-0278-0044
8EHQ-1179-0317
8EHQ-0680-0348
8EHQ-06481-0397

STATUS REPORTS BY INFORMATION TYPE

8EHQ-0378-0094
8EHQ-0478-0132
8EHQ-0578-0166
aeho-oq79-oz79
8EHQ-0579-0288
81EHQ-0779-0296
8EHQ-1280-0401
8EHQ-1081-0415
8EHQ-0583-0477
8EHQ-1083~0496
8EHQ-0686-0512
8EHQ-1184-0537
8EHQ-0786-0610
SEHQ-0886-0621
8EHQ-0889-0814

8EHQ-0279-0274
8EHQ-0280-0333
8EHQ-0780-0353

8EHQ-0382-0440 S



APPENDIX (D): STATUS REPORTS BY INFORMATION TYPE
CHEMICAL/PHYSICAL PROPERTIES
SUBMISSION #: BEHQ-0483-0475

CHRONIC TOXICITY C(ANIMAL)

95

BEHQ-1187-0697

8EHQ-1287-0704

8EHQ-0578-0140

SUBMISSION #: B8EHQ-1277-0026 S 8EHQ-0478-0117
8EHQ-0578-0148 8EHQ-0578-~0165 8?HQ-0578-0170
8EHQ-0678~-0202 8EHQ-~0778-0209 BEHQ*0778—0212
8EHQ-0778-0215 8EHQ-0878-0234 8$H§-0878-0236
8EHQ-1078-0248 8EHQ-1078-0250 8éHQ-1078-0251
8EHQ-1078-0253 8EHQ-1278~0262 8EHQ-0179-0269
8EHQ-0279-0274% 8FHQ-0479-0281 BEHQ-0579-0283
8EHQ-0779-0297 8EHQ-0979-0305 GEHQ—0580°0362
8EHQ-0481-0397 8EHQ-0282-0439 8EHQ41282-0467
8EHQ-0283-0469 S 8EHQ-0283-0472 § 8EHQ-0383-0474
8EHQ-0683-0480 8EHQ-0683-0483 S 8EHQ-0783-0438
8EHQ~1083-0497 8EHQ-1283-0503 8EH9-1083-0509
8EHQ-0584-0514 8EHQ-0584-0517 B8EHQ-0884-0525
8EHQ-08864-0526 8EHQ-0984-0530 8EHQ-1284-0538
8EHQ-0285-0545 S 8EHQ-0485-0550 8EHQ-0485-0553
8EHQ-0785-0562 S 8EHQ-0985-0567 8EHQ-0685-0583 S
8EHQ-0386-0592 8EHQ-0486-0600 8&HQ-0686~0604
8EHQ-0786-0606 S 8EHQ-0786-0614 8EHQ-0886-0618 S
8EHQ-0386-0619 8EHQ-0986-0624 S 8EHQ-0986-0625 S
8EHQ-1086-0642 8EHQ-0187-0650 8EHQ-0487-0668
8EHQ-0587-0675 8EHQ-0786-0681 8EHQ-0787-0684 S
8EHQ-0887-0687 8EHQ-0887-0691 S 8EHQ-0987-0692

8EHQ-1287-0708 S

'
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CHRONIC TOXICITY (ANIMAL)
SUBMISSION #: 8EHQ-1287-0710

8EHQ-0588-0730
8EHQ-0988-0752
8EHQ-1288-0774
8EHQ-0889-0812
8EHQ-1289-0856
8EHQ-0290-0881
8EHQ-0490-0930
8EHQ-0590-0968
8EHQ-0890-1043
8EHQ-0890-1056

CHRONIC TOXICITY (HUMAN)
SUBMISSION &#: 8EHQ-0378-0096

8EHQ-0981-0409
8EHQ-0285-0546
8EHQ-0586-0601
8EHQ-0986-0634
8EHQ-0987-0694%
8EHQ-1287~0701
8EHQ-0190-0863
8EHQ-0390-0915
8EHQ-0790~-1034

CLASTOGENICITY (ANIMAL)

S

APPENDIX (D):

8EHQ-0188-0713
8EHQ~-0788-0741
8EHQ-1088-0760
8EHQ-1288-0775
8EHQ-0989-0822
8EHQ-1289-0858
8EHQ-0390-0900
8EHQ-0490-0952
8EHQ-0590-0993
8EHQ~0890-1050

8EHQ-0878-0230
8EHQ-0383-06473
8EHQ-0585-0557
8EHQ-0786-0615
8EHQ-0187-0651
8EHQ-1187-0698
8EHQ-1188-0772
8EHQ-0190-0864
8EHQ-0490-0917
8EHQ-0990~1072

STATUS REPORTS BY INFORMATION TYPE

8EHQ-0388-0725
8EHQ-0788-0745
8EHQ-1288-0773
8EHQ-0589-0797
8EHQ-1189-0847
8EHQ-0290-0873

. 8EHQ-0390-0914

8EHQ-0490-0960
8EHQ-0790-1029
8EHQ-0890-1053

8EHQ-0978-0241
8EHQ-0884-0523
8EHQ-0486-0598 -
BEHQ-0986-0629
BEHQ-0887-0688
B8EHQ-1287-0699
8EHQ-1089-0831
BEHQ-0290-0886
8EHQ-0490-0924

8EHQ-0990-1080 S



84

SUBMISSION #:

CLASTOGENICITY
SUBMISSION #:

DNA ADDUCT (IN

SUBMISSION #:

8EHQ-0483-06476

(IN VITRO)

8EHQ-0579-0287
8EHQ-1082-0460
8EHQ~-0384~0506
8EHQ-0584-0515
8EHQ-0784-0522
8EHQ-0685-0558
8EHQ-0586-0602
8EHQ-0886-0621
8EHQ-1186-0647
8EHQ-0787-0686
8EHQ-1088-0758
8EHQ-0789-0805
8EHQ-0890-1051

VITRO)

8EHQ-0386-0592

DNA DAMAGE/REPAIR

SUBMISSION #:

8EHQ-0478-0132
8EHQ-0678-0206
8EHQ-0579-0285
8EHQ-0583-0477
8EHQ-0384-0506
8EHQ-0484-0512

w v v v

APPENDIX (D):

8EHQ-0779-0294%
8EHQ-0683-0481
8EHQ-1083-~0509
8EHQ-0584-0516
8EHQ-1084-0533
8EHQ-1285-0580
B8EHQ-0786-0608
8EHQ-0986-0630
8EHQ-0687-0679
8EHQ-0987-0693
8EHQ-0389-0780
8EHQ-0889-0814
8EHQ-0990-1079

8EHQ-0578-0165
8EHQ-0778-0213
8EHQ-0579-0288

8EHQ-0683-0481

8EHQ-1083-0509
38EHQ-1184-0536

STATUS REPORTS BY INFORMATION TYPE

BEHQ-1082-0459
BEHQ-1283-0500
8EHQ-0484-0510
a;ﬁo—osaq—osla
B8EHQ-1286-0539
8EHQ-0386-0595
BEHQ-0786-0610
BEHQ-1186-0646
8EHQ-0787-0685
8EHQ-0288-0715
BEHQ-0389-0791
8EHQ-1189-0847

8EHQ-0678-0191
8EHQ-0778-0221
8EHQ-0679-0291
8EHQ-1283-0503
8EHQ-0484-0511
8EHQ-1184-0537
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DNA DAMAGE/REPAIR

SUBMISSION #:

8EHQ-0785-0561 S

8EHQ-0886-0621
8EHQ-0687-0679
8EHQ-0288-0715
8EHQ-1289-0853

DNA REPAIR (IN VITRO)

SUBMISSION #:

8EHQ-0280~-0334

ECOTOXICITYZAQUATIC TOXICITY

SUBMISSION #:

8EHQ-0178-0032
8EHQ-~0278-0059
8EHQ-0378~-0108
8EHQ-0478~0119
8EHQ-0478-0124
8EHQ-0478-0132
8EHQ-0578-0150
8EHQ-0678-0185
8EHQ-0778-0223
8EHQ-0881-0407
8EHQ-1083-0495
8EHQ-0487-0666
8EHQ-0390-0899
B8EHQ-0590-0994

8EHQ-0990-1083 S

8EHQ-0586-0602 S
BEHQ-1186-0646 S

BEHQ-0787-0685
8EHQ-0688~0737
8EHQ-0890-1051

8EHQ-0980-0359

8EHQ-0278-0048
8EHQ-1277-0060
8EHQ-0378~0111
8EHQ-0478-0120
8EHQ-0478-0125
8EHQ-0578-0141
8EHQ-0678-0171
B8EHQ-0678-0201
8EHQ-1078-0249
B8EHQ-0783-1486
8EHQ-0486-0597
8EHQ-0288-07138
8EHQ-0390-0906
8EHQ-0690-1017

APPENDIX (D): STATUS REPORTS BY INFORMATION TYPE

8EHQ-0786-0613
8EHQ-0187-0649
3EHR-0987-0692
8EHQ-0889-0814

8EH6—1080—0366

8EHQ-0278-0058
8EHQ-0278-0061
8EHG-0378-0114
8EHQ-0478-0121
8EHQ-0478-0126
BEHQ-0578-01642
8EHQ-0678-0184
8EHQ-0778-0209
8EHQ-1178-0260
BEHQ-0983-0491
8EHQ-0287-0653
8EHQ-0989-0826
B3EHQ-0390-0908
8EHQ-0790-1032

r'!



APPENDIX (D): STATUS REPORTS BY INFORMATION TYPE

EMERGENCY INCIDENT OF ENV. CONTAMINATION

SUBMISSION %: 8EHQ~0378~6086 * 8EHQ-0678-0183

09

B8EHQ-0978-0240
8EHQ-0379-0277
8EHQ-1179-0319
8EHQ-0580-0343
8EHQ-1182-0466
8EHQ-0786-0617
8EHQ-0490-0933

ENV. OCCURRENCE/RELEASE/FATE
SUBMISSION #: 8EHQ-1077-0008

8EHQ-0178-0038
8EHQ-0278-005¢%
8EHQ-0378-0093
8EHQ-0478-0129
8EHQ-0578-0168
8EHQ-0678-0184
8EHQ-0778-0209
8EHQ-1078-0245
8EHQ-1178-0256
8EHQ-0179-0266
8EHQ-0879-0300
8EHQ-0180-0330
8EHQ-0830-0358
8EHQ-0881-0407

8EHQ-1078-0255
8EHQ-0779-0299
8EHQ-1279-0322
8EHQ-0181-0378
8EHQ-0985-0566
8EHQ-1188-0769
8EHQ-0790-1032

8EHQ-1177-0013
8EHQ-0278-0043
8EHQ-0378-0085
8EHQ-0378-0099
8EHQ-0578-0146
8EHQ-0678-0179
8EHQ-0678-0189
8EHQ-0878-0237
8EHQ-1078-0249
8EHQ-1178-0260
8EHQ-0379-0277
8EHQ-0979-0310
BEHQ-0580-0343
8EHQ-1080-0368
BEHQ-0981-0409

8EHQ-0878-0237
BEHQ-1178-0260
8EHQ-0879-0300
8EHQ-1279-0329

 8EHQ-0881-0407

8EHQ-0386-0593
a§H0—049o-o921

8EHQ-0178-0037
8EHQ-0278-0045
8EHQ-0378-0089
8EHQ-0378-0110
BEHQ-0578-0147
BEHQ-0678-0183
8EHQ-0678-0208
B8EHQ-0978-0240
8EHQ-1078-0255
8EHQ-1278-0264
8EHQ-0779-0299
8EHQ-1279-0329
BEHQ-0680-0345
8EHQ-0181-0378
8EHQ-0981-0413



LS

ENV. OCCURRENCE/RELEASE/FATE
SUBMISSION #: BEHQ-1081-06416

BEHQ-1182-0466
8EHQ-0384-0508
8EHQ-0386-0593
8EHQ-0287-0653
8EHQ-0688-0735
8EHQ-1188-0769
8EHQ-0290-0882
8EHQ-0490-0933
8EHQ-0890-1038

EPIDEMIOLOGY/CLINICAL
SUBMISSION #: BEHQ-1177-0016

8EHQ-0378-0096
8EHQ-0478-0123
8EHQ-0578-0146
BEHQ-0578-0168
S8EHQ-0978-0241
8EHQ-0280-0332
8EHQ-1080-0367
8EHQ-0381-0390
8EHQ-0282-0427
8EHQ-0383-0473
BEHQ-0285-0546
8EHQ-0585-0557

APPENDIX (D):

8EHQ-0982-0457
8EHQ-0983-0491
8EHQ-0784-0521
8EHQ-0486-0597
BEHQ-0487-0662
8EHQ-1088-0759
8EHQ-0589-0799
8EHQ-0390-0905
8EHQ-0490-0953
8EHQ-0990-1077

8EHQ-1277-0021
8EHQ-0378-0105
8EHQ-0478-0128
8EHQ-0578-0149
8EHQ-0678-0192
8EHQ-0978-0246
8EHQ~0580-0341
8EHQ-1180-0374
8EHQ-0381-0394

-8EHQ-0382-0440

8EHQ-1083-0497
8EHQ-0485-0551
8EHQ-0985-0567

STATUS REPORTS BY INFORMATION TYPE

8EHQ-1182-06462
BEHQ-1083-0495
8EHQ-0985-0566
8EHQ-0786-0617
8EHG-0487-0671
8EHQ-1088-0761
8EHQ-0989-0826
8EHQ-0490-0921
8EHQ-0790-1032

8EHQ-0278-0056
8EHQ-0478-0117
8EHQ-0478-0135
8EHQ-0578-0167

8EHQ-0878-0230

8EHA-0379-0280
asné-loao—osss
8EHQ-0281-0382
8EHQ-1280-0401
BEHQ-0582-06464
BEHQ-0884-0523
BEHQ-0485-0552

8EHQ-0186-0585 S

r‘i
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EPIDEMIOLOGY/CLINICAL

SUBMISSION #§:

SUBMISSION #:

8EHQ-0286-0588
8EHQ-0586-0601
8EHQ-0786-0615
B8EHQ-0986-0634
8EHQ-0487-0671
8EHQ-1187-0698
8EHQ-0288-0722
8EHQ-1188-0772
8EHQ-1089-0831
8EHQ-0190-0864
8EHQ-0390-0915
8EHQ-0490-0929
8EHQ-0890-1053
8EHQ-0990-1072

GROUNDWATER CONTAMINATION

8EHQ-0578-0147
8EHQ-0180-0330
8EHQ-0982-0457
8EHQ-0490-0953

APPENDIX (D):

8EHQ-0386-0589 S

8EHQ-0786-0611
8EHQ-0986-0629
8EHQ-1086-0641
8EHQ-0887-0688
8EHQ-1287-0699
B8EHQ-0688-0736
8EHQ-0889-0818
8EHQ-1089-0832
8EHQ-0290-0886
8EHQ-0490-0917
8EHQ-0590-0991
8EHQ-0990-1065
8EHQ-0990-1078

8EHQ-0678-0189
8EHQ-0680-0345
8EHQ-0487-0662

STATUS REPORTS BY INFORMATION TYPE

BEHQ-0486-0598
8EHQ-0786-0612
8EHQ-0986-0632
BEHQ-0187-0651
BEHQ-0987-0694
8EHG-1287-0701
8EHQ-1088-0755
8EHQ-0989-0821
B8EHQ-0190-0863
AEHQ-0390-0905
8EHQ-0490-0924
8EHQ-0790-1034
8EHQ-0990-1071
8EH4-0990-1080

BEHQ-0979-0310
8EHQ-1080-0368
8EHQ-1088-0759

B8EHQ-0990-1077

HUMAN EXPOSURE (ACCIDENTAL)
SUBMISSION #: BEHQ-1077-0008
8EHQ-0278-0067 P X
8EHQ-0278-0077 P *

8EHQ-0178-0038
8EHQ-0278-0076 P
8EHQ-0278-0079 P

8EHQ-1077-0011
8EHQ-0278-0075 P *
8EHQ-~0278-0078 P %



APPENDIX (D): STATUS REPORTS BY INFORMATION TYPE
HUMAN EXPOSURE (ACCIDENTAL)
SUBMISSION #: B8EHQ-0278-0080 P *

8EHQ-0378-0086 x 8EHQ-0478-0118 P

¢9

HUMAN EXPOSURE
SUBMISSION #&:

8EHQ-0578-0146
8EHQ-0678-0180
8EHQ-0978-~0240
8EHQ-0379-0277
8EHQ~-1279-0322
8EHQ-0580-0341
8EHQ-0981~0413
8EHQ-0384-0508
8EHQ-0786~-0617
8EHQ-1089-0832
8EHQ-0490-0929
8EHQ-0990-1065

(MONITORING)

8EHQ-1277-0021
8EHQ-0378~0110
8EHQ-0478-0115
8EHQ-0578-0168
8EHQ-0678-0189
8EHQ-0778-0213
8EHQ-1278-0264
8EHQ-0779~0292
8EHQ-1179-0320

8EHQ-0280-0331 S

8EHQ-0578-0149
B8EHQ-0778-0217
BEHQ-1178-0260
BEHQ-0879-0304
8EHQ-0180-0324
8EHQ-0580-0343
BEHQ-1081-0416

~ 8EHQ-0484-0513

8EHQ-0487-0671
8EHQ-0290-0885
8EHQ-0490-0933

8EHQ-0378-0096
8EHQ-0378-0112
BEHQ-0578-0146
BEHQ-0578-0170
B8EHQ-0678-0208
8EHQ-0778-0219
8EHQ-0179-0267
8EHQ-0779-0293

8EHQ-0979-0326 S
8EHQ-0380-0336 S

8EHQ-0578-0154 P
8EHQ-0978-0238

8EHQ-0179-0273

8EHQ-1079-0315
8EHQ-0480-0333
8EHQ-0381-0390
BEHQ-1182-0466
8EHQ-0985-0566
8EHQ-0688-0736
8EHQ~0390-0905
8EHQ-0690-0962

8EHQ-0378-0109

8EHQ-0378-0113

B8EHQ-0578-0147
BEHQ-0678-0179
8EHQ-0778-0209
8EHQ-0778-0228
8EHQ-0479-0281
B8EHQ-0979-0310
8EHQ-0180-0330
8EHQ-0580-0343
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HUMAN EXPOSURE (MONITORING)

SUBMISSION #:

HUMAN EXPOSURE
SUBMISSION #:

8EHQ-0680-0345
B8EHQ-1080-0368
8EHQ-0981-0413
8EHQ-0982-0457
8EHQ~1083-0495
8EHQ-0784-0521
8EHQ-0285~0546
8EHQ-0485-0551
8EHQ-0985-0566
8EHQ-0986-0633
8EHQ-0487-0671
8EHQ-0288-0722
8EHQ-1088-0761
8EHQ-0489-0793
8EHQ-1289-0856
BEHQ-0490-0924
8EHQ-0490-0962
8EHQ-0890-1053

(PRODUCT CONTAMINATION)

8EHQ-1077-0012
8EHQ-0478-0117
8EHQ-0778-0219
8EHQ-0779-0292

8EHQ-0280-0331 S-

APPENDIX (D):

8EHQ-0680-0348
8EHQ-1280-0376
8EHQ-0382-0440
BEHQ-1182-0462
8EHQ-1083-0497
8EHQ-1084~-0535
8EHQ-0385-0547
8EHQ-0485-0553
8EHQ-0286-0588
8EHQ-1286-0648
8EHQ-0587-0672
8EHQ-0688-0735
8EHQ-0289-0784%
8EHQ-0589-0801
8EHQ-0190-0863
BEHQ-0490~-0933
8EHQ-0690-1018
8EHQ-09%90-1077

8EHQ-0378-0104
8EHQ~-0478-0133
8EHQ-1278~-0264%
8EHQ-1179-0320

8EHQ-0380-0336 S

STATUS REPORTS BY INFORMATION TYPE

8EHQ-1080-0367
8EHQ-1280-0401
BEHQ-0482-0442
BEHQ-0383-0473
8EHQ-0184-0504
8EHQ-0185-05642
B8EHQ-0485-0550
8EHQ-0585-0554
8EHQ-0586-0601
BEHQ-0487-0662
BEHQ-0687-0682
BEHQ-0988-0752
8EHQ-0389-0789
8EHQ-0889-0818

. BEHQ-0290-0882

8EHQ-0490-0953
8EHQ-0890~-1038
8EHQ-0990-1078

8EHQ-0378-0113
8EHQ-0578-0139
BEHQ-0579-0284
8EHQ-0979-0326
BEHQ-0680-0348
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HUMAN EXPOSURE (PRODUCT CONTAMINATION)

SUBMISSION %:

IMMUNOTOXICITY
SUBMISSION 8:

IMMUNOTOXICITY
SUBMISSION #:

MATERIAL SAFETY DATA SHEETS/LABELS

SUBMISSION #%:

METABOLISM/PHARMACOKINETICS (ANIMAL)

SUBMISSION &:

8EHQ-1280-0401 S

B8EHQ-0780-0352
8EHQ-0381-039¢0
8EHQ-0482-0442
8EHQ-0383-0473
8EHQ-0585-0554
BEHQ-~1186-06%%
8EHQ-1088-0761
8EHQ-0490-0962

(ANIMAL)
8EHQ-0186-0585
8EHQ-0889-0817

(HUMAN)
8EHQ-0290-0876

8EHQ-0190-0867
8EHQ-0490-0945
8EHQ-0590-0983
8EHQ-0690-1017
8EHQ-0990-1071

8EHQ-0780-0350

APPENDIX (D):

8EHQ-0880-0358
8EHQ-0981-0409
8EHQ-0682-0449
8EHQ~0784-0521
8EHQ-0885-0564
8EHQ-0288-0720
8EHQ-0589-0799

8EHQ-0386-0594

8EHQ-0390-0903
8EHQ-0590-0967
8EHQ-0590-0991
8EHQ-0690~-1018
8EHQ-099%0~-1078

STATUS REPORTS BY INFORMATION TYPE

8EHQ-1280-0376
8EHQ-1281-0420
B8EHQ-0283-0469
8EHQ-0185-0542
8EHQ-1186-0643
8EHQ-0688-0735
8EHQ-0689-0804

8EHQ-0588-0732

8EHQ-0490-0919
8EHQ-0590-0969
8EHQ-0590-1001
8EHQ-0990-1062
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METABOLISM/PHARMACOKINETICS (HUMAN)
SURMISSION #%:

8EHQ-0578-0149
8EHQ-0285-0546

MUTAGENICITY (IN VITRO)
SUBMISSION #: 8EHQ-1077-0010

8EHQ~0178-0030
8EHQ~0278-0053
8EHQ-0278-0082
8EHQ-0478-0127
8EHQ-0578-0165

BEHQ-0678-0185

8EHQ-0778-0214
BEHQ-1078-0254%
8EHQ-0179-0268
8EHQ-0479-0279
8EHQ-0579-0247
8EHQ-0679-0291
8EHQ-0879-0301
8EHQ-0180-0328
8EHQ-0480-0339
8EHQ-0780-0351
BEHQ-0980-0363
8EHQ-0281-0385
8EHQ-0581-0400
8EHQ-0681-0404

APPENDIX (D):

8EHQ-0379-0277
8EHQ-0485-0551

8EHQ-1277-0025
8EHQ-0278-0047

" 8EHQ-0278-0057

8EHQ-0378-0102
8EHQ-0478-0136
3EHQ-0578-0166
8EHQ-0678-0187
8EHQ-0778-0216
8EHQ-0179-0266
8EHQ-0179-0270
8EHQ-0579-0285
8EHQ-0579-0288
8EHQ-0779-0293
8EHQ-1179-0321
8EHQ-0280-0333
8EHQ-0480-0340
8EHQ-0980-n359
BEHQ-1080-0366
8EHQ-0381-0391
8EHQ-0681-0402

8EHQ-0781~-0406 S

STATUS REPORTS BY INFORMATION TYPE

8EHQ-0484-0513

‘ 8EH§-0486-0600

8EHQ-1277-0026
8EHQ-0278-0051
BEHQ-0278-0073
8EHQ-0378-0107
8EHQ-0578-0164
B8EHQ-0678-0186
8EHQ-0778-0213
BEHQ-0978-0239
8EHQ-0179-0267
8EHQ-06479-0278
8EHQ-0579-0286
B8EHQ-0579-0289
BEHQ-0779-0294
8EHQ-1279-0323
asné—ozao—ossq
8EHQ-0780-0350
8EHQ-0980-0361
8EHQ-0281-0383
8EHQ-06481-0396
8EHQ-0681-0403
BEHQ-0981-0612
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MUTAGENICITY (IN VITRO)
SUBMISSION #: 8EHQ-1081-0415

8EHQ-1281-0426
BEHQ-0982-0455
8EHQ-1082-0460
8EHQ-0283-0470
8EHQ-0583-0477
8EHQ-0783-0486
8EHQ-1083-0495
8EHQ-1283-0503
8EHQ-0484-0510
8EHQ-0584-0515
8EHQ-0584~0519
8EHQ-1084-0532
8EHQ-1284-0539
8EHQ-0785-0561
8EHR-1285-0580
8EHQ~-0486-0597
8EHQ-0786-0608
8EHQ-0886-0620
BEHQ-1286-0645
BEHQ-0187-0649
8EHQ-0687-0677
B8EHQ-0787-0686
8EHQ-1287-0706
BEHQ-0288-0719

APPENDIX (D):

8EHQ-1081-0417
B8EHQ-0282-0427
8EHQ-0982-0458
8EHQ-1182-0465
8EHQ-0283-0471
8EHQ-0683-0481
8EHQ-0883-0489
8EHQ-1083-0496
B8EHQ-0384-0506
8EHQ-0484-0511
8EHQ-0584-0516
8EHQ-0784-0522
8EHQ-1084-0533
8EHQ-12864-0541
8EHQ-1085-0571
8EHQ-0186~0584
8EHQ-0586~-0602
8EHQ-0786-0610
8EHQ-0886-0621
8EHQ-1186-0646
8EHQ-0287-0653
8EHQ-0687-0679
8EHQ-0987-0692
8EHQ-1287-0709
8EHQ-0688-0737

STATUS REPORTS BY INFORMATION TYPE

8EHQ-1081-0418
BEHQ-0682-0448
BEHQ-1082-0459
8EHQ-0183-0468
aeﬁq-oqas—oa7s
BEHQ-0683-0482
BEHQ-0883-0490
aeﬁq—1zas—osoo
8EHQ-1083-0509
BEHQ-04864-0512
8EHQ-0584-0518
BEHQ-0984-0530
8EHQ-1184-0537

. 8EHQ-0685-0558

8EHQ-1285-0579
BEHQ-0186-0585
BEHQ-0786-0606
aEﬁQ-o786—0613
BEHQ-0986-0627
aEﬁQ—11as—0647
8EHQ-0287~0654
8EHQ-0787-0685
8EHQ-0987-0693
B8EHQ-0288-0715
BEHQ-0788-0743

(5, TV . BT N ¥ ]
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MUTAGENICITY (IN VITRO)

SUBMISSION $%:

8EHQ-1088-0758
8EHQ-0389-0791
8EHQ-0889-0814
8EHQ-1289-085%
8EHQ-0390-0916
8EHQ-0490-0960
B8EHQ-0690-1016
8EHQ-0990-1066

MUTAGENICITY (IN VIVO)

SUBMISSICN #:

SUBMISSION #:

8EHQ-0273-~0082
8EHQ-0678-0208
8EHQ-0179-0267
8EHQ-0579~0288
8EHQ-1179-0321
8EHQ-0980-0359
8EHQ-0381-0387
B8EHQ-1281-0426
8EHQ~-0785-0560
8EHQ~-0290-0892

NEUROTOXICITY (ANIMAL)

8EHQ-1177-0015
8EHQ-0678-0188
8EHQ-0880-0356

8EHQ-1088-0760
8EHQ-0589-0798
8EHQ-0989-0826
8EHQ~1289-0858
8EHQ-0490-0930
8EHQ-0690-1009
8EHQ-0890-1044
8EHQ-0990-1067

8EHQ-0378-0107
8EHQ-0778-0213
8EHQ-0579-0285
8EHQ-0679-0291
8EHQ-1279-0323
8EHQ-1080-0366
8EHQ-0981-0412
8EHQ-0483-0476
8EHQ-1285-0577
8EHQ-0390-0916

8EHQ-0278-0055
8EHQ~-0778-0218
8EHQ-0380-0357

APPENDIX (D): STATUS REPORTS BY INFORMATION TYPE

8EHQ-0389-0780
8EHQ-0789-0805
8EHQ-1089-0837
8EHQ-0390-0903
8EHQ-0490-0932
8EHQ-0690-1015
BEHQ-0890-1051
8EHQ-0990-1079

8EHQ-0578-0170
8EHQ-1078-0248
8EHQ-0579-0287
BEHQ-0879-0301
8EH&-0780-0350
8EHQ-0281-0386
8EHQ-1081-0418

" 8EHQ-1083-0499

BEHQ-0786-0613
8EHQ-0590-0981

BEHQ-0678-0173
8EHQ-0279-0275
BEHQ-0780-0369



69

NEUROTOXICITY C(ANIMAL)

SUBMISSION #&:

SUBMISSION #:

8EHQ-0382-0440
8EHQ-0583-0478
8EHQ-0684-0520
8EHQ-1085-0571
8EHQ-0486-0599
B8EHQ-0587-0678
8EHQ-0588-0733
8EHQ-0788-0744
8EHQ-0489-0793
8EHQ-0836-0815
8EHQ-1189-0841
8EHQ-1189-0848
8EHQ-0390~0898
B8EHQ-0490-0919
8EHQ-0490~0936
8EHQ-0490-0958
8EHQ-0590-0964
8EHQ-0690-1002
8EHQ-0690-1005
8EHQ-0890-1041
8EHQ-0990-1057

NEUROTOXICITY (HUMAN)

8EHQ-1277-0021
8EHQ-0578-0146

APPENDIX (D):

8EHQ-0682-0451
8EHQ-1083-0494
8EHQ-1084-0532
8EHQ-0186-0584
8EHQ-0886-0628
8EHQ-1287-0706
8EHQ-0688-0739
8EHQ-1088-0757
8EHQ-0489-0794
8EHQ-1089-0837
8EHQ-1189-0843
8EHQ-0190-0867
8EHQ-0390-0913
8EHQ-0490-0931
8EHQ-0490-0954
8EHQ-0490-0959
8EHQ-0590-0996
8EHQ-0690-1003
8EHQ-0690~-1007
8EHQ-0890-1043
8EHQ-0990-1063

8EHQ-0373-0105
8EHQ-0480-0338

w

“ v v w

STATUS REPORTS BY INFORMATION TYPE

8EHQ-1182-0462
8EHQ-1283-0501
8EHQ-0585-0556
BEHQ-0386-0590
8EHQ-0287~0655
BEHQ-0188-0714
8EHQ-0688-0740
8EHQ-1288-0776
8CHQ-0889-0811
BEHQ-1089-0838
BEHQ-1189-0846
8EHQ-0290-0893
8EHQ-0390-091¢
8EHQ-06490-0934
8EHQ-06490-0957
8EHQ-0490-0963
8EHQ-0590-1001
8EHQ-0690-1004
BEHQ-0790-1028
8EHQ-0890-1052
8EHQ-0990-1076

B8EHQ-0478-0118
8EHQ-0786-0611
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APPENDIX (D): STATUS REPORTS BY INFORMATION TYPE
NEUROTOXICITY (HUMAN)
SUBMISSION #: BEHQ-1086-0641 8EHQ-0590-0991 S B8EHQ-0990-1065

ONCOGENICITY (ANIMAL)

0l

SUBMISSION #: BEHQ-0877-0002

8EHQ-1177-0016
8EHQ-0178-0028
8EHQ~0278-0046
8EHQ-0578-0140
8EHQ-0578-0170
8EHQ-0778-0212
8EHQ-0878-0236
8EHQ-1078-0251
8EHQ~0279-0274%
8EHQ~-0779-0297
8EHQ-1079-0314
8EHQ-0180-0327
8EHQ-0580-0342
8EHQ-0980-0360
8EHQ-0381-0393
8EHQ-1280-0401
8EHQ-0981-0411
8EHQ-0282-0434
8EHQ-0682-0447
8EHQ-1082-0461

8EHQ-0283-0469 S -

8EHQ-1077-0006
8EHQ-1177-0019
8EHQ-0178-0029
8EHQ-0278-0083
8EHQ-0578-0148
8EHQ-0678-0202
8EHQ~0778-0215
8EHQ-0978-0246
8EHQ-1078-0253
8EHQ-0479-0281
8EHQ-0979~0305
8EHQ-1179-0316
8EHQ-0180-0328
8EHQ-0780-0350
8EHQ-1080-0370
8EHQ-0481-0397
BEHQ-0681-0402
8EHQ-1281-0422
8EHQ-0282-0439
8EHQ-0882-0453
8EHQ-1182-0463

8EHQ-0283-0472 S

8EHQ-1077-0012
8EHQ-1277-0026
8EHQ-0278-0044
8EHQ-0478-0117
BEHQ-0578-0165
8EHQ-0778-0209

. 8EHQ-0878-0234%

8EHQ-1078-0248
8EHQ-1278-0262
8EHQ-0579-0283
8EHQ-0979-0306
8EHQ-1179-0318
8EHQ-0480-0337
8EHQ-0780-0353
8EHQ-0381-0339
BEHQ-0581-0400
8EHQ-0981-0410
8EHQ-1281-0423
BEHQ-0482-0443
8EHQ-0882-0454
8EHQ-1282-06467
BEHQ-0383-06476



LL

ONCOGENICITY (ANIMAL)
SUBMISSION #: B8EHQ-0683-0480

8EHQ-0783-0488
8EHQ-0384~-0507
8EHQ-0584~0517
8EHQ-0984-0530
8EHQ-0485-0553
8EHQ-~0985-0567
8EHQ-0486-0600
BEHQ-0786-0614
8EHQ-1086-0642
8EHQ-0786-0681
8EHQ-0887-0691
8EHQ-1287-0704
8EHQ-0183-0713
8EHQ-0788-0741
8EHQ-1088-0763
8EHQ-1288-~0775
8EHQ-0989-0822
8EHQ-1289-0858
8EHQ-06490-0952
8EHQ-0790-1029

ONCOGENICITY (HUMAN)
SUBMISSION &: 8EHQ-0777-0001

8EHQ-0478-0135

APPENDIX (D):

8EHQ-0683-0483
BEHQ-1083-0497
8EHQ-1033-0509
8EHQ-0884-0525
8EHQ-1284-0538
8EHQ-0785-0561
8EHQ-0685-0583
8EHQ-0686-0604
8EHQ-0886-0618
8EHQ-0187-0650
8EHQ-0787-0684
8EHQ-0987-0692
8EHQ-1287-0708
8EHQ-0388-0725
8EHQ-0788~-0745
8EHQ-1288-0773
8EHQ-0789-~0809
8EHQ-1189-0847
8EHQ-0290-0873
8EHQ-0490-0960
8EHQ-0890-1050

8EHQ-0378-0096
8EHQ-0578-0167

STATUS REPORTS BY INFORMATION TYPE

8EHQ-0783-0486
8EHQ-1283-0503
BEHQ-0584-0514
BEHQ-0884-0526
8EHQ-0485-0550
8EHQ-0785-0562
8EHQ-0386-0592
BEHQ-0786-0606
8EHQ-0386-0619
BEHQ-0587-0675
8EHQ-0887-0687
BEHQ-1187-0697
8EHQ-1287-0710
BEHQ-0588-0730
8EHQ-1088-0760
8EHQ-1288-0774
8EHQ-0889-0812
8EHQ-1289-0856
8EHQ-0290-0881
8EHQ-0590-0993

8EHQ-0478-0117
8EHQ-0578-0168

-



ONCOGENICITY (HUMAN)
SUBMISSION #: 8EHQ-0878-0230

8EHQ-0582-0444
8EHQ-0285-0546
8EHQ-0586-0601
8EHQ-0986-0634
8EHQ-1187-0698
8EHQ-1188-0772
8EHQ-0290-0886
8EHQ-0490~-0924

APPENDIX (D):

8EHQ-0978-0241
8EHQ-0383-0473
8EHQ-0585-0557
8EHQ-0786-0615
8EHQ-0187-0651
8EHQ-1287-0699
8EHQ-0190-0863
8EHQ-0390-0915
8EHQ-0790-1034

STATUS REPORTS BY INFORMATION TYPE

8EHQ-0978-0246
8EHQ-0884-0523
8EHQ-0486-0598
BEHQ-0986-0629
8EHQ-0887-0688
8EHQ-1287-0701
8EHQ-0190-0864
8EHQ-0490-0917
8EHQ-0890-1053

8EHQ-0990-1080 S

PRODUCT COMPOSITION/CHEMICAL IDENTITY L

8EHQ~1177-0016
8EHQ-0278-0044
8EHQ-0378-0085
8EHQ-0378-0104
8EHQ-0478-0133
8EHQ-0578-0153
8EHQ-0578-0164
8EHQ-0678-0187
8EHQ-0778-0209
8EHQ-0778-0220
8EHQ-1078-0245
8EHQ-1078-0253

8EHQ-1277-0021
8EHQ-0278-0045
8EHQ-0378-0089
8EHQ-0378-0105
8EHQ-0573-0139
8EHQ-0578-0155
8EHQ-0578-0165
8EHQ-0678-0200
8EHQ-0778-0214
8EHQ-0778~0228
8EHQ-1078-0249
8EHQ-1078-0255

SUBMISSION #: BEHQ-1077-0008 8EHQ-1077-0011 8EH§-1177-0016

8EHQ-1277-0026
8EHQ-0278-0054
8EHQ-0378-0093
8EHQ-0678-0117
8EHQ-0578-0150
8EHQ-0578-0163
8EHG-0578-0169
8EHQ-0678-0205
BEHQ-0778-0219
BEHQ-0978-0240
8EHQ-1078-0251
8EHQ-1178-0256



¢l

PRODUCT COMPOSITION/CHEMICAL IDENTITY

SUBMISSION #:

8EHQ-1178~02690
8EHQ-0179-0268
8EHQ-0279-0275
8EHQ-0579-0283
8EHQ-0779-0293
8EHQ-1179-0321
8EHQ-0280-0331
8EHQ-0380~0336
8EHQ~-1180-0373
8EHQ-0381-0394
8EHQ-0781-0406
8EHQ-0882-0454
8EHQ-0283-0471
8EHQ-0683-0480
B8EHQ-0783-0485
8EHQ-0983-0492
8EHQ-1283-0501
8EHQ-0384-0508
8EHQ-0484-0513
8EHQ-0584-0517
8EHQ-0884-0526
8EHQ-0285-0545
8EHQ-0485-0553
8EHQ-0585-0556
8EHQ-0985-0568

w v v wv v

X

APPENDIX (D):

8EHQ-1178-0261
8EHQ-0179-0269
8EHQ-0479-02738
8EHQ-~0579-02388
8EHQ-0879-0301
8EHQ-1279-0323
8EHQ-0280-0333
8EHQ-0780-0350
8EHQ-1180-0374
8EHQ-0481-0397
8EHQ-0482-0442
B8EHQ-0982-0456
8EHQ-0583~-0477
8EHQ-0683-0483

- BEHQ-0783-0487

8EHQ-0983-0493
8EHQ-1283-0502
8EHQ-0484-0510
8EHQ-0584-0515
8EHQ-0586-0519
8EHQ-1286-0540
8EHQ-0485-0548
8EHQ-0585-0554
8EHQ-0785-0562
8EHQ-1085-0571

b R ¥ B ¥ S ¥ B ¥, BT

STATUS REPORTS BY INFORMATION TYPE

8EHQ-1278-0264
8EHQ-0179-0272
S8EHQ-0379-0280
8EHQ-0779-0292
8EHQ-1179-0317
8EHQ-0180-0328
S8EHQ-0380-0335
8EHQ-0880-0358
8EHQ-1180-0375

 8EHQ-0581-0399

8EHQ-0682-0446
8EHQ-0283-0469
B8EHQ-0583-0479
B3EHQ-0683-0484
8EHQ-0983-0491
8EHQ-1283-0500
8EHQ-1283-0503

| 8EHQ-0484-0511

8EHQ-0584-0516
8EHQ-0784-0521
B8EHQ-0185-0542
8EHQ-0485-0551
8EHQ-0585-0555
BEHQ-0885-0564
BEHQ-0585-0572

w o w»nwouv v o »n v



Yl

8EHQ-0685-0583
8EHQ-0486-0597
8EHQ-0786-0606
8EHQ-0786-0610
8EHQ-0986-0623
8EHQ-0986-0626
8EHQ-0986-0632
8EHQ-1086-0637
8EHQ~1186~-0643
8EHQ-0187-0649
8EHQ-0387-0656
8EHQ-0487-0665
8EHQ-0487-0669
8EHQ-0587-0674
8EHQ-0787-0686
8EHQ-1287-0708
8EHQ-0288-0716
8EHQ-0388-0724
8EHQ-0488-0728
8EHQ-0588-0733
8EHQ-0688-0740
BEHQ-0988-0749
8EHQ-0988-0752
8EHQ-1088-~0758

S
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APPENDIX (D):
PRODUCY COMPOSITION/CHEMICAL IDENTITY
SUBMISSION #: 8EHQ-1185-0576

8EHQ-1285-0577
8EHQ-0386-0589
8EHQ-0586-0602
8EHQ-0786-0608
8EHQ-0786-0614
8EHQ-0986-0624
8EHQ-0986-0627
8EHQ-0986-0633
B8EHQ-1086-0639
8EHQ-1186-0644
8EHQ-0287-0652
BEHQ-0487-0661
8EHQ-0487-0667
8EHQ-0487-0670
8EHQ-0687~0680
8EHQ-1187-0697
8EHQ-1287-0709
8EHQ-0288-0717
8EHQ-0388~0725
8EHQ-0488-0729
8EHQ-0688-0734
8EHQ-0788-0744
8EHQ-~-0988-0750
8EHQ-0988-0753
8EHQ-1088-0760

w
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STATUS REPORTS BY INFORMATION TYPE

BEHQ-0186-0582
8EHQ-0386-0594
BEHQ-0686-0605
aeﬁo—o7as—oso9
8EHQ-0886-0621
8EHQ-0986-0625
8EHQ-0986-0631
8EHQ-1086-0636
BEHQ-1086-0640
8EHQ-1186-06646
8EHQ-0287-0655
8EHQ-0487-0664
BEHQ-0487-0668
8EHQ-0487-0671
BEHQ-0787-0684
8EHQ-1287-0707
B8EHQ-0188-0714
8EHQ-0288-0720
BEHQ-0488-0727
8EHQ-0588-0731
BEHQ-0688-0735

' 8EHQ-0788-0745

8::HQ-0988-0751
8EHQ-1088-0755
8EHQ-1088-0761

P B ¥ Y ]
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APPENDIX (D): STATUS REPORTS BY INFORMATION TYPE
PRODUCT COMPOSITION/CHEMICAL IDENTITY
SUBMISSION #: 8EHQ-1088-0763 S

8EHQ-1088-0764 S 8EHQ-1188-0765

Gl

8EHQ-1188-0766 S 8EHQ-1188-0767 S 8EHQ-1188-0768
BEHQ-1188-0770 S 8EHQ-1188-0771 § 8FHQ-1288-0776
8EHQ~0389-0780 8EHQ-0289-0782 S 81EHQ-0289-0783
8EHQ-0289-0784 8EHQ-0289-0785 S 8EH6—0389-0787
8EHQ-0389-0788 S B8EHQ-0389-0789 8EHQ-0389-0790
8EHQ-0389-0791 S 8EHQ-0489-0794 S 8EH9-0589-0798
8EHQ-0589-0799 8EHQ-0689-0804 8EHQ-0789-0805
8EHQ-0789~-0806 S 8EHQ-0789-0808 S 8EH§-0889-0811
8EHQ-0889-0816 S 8EHQ-0889-0817 8EHQ-0889-0819
8EHQ-0989-0821 S 8EHQ-0989-0824 S 8EH§-0989—0825
8EHQ-0989~0827 S 8EHQ-0989-0828 S 8EH§—1089—0833
8EHQ-1089-0834 S 8EHQ-1089-0835 S 8EH6-1089—0837
8EHQ-1089-0838 S 8EHQ-1189-0840 S 8EH6-1189-0842
8EHQ-1189-0843 § 8EHQ-1189-0844 85H&‘1189-0847
8EHQ-1189-0848 S 8EHQ-1289-0849 S 8EH6—1289-0851
8EHQ~-1289-0853 S 8EHQ-1289-0854 S 8EH§-1289°0857
8EHQ-1289-0858 S 8EHQ-1289-0859 BEHQ-0190-0861
8EHQ-0190-0862 S 8EHQ-0190-0865 S 8EH6~0190-0866
8EHQ~-0190-0868 S 8EHQ-0190-0869 S 8EH6-0190-0870
8EHQ-0190-0871 S 8EHQ-0290-0872 S 8EH&—0290~0873
8EHQ-0290-0874 S 8EHQ-0290-~-0875 S 8EHR-0290-0879
8EHQ-0290-0880 8EHQ-0290-0881 S B8EHQ-0290-0883
BEHQ-0290-0887 S 8EHQ-0290-0838 S 85H6—0290-0889
8EHQ-0290-0890 S 8EHQ-0290-0891 S 8EHQ-0390-0895
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APPENDIX (D): STATUS REPORTS BY INFORMATION TYPE
PRODUCT COMPOSITION/CHEMICAL IDENTITY

9L

SUBMISSION %: B8EHQ-0390-0896 S 8EHQ-0390-0897 S 8EHQ-0390-0903
8EHQ-0390-0905 S 8EHQ-0390-0906 S 8Eﬂ0~0390—0907
8EHQ-0390-0908 S 8EHQ-0390-0913 S 8EHQ-0390-0914
8EHQ-0390-0916 S 8EHQ-0490-0918 S 8EHQ-0490-0919
8EHQ-0490-0920 S 8EHQ-0490-0921 S 8EﬁQ-0490-0922
8EHQ-0490-0923 S 8EHQ-0490-0925 S 8EHQ-0490-0926
8EHQ-0490-0927 S 8EHQ-0490-0928 S 8Eﬁ0—0490-0929
8EHQ-06490~0930 S 8EHQ-0490-0931 S 8EﬁQ—0490-0932
8EHQ-0490-0934 S BEHQ-0490-0935 S 8EHQ-0490-0938
8EHQ-0490~-0952 S 8EHQ-0490-0955 5 8Eﬁ0—0690—0956
8EHQ-0490-0957 S B8EHQ-0490-0958 S : 8EﬁQ-0490-0959
8EHQ-0490-0961 S 8EHQ-0490-0962 85#0-0590-0983
8EHQ-0590-0986 S 8EHQ-0590-0987 S 8EHQ-0590-0988
8EHQ-0590-0989 S 8EHQ-0590-0990 85&0-0590-0992
8EHQ-0590-0993 S 8EHQ-0590-0995 § 8EHQ-0590-0997
8EHQ-0590-0998 § " 8EHQ-0590-1001 S 8E“Q-0690-1004
8EHQ-0690-1005 S 8EHQ-0690-1006 S 8EHQ-0690-1010
8EHQ-0690-1011 S 8EHQ-0690-1012 S 85&0-0690-1013
8EHQ-0690-1014 S 8EHQ-0690-1016 S 8EHQ-0790-1022
8EHQ-0790-1023 S 8EHQ-0790-1025 S 8Eﬁ0-0790-1026
8EHQ-0790-1028 S 8EHQ-0790-1029 8EHQ-0790~-1031
8EHQ-0790-1036 S 8EHQ-0790-1037 S 8Eﬁ0—0890—1039
8EHQ-0890-1042 8EHQ-0890-1044 S 8EHQ-0890-1048
8EHQ-0890-1049 S 8EHQ-0890-1050 S 8EHQ-0890-1052
8EHQ-0890-1054 S - 8EHQ-0890-~10656 S 8EHQ-0990-1058
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APPENDIX (D): STATUS REPORTS BY INFORMATION TYPE
PRODUCT COMPOSITION/CHEMICAL IDENTITY
8EHQ-0990-1060 S 8EHQ-0990-1062

SUBMISSION #: B8EHQ-0990-1059 S *
8EHQ-0990-1063 8EHQ-0990~-1066 S 8EHQ-0990-1070 S
8EHQ-0990-1071 8EHQ-0990-1073 S 8EHQ~0990-1075 S

LL

8EHQ-0990-1076
8EHQ-0990-1083

PRODUCTION/USE/PROCESS
SUBMISSION #: 8EHQ-1277-0026

8EHQ-0378-0104
8EHQ-0378-0110
8EHQ-0478-0115
8EHQ-0478-0123
B8EHQ-0578-0146
8EHQ-0578-0155

8EHQ-0990-1078

8EHQ-0378-0096
8EHQ-0378-0105
8EHQ-0378-0112
8EHQ-0478-0117
8EHQ-0478-0138
8EHQ-0578-0148
8EHQ-0578~0157

8EHQ~-0990-1079

BEHQ-0378-0097
8EHQ-0378-0109
8EHQ-0378-0113
B8EHQ-0478-0118
8EHQ-0578-0139
8EHQ-0578-0152
8EHQ-0578-0158
BEHQ-0578-0163

8EHQ-0578-0159 ¥ 8EHQ-0578-0162

8EHQ-0578-0164 8EHQ-0578-0165 8%HQ-0578~0166
8EHQ-0578-0167 8EHQ-0578-0168 8&HQ—0578—0169
8EHQ-0678-0179 » 8EHQ-0678-0130 8EHQ-0678-0200
BEHQ-0678-0202 8EHQ~-0778-0209 8EHQ-0778-0217
B8EHQ-0778-0219 * 8EHQ-0778-0228 8;“0‘0878-0230

8EHQ-0978-0239
BEHQ-1078-0247
8EHQ-1078~0253
8EHQ-1278-0264
8EHQ-0179-0270

8EHQ-1078-0245
8EHQ-1078-0251
8EHQ-1178-0256
8EHQ-0179-0267
8EHQ-0179-0271

8EHQ-0978-0246
8EHQ-1078-0252
8EHQ-1178-0261
BEHQ-0179-0268 S
8EHQ-0179-0272



8.

PRODUCTION/USE/PROCESS

SUBMISSION #: 8EHQ-0279-0275

8EHQ-0479-0282
8EHQ-0679-0291
8EHQ-0779-0294
8EHQ-0583-0477
8EHQ-0683-04381
8EHQ-07383-0487
8EHQ-0983-0493
8EHQ-1083-0496
8EHQ-1283-0500
8EHQ-1283-0503
8EHQ-0384~0506
8EHQ-0484-0513
8EHQ-0584-0516
8EHQ-0684-0520
8EHQ-0886-0523
8EHQ-0884-0528
8EHQ-1084-0532
8EHQ-~10864-0535
8EHQ-0285-0545
8EHQ-0485-0548
8EHQ-0485-0551
B8EHQ-0585-0554
8EHQ-0585~-0557
8EHQ-0785-0561

APPENDIX (D):

8EHQ-0479-0278
8EHQ-0579-0283
BEHQ-0779-0292
8EHQ-0779-0296
8EHQ-0583-0479
BEHQ-0683-0483
8EHQ-0883-0490
BEHQ-1083-0494
8EHQ-1083-0497
BEHQ-1283-0501
8EHQ-0184-0504
3EHQ-1083-0509
8EHQ-0584-0514
B8EHQ-0584~0517
BEHQ-0784-0521
BEHQ-0884-0524
8EHQ-0984-0529
BEHQ-1084-0533
8EHQ-0185-0542
BEHQ-0285-0546
BEHQ-0485-0549
8EHQ-0485-0552
8EHQ-0585-0555
BEHQ-0685-0558
8EHQ-0785-0562

STATUS REPORTS BY INFORMATION TYPE

BEHQ-0379-0280
8EHQ-0579-0288
8EHQ-0779-0293
8EHQ-0779-0297
8EHQ-0683-0480
BEHQ-0783-0485
8EHQ-0983-0492
8EHQ-1083-0495
8EHQ-1083-0498
BEHQ-1283-0502
BEHQ-0284-0505
BEHQ-06484-0510
BEHQ-0584-0515
8EHQ-0586-0519
8EHQ-0784-0522
8EHQ-0886-0526
BEHQ-0984-0531

 8EHQ-1084-0534

8EHQ-0285-0544
8EHQ-0385-0547
B8EHQ-0485-0550

- 8EHQ-06485-0553

8EHQ-~0585-0556
8EHQ-0685-0559
8EHQ-0785-0563



6L

PRODUCTION/USE/PROCESS
SUBMISSION #: B8EHQ-0885-0564

8EHQ-0985-0568
BEHQ-1085-0571
8EHQ~1185-0574
8EHQ-1285-0577
8EHQ-1285-0580
8EHQ-0685-0583
BEHQ-0186-0586
B8EHQ-0386-0591
B8EHQ-0486-0597
8EHQ-0586~-0601
8EHQ-0786-0606
8EHQ-0786-0609
BEHQ-0786-0615
8EHQ-0886-0622
8EHQ-0986-0625
8EHQ-0986-0630
8EHQ-0986-063%
8EHQ-1086-0637
8EHQ-1086-0641
8EHQ-1186-0644
8EHQ-0187-0649

8EHQ-0287-0655 S

8EHQ-0387-0659
8EHQ-0487-0664

8EHQ-0885-0565
8EHQ-1085-0569
8EHQ~0585-0572
8EHQ-1185-0575
8EHQ-1285-0578
8EHQ-1285-0581
8EHQ-0186-0584
8EHQ-0286-0588
8EHQ-0386-0594
8EHQ-0486-0599
8EHQ-0586-0602
8EHQ-0786-0607
8EHQ-0786-0613
8EHQ-0786-0616
8EHQ-0986-0623
8EHQ-0986-0627
8EHQ-0986-0631
8EHQ-1086-0635
8EHQ-1086-0639
8EHQ-1086-0642
8EHQ-1286-0645
8EHQ-0287~-0653
8EHQ-0287-0657
8EHQ-0487-0661
8EHQ-06487-0665

APPENDIX (D): STATUS REPORTS BY INFOENATION TYPE

BEHQ-0985-0566
8EHQ-1085-0570
8EHQ-1185-0573
8EHQ-1185-0576
8EHQ-1285-0579
3EHQ-0186-0582
8EHQ-0186-0585
BEHQ-0386-0589
BEHQ-0486-0596
8EHQ-0486-0600
B8EHQ-0686-0603
8EHQ-0786-0608
BEHQ-0786-0616
8EHQ-0886-0621
BEHQ-0986-0624
8EHQ-0986-0629
BEHQ-0986-0633
SEHQ-1086-0636
BEHQ-1086-0640
8EHQ-1186-0643
BEHQ-1286-0648
BEHQ-0287-0654
B8EHQ-0287-0658
BEHQ-0487-0663
8EHQ-0487-0667

w v v w
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PRODUCTION/USE/PROCESS
SUBMISSION #: B8EHQ-0487-0669

8EHQ-0587-0672
8EHQ-0587-0675
8EHQ-0587-0678
8EHQ-0687-0682
8EHQ-0787-0685
3EHQ-0887-0688
8EHQ-0887-0691
8EHQ-1087-0695
8EHQ-1287-0700
8EHQ-1287-0706
8EHQ-01838-0714
8EHQ-0288-0717
8EHQ-0388-0721
8EHQ-03838-0724
8EHQ-0588~-0730
8EHQ-0588-0733
8EHQ-0688~-0738
8EHQ-0788-0742
8EHQ-0888-0746
8EHQ-0988-0749
8EHQ-0988-0752
8EHQ-1088-0755
8EHQ-1088-0758
8EHQ-1088-0763

APPENDIX (D):

8EHQ-0487-0670
8EHQ-0587-0673
8EHQ-0587-0676
8EHQ-0687-0679
BEHQ-0687-0683
8EHQ-0787-0686
8EHQ-0887-0689
8EHQ-0987-0692
B8EHQ-1187-0698
8EHQ-1287-0701
8EHQ-1287-0709
8EHQ-0288-0715
8EHQ-0288-0719
8EHQ-0288-0722
8EHQ-0388-0725
8EHQ-0588-0731
8EHQ-0688-0734%
8EHQ-0688~-0739
8EHQ-0788-0744%
8EHQ-0888~-0747
8EHQ-0983-0750
8EHQ-0988-0753
8EHQ-1088-0756
8EHQ-1088-1759
8EHQ-1188~0765

STATUS REPORTS BY INFORMATION TYPE

8EHQ-0487-0671
8EHR-0587-0674
B8EHQ-0687-0677
8EHQ-0687-0680
BEHQ-0787-0684
8EHQ-0887-0687
8EHQ-0887-0690
8EHQ-0987-0694
BEHQ-1287-0699
3EHQ-1287-0704

. 8EHQ-1287-0710

B8EHQ-0288-0716
8EHQ-0288-0720
8EHQ-0388-0723
8EHQ-0488-0729
8EHQ-0588-0732
8EHQ-0688-0735
8EHQ-0688-0740
S8EHQ-0788-0745
8EHQ-0988-0748
8EHQ-0988-0751
8EHQ-0988-0754
8EHQ-~1088-0757
8EHQ-1088-0760
8EHQ-1188-0766

I
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~

PRODUCTION/USE/PROCESS

SUBMISSION #: 8EHQ-1188-0767

8EHQ-1188-0771
8EHQ-12883-0778
8EHQ~0289-0782
8EHQ-0289-0785
8EHQ-0389-07389
8EHQ-0489-0792
8EHQ-0589-0798
8EHQ-0689-0802
8EHQ-0789-0806
8EHQ-0889-0810
8EHQ-0889-0814
8EHQ-0889-0817
8EHQ-0889-0820
8EHQ-0989-0824
8EHQ-0989-0827
8EHQ-1089-0831
8EHQ-1089-0834
8EHQ-1089-0838
8EHQ-1189-0841
8EHQ-1189-0845
8EHQ-1289-0849
8EHQ-1289-0852
8EHQ-1289-0856
8EHQ-0190-0861

APPENDIX (D): STATUS REPORTS BY INFORMATION TYPE

8EHQ-1188-0768 S
8EHQ-1288-0775
8EHQ-0189-0779
8EHQ-0289-0783 S
8EHQ-0389-0787 S
8EHQ-0389-0790 S
8EHQ-0489-0793
8EHQ-0589-0799
8EHQ-0689-0804
8EHQ-0789-0807 S
8EHQ-0889-0811
8EHQ-0886-0815
8EHQ~-0889-0818
8EHQ-0989-0821
8EHQ-0989-0825
8EHQ-0989~0828
8EHQ-1089-0832
8EHQ-1089-0835 S
8EHQ-1189-0839
8EHQ-1189-0842 S
8EHQ-1189-0847
8EHQ-~-1289-0850
8EHQ-1239-0853 S
8EHQ-1289-03857 S
8EHQ-0190-~0862 S

w

w v uvu w

8EHQ-1188-0770
BEHQ-1288-0776
8EHQ-0189-0781
81:HQ-0289-0784
BEHQ-0389-0788
BEHR-0389-0791
8EHG-0489-0794
8EHQ-0589-0800
8EHQ-0789-0805
8EHA~0789-0808
8EHQ-0889-0813
8EHQ-0889-0816
8EHQ-0889-0819
8EHQ-0989-0823
8EHQ-0989-0826
8EHQ-1089-0829
8EHQ-1089-0833
8EHQ-1089-0836
aeu§-11s9—os4o
BEHQ-1189-0843
BEHQ-1189-0848

S8EHQ-1289-0851

8EHR-1289-0854
8EHR-1289-0858
8EHQ-0190-0863

(7 e DY S ¥ B ¥ B 7
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PRODUCTION/USE/PROCESS
SUBMISSION #: BEHQ-0190-0864%

8EHQ-0190-0867
8EHQ-0190-0870
8EHQ-0290-0874
8EHQ-0290-0879
BEHQ-02%90-~0883
8EHQ-0290-0387
8EHQ-0290-0890
8EHQ-0390-0898
8EHQ-0390~-0901
8EHQ-0390-0907
8EHQ-0390-0915
8EHQ-0490-0918
8EHQ-0490-0925
8EHQ-0490-0930
8EHQ-0490-0933
8EHQ-0490-0936
8EHQ-0490-0939
8EHQ-0490-0943
8EHQ-0490-0950
8EHQ-0490-0955
8EHQ-06490~-0958
8EHQ-06490-0962
8EHQ-0590-0971
8EHQ-0590-0975

L7 T T T T B Y 7.

APPENDIX (D):

8EHQ-0190-0865
8EHQ-0190-0868
8EHQ-0190-0871
8EHQ-0290-0875
8EHQ-0290-0881
8EHQ-0290-0885
8EHQ-0290-0838
8EHQ-0290-0891
8EHQ-0390-0899
8EHQ-0390~-0902
8EHQ-0390-0913
8EHQ-0390-0916
8EHQ-0490-0919
8EHQ-0490-0926
8EHQ-06490-0931
8EHQ-0490-0934
8EHQ-06490-0937
8FHQ~-0490-0940
8EHQ-0490-0944%
8EHQ-0490-0951
8EHQ-0490-0956
8EHQ-0490-0959
8EHQ-0590-0964
8EHQ-0590-0972
8EHQ-0590-0976

LT I R ¥ BT ¥ ]

w

[CL N TR Y R T I T I Y

STATUS REPORTS BY INFORMATION TYPE

8EHQ-0190-0866
8EHQ-0190-0869
8EHQ-0290-0872
8EHQ-0290-0877
8FHQ-0290-0882
8EHQ-0290-0886
8EHQ-0290-0889
8EHQ-0290-0894
8EHQ-0390-0900
8EHQ-0390-0903
8EHQ-0390-0914
8EHQ-0490-0917
BEHQ=0490-0924
8EHQ-0490-0928
8EHQ-0490-0932
B8EHQ-0490-0935
8EHQ-0490-0938
8EHQ-0490-0941
8EHQ-0490-0945
8EHQ~0690-0954
8EHQ-0490-0957
8EHQ-06490-0960
8EHQ-0590-0968
8EHQ-0590-0976
8EHQ-0590-0981



¢8

PRODUCTION/USE/PROCESS

SUBMISSION ¢#:

8EHQ-0590-0983
8EHQ-0590-0994
8EHQ-0590-0997
8EHQ-0590-1001
8EHQ-0690-1004
8EHQ-0690~1010
8EHQ-0690-1013
8EHQ-0690-1016
8EHQ-0790-1021
8EHQ-0790-1025
8EHQ~0790-1028
8EHQ-0790-1033
8EHQ-0790-1037
8EHQ-0890-1041
8EHQ-0890-1044%
8EHQ-0890-1047
8EHQ-0890-1050
8EHQ-0890-1054
8EHQ-0990-1058
8EHQ-0990-1062
8EHQ~0990-1066
8EHQ-0990-1071
8EHQ-0990-1074
8EHQ~0990-1078
8EHQ-0990-1081

(7 I T B ¥ T N ¥ A

8EHQ-0590-0985
8EHQ-0590-0995
8EHQ-0590-0998
8EHQ-0690-1002
8EHQ-0690-1005
8EHQ-0690-1011
8EHQ-0690-1014
8EHQ-0690-1018
8EHQ-0790~1023
8EHQ-0790-1026
8EHQ-0790-1029
8EHQ-0790-1034%
8EHQ-0890-1039

8EHQ-0890-1042

8EHQ-0890-1045
8EHQ-0890-1048
8EHQ-0890~1052
8EHQ-0890~1055
B8EHQ-0990-1060
8EHQ-0990-1063
8EHQ-0990-1069
8EHQ-0990-1072
8EHQ-0990-1075
8EHQ~0990-1079
8EHQ-0990-1083

L BT BT A Y ]

APPENDIX (D): STATUS REPORTS BY INFORMATION TYPE

8EHQ-0590-0992
8EHQ-0590-0996
8EHQ-0690-0999
8EHQ-0690-1003
8EHQ-0690-1006
8EHQ-0690-1012
8EHQ-0690-1015
8EHQ-0690-1019

" 8EHQ-0790-1024

8EHQ-0790~-1027
8EHQ-0790-1031
8EHQ-0790-1036
8EHQ-0890-1040
8EHQ-0890-1043
8EHQ-0890-1046
8EHQ~0890-1049
8EHQ-0890-1053

‘BEHQ-0890-1056

8EHQ-0990~1061
8EHQ-0990-1065
BEHQ-0990-1070
8EHQ-0990-1073
8EHQ-0990-1076
8EHQ-0990-1080

[T IR 7: T T N ¥ (]



APPENDIX (D): STATUS REPORTS BY INFORMATION TYPE

REPORTING RATIONALE
SUBMISSION #: 8EHQ-1078-0249
8EHQ-1083-0494 »

8EHQ-0783-0485 5
BEHQ-0587-0672 §

8EHQ-0880-0358 *
8EHQ-0384-0508 P x

78

8EHQ~-1287-0706
8EHQ-0889-0813

8EHQ-1281-0424
8EHQ-0682-0450
8EHQ-1182-0464%
8EHQ-1083-0499
8EHQ-08864-0528
8EHQ-0185-0543
8EHQ-0485-0548

8EHQ-0488-0729
8EHQ-0886-0815

8EHQ-0382-0440
8EHQ-0882-0452
8EHQ-0483-~0475
8EHQ-0284-0505
8EHQ-1084-0532
8EHQ-0285-0544
8EHQ-0585-0555

8EHQ-1188-0772
8EHQ-0490-0933

' 8EHQ-0382-0441

8EHQ=1182-0462

8EHQ-0783-0485 S

8EHQ-0884-0527
8EHQ-1084-0534
8EHQ-0385-0547
8EHQ-0785-0560

REPRODUCTIVE TOXICITY/TERATO. (ANIMAL)

SUBMISSION #: B8EHQ-1077-0007 8EHQ-1277-(027 8éHQ*0278'0049
8EHQ-0378-0095 * 8EHQ-0378-0101 8EHQ-0378-0103 *
8EHQ-0478-0122 Ll 8EHQ-0478-0129 8EHQ—0478-0130 T
8EHQ-0578-0160 S ¥ 8EHQ-0678-0185 8EHQ-0678-0206 X
8EHQ-0678-0208 8EHQ-~0778-0209 8EHQ-0778-0211
8EHQ-0978-0244 8EHQ-1078-0245 8EHQ-1078-0247
8EHQ-1078-0248 8EHQ-1078-0252 8EHQ-0179-0267
8EHQ-0179-0269 S 8EHQ-0779-0293 8EHQ-0680-0346
8EHQ-1180-0373 S 8EHQ-1180-0374 8EHQ~1180-0375
8EHQ-0181-0379 8EHQ-0281-0384% 8EHQ-0381-0386
8EHQ-0381-0388 S 8EHQ-0381-0394 8EHQ-0581-0399
8EHQ-0781-0405 S 8EHQ-1081-0414 8EHQ~1281-0421



G8

REPRODUCTIVE TOXICITY/TERATO.
SUBMISSION #: B8EHQ-0785-0562

8EHQ-1285-0577
B8EHQ-0986-0626
8EHQ-0287-0653
8EHQ~-0487-0666
8EHQ-0687-06482
8EHQ-0288-0716
8EHQ-0388-0726
8EHQ-0588-0731
8EHQ-0988-0748
BEHQ-0988-0751
8EHQ-1088-0764
8EHQ-1188-0767
8EHQ-1288-0778
8EHQ~-0389-0786
8EHQ-0489-0794
8EHQ-0889~0811
8EHQ-0889-0820
8EHQ-0989-0825
8EHQ-1089-0829
8EHQ-1189-0844%
8EHQ-1289-0852
8EHQ-0190-0861
8EHQ-0190-0868
8EHQ-0190-0871

(ANIMAL)
S

(3 B 7 B Y I ¥ ]

APPENDIX (D):

8EHQ-1085-0570
8EHQ-0186-0587
8EHQ-0886-0628
8EHQ~-0287-0658
8EHQ-0587-0672
8EHQ-1087-0695
8EHQ-0288-0717
8EHQ~0488-0727
BEHQ-0688-0738
8EHQ-0988-0749
8EHQ-1088-0758
8EHQ-1188-0765
8EHQ-1188-0770
8EHQ-0289-0783
8EHQ-0389-0790
8EHQ-0789-0807
8EHQ-0889-0813
8EHQ-0989-0823
8EHQ-0989-0827
8EHQ-1089-0835
8EHQ-1289-0849
8EHQ-1289~0855
BEHQ-0190-0862
8EHQ-0190-0869
8EHQ-0290-0872

[T I T B 7 BT AT A T

STATUS REPORTS BY INFORMATION TYPE

8EHQ-0585-0572
BEHQ-0986-0623
B8EHQ-0986-0633
8EHQ-0487-0664
8EHQ-0587-0676
BEHQ-1287-0706
8EHQ-0338-0721
8EHQ-0488-0729
8EHQ-0888-0746
8EHQ-0988-0750
8EHQ-1088-0760
8EHQ-1188-0766
B8EHQ-1188-0771
8EHQ-0289-0785
BEHQ-0489-0792
8EHQ-0889-0810
SEHQ-0889-0816
8EHQ-0989-0824
BEHQ-0989-0828
8EHQ-1189-0842
8EHQ-1289-~0851
8EHQ-1289-0858
8EHQ-0190-0865
8EHQ-0190-0870
8EHQ-0290-0874

w wvw o w»mw v v
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REPRODUCTIVE TOXICITY.TERATO.
SUBMISSION #: 8EHQ-0290-0875

8EHQ-0290-0879
8EHQ-0290-0884
8EHQ-0290-0889
8EHQ~0290-0892
8EHQ-0390-0897
8EHQ-0390-0910
8EHQ-0490-0918
8EHQ-0490~-0925
8EHQ-0490-0930
8EHQ-0490-0935
8EHQ-0490-0939
8EHQ-0490-0942
B8EHQ-0490-0945
B8EHQ-0490-0948
8EHQ-0490-0951
8EHQ-0490-0961
8EHQ-0590-0967
8EHQ-0590-0970
8EHQ-0590-0973
8EHQ-0590-0976
8EHQ-0590-0979
8EHQ-0590-0982
8EHQ-0590-0986
8EHQ-0590~0989

(ANIMAL)

w v v v v wnw

APPENDIX (D):

8EHQ-0290-0877
B8EHQ-0290-03881
8EHQ-0290-0887
8EHQ-0290-0890
8EHQ-0390-0895
8EHQ-0390-0904
8EHQ-0390-0911
8EHQ-0490-0922
8EHQ-0490-0927
8FEHQ-0490-~0931
8EHQ-06490-0937

.8EHQ-0490~-0940

8EHQ-0490-0943
8EHQ-0490-0946
8EHQ-0490~-0949
8EHQ-0490-0955
8EHQ-0590-0965
8EHQ-0590-0968
8EHQ-0590-0971
8EHQ-0590-0974
8EHQ-0590-0977
8EHQ-0590-0980
8EHQ-0590-0983

8EHQ-0590-0987

8EHQ-0590-0990

w wn »n v

w v uw w

STATUS REPORTS BY INFORMATION TYPE

8EHQ-0290-0878
8EHQ-0290-0883
8EHQ-0290~-08838
8EHQ~0290-0891
8EHQ-0390-0896
8EHQ~-0390-0907

 8EHQ-0390-0912

8EHQ-0490~0923
BEHQ-0490-0928
3EHQ-0490-0932
8EHQ-0490-0938
8EHQ-0490-0941
8EHQ-0490-094%
8EHQ-0490-0947
BEHQ-0490-0950
8EHQ-0490-0956
8EHQ-0590-0966
B8EHQ-0590-0969
8EHQ-0590-0972
BEHQ-0590-0975
8EHQ-0590-0978
8EHQ-0590-0981
8EHQ-0590-0984
8EHQ-0590-0988
8EHQ-0590-0992

(7 T Y B ¥ BT BT D D
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APPENDIX (D): STATUS REPORTS BY INFORMATION TYPE
REPRODUCTIVE TOXICITY/TERATO. (ANIMAL)
SUBMISSION #: BEHQ-0590-0995 S

8EHQ-0590-0997 S 8EHQ-0590-09%98 S

.8

8EHQ-0690-0999 » 8EHQ-0690-1000 S 8EHQ-0690-1002
8EHQ-0690-1003 8EHQ-0690-1006 S 8EHQ-0690-1008
8EHQ-0690-1010 S 8EHQ-0690-1011 S 8EHQ-0690-1012
8EHQ~-0690-1013 S 8EHQ-0690-1014 S 8EHQ~0790-1024
8EHQ-0790-1025 S 8EHQ-0790-1026 S 8EHQ-0790~-1030
8EHQ-0790-1037 S 8EHQ-0890-1042 8EHQ-0890-1043
8EHQ-0890-1046 3EHQ-0890-1055 S 8EHQ-0990-1063
8EHQ*0990-1064 8EHQ-0990-1073 S 8EHQ-0990-1075
REPRODUCTIVE TOXICITY/TERATO. (HUMAN)

SUBMISSION #: 8EHQ-0877-0003 8EHQ-1277-0021 8EHQ-0278-0056
B8EHQ-0478-0123 8EHQ-0478-0128 8EHQ;0578—0146
8EHQ-0678~-0192 § 8EHQ-1078~0245 S8EHQ-1080-0367
8EHQ-0382-0440 S 8EHQ-0286-0588 8EHQ-0288-0722
8EHQ-0989-0821 S

SUBACUTE TOXICITY (ANIMAL)

SUBMISSION #: 8EHQ-1277-0023 8EHQ~-1277-0024 . BEHQ-0178-0068
8EHQ-0178-0069 8EHQ-0578-0157 8EHQ-0678-0178
8EHQ-0678-0184 * 8EHQ-0678-0185 8EHQ-0279-0274
8EHQ-0679-0291 8EHQ-0779-0293 8EHQ-1279-0325
8EHQ-0680-0346 8EHQ-1080-0366 8EHQ-0780-0369
8EHQ-0181-0377 3EHQ-0281-0384 8EHQ-0381-0392
8EHQ-1081-0419 8EHQ-1281-1n425 S 8EHQ-0382-0438 S



88

SUBACUTE TOXICITY (ANIMAL)

SUBMISSION #:

8EHQ-0582-06445
8EHQ-0483-0476
8EHQ~0683~0484
8EHQ-1083-0498
8EHQ-10864-0532
8EHQ-06485-0549
8EHQ-0785~-0561
BEHQ~-0186-0585
8EHQ~0486-0597
8EHQ-0786-0608
8EHQ-1086-0637
8EHQ-0587-0674¢
8EHQ-0787-~0686
8EHQ-1287-0705
8EHQ-0488-0727
8EHQ-1288-0777
8EHQ-0289-0782
8EHQ-0989-0826
8EHQ-0290~-0880
8EHQ-0490-0926
8EHQ-0690-0999
8EHQ-0690-1019
8EHQ-0790-1027
8EHQ-0790-1037
8EHQ-0890-1055

8EHQ-0682-0446
8EHQ-0583-0478
8EHQ-0783-0485
8EHQ-0284-0505
8EHQ-1084-0534
8EHQ-0485-0550
8EHQ-0785-0562
8EHQ-0386-0590
8EHQ-0686-0603
8EHQ-0986~0627
8EHQ-0287-0653
8EHQ-0687-0680
8EHQ-1287-0700
8EHQ-0188-0714
8EHQ-0688-0734
8EHQ-0389-0780
8EHQ-0389-0789
8EHQ-1089-0837
8EHQ-0290-0884%
8EHQ-0490-0?31
8EHQ-0690-1003
8EHQ-0690-1020
8EHQ-0790-1028
8EHQ-0890-1041
8EHQ-0890-1056

APPENDIX (D): STATUS REPORTS BY INFORMATION TYPE

BEHQ~1182-0462
BEHQ-0683-0483
B8EHQ-1083-0495
B8EHQ-0684-0520
8EHQ-0385-0547
BEHQ-0585-0556
8EHQ-1085-0571
8EHR-0386-0591
8EHQ-0686-0605
8EHQ-0986-0633
8EHQ-0487--0664
8EHQ-0687-0683
8EHQ-1287-0703
BEHQ-0388-0724
BEHQ-1088-0757
BEHQ-0189-0781

 BEHQ-0689-0803

8EHQ-1189-0845
8EHQR-0390-0908
BEHQ-0490-0934
8EHQ-0690-1007
8EHQ-0790-1022
8EHQ-0790~1033
BEHQ-0890-1046
BEHQ-0990-1061



APPENDIX (D): STATUS REPORTS BY INFORMATION TYPE
SUBACUTE TOXICITY (ANIMAL)
SUBMISSION #: 8EHQ-0990-1062 8EHQ-0990-1070 S 8EHQ-0990-1081

SUBCHRONIC TOXICITY (ANIMAL)

68

SUBMISSION #: B8EHQ-1177-0014

8EHQ-0578-0161
8EHQ-0778-0209
8EHQ-0279-0275
8EHQ-0780-~0354
8EHQ-0682-0446
8EHQ-0184~-0504
8EHQ-0984-0529
8EHQ-1185-057¢4
8EHQ-0186-0586
8EHQ-1086-0635
8EHQ-0587-0676
8EHQ-0488-0729
8EHQ~-0988-0748
8EHQ-1088-0763
8EHQ-1089-0836
8EHQ-1189-0846
8EHQ-0290-0881
8EHQ-049%0-0932
8EHQ-0890-1049

TSCA 8(C) ALLEGATION

8EHQ~-0178-0033
8EHQ-0678-0184
8EHQ-0878-0231
8EHQ-1079-0312
8EHQ-0980-0364
8EHQ-0683-0483
8EHQ-0384-0507
8EHQ-0785-0561
8EHQ-1185-0576
8EHQ-0386-0594%
8EHQ-1286-0648
8EHQ-1287-0702
8EHQ-0788-0744
8EHQ-1088-0756
8EHQ-0489-0793
8EHQ-1189-0840
8EHQ-1289~-0855
8EHQ-0490-0930
8EHQ-0490-0936
8EHQ-0990-1063

B8EHQ-0578-0160
8EHQ-0678-0190
B8EHQ-0279-0274
8EHQ-0680-0347

. 8EHQ-0281-0384

8EHQ-1083-0494
BEHQ-0884-0524
8EHQ-0785-0562
BEHQ-0186-0582
BEHQ-0486-0600
BEHQ-0487-0668
BEHQ~1287-0706
BEHQ-0888-0747
38EHQ-1088-0760
8EHQ-0889-0817
8EHQ-1189-0843
BEHQ-0190-0866
BEHQ-0490-0931
B8EHQ-0690-1002
8EHQ-0990-1074



06

SUBMISSION &:

8EHQ-0378-0097
8EHQ-0478-0135
8EHQ-0786-0612
8EHQ-0887-0690
8EHQ-0989-0821 S
8EHQ-0590-0991 S

8EHQ-0478-0118 P
8EHQ-1084-0532
8EHQ-0886-0622 S
8EHQ-0987-0694
8EHQ-0390-0905 S
8EHQ-0990-1071

*

*

~ APPENDIX (D): STAIUS REPORTS BY INFORMATION TYPE

8EHQ-0478-0129
8EHQ-0386-0589 S
8EHQ-0986-0632
8EHQ-0839-0818 S
8EHQ-0490-0929 S
8EHQ-0990~1078
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[6560-01]
ENVIRONMENTAL PROTECTION
AGENCY
(FRL 849-2]

TOXIC SUBSTANCES CONTROL ACT
Netification of Substantie!l Risk Under
Section 8(e)

AGENCY: Environmental Protection

Agency.

ACTION: Statement of interpretation
and enforcement policy.

SUMMARY: This action states EPA’s

.interpretation . .of,-and senforcement

policy concerning, section 8(e) of the
Toxic Substances Control Act (TSCA)
(90 Stat. 2029, 15 U.S.C. 2607). The
provisions of that section went into
effect on January 1, 1977.

Section 8(e) states that “any person
who manufactures, processes, or dis-
tributes in commerce a chemical sub-
stance or mixture and who obtains in-
formation which reasonably supports
the conclusion that such substance or
mixture presents a substantial risk of
injury to health or the environment
shall immediately inform the Adminis-
trator of such information unless such
person has actual knowledge that the
Administrator has been adequately in-
formed of such information.”

DATES: The policy expressed in this
document is in effect as of the date of
publication.

FOR FURTHER INFORMATION
CONTACT:

Frank D. Kover, Assessment Divi-
ston, Office of Toxic Substances
(WH-557), Environmental Protec-
tion Agency, 401 M Street SW,,
Washington, D.C. 20460, 202-755-
2110,

SUPPLEMENTARY INFORMATION:
On September 9, 1977, the Agency pro-
posed guidance (42 FR 45362) on its in-
terpretation of and policy concerning
the provisions of section 8(e). Al-
though the proposed “guidance” was
an interpretive rule and statement of
policy exempt from the notice and
public comment provisions of the Ad-
ministrative Procedure Act (5 U.S.C.
553), the Agency solicited comments
on several issues to make more in-
formed decisions. On October 11, the
comment period was extended from
October 15 to October 31, 1977 (42 FR
54857). On November 4, 1977, a supple-
mental notice to the proposed guid-
ance was published (42 FR 57744), de-
leting the November 15 date for re-
porting certain information obtained
before 1977 and stating that a new
date would be established {n the {inal
guidance.

In developing this policy statemer.t,
two meetings have been held (Febru-

NOTICES

ary 1, 1977, and October 26, 1977) with
selected representatives of industry
and environmental and other inter-
ested groups. Comments submitted
pursuant to the February 1 meeting
were addressed in the preamble to the
September 9 proposal. Over 100 writ-
ten comments have been submitted
pursuant to the September 9 proposal
from trade associations, businesses, en-
vironmental groups, labor unions,
State and Federal agencies, and other
interested parties. Appendix B de-
scribes significant issues raised in
these comments and the Agency's re-
sponse to them.

The major modifications to the Sep-

«~~tember.f -proposal are -summarized:in.

points 1 through 7 below.

(1) Pursuant to some guestion over
the definition and nature of *“guid-
ance,” this document is now described
more accurately as a ‘“policy state-
ment.” It is exempt from the notice
and public comment provisions of the
Administrative Procedure Act, as well
as provisions concerning delayed effec-
tive dates.

(2) Many commenters expressed the
view that to apply these requirements
to officers and employees of a business
organization would result in ill-consid-
ered, premature reports and would un-
fairly subject employees to conflicting
responsibilities as individual respon-
dents and as corporate agents. Other
commenters expressed support for the
view that certain employees have a re-
sponsibility to report pertinent infor-
mation, and felt that the phrase ‘“ca-
pable of appreciating pertinent infor-
mation” appropriately described those
employees.

The September 9 proposal would
have applied section 8(e) requirements
to commercial establishments as well
as to employees capable of appreciat.
ing pertinent information, but stipu-
lated enforcement priorities intended
to encourage corporate processing and
centralized reporting of such informa-
tion (42 FR 45363). The intent was to
ensure that pertinent information ob-
tained by employees is promptly and
appropriately considered, while mini-
mizing duplicative or ill-considered
submissions.

The Agency now feels that these ob-
jectives would best be served by allow-
ing commercial establishments—under
certain conditions designed to ensure
full disclosure—to assume exclusive re-
sponsibility for reporting to EPA any
substantial-risk information obtained
by individual officers or employees.
Accordingly, this policy statement
stipulates that individual officers and
employees will have fully discharged
their section 8(e) obligations once they
have notified the designated responsi-
ble company supervisor or official of
pertinent information, provided, that
the employing company or firm has
established, internally publicizes, and

Sy

affirmatively implements procedures
governing such notifications. These
procedures, at a8 minimum, must: (1)
Specify the information that must be
reported; (2) indicate how the notifica-
tions are to be prepared and submit-
ted; (3) note the Federal penalties for
failing to report; and (4) provide a
mechanism for promptly notifying of-
ficers and employees who have submit-
ted reports of the company's disposi-
tion of those reports, including wheth-
er or not they were submitted to EPA
(and if not. informing employees of
their right to report to EPA, as pro-
tected by TSCA section 23). EPA be-
lieves these four criteria will ensure
prompt-and-appropriate processing of
pertinent information.

Establishment of such procedures
notwithstanding, all officials responsi-
ble and having authority for the orga-
nization's execution of its section 8(e)
obligations retain personal liability for
ensuring that substantial-risk informa-
tion is reported to EPA.

(3) The September 8 proposal stated,
in Part III, that a person obtains in-
formation when he is aware that it
“may suggest” substantial risk. Nu-
merous commenters questioned the
Administrator's authority to compel
the reporting of information which
“may suggest” substantial risk. The
Administrator agrees that section 8(e)
addresses information that ‘“reason-
ably supports the conclusion” of sub-
stantial risk and has deleted the “may
suggest’” provision, but emphasizes
that “reasonably supports the conclu-
sion” of substantial risk is not identi-
cal to a conclusive demonstration of
substantial risk. The former typically
occurs, and must be reported, at an
earlier stage. Part VI in this policy
statement provides Agency interpreta-
tion of the types of information that
“reasonably support” such a conclu-
sion.

(4) Numerous commenters requested
clarification of different aspects of
Part V of the September '9 proposal
(“Information Which Reasonably Sup-
ports a Conclusion of Substantial
Risk"), particularly concerning envi-
ronmental effects, and suggested dif-
ferent interpretations of what consti-
tutes a “substantial risk”. The Agency
continues to focus in this policy state-
ment on the effects set forth in the
September 9 proposal, but clarifies
that the substantiality of a risk is a
function of both the seriousness of the
effect and the probability of its occur-
rence (see Part V).

(5) Numerous commenters main-
tained that section 8(e) only applies
prospectively to information obtained
after January 1, 1977. The Agency dis-
agrees, as explained in the preamble
to the September 9 proposal., This
policy statement continues to apply
section 8(e) to information obtained
before 1977 of which a person has
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been aware since January 1, 1977. In
response Lo requests for clarification,
the statement defines what constitutes
such awareness. In this manner, EPA
intends to limit the need for searches
of historical records and files.

(68) This policy statement now pro-
vides that any information published
in scientific literature, in any lan-
guage, is exempt if it is referred to in
abstracts published by specified ab-
stracting services.

(7) This policy statement describes
in a new Part X how to submit claims
of confidentiality.

Accordingly. the Administrator's in-
terpretation of and policy towards sec-
tion 8(e) is set forth below.

Dated: February 24, 1978.

DoucrLas CosTLE
Administrator.

1. DEFINITIONS

The definitions set forth in TSCA
section 3 apply to these requirements.
In addition, the following definitions
are provided for purposes of this
policy statement:

The term “manufacture or process
‘for commercial purposes’ " means to
manufacture or process: (1) For distri-
bution in commerce, including for test
marketing purposes, (2) for use as a
catalyst or an intermediate, (3) for the
exclusive use by the manufacturer or
processor, or (4) for product research
and development.

The term “person” includes any nat-
ural person, corporation, firm, com-
pany, joint-venture, partnership, sole
proprietorship, association, or any
other business entity, any State or po-
litical subdivision thereof, any munici-
pality, any interstate body and any de-
partment, agency, or instrumentality
of the Federal] Government.

The term *“substantial-risk informa-
tion” means information which rea-
sonably supports the conclusion that a
chemical substance or mixture pre-
sents a substantial risk of injury to
healtl: or the environment.

11. PERSONS SUBJECT TO THE
REQUIREMENT

Persons subject to section B(e) re-
quirements include both natural per-
sons and business entities engaged in
manufacturing, processing, or distrib-
uting in commerce a chemical sub-
stance or mixture. In the case of busi-
ness entitles, the president, chief ex-
ecutive officer, and any other officers
responsgible and having authority for
the organization’s execution of its sec-
tion 8(e) obligations must ensure that
the organization reports substantial-
risk information to EPA. The business
organization is considered to have ob-
tained any information which any of-
ficer or employee capable of appreciat-
ing the significance of that informa-
tion has obtained. It is therefore in-

NOTICES

cumbent upon business organizations
to establish procedures for expedi-
tiously processing pertinent informa-
tion in order to comply with the
schedule set forth in Part IV,

Those officers and employees of
business organizations who are capa-
ble of appreciating the significance of
pertinent information are also subject
to these reporting requirements. An
employing organization may relleve its
individual officers and employees of
any responsibility for reporting sub-
stantial-risk information directly to
EPA by establishing, internally publi-
cizing, and affirmatively implementing
procedures for employee submission
and corporate processing of pertinent

<~ information.*These procedures, at*a

minimum, must: (1) Specify the infor-
mation that officers and employees
must submit; (2) indicate how such
submissions are to be prepared and
the company official to whom they are
to be submitted; (3) note the Federal
penalties for failing to report; and (4)
provide a mechanism for promptly ad-
vising officers and employees {n writ-
ing of the company’s disposition of the
report, including whether or not the
report was submitted to EPA (and if
not informing employees of their right
to report to EPA, as protected by
TSCA section 23). An employee of any
company that has established and
publicized such procedures, who has
internally submitted pertinent infor-
mation in accordance with them, shall
have discharged his section 8(e) obli-
gation. Establishment of such proce-
dures notwithstanding, all officials re-
sponsible and having authority for the
organization’'s execution of its section
8(e) obligations retain personal liabil-
ity for ensuring that the appropriate
substantial-risk information is report-
ed to EPA. .

Business organizations that do not
establish such procedures cannot re-
lieve their individual officers and em-
ployees of the responsiblity for ensur-
ing that substantial-risk information
they obtain is reported to EPA. While
officers and employees of such organi-
zations may also elect to submit sub-
stantial-risk information to their supe-
riors for corporate processing and re-
porting, rather than to EPA directly,
they have not discharged their individ-
ual section 8(e) obligation until EPA
has received the information.

Norte.—Irrespective of a business organiza-
tion's decision to establish and publicize the
procedures described above, it is responsible
for becoming cognizant of any substantial-
risk information obtained by its officers and
employees, and for ensuring that such infor-
mation is reported to EPA within 15 work-
ing days. -

I11. WHEN A PersoN WILL BE REGARDED
AS HAVING OBTAINED INFORMATION

A person obtains substantial-risk in-
formation at the time he first comes

11111

into possession of or knows of such in-
formation.

Notr.—This Includes information of
which a prudent person similarly situated
could reasonably be expected to possess or
have knowledge.

An establishment obtains informa-
tion at the time any officer or em-
ployee capable of appreciating the sig-
nificance of such information obtains
it.

IV. REQUIREMENT THAT A PERSON "INM-
MEDIATELY INFORM' THE ADMINISTRA-
TOR

With the exception of {nformation
on emergency incidents of environ-

= mental contamination[(see ‘Part V(c)}

a person has “immediately informed”
the Administrator if information is re-
ceived by EPA not later than the 15th
working day after the date the person
obtained such information. Supple-
mentary information generated after a
section 8(e) notification should, if ap-
propriate, be immediately reported.
For emergency incidents of environ-
mental contamination, a person shall
report the incident to the Administra-
tor by telephone as soon as he has
knowledge of the incident (see Part IX
for appropriate telephone contacts).
The report should contain as much of
the information required by Part IX
as possible. A written report in accor-
dance with Part IX (a) through (f) is
to be submitted within 15 days.

Information currently in the posses-
sfon of a person who is subject to re-
porting must be reported within 60
daystof publication of this policy state-
ment.

V. WHAT CONSTITUTES SUBSTANTIAL
Risks

A “substantial risk of injury to
health or the environment” is a risk of
considerable concern because of (a)
the seriousness of the effect [see Sub-
parts (a), (b), and (¢) below for an il-
lustrative list of effects of concernl,
and (b) the fact or probability of its
occurrence. (Economic or social bene-
fits of use, or costs of restricting use,
are not to be considered in determin-
ing whether a risk is “substantial”.)
These two criteria are differentially
weighted for different types of effects.
The human health effects listed in
Subpart (a) below, for example, are 8o
serious that relatively little weight is
given to exposure; the mere fact the
implicated chemical is in commerce
constitutes sufficient evidence of expo-
sure. In contrast, the remaining ef-
fects listed in Subparts (b) and (c)
below must involve, or be accompanied
by the potential for, significant levels
of exposure (because of general pro-
duction levels, persistence, typical
uses, common means of disposal, or
other pertinent factors).

Note that: (1) The effects outlined
below should not be reported if the re-
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spondent has actual knowledge that
the Administrator is already informed
of them.

(i) Information respecting these ef-
fects can be obtained either directly,
by observation of their occurrence, or
inferred from designed studies as dis-
cussed in Part VI.

The Agency considers effects for
which substantial-risk information
must be reported to include the fol-
lowing:

(a) Human ' health effects—(1) Any
instance of cancer, birth defects, mu-
tagenicity, death, or serious or pro-
longed incapacitation, including the
loss of or inablility to use a normal

-+ bodily function with .a.consequent .rel-..

atively serious impairment of normal
activities, if one (or a few) chemical(s)
is strongly implicated.

(2) Any pattern of effects or evi-
dence which reasonably supports the
conclusion that the chemical sub-
stance or mixture can produce cancer,
mutation, birth defects or toxic effects
resulting in death, or serious or pro-
longea incapacitation.

(b) Environmental effects—(1) Wide-
spread and previously unsuspected dis-
tribution in environmental media, as
indicated in studies (excluding materi.
als contained within appropriate dis-
posal facilities).

(2) Pronounced bioaccumulation.
Measurements and indicators of pro-
nounced bjoaccumulation heretofore
unknown to the Administrator (includ.
ing bioaccumulation in fish beyond
5,000 times water concentration in a
30-day exposure or having an n-oc-
tanol/water partition coefficient
greater than 25,000) should be report-
ed when coupled with potential for
widespread exposure and any non-triv-
ial adverse effect.

(3) Any non-trivial adverse effect,
heretofore unknown to the Adminis-
trator, associated with a chemical
known to have bioaccumulated to a
pronounced degree or to be wide-
spread in environmental media.

(4) Ecologically significant changes
in species’ interrelationships; that is,
changes i{n population behavior,
growth, survival, ete. that in turn
affect other species’ behavior, growth,
or survival.

Examples include: (i) Excessive stim-
ulation of primary producers (algae,
macrophytes) in aquatic ecosystems,
e.g., resulting in nutrient enrichment,
or eutrophication, of aquatic ecosys-
tems.

(ii) Interference with critical biogeo-
chemical cycles, such as the nitrogen
cycle.

(5) Facile transformation or degra-
dation to a chemical having an unac-
ceptable risk as defined above.

(c) Emergency incidents of environ-
mental contamination—Any environ-
mental contamination by a chemical
substance or mixture to which any of

NOTICES

the above adverse effects has been as-
cribed and which because of the pat-
tern, extent, and amount of contami-
nation (1) seriously threatens humans
with cancer, birth defects, mutation,
death, or serious or prolonged inca-
pacitation, or (2) seriously threatens
non-human organisms with large-scale
or ecologically significant population
destruction.

VI. NATURE AND SOURCES OF INFORMA-
TION WHICH “REASONABLY SUPPORTS
THE CONCLUSION” OF SUBSTANTIAL
Risx

Information attributing any of the
effects described in Part V above to a

chremical substance or mixtureisto be - S

reported if it is one of the types listed
below and if it is not exempt from the
reporting requirement by reason of
Part VII of this policy statement. A
person is not to delay reporting until
he obtains conclusive information that
a substantial risk exists, but is to im-
mediately report any evidence which
“reasonably supports” that conclusion.
Such evidence will generally not be
conclusive as to the substantiality of
the risk: it should, however, reliably
ascribe the effect to the chemical.

Information from the following
sources concerning the effects de-
scribed in Part V will often “reason-
ably support” a conclusion of substan-
tial risk. Consideration of corrobora-
tive information before reporting can
only occur where it is indicated below.

(1) Designed, controlled studies. In
assessing the quality of information,
the respondent is to consider whether
it contains reliable evidence ascribing
the effect to the chemical. Not only
should final results from such studies
be reported, but also preliminary re-
sults from incomplete studies where
appropriate. Designed, controlled stud-
fes include:

(1) In vivo experiments and tests.

(ii) In vitro experiments and tests.
Consideration may be given to the ex-
istence of corroborative information, if
necessary to reasonably support the
conclusion that a chemical preseiits a
substantial risk.

(i1i) Epidemiological studies.

. (iv) Environmental monitoring stud-
es.

(2) Reports concerning and studies
of undesigned, uncontrolled circum-
stances. It is anticipated here that re-
portable effects will generally occur in
a pattern, where & significant common
feature is exposure to the chemical.
However, a single instance of cancer,
birth defects, mutation, death, or seri-
ous incapacitation in a human would
be reportable if one (or a few)
chemical(s) was strongly implicated.
In addition, it is possible that effects
less serious than those described in
Part V(a) may be preliminary manifes-
tations of the more. serious effects
and, together with another triggering

piece of Information, constitute repor-
table information; an example would
be a group of exposed workers experi-
encing dizziness together with prelimi-
nary experimental results demonstrat-
ing neurological dysfunctions.

Reports and studies of undesigned
circumstances include:

(1) Medical and health surveys,

(i) Clinical studies.

(iif) Reports concerning and evi-
dence of effects In consumers, workers,
or the environment.

VII. INFORMATION WHICH NEED NoT B
REPORTED

Information need not be reported if
(a) Has been published by EPA in re-

ports;

(b) Has been submitted in writing to
EPA pursuant to mandatory reporting
requirements under TSCA or any
other authority administered by EPA
(including the Federal Insecticide,
Fungicide and Rodenticide Act, the
Clean Afr Act, the Federal Water Pol-
lution Control Act, the Marine Protec-
tion, Research, and Sanctuaries Act,
the Safe Drinking Water Act, and the
Resource Conservation and Recovery
Act), provided that the information:
(1) Encompasses that required by Part
IX (c) through (f); and (2) is from now
on submitted within the time con-
straints set forth in Part IV and iden-
tified as a section 8(e) notice in accor-
dance with Part IX(b);

(c) Has been published in the scien-
tific literature and referenced by the
following abstract services: (1) Agric-
ola, (2) Biological Abstracts, (3)
Chemical Abstracts, (4) Dissertation
Abstracts, (5) Index Medicus, (8) Na-
tional Technical Information Service.

(d) Is corroborative of well-estad-
lished adverse effects already docu-
mented in the scientific literature and
referenced as described in (¢) above,
unless such information concerns
emergency incidents of environmental
contamination as descrlbed in Part
V(ec), or

(e) Is contained in notiﬁcatlon of
spills under section 311(bX5) of the
Federal Water Pollution Control Act.

VIII. INFORMATION FIRST REICEIVED BY
A PERSON PRIOR TO THE ErrFrcrive
DATE OF TSCA

Any substantial risk Information
possessed by a8 person prior to January
1, 1977, of which he is aware after that
date shall be reported within 60 days
of publication of this policy statement.
The Agency considers t.hat 8 person is
llawm" of

(a) Any information revlewed after
January 1, 1977, including not only
written reports, memoranda and other
documents examined after January 1,
1977, but also information referred to
in discussions and conferences in
which the person participated after
January 1, 1977;
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(b) Any information the contents of
which a person has been alerted to by
date received after January 1, 1877, in-
cluding any information concerning a
chemical for which the person is pres-
ently assessing health and environ-
mental effects;

(¢c) Any other information of which
the person has actual knowledge.

IX. REPORTING REQUIREMENTS

Notices shall be delivered to the
Document Control Officer, Chemical
Information Division, Office of Toxic
Substances (WH-557), Environmental
Protection Agency, 401 M Street SW.,,
Washington, D.C. 20460. (xr**)

- »Anotice'should: :

(a) Be sent by certified malil, or in
any other way permitting verification
of its receipt by the Agency,

(b) State that it is being submitted
in accordance with section 8(e),

(c) Contain the job title, name, ad-
dress, telephone number, and signa-
ture of the person reporting and the
name and address of the manufactur-
ing, processing, or distributing estab-
lishment with which he is associated,

(d) Identify the chemical substance
or mixture (including, if known, the
CAS Registry Number),

(e) Summarize the adverse effects
being reported, describing the nature
and the extent of the risk involved,

and

(f) Contain the specific source of the
information together with a summary
and the source of any available sup-
portln: technical data,

For emergency incidents of environ-
mental contamination (see Part V(c)),
a person shall report the incident to
the Administrator by telephone as
soon as he has knowledge of the inci-
dent (see below for appropriate tele-
phone contacts). The report should
contain as much of the information re-
quired by instructions (b) through (f)
above as possible. A written report, in
accordance with instructions (a)
through (f) above, is to be submitted
within 15 days. Twenty-four hour
emergency telephone numbers are:

Region I (Maine, Rhode Island, Connecti-
cut, Vermont, Massachusetts, New Hamp-
shire), 617-223-7265.

Region II (New York, New Jersey, Puerto
Rico, Virgin 1slands), 201-548-8730.

Region III (Pennsylvania, West Virginia,
Virginia, Maryland, Delaware, District of
Columbia), 215-597-9898.

Region IV (Kentucky, Tennessee, North
Carolina, South Carolina, Georgia, Ala-
bama, Mississippi, Florida), 404-881-4062,

Region V (Wisconsin, Illinols, Indiana,
Michigan, Ohio, Minnesota), 312-353-
2318.

Region VI (New Mexico, Texas, Oklahoma,
Arkansas, Louisiana), 214-749-3840.

Region VII (Nebraska, lowa, Missour],
Kansas), 816-374-3778.

Region VIII (Colorado, Utah, Wyoming,
Montana, North Dakota, South Dakota),
303-837-3880.

Region IX (California, Nevada, Arizons,
Hawall, Guam), 415-556-6254.

(****) See NOTE on last page

NOTICES

Reglon X (Washington, Oregon, Idaho,
Alaska), 206-442-1200.

X. CONFIDENTIALITY CLAIMS

(a) Any person submitting a notice
to EPA under section 8(e) of TSCA
may assert a business confidentiality
claim covering all or part of the infor-
mation contained in the notice. Any
information covered by a claim will be
disclosed by EPA only to the extent,
and by means of the procedures, set
forth in 40 CFR Part 2 (41 FR 36902,
September 1, 1876).

(b) If no claim accompanies the

notice at the _time. it is _submitted to

EPA, the notice will be placed in an
open file to be available to the public
without further notice to the submit-
ter.

(c) To assert a claim of confidential-
ity for information contained in a
notice, the submitter must submit two
copies of the notice.

(1) One copy must be complete. In
that copy the submitter must indicate
what information, {f any, is claimed as
confidential by marking the specified
information on each page with a label
such as “confidential,” “proprietary,”
or “trade secret.”

(2) If some information in the notice
is claimed as confidential, the submit-
ter must submit a second copy. The
second copy must be complete except
that all information claimed as confi-
dential in the first copy must be de-
leted.

(3) The first copy of the notice will
be disclosed by EPA only to the
extent, and by means of the proce-
dures, set forth in 40 CFR Part 2. The
second copy will be placed in an open
file to be available to the public.

(d) Any person submitting a notice
containing information for which they
are asserting a confidentiality clajim
should send the notice in a double
envelope.

(1) The outside envelope should bear
the same address outlined in section
IX of this policy statement.

(2) The inside envelope should be
clearly marked “To be opened only by
the OTS Document Control Officer.”

XI1. FAILURE TO REPORT INFORMATION

Section 15(3) of TSCA makes it un-
lawful for any person to fail or refuse
to submit information required under
section 8(e). Section 18 provides that a
violation of section 15 rendeis a
person liable to the United States for
a8 civil penalty and possible criminal
prosecution. Pursuant to section 17,
the Government may seek judicial
relief to compel submittal of section
8(e) Information and to otherwise re-
strain any violation of section 8(e).

of Appendix C

11113

ArrerpIX A.—QUICK Rrrmrrxce Summary
roR EMERGENCY INCIDEINTS OF ENVIRONMEN-
TAL CONTAMINATION

A. WHAT SHOULD BX REPORTED AS AN
EMERGENCY INCIDENT

An emergency incident of environmental
contamination Is “any environmental! con-
tamination by a chemical substance or mix.
ture ... which, because of the pattern,
extent and amount of contamination, (1) Se-
riously threatens humans with cancer, birth
defects, mutation, death, or serious or pro-
longed incapacitation, or (2) seriously
threatens non-human organisms with large
scale or ecologically significant population
destruction”. (See Part V(c) for complete
description.)

‘3. WHAT NLID NOT RE REPORTED AS AN
EMERGENCY INCIDENT
Information contained in notification of
spills under section 311(bX5) of the Federal
Water Pollution Control Act (FWPCA).
(For a complete list of exemptions to report-
ing, see Part VII1.)

C. WHEN AND WHERE TO REPORT EMERGINCY
’ INCIDENTS

Emergency incidents of environmental
contamination are to be reported immedi-
ately by telephone to the appropriate EPA
Regional 24-hour telephone emergency line
listed below.

Region I (Maine, Rhode Island, Connecti-
cut, Vermont, Massachusetts, New Hamp-
shire), 617-223-7265.

Region II (New York, New Jersey, Puerto
Rico, Virgin Islands), 201-548-8730.

Region III (Pennsylvania, West Virginia,
Virginia, Maryland, Delaware, District of
Columbia), 215-597-9888.

Region IV (Kentucky, Tennessee, North
Carolina, SBouth Carolina, Georgia, Ala-
bama, Mississippi, Florida), 404-881-4062.

Region V (Wisconsin, Illinois, Indiana,
;glc;unn. Ohio, Minnesota), 312-353-

1

Region VI (New Mexico, Texas, Oklahoma,
Arkansas, Louisiana), 214-748-3840.

Region VII (Nebraska, Iowa, Mlnouﬂ.
Kansas), 816-374-3778.

Region VIII (Colorado, Utah, Wyoming,
Montana, North Dakota, S8outh Dakota),
303-837-3880.

Region IX (California, Nevada, Arizona,
Hawall, Guam), 415-556-6254.

Region X (Washington, Oregon, ldaho,

In lddmon. a written report, in accord-
ance with instructions (a) through ({) of
Part IX, is to be submitted within 15 days to
the Document Control Officer, Chemical In-
formation Division, Office of Toxic Sub-
stances (WH-557), 401 M Street SW., Wash-
ington, D.C. 20460.

ArrEXDIX B—SIGNIFICANT COMMENTS AND
RESPONSES

A. PERSONS SUBJECT TO THESE REQUIREMENTS

Camment 1. Employees cannot be held
subject to these requirements, since: (a)
They only have a partial role in the manu-
facture, processing, or distribution of chemi-
cals, (b) in other sections of TSCA, the term
“person who manufactures, processes, or
distributes’” chemicals clearly refers to busi-
ness organizations; “persons” should be con-
sistently defined, and (¢) the application of
criminal penalties mandates a strict inter-
pretation of this word.
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Response: The Agency considers that dif-
ferenl sections of TSCA, having different
purposes, are appropriately directed to dif-
ferent respondents. In the case of section
8(e), officers and employees who are capable
of appreciating the significance of informa-
tion have a legitimate responsibility to be
alert to and report substantial-risk informa-
tion. The guidance has been modified 30
that natural persons and business entities
can fulfill their section 8(e) obligations in
different ways. Most officers and employees
can discharge their section 8(e) obligations
by submitting pertinent information to cor-
porate superiors, provided that the com-
pany has established the risk-evaluation
procedures characterized in Part II. In the
case of a business organization, its presi-
dent, chief executive officer, and other offi-

.. cials.responsible and .having. sutharity .for.

the business organization's execution of its
section 8(e) obligations must ensure that
the organization reports substantial-risk in-
formation to EPA.

Comment 2: Even if employees can be held
subject to these requirements, they should
not be. To do so would force employees and
employers into conflicting positions, inviting
internal corporate dissension and over- re-
porting. Further, individuals often do not
have the overview necessary to reach con-
sidered, well-supported decisions. Corporate
reporting by designated officials will pro-
vide EPA with more reliable data.

Response: The Agency considers that em-
ployees have a legitimate role in risk report-
ing; it is imperative that risk information
obtained by employees be appropriately
considered. Officers and employees can ful-
1111 their role in the reporting of substantial-
risk information, without the disadvantages
described above, by reporting information
to superiors for corporate consideration,
and, having done so, will have discharged
their obligation to EPA. This is contingent
upon the establishment by the business or-
ganization of certain procedures for risk-
evaluation, thereby assuring the appropri-
ate consideration of such reports. Those of-
ficers responsible and having authority for
the organization's execution of its section
8(e) obligations must ensure that the orga-
nization reports substantial-risk informa.
tion to EPA.

Comment 3: Clarify which employees are
covered, and the extent of their obligation.
Are employees “‘capable of appreciating per-
tinent information” by virtue of rank, or
knowledge? Are rank and file employees
subject to these requirementas, or just super-
visory anc managerial personnel, company
toxicologists, etc.? Is an employee absolved
of further responsibility if he reports to his
supervisor?

Response: The Agency considers that the
phrase “capable of appreciating the signifi-
cance of pertinent information” appropri.
ately describes those officers and employees
who have a responsibility to be alert to and
report substantial-risk information, includ-
ing not only relatively senior corporate offi-
cers but also many corporate employees.
The policy statement modifies the Septem-
ber 9 proposal, in response Lo the concerns
expressed in Comments 2 and 3, to permit
most officers and employees to discharge
their obligation by submitting information
to corporate superiors, subject to the condi-
tions described in Part I1.

Comment 4- Consultants and independent
labs should not be subject to these require-
ments.

Response: Contractors and independent
labs are not responsible for reporting infor-

NOTICES

mation they have obtained directly to EPA;
rather, their client manufdcturers, proces-
sors and distributors are responsible for
reporting such information.

3. THE “OBTAINING" OF INPORMATION

Comment 5: The “may suggest” criterion
in Part III of the proposal serves to compel
further examination of information that by
ftself is not subject to section 8(e) require-
ments. The statutory language calling for
“reasonable suppori” does not support this.
Further, risk assessment often requires any-
where from months to several years of
study after preliminary resuits “suggest”
rk:béu exceeding the 15-day compliance
pe

Rax;om' The Agency does not intend to
compe! under section 8(e) examination of

~~{nformation“that by itself-is' not subject to

section 8(e) requirements and has deleted
the “may suggest” provision, providing its
interpretation of what constitutes evidence
that “reasonably supports the conclusion”
of substantial risk in a new Part V1.

Comment 6: Section 8(e) obligations are
incurred upon obtaining conclusory substan-
tial-risk information.

Response: The Agency disagrees, and con-
siders that “reasonable support” of a con-
clusion of substantial risk is not identical to
the conclusion itself. The former typically
occurs, and must be reported, at an earlier
stage.

Comment 7: The statement, in Part IIT of
the proposal that a person has obtained in-
formation if he “. . . should know of the ex-
istence of such information not in his pos-
session but which would be delivered to him
on request,” tends to compel an active
search for substantial-risk i{nformation
rather than the reporting of substantial-risk
information a person “obtains.” This is of
particular concern to importers with limited
access to information possessed by their
suppliers.

Response: The Agency considers that sec-
tion 8(e) applies to information which a
person possesses or of which he knows, It is
not intended to compel searches for infor-
mation or extraordinary efforts to acquire
information. The Agency further considers,
however, that “known"” information in-
cludes information which a prudent person
similarly situated could reasonably be ex-
pected to know. Negligence or intentional
avoidance of information does not absolve a
person of his section 8(e) obligation. Part
II1 has been modified to express these in.
tentjons.

Comment 8: Circumstances can exist when
coming “into possession” of risk informa.
tion does not correspond to an understand-
ing of the implications of the information;
“obtains” should be defined in terms of pos-
session of information and awareness of its
import.

Response: The “obtaining” of information
occurs via persons who are “‘capable of ap-
preciating the significance of pertinent in-
formation.” There will likely be circum-
stances in which the evaluation of Informa-
tion clarifies its full import; the establish-
ment of corporate procedures for processing
risk-information prescribed in Part I1 will
expedite this.

C. TIME ALLOWED POR COMPLIANCE

Comment 9: Fifteen calendar days s insuf-
ficient to determine whether Information
which “may suggest” substantial risk should
be reported, it is even insufficient to accom-
modate normal procedural time constraints

(ctgr)ponu processing, malling, holidays,
etc.).

Response. The Agency has changed the
compliance period to 15 business days. It is
imperative that procedures be established to
expedite the reporting of substanttal-risk {n-
formation, not that reporting conform to
existing procedures.

Comment 10: Allow from 30 to 90 days for
the second phase of reporting; alternatively,
do not prescribe a time limit for additional
reporting.

Response: Having deleted the “may sug-
gest” criterion, the Agency sees no need to
provide a second phase to the reporting
period. Supplemental information that is
generated after a section 8(e) notification
sh:tuelg. if appropriate, be immediately re-

po N
-» Comment-11:-Allow-from 80 to' 120 days to

report pre-1977 {information; this period
should commence: (a) upon final! publica-
tion, (b) January 1, 1978, (¢) following the
inventory reporting period since many of
the same corporste personnel will be imple-
menting both requirements.

Response: The policy statement prescribes
a8 60 day reporting period. commencing im-
mediately upon publication. Section 8(e) has
been in effect since January 1, 1977; post-
ponement in reporting substantial-risk in-
formation is not warranted.

D, KFFECTS AND INPORMATION THAT MUST BRE
REPORTED

Comment 12: The reporting of “any in-
stance” of cancer, birth defects, etc., in
humans is too broad and such information
will be of little use; chemical workers, like
the general population, develop cancers and
other ailments of uncertain etiology.

Response: This policy statement clarifies
that the reporting of single occurrences of
human cancer or other serious effects will
depend upon evidence strongly implicating
one (or a few) chemical(s).

Comment 13: Dermal ailments and nausea
are poorly chosen examples of precursor
symptoms. Deleting these examples will
avoid unduly emphasizing them when other
symptoms may be more important, yet wil)
not eliminate the obligation to report them
{f they are suspected precursors.

Response: The Agency agrees.

Comment 14: How are reportable data dis-
tinguished from routine tests including
range tests such as LD..'s?

Response: This policy statement directs
the reporting of specified effects when un-.
known to the Administrator. Many routine
tests are based on a knowledge of toxicity
associated with a chemical; unknown effects
occurring during such a range test may have
to be reported if they are those of concern
to the Agency and if the information meets
the criteria set forth in Parts V and VI,

Comment 15: The most widespread “in
vitro” test is the Ames test, which is subject
to considerable debate. Clarify the circum-
stances under which positive results of in
vitro tests must be reported.

Response: Part VI clarifies that the re-
porting of in vitro tests will depend upon
the existence of corroborative information
if necessary to reasonably suppoit the con-
clusion of substantial risk.

Comment 16: The description of “extreme
persistence’ as a substantial risk {s an exam-
ple of the need to redefine Part V(c) (“Envi-
ronmental Effects”). Persistence and bio-
accumulation should be considered risks
only when coupled with toxicity and signifi-
cant exposure.
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Response: Part V now clarifies those ef-
fects for which reporting depends upon a
significant exposure potential. Persistence
by itself is no longer itemized as a report-
able effect but rather is considered to be a
component of exposure_ potential; it may
also underlie the measurements described in
Part V(bX1), Laboratory indicators of pro-
nounced bioaccumulation are to be reported
when coupled with potential for widespread
exposure and any non-trivial adverse effect.

Comment 17. The n-octanol/water parti-
tion coefficient addresses a physico-chem]-
cal property, not biological effects, and is
not alone an indicator of substantial risk;
further, the values stated for the coefficient
and the bjoaccumulation factor in fish do
not correspond.

Response: The Agency acknowledges the
numerical error and has-amended the values- -
to correspond. This policy statement now
directs the reporting of an experimental
measurement of biosccumulation when
coupled with an adverse effect and potential
for widespread exposure.

Comment 18 The requirement that infor-
mation which “links” an effect to a chemi.
cal be reported is too broad and contradicts
the statutory language of “reasonably
supports".

Response: The Agency has provided in a
new Part VI its interpretation of “reason-
ably supports”.

Comment 19: A determination that infor-
mation “reasonably supports the conclu-
sion” of substantial risk cannot be made in-
dependently of considerations of use since
the method and manner of using a chemical
may influence the occurrence of an effect;
in particular, the criteria should refiect a
distinction between norma.l and abnormal
uses of chemicals.

Response: The Agency considers that the
appropriate components of a ‘‘substantial
risk” with respect to a chemical are (a) the
serjousness of the effect, and (b) total expo-
sure potential. The method and manner of
using a chemical is one of several factors de-
termining its exposure potential. As de-
scribed in Part V, the importance of expo-
sure potential as & component of “substan.
tial risk” depends upon the kind of effect of
concern. Thus, the effects described in Part
V(a) are so serious that reiatively little
weight is given to exposure; the effects de-
acribed in Parts V (b) and (¢) involve a sig-
nificant exposure or exposure potential.

The Agency further considers that a defi-
nition of *“normal” use for a particular
chemical will often depend upon a knowl-
edge of the risks associated with the
chemical. B

K. INFORMATION THAT NEED NOT BE REPORTED

Comment 20: Information published in
scientific literature in languages other than
English should be exempted if published in
summary form by abstracting services. Can
the accuracy of English language abstracts
and commercial translations of foreign lit-
erature be assumed?

Response: This policy statement now pro-
vides that information published in scien-
tific literature, whether in English or an-
other language, is exempt from reporting if
published in summary form by certain
specified abstract services.

Comment 21: Information exchange sys.
tems with other Federal agencies should be
immediately established so that respondents
need not report to EPA information already
reported to other Agencies, and vice versa.
8uch duplicative reports are unduly burden-
some.

NOTICES

Response: EPA is coordinating this pro-
gram with other agencies now. When this
coordination is successfully completed, the
policy statement will be amended to exempt
from the reporting requirement information
that has been submitted to other specified
agencies. In the meantime, substantial-risk
information must be reported directly to
EPA,; such a report does not discharge any
reporting obligation to other agencies.

7. INFORMATION FIRST RECEIVED PRIOR TO THE
EFFECTIVE DATE OF TSCA

Comment 22: The tense of the verb “ob-
tains” reveals that section 8(e) was intended
to be applied prospectively to information
newly acquired after January 1, 1977, Utilize
section 8(d) or other rules to acquire infor-
.mation abtained befare then.-

Response: As discussed in the preunble t.o
the September 9 proposal. the Agency con-
siders section 8(e) to apply to risk informa-
tion possessed by or known to a person
before, on, or after January 1, 1977. Con-
cerning information first obtained before
19717, this policy statement continues to re.
quire reporting of information received if &
person has been aware of it since January 1,
1977, for the reasons discussed in the Sep-
tember 9 preamble,

Comment 23: The term “aware” is too
vague to be of any help in responding to
these requirements. Since many corporate
employees are potentially subject to these
requirements, and given uncertainty over
the extent to which they ought to be aware
of pre-1977 information, this provision tends
to compel the very file search it was intend-
ed to avoid. The term “aware” should be
further defined, possibly in terms of actual
knowledge.

Response: The Agency in Part VIII of this
policy statement now defines the pre-1977
information of which a person is considered
to be aware.

G. CONFIDENTIAL INPFORMATION

Comment 24: EPA should delay guidance
unt{! procedures are published governing
the treatment of confidential submissions.

Comment 25: EPA should treat all submis-
sions as confidential until the information is
verified.

Comment 26: EPA should automatically
publish section 8(e) notices.

Response to Comments 24 through 26
EPA has included a new Part X which de-
scribes how to submit a claim of confiden-
tiality and states that any or all of the in-
formation submitted may be claimed as con-
fidential. Such information will be disclosed
by EPA only to the extent, and by means of
the procedures, set forth in 40 CFR Part 2.

H. MISCELLANZOUS

Comment 27: What is the statutory basis
or need for guidance? What s fts exact
status under the Administrative Procedure
Act?

Response: This policy statement sets forth
EPA's interpretation of and policy concern-
ing TSCA section 8(e). As an interpretive
rule and statement of policy it is not subject
to the comment period and delayed effec.
tive date provisions of the Administrative
Procedure Act (5 U.S.C. 553). Although
TSCA does not mandate a policy statement,
the Agency of necessity must develop the
criteria which will govern enforcement ac-
tivities. Trade associations and businesses
were among those who previously expressed
interest in such a statement to guide their
compliance,
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Comment 28: Clarify whether these re.
quirements apply to chemicals previously
but no longer manufactured, processed, or
distributed in commerce by a person.

Response. Information obtained before
1977 must be reported if the person has
been aware of it since January 1, 1977, as
prescribed by Part VIII. Concerning chemi-
cals which & person has discontinued manu-
facturing, processing, or distributing since
January 1, 1977. information obtained
before the time of discontinuation is subject
to these requirements. Jt is expected that
the acquisition of information after that
time will be minimal; however, should addi-
tional Information be acquired, it may trig-
ger the reporting described in Part VIII.

Comment 29: Clarify the meaning of “sub-
stantial risk'. relative.ta. other risks ad-
dressed by TSCA.

Response: A substantial risk is defined in
Part V(a) of this policy statement as a risk
of considerable concern because of (a) the
seriouzness of the effect, and (b) the fact or
probability of its occurrence. As opposed to
other risks addressed by TSCA, economic or
social benefits of use, or costs of restricting
use, are not to be considered in determining
whether s risk is “‘substantial”.

Comment 30: To what extent are “users”
of chemicals subject to these requirements?

Response. The Agency considers that
many industrial uses of chemicals actually
fall within the scope of “processing” chemi.
cals. A manufacturer, processor, or distribu-
tor who obtains substantial-risk information
concerning chemicals he handles should be
alert to the possibility he may have to
report it.

Comment 31: Are chemicals manufac-
tured, processed and ‘distributed in com-
merce in small quantities solely for purposes
of research and development subject to
these requirements?

Response: In general, the Agency consid-
ers that much manufacturing, processing,
and distribution in commerce of chemicals
in small quantities solely for purposes of re-
search and development is conducted for
“commercial purposes”. Such purposes
would include the sale and distribution of
such materials, as well as their use by the
manufacturer or processor in activities (for
example, product research and development
and studies assessing the feasibility and
safety of using chemicals) preceding his or &
client’s commercial use of such materials or
others on a larger scale.

As described in Part V, the Agency consid-
ers that “substantial risks" depend in part
upon an exposure potential. Thus, the oc-
currence of the effects described in Part
V(a) presuppose exposure to the chemical
and must be reported; reporting of the
other effects will depend upon a potential
for significant levels of exposure.

Comment 32: Are raw materials, interme-
diates, and inert ingredients produced or
used in the manufacture of a pesticide sub-
Ject to TSCA?

Response: The Administrator - considers
that raw materials, intermediates and inert
ingredients produced or used in the manu.
facture of a pesticide are substances or mix-
tures which can be regulated under TSCA.

In order to be considered a pesticide, a
substance must be intended for use as a pes-
ticide. Raw materials, intermediates, and
inert ingredients produced or used in the
manufacture of a pesticide are not them-
selves regulated under FIFRA (unless they
happen to be pesticides themselves) and.
therefore, are subject to TSCA. The pesti-
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cide regulations at 40 CPR 162.4 are consis-
tent with this view,

Commen! 33 Are intermediates and cata-
lysts intended solely for use in the produc-
tion of a food, food additive, drug, cosmetic,
or device subject to TSCA?

Response: The Administrator considers
that ‘intermediates and catalysts intended
solely for use in the production of a food,
food additive, drug, cosmetic, or device are
excluded from regulation under TSCA. The
definitions of the FFDCA provide that
chemical substances which are intended for
use as & component of a food, food additive,
drug, cosmetic, or device are encompassed
within the meaning of such terms, respec-
tively. The FDA considers intermediates
and catalysts to be such components. There-
fore, they are subject to regulation under

+  » .-the. FFDCA. Any such-substanceis exeiuded

from regulation under TSCA insofar as it is
actually manufactured, processed, or dis-
tributed in commerce solely for use in the

production of a food, food additive, drug,
cosmetic, or device.

Comment 34: Employees should have the
option to submit reports anonymously.

Response: EPA considers that any person
may report information to EPA under
TSCA. Those who are required to do so
under section 8(e) are persons who manu-
facture, process, or distribute in commerce
chemical substances or mixtures, including
not only business entities but also such em-
ployees as described in Part II. In order to
establish that such persons have discharged
their obligations, and in order to encourage
responsible review of the quality of informa-
tion and the substantiality of risks, EPA be-
lieves that notifiers should identify them-
selves. Section 23 will adequately protect
employees from discrimination pursuant to

’zn(otmuuanr they ‘have made under section
e).

(PR Doc. 78-7064 Filed 3-13-78; 8:45 am)

NOTE

According to technical amendments published

by EPA in the May 29,

1987 FEDERAL REGISTER

(52 FR 200383), TSCA Section 8(e) submissions

are to be addressed to

the Agency as follows:

Document Processing Center (TS5-7983)
(Attn: Section 8 (e) Coordinator)
Office of Toxic Substances

U.S. Environmental Protection Agency

41 "M" Street, S
Washington, D.C.
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Federal Register ' Vol. 56, No. 22 / Friday, February 1, 1991 / Notices

ENVIRONMENTAL PROTECTION
AGENCY

[{OPTS-80015; FRL-3844-4]

Registration and Agreement for TSCA
Section 8(e) Compliance Audit
Program

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

SUMMARY: This Notice, pursuant to
sections 15 and 16 of the Toxic
Substances Control Act {TSCA), 15
U.S.C. 2601 et seq., announces the .
opportunity to register for EPA’'s TSCA
Section 8(e) Compliance Audit Program.
This Notice also contains the text of an
Agreement for the TSCA Section 8{e)
Compliance Audit Program (“CAP
Agreement”). The TSCA Section 8(e)
Compliance Audit Program and the
registration provisions and CAP
Agreement conditions are described
below.

DATES: The Registration period for the
TSCA Section 8(e) Compliance Audit
Program commences February 1, 1991,
and closes May 2, 1991. Persons
interested in registering for the
voluntary TSCA Section 8(e)
Compliance Audit Program must request
a CAP Agreement and submit a signed
CAP Agreement to EPA no later than
May 2, 1991.

ADDRESSES: Copies of the CAP
Agreement may be obtained from the
TSCA Assistance Information Service,
Environmental Assistance Division (TS~
799), Office of Toxic Substances,
Environmental Protection Agency, 401 M
St., SW., Washington, DC 20460, (202)
554-1404, TDD: {202} 554-0551.

FOR FURTHER INFORMATION CONTACT:
Michael M. Stahl, Director,
Environmental Assistance Division (TS~
799), Office of Toxic Substances,
Environmental Protection Agency, 401 M
St., SW., Washington, DC 20460, {202)
554~1404, TDD: (202) 554—-0551.
SUPPLEMENTARY INFORMATION:

1. Background

Section 8(e) of TSCA states that “any
person who manufactures, [imports,}
processes, or distributes in commerce a
chemical substance or mixture and who
obtains information which reasonably
supports the conclusion that such
substance or mixture presents a
substantial risk of injury to health or the
environment shall immediately inform
the [EPA] Administrator of such
information unless such person has
actual knowledge that the Administrator
has been adequately informed of such
information.”

.. asynonymous.with:the eonclusion itself

“Substantial risk information”
reportable to EPA under section 8(e) of
TSCA refers to new information that
reasonably supports a conclusion that a
chemical substance or mixture presents
a substantial risk of injury to health or
the environment. (The term new
information refers to information
(including preliminary data} about
which EPA has not already been
adequately informed.) Such information
need not and most typically does not
establish conclusively that such a risk
exists. In other words, reasonable
support for a conclusion is not

and usually precedes the conclusion.

In deciding whether new information
reasonably supports a conclusion of
substantial risk, one must consider (1)
The seriousness of the adverse effect,
and (2} the fact or probability of the
effect’s occurrence. These two criteria
should be weighed differently depending
upon the seriousness of the effect and
the extent of the exposure; i.e., the more
serious the effect, the less heavily one
should weigh the actual or potential
exposure, and vice versa.

In some cases, e.g., the observance of
certain types of serious toxicologic
effects in animals or humans, exposure
to the chemical substance(s) or mixtures
is presupposed and will constitute
sufficient evidence of exposure for a
determination to be made to submit the
new-found toxicological data. Such
serious effects include, but are not
limited to. (1) Birth defects and/or
serious developmental effects (including
those observed in the presence of
maternal toxicity), and (2) cancer (as
evidenced by benign and/or malignant
tumors).

Any decision-making process for
determining section 8(e)-reportability
should focus primarily on whether new
toxicologic or exposure data offer
reasonable support for a conclusion of
substantial risk and should not focus to
any great extent, if at all, on whether the
information is conclusive regarding the
risk. Therefore, a decision to report
pursuant to section 8(e) should not
involve (1) Exhaustive health or
environmental assessments, or (2) any
evaluation of the economic or social
benefits of the use(s) of the subject
chemical(s).

In reviewing recent enforcement
cases, EPA has found that some
companies may be misinterpreting
TSCA section 8{e} and EPA's
“Statement of Interpretation and
Enforcement Policy: Notification of
Substantial Risk,” (“Section 8(e) Policy
Statement,” March 16, 1978, 43 FR
11110). Some companies obtaining
information on certain serious health
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effects appear to be further evaluating
and wrongly discounting the
significance of the information on the
basis of a “weight-of-the-evidence" risk
assessment. It is EPA’s position,
however, that if certain serious health
effects are discovered, the information
should be considered for immediate
reporting under section 8{e) without
further evaluation. The following are
examples of information that should be
considered immediately for reporting
under section 8(e} of TSCA.

1. New information concerning
statistically or biologically significant

- rrrincreases-in benign and/ormalignant

tumors in an animal study; a ‘weight-of-
the-evidence” risk assessment should
not be used to discount the findings.

2. Statistically or biologically
significant increases in teratologic or
other serious reproductive effects
observed in animals; the level of
maternal toxicity observed in the study
should not be used to discount the
findings.

3. Serious toxic effects (e.g., cancer,
birth defects, and neurotoxicity)
observed in tests of chemical substances
or mixtures at the research and
development stage; such findings should
not be discounted because the company
believes that there is no exposure to the
chemical(s).

Up-to-date information on hazard and
exposure is vital in supporting EPA
efforts to protect human health and the
environment from risks from toxic
chemicals. EPA has the responsibility
under TSCA to perform needed risk
assessments on chemicals. Section 8(e)
is a very important part of TSCA's
section 8 information reporting and
recordkeeping provisions that enable
EPA to obtain and disseminate
information needed to set priorities and
perform risk assessments that may be
national in scope. Companies that do
not report vital information are
undermining the effectiveness of the
early warning system intended under
section 8(e).

In the past year, some companies
have alleged that EPA has changed its
interpretation of TSCA section 8(e)
thereby creating vulnerability that was
not previously contemplated for
reporting. These same entities have said
that EPA's TSCA Sections 8, 12, and 13
Enforcement Response Policy contains
significant disincentives (namely very
high monetary penalties) to dissuade
auditing of past studies and reporting
them to EPA.

EPA has not changed its interpretation
of TSCA section 8(e). EPA's
implementation of the TSCA section 8(e)
program is based on sound guidance
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that is and has been consistent with the
statutory language and intent of section
8(e), as well as EPA's Section 8(e) Policy
Statement. Nevertheless, to achieve the
Agency's goal of obtaining any
outstanding section 8{e) data, EPA has
developed this one-time voluntary
compliance program designed to
strongly encourage companies to
voluntarily audit their files for studies
reportable under section 8{e). This
program is known as the TSCA Section
8(e) Compliance Audit Program.

The TSCA Section 8(e) Compliance
Audit Program has been developed to
encourage.industry.reparting by setting.-
forth guidelines that identify in advance
EPA's enforcement response and allow
companies to assess liability prior to
electing to participate. Companies that
do not participate in the TSCA Section
8(e) Compliance Audit Program should
be aware that EPA intends to actively
pursue violations of the TSCA section
8(e) reporting requirement.

II. Text of the Registration/CAP
Agreement

The text of the Registration and CAP
Agreement for the TSCA Section 8(e)
Compliance Audit Program:

UNITED STATES ENVIRONMENTAL
PROTECTION AGENCY

Office of Pesticides and Toxic Substances

Registration and Agreement for TSCA
Section 8(e) Compliance Audit Program

The United States Environmental
Protection Agency (“EPA”) and the
Regulatee, the Parties herein, wishing to
register for and enter into this
Agreement for a Toxic Substances
Control Act (“TSCA"} Section 8(e)
Compliance Audit Program (“CAP
Agreement”) and having consented to
the terms of this CAP Agreement do
therefore agree to fully comply with the
terms of this CAP Agreement.

L Registration Requirements

A. The Regulatee agrees to conduct a
TSCA Section 8(e) Compliance Audit
Program to determine its compliance
status with TSCA section 8(e).

B. To register for the TSCA Section
8{e) Compliance Audit Program, the
Regulatee must, no later than May 2,
1991, sign and return this CAP
Agreement by certified mail-return
receipt requested to: Michael F. Wood,
Director, Compliance Division (EN~-342),
Office of Compliance Monitoring,
Environmental Protection Agency, 401 M
St., SW., Washington, DC 20460.

C. After EPA receives this signed CAP
Agreement from the Regulatee, EPA will
sign this CAP Agreement and enter the
following identification number
) to the copy of

this CAP Agreement which will be
returned to the Regulatee. The Final
Report and all other documents
submitted pursuant to Unit I1.C of this
CAP Agreement must display the
identification number established by
this paragraph.

D. The TSCA Section 8(e) Compliance
Audit Program shall commence no later
than May 2, 1991.

E. The TSCA Section 8(e) Compliance
Audit Program shall terminate within
180 days of May 2, 1991. Thus, all
submissions under this TSCA Section
8(e) Compliance Audit Program must be

..delivered to.EPA no later than October

29, 1991.
II. Terms of Agreement

EPA and the Regulatee mutually
initiated this TSCA Section 8(e)
Compliance Audit Program in response
to a February 1, 1991, Federal Register
notice announcing the opportunity to
participate in the TSCA Section 8{e)
Compliance Audit Program. As part of
this CAP Agreement, EPA and the
Regulatee agree to the following:

A. General Provisions

1. This CAP Agreement and the
Consent Agreement and Consent Order
in this matter shall be a complete
settlement of all civil and administrative
claims and causes of action which arose
or could have arisen under TSCA
section 8(e) in connection with any
study or report submitted pursuant to
the terms of this CAP Agreement.
Pursuant to TSCA, EPA will consider
ability to pay/effect on ability to
continue to do business claims during
the course of development of the
Consent Agreement and Consent Order
in this matter. The Regulatee will be
responsible for submitting adequate
documentation of such claims to EPA at
the time of submission of the Final
Report required by this CAP Agreement.

2. For purposes of this CAP
Agreement and any subsequent
proceeding, without trial or any
adjudication of the facts, the Regulatee
admits that EPA has jurisdiction over
the subject matter of the terms of this
CAP Agreement and any study or report
submitted pursuant to this CAP
Agreement.

3. The Regulatee waives its right to
request a judicial or administrative
hearing on any issue of law or fact that
has arisen or may arise during the
conduct of the TSCA Section 8(e)
Compliance Audit Program conducted
pursuant to the terms of this CAP
Agreement, or that may arise in any
subsequent proceeding involving the
Consent Agreement and Consent Order
resulting from and entered into pursuant
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to the terms of this CAP Agreement,
including but not limited to the
Regulatee's right under TSCA section
16{a)(2}(A) to request a hearing.

4. The Parties agree that any study or
report submitted by the Regulatee under
this TSCA Section 8(e} Compliance
Audit Program and pursuant to the
terms of this CAP Agreement constitute
a violation of TSCA sections 8(e)} and
15(3)(B). for which a civil penalty will be
assessed against the Regulatee. Any
study or report submitted under TSCA
section 8(e) prior to the date of
commencement of the TSCA Section

~g{e} Compliance Audit-Programis not

subject to the terms of this CAP
Agreement or the TSCA Section 8(e)
Compliance Audit Program.

5. EPA reserves its rights under TSCA
section 16 to take appropriate
enforcement action if EPA determines
later that the Regulatee was required to
submit under TSCA section 8(e) a study
or report determined by the Regulatee to
be not reportable and therefore not
submitted under the TSCA Section 8(e)
Compliance Audit Program. In such
event, the terms of the EPA TSCA
Sections 8, 12, and 13 Enforcement
Response Policy will apply to such
proceeding.

6. EPA reserves its rights to challenge
the categorization of studies or reports
submitted under this TSCA Section 8{e)
Compliance Audit Program pursuant to
the requirements of Unit I1.B.2.a and b of
this CAP Agreement.

7. EPA agrees that any submissions
made pursuant to the terms of this CAP
Agreement and the TSCA Section 8(e)
Compliance Audit Program will be
viewed by EPA as “prior such
violations” under TSCA section
16{a){2)(B) for future violations of TSCA
section 8(e) only.

8. The Final Report submitted
pursuant to Unit I1.C.4 of this CAP
Agreement shall be the controlling
document for purposes of determining
what was submitted under the TSCA
Section 8(e} Compliance Audit Program
and this CAP Agreement.

8. Any submission made by the
Regulatee to EPA that does not meet all
of the requirements of the TSCA Section
8(e) Compliance Audit Program and this
CAP Agreement is subject to the EPA
TSCA Sections 8, 12, and 13
Enforcement Response Policy.

B. TSCA Section 8(e) Compliance Audit
Program and Civil Penalties

1. In conducting the TSCA Section 8{e)
Compliance Audit Program, the
Regulatee shall use EPA’s March 16,
1978, “Statement of Interpretation and
Enforcement Policy; Notification of
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Substantial Risk” (43 FR 11110) (“TSCA
Section 8(e) Policy Statement”) to
determine whether the reviewed study
or report is:

a. Not reportable under TSCA Section
8(e): The Regulatee will not submit the
study or report.

b. Reportable under TSCA Section
8(e): The Regulatee will submit the study
or report.

Upon Registration for the TSCA
Section 8(¢) Compliance Audit Program,
the Regulatee will receive a capy of the
TSCA Section 8{e) Policy Statement, the
publication numbers of publicly
available and.previously. published
volumes of Section 8(e) “Status Reports”
available through the National
Technical Information Service, copies of
Question and Answer documents
developed in response to specific
questions involving section 8(e), and a
document entitled “Substantiating
Claims of Confidentiality.”

2. The Regulatee agrees to pay the
following stipulated civil penalties for
all studies or reports submitted under
this TSCA Section 8(e) Compliance
Audit Program as TSCA section 8(e)
data:

a. $15,000 per study for any submitted
study or report involving effects in
humans.

b. $6,000 per study for any other
submitted study or report submitted as
TSCA section 8(e) data.

As a matter of policy under this TSCA
Section 8(e) Compliance Audit Program,
EPA agrees to a $1,000,000 cap on the
total civil penalty for the Regulatee.

3. The Regulatee shall be exempt from
any additional late and/or nonreporting
TSCA section 8{e) civil liability which
arose or could have arisen for any study
or report submitted under this TSCA
Section 8(e) Compliance Audit Program.

4. Upon termination of the TSCA
Section 8{e) Compliance Audit Program,
the Regulatee shall provide EPA with a
Final Report certifying that the TSCA
Section 8{e) Compliance Audit Program
has been completed. Such Final Report
shall be signed and certified by the
appropriate corporate official with
authority to settle claims on behalf of
the Regulatee. Such Final Report shall
‘also comply with the requirements of
Unit I1.C.4 of this CAP Agreement.

5. Following termination of the audit,
EPA will present the Regulatee with a
Consent Agreement and Consent Order
summarizing the results of the TSCA
Section 8(e) Compliance Audit Program
and specifying the terms of payment of
stipulated civil penalties. The Regulatee
will have 30 calendar days from its
receipt of an executed copy of the
Consent Order to pay any stipulated
civil penalties.

C. Information Submission and Final
Report

1. All studies or reports submitted to
EPA by the Regulatee under the terms of
this CAP Agreement shall be identified
pursuant to the categories established in
Unit IL.B.2.a and b of this CAP
Agreement, and shall be sent to the
following address: Document Processing
Center {TS-790), Office of Toxic
Substances, Environmental Protection
Agency, 401 M St., SW., Washington, DC
20460, Attn: Section 8(e) Coordinator
(CAP Agreement).

2. The Regulatee shall submit one
original and tw¢ full copies of all cover "
letters, studies, reports, substantiations
of confidentiality claims, and, as
appropriate, sanitized copies of cover
letters, studies, reports, or
substantiations of confidentiality claims.

3. In accordance with Part IX of the
TSCA Section 8(e) Policy Statement,
each study or report submitted to EPA
by the Regulatee under the terms of this
CAP Agreement shall be accompanied
by a separate cover letter containirg the
following information:

a. Company name, address and
telephone number.

b. The signature and printed name,
title and telephone number of the person
submitting the study or report.

c. A clear statement that the
document, identified on the cover letter
by the identification number established
by Unit L.C of this CAP Agreement, is
being submitted pursuant to the TSCA
Section 8{(e) Compliance Audit Program
and this CAP Agreement.

d. The exact identity of each tested
chemical or mixture or component of a
tested mixture including the CAS
Registry Number, if known.

e. The title of the accompanying study
or report.

f. A full summary of the reportable
adverse effect(s) or exposure(s)
observed in the accompanying study or
report. In addition, the cover letter
should identify by EPA Document
Control Number any previous TSCA
section 8(e) submission(s) or
premanufacture notification(s) (PMN(s)}
submitted by the Regulatee on the
subject chemical substance(s) or
mixture or component(s) of such
mixture.

4. Each study or report submitted to
EPA by the Regulatee under the terms of
this CAP Agreement shall be listed in a
Final Report. Such Final Report shall list
each submitted study or report by title
pursuant to the categories established in
Unit I1.B.2.a and b of this CAP
Agreement, and shall display the
identification number established by
Unit I.C of this CAP Agreement. Such
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Final Report shall certify that the TSCA
Section 8(e) Compliance Audit has been
completed and include the following
statement: 1 certify that the information
contained in or accompanying this Final
Report is true, accurate, and complete.
As to any identified portion(s} of this
Final Report for which I cannot
personally verify its truth and accuracy,
I certify as the company official having
supervisory responsibility for the
person(s) who, acting under my direct
instructions, made the verification, that
this information is true, accurate, and
complete.” The Fina! Report will be the

- ..controlling document as:to.what was or

was not submitted under the terms of
this CAP Agreement and shall be sent to
the address specified in Unit LB of this
CAP Agreement.

D. Other Matters

1. Nothing in this CAP Agreement
shall relieve the Regulatee from
complying with all applicable TSCA
regulations or other applicable
environmental statutes.

2. This CAP Agreement shall be
binding upon the Parties and in full
effect pursuant to the requirements
specified in Unit 1. of this CAP
Agreement.

3. The Regulatee's obligations under
this CAP Agreement shall end when the
Final Report required by Unit I1.C.4 of
this CAP Agreement has been submitted
to EPA and stipulated civil penalties
paid. .

4. Failure to comply with the terms of
this CAP Agreement permits EPA to
proceed under TSCA section 16 to
impose the civil penalties allowable
under the existing EPA TSCA Sections
8. 12, and 13 Enforcement Response
Policy for any study or report submitted
pursuant to Unit II.C of this CAP
Agreement. -

5. All of the terms and conditions of
this CAP Agreement together comprise
one agreement, and each of the terms
and conditions is in consideration for all
of the other terms and conditions. In the
event that this CAP Agreement (or one
or more of its terms and conditions) is
held invalid, or is not executed by all of
the signatory parties in identical form,
then the entire CAP Agreement shall be
null and void.

6. The Regulatee may assert claims of
confidentiality under TSCA section 14
for submissions under this CAP
Agreement. The Regulatee must, at the
time of submission, provide
substantiation for all information
claimed as confidential. The Regulatee
agrees that the failure to assert a claim
of confidertiality for studies, reports, or
information submitted under the terms
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of this CAP Agreement shall be
interpreted by EPA as a waiver by the
Regulatee of the right to assert a claim
of confidentiality.

7. Submissions containing information
claimed as TSCA Confidential Business
Information (TSCA CBI) shall contain
cover sheets bearing the typed or
stamped legend “company confidential,”
“proprietary,” or “trade secret.”
Information contained in the submission
which is claimed as TSCA CBI must be
clearly marked by boxing, circling, or
underlining the specific text so claimed.
All pages containing such information
shall also-be marked
“CONFIDENTIAL.” Care should be
taken to ensure that these markings do
not obscure the text of the submission.
Submissions directed to EPA in this
manner should be sent by certified mail-
return receipt requested or in any other
way which will permit verification by
the Regulatee of its receipt by EPA.

8. If the Regulatee chooses to assert a
confidentiality claim, the Regulatee shall
provide two sets of each such
submission: one set shall have the TSCA
CBI material marked in the manner
contemplated under 40 CFR 2.203(b) and
Unit ILD.7 of this CAP Agreement; the
second set shall have the TSCA CBI
material excised. The Regulatee is
advised that the second, “sanitized” set
will be available for public review
without further notice to the Regulatee
and therefore care should be exercised
in the creation of this set. Each sanitized
and unsanitized submission must
comply with Unit I1.C.2 of this CAP

Agreement and thus will consist of one
original and two copies.

9. The Regulatee is advised to review
carefully the confidentiality claim
procedures at 40 CFR 2.201. Specific
information concerning TSCA section
8(e) confidentiality claims is contained
at Part X of the TSCA Section 8(e)
Policy Statement.

10. The Regulatee agrees that if the
specific chemical identity is claimed as
confidential in a submission, a generic
nonconfidential chemical identity will
be included on the sanitized version of
the submission. Guidance for developing
appropriate generic chemical identities
may be obtained by consulting the
TSCA Chemical Substance Inventory:
1985 Edition, or by contacting the Office
of Toxic Substances' Chemical
Inventory Section at (202) 382-3527.

11. The Regulatee agrees that
confidentiality claims will be honored
by EPA only if each claim is
accompanied by responses to the
questions in the document provided with
this CAP Agreement entitled
“Substantiating Claims of
Confidentiality.” The Regulatee shall
provide an original and two copies of
these responses in accordance with Unit
I1.C.2 of this CAP Agreement. The
Regulatee shall also, in the event the
Regulatee desires information in these
responses to be considered TSCA CBI,
provide a sanitized original and two
copies in accordance with Unit I1.C.2
and Unit 11.D.8 of this CAP Agreement.

12. The Regulatee agrees that failure
to adhere to each requirement pertaining
to TSCA CBI may result in forfeiture of
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the CBI protection for the submission
and its subsequent availability in its
entirety for public review.

WE AGREE TO THIS:

For Regulatee:

[Signing official]
[Title]

[Company name]

[Signing official]
[Title]

[Company name]

..For EPA:

Michael F. Wood,

Director, Compliance Division, Office of
Compliance Monitoring.

Michael J. Walker,

Associate Enforcement Counsel for Pesticides
and Toxic Substances.

I11. Conclusions

EPA has announced the opportunity to
register for the TSCA Section 8(e)
Compliance Audit Program. Any further
information regarding this Audit
Program or the CAP Agreement may be
obtained from the contact person noted
above.

Dated: January 25, 1991.
Linda J. Fisher,

Assistant Administrator for Pesticides and
Toxic Substances.

[FR Doc. 91-2299 Filed 1-31-91; 8:45 am)
BILLING CODE 6560-50-F
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ENVIRONMENTAL PROTECTION
AGENCY

{OPTS~-80015A; FRL-3891-8]

Registration and Agreement for TSCA
Section 8(e) Compliance Audit
Program Modification

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

SUMMARY: This Notice, pursuant to
sections 15 and 18 of the Toxic
Substances Control Act (TSCA), 15
"U.S.C. 2601 et seq., announces
modifications to EPA’'s TSCA Section
8(e) Compliance Audit Program and the
Agreement for the TSCA Section 8(e)
Compliance Audit Program {“CAP
Agreement"}. The modifications to the
TSCA Section 8(e) Compliance Audit
Program and the CAP Agreement
include extension of the registration and
termination dates, the opportunity to
petition EPA for a case-by-case
extension of the termination date,
modifications to the CAP Agreement
provisions regarding admission of a
violation of TSCA section 8(e) and
waiver of right to a hearing, and EPA's
development of a TSCA section 8(e)
reporting guide.

DATES: The Registration period for the
TSCA Section 8(e) Compliance Audit
Program closes on June 18, 1991. Persons
interested in registering for the TSCA
Section 8(e} Compliance Audit Program
must request a CAP Agreement and
submit a signed CAP Agreemert to EPA
no later than June 18, 1991.

ADDRESSES: Copies of the CAP
Agreement may be obtained from the
TSCA Assistance Information Service,

Environmental Assistance Division (TS-

799), Office of Toxic Substances,
Environmental Protection Agency, 401 M
St., SW., Washington, DC 20460, (202}
554-1404, TDD: (202) 554-0551.

FOR FURTHER INFORMATION CONTACT:
David Kling, Acting Director,
Environmental Assistance Division (TS-
799), Office of Toxic Substances,
Environmental Protection Agency, 401 M
St., SW., Washington, DC 20480, (202)
554~1404, TDD: (202) 554-0551.
SUPPLEMENTARY INFORMATION:

1. Background

In the Federal Register of February 1,
1991 (56 FR 4128), EPA announced the
opportunity to register for the TSCA
Section 8(e) Compliance Audit Program.
The TSCA Section 8(e) Compliance
Audit Program is a one-time voluntary
compliance audit program developed in
order to achieve EPA's goal of obtaining
any outstanding TSCA section 8(e) data.

The TSCA Section 8(e) Compliance
Audit Program has been initiated to
foster compliance with the statutory
obligations of TSCA section 8(e), and to
obtain critical information about
potential risks of chemical substances.
In designing the TSCA Section 8{e)
Compliance Audit Program EPA’s
objective was to provide, in the context
of an enforcement initiative, positive
incentives for companies to conduct
audits of their data and to submit to the
Agency the type of information requnired
under section 8(e) of TSCA.

... EPA recognizes that proper

application of section 8(e) requires the
exercise of scientific judgement. EPA is
not interested in creating an atmosphere
in which companies view a “data dump”
strategy as the best course of action for
meeting their obligations. The Agency
hopes that cooperative consultation
among EPA, data submitters, and other
interested parties can lead to a more
successful TSCA Section 8(e)
Compliance Audit Program and
ultimately a better understanding of the
section 8(e) program. Based on written
communications with the regulated
industry, EPA has made the following
modifications to the TSCA Section 8(e)
Compliance Audit Program and CAP
Agreement that was published on
February 1, 1991.

II. Modifications te the TSCA Section
8(e) Compliance Audit Program and the
CAP Agreement

A. Registration Requirements

The registration deadline/audit
commencement date has been extended
for 45 days to June 18, 1991. Thus, Units
I.B and D of the CAP Agreement have
been modified to read as follows:

B. To register for the TSCA Section 8(e)
Compliance Audit Program, the Regulatee
must, no later June 18, 1991, sign and return
this CAP Agreement by certified mail-return
receipt requested to....

D. The TSCA Section 8(e) Compliance
Audit Program shall commence no later than
June 18, 1991.

The audit termination date/deadline
has been extended for approximately 90
days, to February 28, 1992. Procedures
for case-by-case extensions have also
been added. A Regulatee can petition
EPA in writing no later than November
29, 1991, for an additional extension of
the audit termination date (i.e., beyond
February 28, 1992). Extension petitions
must contain an adequate justification
for the request, and will be favorably
viewed if based on difficulties
experienced by a Regulatee with the
volume of information being reviewed
and not because the Regulatee delayed
initiation of the audit. Companies are
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urged to submit studies or reports as
they are determined to be reportable,
and extension petitions will be viewed
with disfavor if a Regulatee has not
submitted any information by the
November 29, 1991, deadline for
extension requests. In this way EPA
encourages the phased receipt of
information over time while recognizing
the need for appropriate time extensions
for Regulatees that have a large amount
of records to review. Thus, Unit LE of
the CAP Agreement has been modified
to read as follows:

*~ 'B"The TSCA Section 8(e) Compliance

Audit Program shall terminate on February
28, 1992, and all submissions under this
TSCA Section 8(e) Compliance Audit
Program must be delivered to EPA no later
than February 28, 1992. The Regulatee may
petition EPA in writing at the address
specified in Unit LB of this CAP Agreement
for an extension of the February 28, 1992,
termination date. Extension requests must be
received by EPA no later than November 29,
1981, and must contain an adequate
justification for the extension.

No other modifications to the
“registration requirements” portion of
the CAP Agreement have been made.

B. Terms of Agreement--General
Provisions

The provision of the CAP Agreement
regarding an admission of violation or a
“violation of TSCA'" has been changed
and Unit I1.A.4 of the CAP Agreement
has been modified to read as follows:

4. The Regulatee neither admits nor denies
that the submission of studies or reports by
the Regulatee under this TSCA Section 8(e)
Compliance Audit Program and pursuant to
the terms of this CAP Agreement constitutes
admission of a violation of TSCA sections
8{e} and 15(3)(B}, but agrees to pay a
stipulated civil penalty for each study or .
report in accordance with Unit I1.B.2 of this
CAP Agreement. Any study or report
submitted under TSCA section 8(e) prior to
the date of commencement of the TSCA
Section 8(e) Compliance Audit Program is not
subject to the terms of this CAP Agreement or
the TSCA Section 8{e) Compliance Audit

Program.

The provision of the CAP Agreement
regarding waiver of rights has been
changed and Unit I1.A.3 of the CAP
Agreement has been modified to read as
follows:

3. The Regulatee waives its right to request
a judicial or administrative hearing, under
TSCA section 16(a)(2)(A) or other provisions
of law, on any issue of law or fact that has
arisen or may arise regarding the application
of TSCA section 8{e) to any study or report
submitted pursuant to Unit [1.B.1 of this CAP
Agreement.

The provision of the CAP Agreement
regarding "'prior violations™ has been
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modified slightly to make it clear that
submissions under the CAP Agreement
will count as one "prior violation" of
8(e) only. Thus, Unit [1.A.7 of the CAP
Agreement has been modified to read as
follows:

7. EPA agrees that any submissions made
pursuant to the terms of this CAP Agreement
and the TSCA Section 8(e) Compliance Audit
Program will be viewed by EPA as one *“prior
such violation” under TSCA section
16(a)(2){B) for future violations of TSCA
section 8(e) only.

No other modifications to the “terms
of agreement--general provisions"
portion 6f the'CAP Agreement have
been made.

C. Terms of Agreement-TSCA Section
8(e) Compliance Audit Program and
Civil Penalties

In order to facilitate participation in
the TSCA Section 8(e) Compliance
Audit Program as well as to improve
section 8(e} compliance in general, EPA
is preparing and plans to disseminate a
section 8(e) reporting *“guide” comprised
primarily of approximately 150 existing
TSCA section 8(e) submission “Status
Reports” which contain useful reporting
and implementation guidance. This
guide will include two indices. The first
index, which pertains to the 150 “Status
Reports,” will be arranged by
toxicologic study type and other
important subheadings related to
reporting criteria. The second index will
be cumulative and arranged by type of
study for all initial submissions received
under section 8{e) to date. An additional
component of the guide will be a
consolidated presentation of section 8{e)
question and answer (Q&A) documents
arranged under subheadings similar to
the indices described above.

In response to a written request from
the Chemical Manufacturers
Association (CMA) for additional
guidance in the areas of neurotoxic
effects and environmental effects/
releases, EPA agreed to perform an
expedited review of a limited number of

case histories to be submitted by CMA
in early May. The Office of Pesticides
and Toxic Substances (OPTS) is
establishing a panel of EPA staff
scientists to perform the expedited
review of the case histories which are
submitted. While the EPA panel can
address endpoints of concern, CMA was
asked to prioritize the submissions to
focus attention on the key scientific
questions, especially neurotoxicity/
acute toxicity concerns. The EPA review
will focus primarily on whether the case
studies would be reportable under
section 8{e). The rationale for EPA’s

" conclusions and responses concerning

the appropriateness of reporting will be
provided as part of the section 8{e)
reporting guide which has been
described above. EPA will make every
effort to complete the guide in early June
and release it prior to the revised June
18, 1991, registration deadline/audit
commencement date.

EPA requested that the environmental
effects/release cases focus on areas that
industry believes are problematic in
terms of what is reportable under
section 8(e). In order for EPA to respond
more completely about the section 8(e)
reportability of the provided
environmenta) effects/release
information cases, EPA also asked if the
information is required to be submitted
to another governmental authority and,
if 80, the identity of that authority and
the timeframe for the reporting. The
rationale for EPA's conclusions and
responses concerning the
appropriateness of reporting will be
provided as part of the section 8{e)
reporting guide described above. EPA
will make every effort to complete the
guide in early June and release it prior to
the revised June 18, 1991, registration
deadline/audit commencement date.
However, if necessary because of a
delay in completion of the guidance on
the environmental effects/release
information, reporting of this
information under the TSCA Section 8(e)
Compliance Audit Program will be put
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on a specific schedule which will be
determined later based on when EPA
completes and disseminates the
guidance in this area.

Thus, to reflect the availability of the
TSCA section 8(e) reporting guide, the
second portion of the CAP Agreement
language at Unit I1.B.1 has been
modified to read as follows:

....Upon Registration for the TSCA Section
8(e) Compliance Audit Program, the
Regulatee will receive a copy of the TSCA
Section 8(e) Policy Statement, the publication
numbers of publicly available and previously

. .published volumes of Section 8(e) “*Status

Reports” available through the National
Technical Information Service, copies of
Question and Answer documents developed
in response to specific questions involv'ng
section 8(e), a document entitled
“Substantiating Claims of Confidentiality."
and the TSCA section 8{e) reporting guide.

EPA believes that the actions
described above emphasize the
Agency's strong commitment to making
the TSCA Section 8(e) Compliance
Audit Program a successful initiative.
EPA hopes that providing the selected
case histories and the section 8{e)
reporting guide will enhance
understanding of the TSCA section 8(e)
program, and assist the regulated
community as they participate in the
TSCA Section 8(e} Compliance Audit
Program.

1. Conclusions

EPA has announced modifications to
the TSCA Section 8{e} Compliance
Audit Program and the CAP Agreement.
Any further information regarding this
Audit Program-or the CAP Agreement
may be obtained from the contact
person noted above.

Dated: April 24, 1991.
Victor |. Kimm,

Acting Assistant Administrator for Pesticides
and Toxic Substances.

{FR Doc. 91-10065 Filed 4-26-91; 8:45 am)
BILLING CODE $560-50-F
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ENVIRONMENTAL PROTECTION
AGENCY

[OPTS-80015B; FRL—3932-1]

Registration and Agreement for TSCA
Section 8(e) Compliance Audit
Program Modification

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

SUMMARY: This Notice, pursuant to sections
15 and 16 of the Toxic Substances Control
Act (TSCA), 15 U.S.C. 2601 et seq.,

. ammounces the availability.of.the.TSCA = .
section 8(e) reporting guide and modifications
to EPA’s TSCA Section 8(e) Compliance
Audit Program and the Agreement for the
TSCA Section 8(e) Compliance Audit
Program (*‘CAP Agreement’’). The
modifications to the TSCA Section 8(e)
Compliance Audit Program and the CAP
Agreement include the extension of the
registration deadline until July 1, 1991, the
addition of provisions for listing of certain
types of previously reportable TSCA section
8(e) information now in EPA’s possession,
and modification of EPA’s guidance for
reporting information concerning
*‘widespread and previously unsuspected
distribution in environmental media’’ and
‘‘emergency incidents of environmental
contamination’’ under TSCA section 8(e).
DATES: The Registration period for the TSCA
Section 8(e) Compliance Audit Program
closes on July 1, 1991. All persons interested
in registering for the TSCA Section 8(e)
Compliance Audit Program must request a
CAP Agreement and submit a signed CAP
Agreement to EPA no later than July 1, 1991.

ADDRESSES: Copies of the modified CAP
Agreement and the TSCA section 8(e)
reporting guide may be obtained from the
TSCA Assistance Information Service,
Environmental Assistance Division (TS-799),
Office of Toxic Substances, Environmental
Protection Agency, 401 M St., SW.,,
Washington, DC 20460, (202) 554-1404,
TDD: (202) 554-0551.

FOR FURTHER INFORMATION CONTACT:
David Kling, Acting Director, Environmental
Assistance Division (TS-799), Office of
Toxic Substances, Environmental Protection
Agency, 401 M St., SW., Washington, DC
20460, (202) 554-1404, TDD: (202) 554—
0551.

SUPPLEMENTARY INFORMATION:

I. Background

In the Federal Register of February 1,
1991 (56 FR 4128), EPA announced the
opportunity to register for the TSCA Section
8(e) Compliance Audit Program. The TSCA
Section 8(e) Compliance Audit Program is a
one-time voluntary compliance audit program
developed to obtain outstanding TSCA

section 8(e) data and foster compliance with
the statutory obligations of TSCA section
8(e).

(())n April 26, 1991 (56 FR 19514), EPA
modified the TSCA Section 8(e) Compliance
Audit Program and the CAP Agreement. The
modifications included extension of the
registration and termination dates, the
opportunity to petition EPA for a case-by-
case extension of the termination date,
modifications to the CAP Agreement
provisions regarding admission of a violation
of TSCA section 8(e) and waiver of right to
a hearing, and EPA’s development of a TSCA

section 8(e) reporting guide.

- +JL..TSCA Section 8(¢) Reporting Guide

Since the April 26, 1991 modifications
were announced, EPA completed
development of the TSCA section 8(e)
reporting guide. The guide contains useful
reporting and implementation guidance and
includes two major indices. The first index,
which references approximately 150 section
8(e) **Status Reports,”’ is arranged by
toxicologic study type with subheadings
related to section 8(e) reporting criteria. The
second index is cumulative and is arranged
by type of study for all initial submissions
received under section 8(e) from January 1,
1977, w October 1, 1990.

There are two major objectives for
presenting the guide. First, the guide makes
certain information pertaining to section 8(e)
reporting more accessible to members of the
regulated commumity and others. Second, the
guide provides reference to both general and
specific examples of submitted information as
well as EPA’s comments regarding such
submissions. The examples are intended to
help persons who are subject to section 8(e)
understand better the types of information
that should be submitted to EPA under this
important mandatory chemical hazard/risk
information reporting provision of TSCA.

Most of the guide is presented in a basic
question and answer format reflecting
primarily the most common questions asked
about section 8(e) of TSCA. The guide also
contains EPA’s comments regarding the
TSCA section 8(e)-applicabilityreportablity
of a number of toxicologic *‘case studies’’
provided to the Agency by the Chemical
Manufacturers Association (CMA).

Copies of the TSCA section 8(e) reporting
guide may be obtained from the TSCA
Assistance Information Service,
Environmental Assistance Division (TS~799),
Office of Toxic Substances, Environmental
Protection Agency, 401 M St, SW.,
Washington, DC 20460, (202) 554-1404,
TDD: (202) 554-0551.

HI. Modifications to the TSCA Section 8(e)
Compliance Audit Program and the CAP
Agreement

A. Registration Requirements
The registration deadline/audit
commencement date has been extended for
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approximately two weeks to July 1, 1991.
Thus, Units I B and D of the CAP Agreement
have been modified to read as follows:

B. To register for the TSCA Section 8(¢e)
Compliance Audit Program, the Regulatee must, no
later than July 1, 1991, sign and retumn this CAP
Agreement by certified mail-rerum receipt
requested to. ...

D. The TSCA Section 8(¢c) Compliance Audit
Program shall commence no later than July 1,
1991.

No other modifications to the
‘‘Registration Requirements’’ portion of the
CAP Agreement have been made.

B. Terms of Agreement--TSCA Section 8(e)

- Compliance Audit Program and Civil

Penalties Concerning Late Reporters

EPA has received inquiries regarding
instances of late reporting of section 8(e)
information when such studies or reports
were (1) received by the Office of Toxic
Substances (OTS) on a *‘For Your
Information’’ (*‘FYI’’) basis and included in
the formal OTS “‘FYI”’ filing system, or (2)
submitted to EPA pursuant to a mandatory
reporting obligation under a statute
administered by EPA. By late reporting, EPA
is referring to information received beyond
the 15 working days deadline as set forth in
Part IV of EPA’s March 16, 1978,
**Statemnent of Interpretation and Enforcement
Policy; Notification of Substantial Risk’* (43
FR 11110) (**“TSCA Section 8(e) Policy
Statement’’). After evaluation of the issue,
EPA has determined that a reduced penalty
scheme is appropriate for instances of late
reporting of section 8(e) information when
the studies or reports were (1) submitted in
writing to and received by EPA prior to June
18, 1991, pursuant to a mandatory reporting
obligation under TSCA or another EPA-
administered statute, or (2) received by OTS
on an “*FYI"’ basis and included in the formal
OTS “‘FYI" filing system, prior to June 18,
1991. This approach meets EPA’s TSCA
Section 8(e) Compliance Audit Program goal
of obtaining, in the context of an enforcement
itiative, outstanding section 8(e)
information. Instead of resubmitting copies of
these types of studies or reports, the
information may simply be listed under the
TSCA Section 8(e) Compliance Audit
Program and identified by cover letter. A
$5,000 stipulated civil penalty will be
assessed for each study or report listed. Thus,
Unit IIB.1.c has been added to the CAP
Agreement to read as follows:

¢. Data that would have been reportable under
TSCA Section 8(¢) when initially obtained by the
Regulatee, and that subsequent to the section 8(c)
reporting deadline (and before June 18, 1991), were
(i) submitted in writing 10 and received by EPA
pursuant to & mandatory reporting requirement
under TSCA or another statute administered by
EPA, or (ii) received by the Office of Toxic
Substances (OTS) on a “*For Your Information'’
(“FYI"") basis and included in the formal OTS
“‘FYI"’ filing sysiem: The Regulatee will list the
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study or report pursuant to Unit ILB.3 of this CAP
Agreement. Only information that meets the
requirements of Unit ILB.1.c is eligible for this
liring provision.

Unit ILB.3 has been added to the CAP
Agreement to read as follows:

3. The following provisions shall govem the list
required 1o be submitted under Unit ILB.1.c of this
CAP Agreement:

a. For each study or report listed, the Listing must
comply with the requirements of Unit ILC of this
CAPAgmanan.mnnducn’bcthedneofmc
mhmxnonmd(x)themmdnory

study or report was
submitted, or (ii) the Office of Toxic Substances

- “FYI"" filing system number for the submission. -
Within 360 days after submission of the list, EPA
may request the Regulatee to submit any of the
listed information in order to determine if the
Regulatee correctly listed rather than submitted the
study or report.

b. The Regulatee agrees to pay the following
stipulated civil penalty for information listed under
this audit as data that would have been reportable
under TSCA Section 8(c) when initially obtained
by the Regulatee, and that subsequent to the section
8(e) reporting deadline as specified in Part IV of
the TSCA Section 8(e) Policy Statement (and
before June 18, 1991), were (i) submitted in wnting
to and received by EPA pursuant to a mandatory
reporting requirement under TSCA or another
siatte administered by EPA, or (ii) received by the
Office of Toxic Substances (OTS) on an *‘'FYI"’
basis and included in the formal OTS “‘FYI'* filing
system: $5,000 per study or report.

C. Additions to the TSCA Section 8(e)
Reporting Guide

In response to a written request from the
Chemical Manufacturers Association (CMA)
for additional guidance on the section 8(e)
reportability of certain types of health effects
and environmental effects/release
information, EPA agreed to perform an
expedited review of a limited number of case
studies submitted by CMA. The Office of
Pesticides and Toxic Substances (OPTS)
established a panel of EPA toxicologists,
biologists, chemists, medical and public
health experts, environmental scientists,
TSCA policy staff, and legal and enforcement
staff to perform an expedited review of the
case studies which were submitted by CMA.
EPA reviewed the case studies involving
reportability of health effects information, and
provides an analysis of the toxicologic
significance and TSCA section 8(e)-
reportability of the health effects case studies
in the TSCA section 8(e) reporting guide

described above and referenced in the CAP
Agreement.

D. Reporting of Information Referenced in
Parts V(b)1) and V(c) of EPA’s Section 8(e)
Policy Statement

TSCA section 8(e) requires reporting of
information which reasonably supports the
conclusion that a chemical substance or
mixture presents a substantial risk of injury
to the environment. EPA provided guidance
on how persons could fulfill their section 8(¢)
reporting obligations in the TSCA Section
8(e) Policy Statement. However, in reviewing
this guidance in connection with the TSCA

- Section 8(e) Compliance: Awdit Program,-EPA -

has determined that Part V(b)X1)
(*‘widespread and previously unsuspected
distribution in environmental media’") and
Part V(c) (*‘emergency incidents of
environmental contamination’’) of the TSCA
Section 8(e) Policy Statement need additional
clarification and that possible
misinterpretation with regard to the guidance
in these sections could lead to overreporting
under the TSCA Section 8(e) Compliance
Audit Program.

Therefore, EPA plans to initiate a review
of the reporting of information on widespread
environmental distribution and emergency
incidents of environmental contamination
under TSCA section 8(e) and other Federal
statutes in order to determine what
information of these types should continue to
be considered for submittal under section
8(e). The review may involve discussions
with other EPA program offices, EPA
Regional offices, other Federal Agencies,
State Governments, members of the regulated
industry, environmental interest groups, and
others. All interested persons will have the
opportunity to comment on any proposed
revisions to Parts V(b)1) and V(c) of the
TSCA Section 8(e) Policy Statement that
result from this review.

In the interim, regulatees suditing their
files for reportable environmental risk
information under the TSCA Section 8(e)
Compliance Audit Program should be guided
by the statutory language of section 8(e) and
Part V(b)(2) through (b)5) of EPA’s TSCA
Section 8(e) Policy Statement. In assessing
whether information or studies involving
widespread and previous unsuspected
environmental distribution, emergency
incidents of environmental contamination, or
other previously unknown situations
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involving significant environmental
contamination should be submitted under the
TSCA Section 8(e) Compliance Audit
Program, or under section 8(e) in general,
regulatees should make a reasonable
judgement whether such information meets
the statutory standards of TSCA section 8(e)
instead of relying on Parts V(bX1) or V(c) of
the TSCA Section 8(e) Policy Statement.
Even though EPA is s ing the
applicability of Parts V(b)1) and V(c) of the
TSCA Section 8(e) Policy Statement, persons
are still responsible under TSCA section 8(e)
to report information that reasonably supports
a conclusion of substantial risk of injury to

- the environment. This is & continuing

statutory obligation. Thus, to reflect this
change, Unit I1.B.1 of the CAP Agreement
has been modified to read as foliows:

1. In conducting the TSCA Section 8(e)
Compliance Audit Program, the Regulatee shall
follow the statutory language of TSCA section 8(e)
and EPA’s guidance on section 8(¢) in the March
16, 1978, **Statement of Interpretation and
Enforcement Policy; Notification of Substantial
Risk’’ (43 FR 11110) (**'TSCA Section 8(e) Policy
Statement’), with the exception of Parts V(b)(1)
and V(c) of the TSCA Section 8(¢e) Policy
Statement, 10 determine whether the reviewed study

No other modifications to the *“Terms of
Agreement’’ provisions of the CAP
Agreement have been made.

IV. Conclusion

EPA believes that the actions described
above emphasize the Agency’s strong
commitment to making the TSCA Section
8(e) Compliance Audit Program a successful
initiative. EPA believes that providing the
section 8(e) reporting guide as well as the
results of the Agency’s review of several
toxicologic case studies will enhance
understanding of the TSCA section 8(e)
program, and assist the regulated community
as they participate in the TSCA Section 8(e)
Compliance Audit Program. Any further
information regarding this Compliance Audit
Program or the CAP Agreement may be
obtained from the contact person noted above.

Dated: June 18, 1991.

Victor J. Kimm,

Acting Assistant Administrator for Pesticides and
Toxic Substances.

[FR Doc. 91-77777 Filed 77-77-91; 8:45 am]
BILLING CODE 6580-50-F




APPENDIX E

1 of 2
Support Information for Confidentiality Claims

Information submitted under specific reporting requirenments
of the Toxic Substances Control Act (TSCA) or in support ot TSTA
is subject to the provisions of Section 14 of TSCA and to EPA's
Requlations on the Confidentiality of Business Information (see
40 CFR Part 2). You must comply with the following procedures to
assert a claim of confidentiality for the information solicited
in the attached letter. Failure to follow these procedures fully
at the time you submit the information to EPA will be interpreted
by the Agency as a waiver of your claim of confidentiality.

Asserting a Claim

Information claimed as confidential must be clearly marked
by boxing, circling or underlining. All pages containing such
information should also be stamped "“CONFIDENTIAL". Care should
he taken to ensure that these markings do not obscure the sub-
mission's text.

Sanitized Copy

Two copies must be submitted of any documents containing
information claimed as confidential. One copy should be com-
plete, with the information being claimed as confidential marked
in the manner described in the preceding paragraph. The other
copy should have all of the information claimed as confidential
excised. This version will be placed in EPA's Public Files.

Substantiating Claims of Confidentiality

Detailed written responses to the following questions must
be provided at the time you submit information for any portion of
the information you claim as confidential. Your responses should
be as specific as possible, with examples as appropriate, and
should provide substantiation arguments for all types of informa-
tion (e.g., sales or production/importation volumes, chemical
identity, company identity) you claim as confidential.

1. For what period of time do you assert this claim of

confidentiality? If a claim is to extend until a
certain event or point in time, please indicate that
event or time period. Explain why the information

should remain confidential until such event or time.

2, Have there been any confidentiality determinations made
by EPA, other Federal agencies, or courts in connection
with this information? 1If so, please enclose copies.
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Has any of the information that you are claiming as
confidential been disclosed to individuals outside your
company? Will it be disclosed to such persons in the
future? If so, what restrictions, if any, apply to use
or further disclosure of the information?

Briefly describe any physical or procedural restrictions
within your company relating to the use and storage of
the information you are claiming as confidential. What
other steps, if any, have you taken to prevent undesired
disclosure of the information during its use or when an
employee leaves your company?

Does ‘theinformation :claimed -as iconfidential-.appear or
is it referred to in any of items listed below:

- advertising or promotional materials for the chemical
or the end product containing it;

- safety data sheets or other similar materials for the
chemical or the end product containing it;

- professional or trade publications; or

- any other media available to the public or to your
competitors.

If you answered yes to any of the above gquestions, you
must indicate where the information appears and explain
why it should nonetheless be treated as confidential.

Would disclosure of this information be likely to result
in substantial harm to your competitive position? If
so, you must specifically describe the alleged harmful
effects and indicate why they should be considered to be
substantial. Also, you must describe how disclosure of
the information would cause the harm.

If the information in gquestion is "health and saféty
data™ pursuant to 40 CFR Part 2.306(3)(i), do you assert

that disclosure of the information you are claiming as
confidential would reveal:

a) confidential process information;
b) confidential proportions of a mixture; or

c) information unrelated to the effects of the
substance on human health or the environment?

If your answer to any of the above questions is yes, you
must explain how such information would be revealed.
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