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NOTI CE TO ADM NI STRATOR OF SUBSTANTI AL RI SKS. Any person who nanufactures,
[inports,] processes, or distributes in commerce a chem cal substance or m x-
ture and who obtains informati on which reasonably supports the concl usion
that such substance or mxture presents a substantial risk of injury to
heal th or the environnent shall imrediately i nformthe [ EPA] Adnini strator of
such information unl ess such person has actual know edge that the Adm nistra-
tor has been adequately infornmed of such infornation.

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

O fice of Toxic Substances
O fice of Pesticides and Toxic Substances
U. S. Environmental Protection Agency
Washi ngton, D.C. 20460
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Pr ef ace

This “reporting guide” has been conmpiled by EPA's Ofice of Toxic Substances
(OrS) to assist potential respondents who manufacture, inmport, process or dis-
tribute chem cal substances in conplying with Section 8(e), the substanti al
risk information reporting provision of the Toxic Substances Control Act
(TSCA) .

There are two maj or objectives for presenting this guide. First, the guide wll
make certain information pertaining to Section 8(e) reporting even nore acces-
sible to nenbers of the the regulated comunity and others. Second, the guide
will provide reference to both general and specific exanples of subnmtted
information as well as EPA's comments regardi ng such subm ssions. The exanpl es
are intended to hel p persons who are subject to section 8(e) understand better
the types of information that should be submitted to the Agency under this very
i mportant nmandatory 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 nost common questions asked about
Section 8(e) of TSCA. In addition, this reporting guide contains EPA's conments
regarding the TSCA Section 8(e)-applicability/reportability of a nunber of
t oxi col ogi ¢ “case studies” provided by the Chenical Mnufacturers 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 i nformati on type (Appen-
di x B).

EPA recomends 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 statenent (“State-
nment of Interpretation and Enforcenent Policy; Notification of Substantial
Ri sk” 43 FR 11110). EPA's TSCA Section 8(e) policy statenent is included as
Appendi x C at the back of this reporting guide. Al so included is Appendix D
which contains a copy of a February 1, 1991 Federal Register notice that
announced EPA'S TSCA Section 8(e) “Conpliance Audit Progrant (CAP) and copies
of EPA's April 26, 1991 and encoded June 20, 1991 Federal Register notices
announci ng certain nodifications to the CAP.

This reporting guide is being distributed publicly through the TSCA Assi stance
Information Service (TSCA Hotline) in the Environnental Assistance Division
(EAD/ OTS). Persons wishing to obtain a copy of the guide should contact the
TSCA Hotline. The tel ephone nunmbers, telefax numbers and/or addresses of the
TSCA Hotline, other EPA Ofices, and other organizations cited throughout this
gui de are presented for the reader’s conveni ence on the next few pages.

Cltee % Fe

Charles M Auer, Director
Exi sting Chem cal Assessnent Division/OTS
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TSCA Hotline
Phone: (202) 554-1404
Tel ef ax: (202) 554-5603
Addr ess: TSCA Assistance Infornation Service

Envi ronnent al Assi stance Divi sion

O fice of Toxic Substances (TS-799)
U. S. Environmental Protection Agency
401 “M Street, S W

Washi ngton, D.C. 20460

TSCA Section 8(e) Docunent Processing Center

Addr ess: Docurent Processing Center (TS-790)
(Attn: Section 8(e) Coordinator)
O fice of Toxic Substances
U. S. Environmental Protection Agency
401 “M Street, S W
Washi ngton, D.C. 20460

“For Your Information” (FYl) Docunent Processing Center

Addr ess: Docunent Processing Center (TS-790)
(Attn: FYl Coordinator)
O fice of Toxic Substances
U. S. Environmental Protection Agency
401 “M Street, S. W
Washi ngton, D.C. 20460

TSCA Section 8(e) and FYl Docunent Control Oficer

Nane: M chel Stewart

Phone: (202) 382-3532
(202) 260-1532 (after 8/24/91)
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TSCA Confidential Business Information (CBI) |ssues

Addr ess: Confidential Data Branch
I nformati on Managenment Divi sion
O fice of Toxic Substances
U. S. Environnmental Protection Agency
401 “M Street, S.W
Washi ngton, D.C. 20460

Phone: (202) 475-7425
(202) 260-0425 (after 8/24/91)

TSCA Section 8(e) Coordi nator

Nane: David WIIlians

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

FYI Coordi nat or

Nane: Jacqueline Favilla

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

Publi ¢ Docket/ Office of Toxic Substances

Addr ess: OIS Publ i ¢ Docket
Room G 004, NorthEast Mall
U. S. Environmental Protection Agency
401 “M Street S W
Washi ngton, D.C. 20460

Hours of Operation: 8-12 and 1-4 Monday through Friday
(Cl osed on Federal Holidays)
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Freedom of Informati on O ficel/ EPA

Addr ess: Freedom of Information Ofice (A-101)
U. S. Environmental Protection Agency
401 “M Street, S W
Washi ngton, D.C. 20460

O fice of Conpliance Mnitoring

Addr ess: O fice of Conpliance Monitoring (EN 342)
U. S. Environnmental Protection Agency
401 “M Street, S W
Washi ngton, D.C. 20460

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

O fice of General Counsel

Addr ess: Pestici des and Toxi c Substances Division
O fice of General Counsel (LE-132-P)
U. S. Environmental Protection Agency
401 “M Street, S W
Washi ngton, D.C. 20460

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

O fice of Enforcenent

Addr ess: Pesti ci des and Toxi cs Enforcenent Division
O fice of Enforcenent (LE-134-P)
U.S. Environmental Protection Agency
401 “M Street, S W
Washi ngton, D.C. 20460

Phone: (202) 475-8690
(202) 260-8690 (after 8/24/91)
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Nat i onal Response Center

Tol | -Free: (800) 424-8802

Local : (202) 426-2675

EPA Regi onal O fice 24-Hour Phone Nunbers

Region 1 (617) 223-7265 Regi on 6 (214) 655-2222
Regi on 2 (201) 548-8730 Regi on 7 (913) 236-3778
Regi on 3 (215) 597-9898 Regi on 8 (303) 293-1788
Regi on 4 (404) 347-4062 Regi on 9 (415) 744-2000
Region 5 (312) 353-2318 Regi on 10 (206) 442-1263

Nati onal Technical |nformation Service

Addr ess: Nati onal Technical Information Service (NTIS)
U. S. Departnent of Conmerce
5285 Port Royal Road
Springfield, Virginia 22161

Phone: (703) 487-4600

National Library of Medicine (NLM

Addr ess: Nati onal Library of Medicine
U S. Departnent of Health and Human Servi ces
8600 Rockville Pike
Bet hesda, Maryl and 20894

Phone: (301) 496- 6193
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Chenical Information Systens. Inc. (CIS)

Addr ess: Chemical Information Systens, Inc.
7215 York Road
Balti nore, Maryland 21212

Phone: (800) CIS-USER (Toll -Free)
(301) 321-8440 (Local)

Vi
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PUBLISHER’S NOTE: Appendix C above is found on pages F4-FI3.
Information in Appendix D above is quoted or referred to on pages FI-F3b.

Appendixes A, B, and E are found beginning on page F62.
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REPORTI NG UNDER SECTI ON 8(E) OF TSCA

VWHAT IS THE STATUTORY LANGUACE OF TSCA SECTION 8(E)?

Section 8(e) of the Toxic Substances Control Act (TSCA) states that “any person
who manufactures [including inports], processes, or distributes in conmerce a
chem cal substance or m xture and who obtains information which reasonably sup-
ports the conclusion that such substance or m xture presents a substantial risk
of injury to health or the environnment shall immediately informthe [EPA]
Admi ni strator of such information unless such person has actual know edge that
the Adm ni strator has been adequately inforned of such information.” [90 Stat.
2029, 15 U S.C. 2607(e)]

VHY |'S SECTI ON 8(E) REPORTI NG | MPORTANT?

In general, EPA considers Section 8(e) of TSCA to be a critically inportant

i nfornati on gathering tool that serves as an “early warni ng” mechani sm for
keepi ng the Agency and ot hers apprised of newfound serious chenical hazards
and/ or exposures; Section 8(e) data are extrenely val uabl e i nput for the hazard
identification and risk assessnment activities within and outside EPA.

HOW WAS EPA' S SECTI ON 8(E) POLI CY STATEMENT DEVELOPED?

The Section 8(e) information reporting requirenent took effect on January 1,
1977, the effective date of TSCA. Although Section 8(e) contains self-inple-
menting reporting requirenments, EPA sought public comment and i nput in order to
make nore inforned decisions regarding inplenentation of Section 8(e). Foll ow
i ng recei pt and consideration of numerous public comrents on a Septenber 9,
1977 proposed policy statenent, EPA published its March 16, 1978 final Section
8(e) policy statenent (“Statement of Interpretation and Enforcement Policy;
Notification of Substantial Risk” 43 FEDERAL REGQ STER 11110). [Publisher’s
Not e: The March 16, 1998 “Statenent of Interpretation” is found on pages F4-F13
of this book.] The 1978 policy statenent clarifies the types of infornmation
that are required for subnission under Section 8(e), and describes the proce-
dures for reporting such information to EPA. A mi nor technical amendnent to
EPA' s 1978 TSCA Section 8(e) policy statenent involved a change in the address
to which Section 8(e) notices are to be sent (52 FEDERAL REG STER 20083; My
29, 1987). For easy referral when using this reporting guide, the Agency’'s Sec-
tion 8(e) policy statement has been reproduced as Appendi x C at the back of the
gui de.
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VWHAT IS " SUBSTANTI AL RI SK” | NFORVATI ON?

The term “substantial risk” information refers to that information which rea-
sonably supports a conclusion that the subject chemical or nixture presents a
substantial risk of injury to health or the environnent ; however, such infor-
mati on need not and nost typically does not establish conclusively that a sub-
stantial risk exists.

In deciding whether information is “substantial risk” information, one nust
consi der 1) the seriousness of the adverse effect, and 2) the fact or probabil -
ity of the effect’s occurrence. In determ ning TSCA Section 8(e)-applicabil-
ity/reportability, these two criteria should be weighted differently depending
upon the seriousness of the effect or the extent of the exposure, i.e., the
nore serious the effect, the |l ess heavily one shoul d wei gh actual or potentia
exposure, and vice versa. For exanple, in cases where serious effects such as
birth defects or cancer (as evidenced by benign and/or nalignant tunors) are
observed, the nmere fact that the inplicated chemical is in commerce (including
chemi cals at the research and devel opnent stage) constitutes sufficient evi-
dence of exposure to subnmit the newfound toxicity data.

EPA has al so recei ved nunerous Section 8(e) subm ssions alerting the Agency

t hat chemi cal substances al ready known to be capabl e of causing serious health
and/ or environnmental effects were detected in significant amobunts in environ-
mental nedia (e.g., soil, surface waters, groundwater, air (including work-
place air)) or in products not known previously by the Agency to contain such
chemicals. In such cases, the discovery of previously unknown and significant
human and/ or environnental exposure, when conbi ned with know edge t hat the sub-
ject chemcal is already recognized or suspected as bei ng capabl e of causing
serious adverse health effects (e.g., 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 deci sion-naki ng process for Section 8(e)-reportability should focus prina-
rily on whether the toxicity or exposure information offers reasonabl e support
for a conclusion of substantial risk under the criteria described above, but
shoul d not focus at all on whether the information is concl usive regarding the
risk. A

1 “Substantial risk” infornmation nust be reported to EPA unl ess the subject
person has actual know edge that the Agency has been adequately infornmed of
such information. A detailed discussion of the types of infornmation about which
EPA considers itself to be adequately infornmed is presented on Page 8 of this
reporting gui de under VWHAT | NFORMATI ON IS NOT REPORTABLE UNDER SECTI ON 8(E)?
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decision to report information to the Agency under Section 8(e) should not

i nvol ve exhaustive health and/or environnental risk assessments of the subject
chem cal (s). Further, determ ning reasonabl e support for a conclusion of sub-
stantial risk should not include any evaluation of either the econom c or
soci al benefits of the use(s) of the subject chem cal substance(s). Finally,
det ermi ni ng whet her reasonabl e support exists for “substantial risk” is not
synonynous with the deternination of an “unreasonable risk” as that termis
used el sewhere in TSCA

VWHO |'S SUBJECT TO SECTI ON 8(E) REPCORTI NG?

For the purposes of Section 8(e), the term“person” includes the follow ng: any
natural person, corporation, firm conpany, sole-proprietorship, joint-ven-
ture, partnership, association, or any other business entity, any State or
political subdivision of a State, any nmunicipality, any interstate body, and
any departnment or agency of the Federal Governnent.

Such “persons” are subject to TSCA Section 8(e) only to the extent they are
engaged in comercial activities involving manufacture, inportation, process-
ing or distribution of chemi cal substances or m xtures under the jurisdiction
of TSCA and therefore covered by Section 8(e) of TSCA Wile it is clear that
entities such as |abor unions, trade associations, contract testing | aborato-
ries and agenci es of the Federal Governnent are “persons” covered by TSCA Sec-
tion 8(e), the mandatory obligation to report substantial risk information is
incurred only to the extent that the entity is engaged commercially in manufac-
turing, inmporting, processing or distribution of the chem cal substance or m x-
ture about which substantial risk information is obtained; however, these
particular entities are not typically involved in such comercial activities.

Under Section 8(e), there are no exenptions for small businesses, snall produc-
tion or inportation volumes, or comercial activities such as manufacture for
export only or research and devel opnent. However, Section 8(e) does not require
a subject person to subnit information about a chem cal substance or mixture
that the person does not nanufacture, inport, process or distribute comrer-
cially. Further, a person who obtains substantial risk information about a
chemical or mxture that the person did at one tine, but does not any |onger
manuf acture, inport, process or distribute in comerce, is not required to sub-
mt the information under Section 8(e).

Despite these linitations in coverage, EPA has received nunerous Section 8(e)
subm ssi ons from respondents who obtai ned otherw se reportable Section 8(e)
i nformati on but for some technical reason did not have any statutory obligation
to submt the information to EPA pursuant to Section 8(e). EPA believes that
such subm ssions are of significant benefit, in many cases, to others who cur-
rently

3




Section I Page F28
TSCA Section 8(e) Reporting Guide

handl e the subj ect chenical (s) and who can take actions that are designed gen-
erally or specifically to reduce or elinmnate health or environmental hazards/
risks. Aformal TSCA Section 8(e) or “For Your Information” (FYl) notice under
these circunmstances is a clear denonstration of the respondent’s stewardship
EPA encourages and wel cones these technically voluntary subm ssions either
pursuant to Section 8(e) or on an FYl basis.

In inplenenting Section 8(e) of TSCA, EPA strives to ensure that pertinent
information is reviewed pronptly, and given appropriate consideration, by sub-
ject persons for submission to EPA, while at the sane tinme mninzing duplica-
tive or ill-considered notices. The Agency believes these objectives are served
best by allow ng comrercial establishnents to assune the excl usive responsi -
bility to subnmit substantial risk information that is obtained by individua
enpl oyees and officials. Accordingly, EPA's Section 8(e) policy statenent
expl ai ns that individual officers/enployees are viewed as havi ng di scharged
their individual Section 8(e) responsibilities once they notify a designated
supervi sor or official in full about pertinent information, provided that the
enpl oying entity has an established, internally publicized and affirmatively

i mpl enent ed procedure governi ng such notices. The Agency’s Section 8(e) policy
statement specifies that such procedures, at a mninum nust:

(1) specify the information that nust be reported;

(2) i ndi cate how the reports are to be prepared and submitted inter-
nal | y;

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

(4) provide a nechanismfor the tinely notification of officers and
enpl oyees who subnmitted reports about the disposition of those reports.
Such notification should informthe reporting enpl oyee/officer as to
whet her or not the information was submtted to EPA, and if not, inform
t he enpl oyee 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 pronpt and appro-
priate processing and consi deration of pertinent information by persons sub-
ject to Section 8(e) of TSCA It is inportant to note, however, that despite

t he establishment of such procedures, those enpl oyees and officers who are
responsi bl e for actual nmanagenent of the organi zations's Section 8(e) report-
ing obligations retain personal civil and/or crinminal liability for ensuring
that substantial risk infornmation is subnitted to the Agency. I n the absence of
such established internal procedures, all enployees and officers retain their
i ndi vidual responsibilities and liabilities for ensuring that substantial risk
information is reported to EPA
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VWHAT CHEM CALS ARE SUBJECT TO SECTI ON 8(E) REPORTI NG?

Chemi cal s not under TSCA jurisdiction and therefore not covered by Section 8(e)
are discussed in Section 3 of TSCA and i ncl ude:

(1) pesticides (as defined in the Federal |nsecticide, Fungicide and Roden-
ticide Act (FIFRA)) when manufactured, processed, or distributed in comrerce
for use as a pesticide;

(2) t obacco and tobacco products;

(3) source materials, special nuclear materials and byproducts (as defined
in the 1954 Atom c Energy Act (AEA) and regul ations issued under the AEA);

(4) foods, food additives, drugs, cosnetics, and devices (as defined in the
Federal Food, Drug and Cosnetic Act (FFDCA)) when nmanuf actured, processed or
distributed in comerce as a food, food additive, drug, cosnmetic or device.

Except for those chenicals specifically excluded by definition fromTSCA juris-

di ction, Section 8(e) of TSCA pertains to all chem cal substances and mi xtures
including but not linmted to the foll ow ng:

(1) research and devel opment (R&D) chemicals (including those intended for
use as pesticides prior to application for an Experinental Use Pernit (EUP) or
a registration under FlFRA)

(2) | aboratory reagents;

(3) | ow vol une chemi cal s;

(4) pol yrers;

(5) chemicals that are manufactured solely for export;

(6) i nternedi ates (including non-isolated internmedi ates as well as pesticide
i nt ernedi ates);

(7) cat al ysts;

(8) bypr oduct s;

(9) i mpurities;

(10) TSCA-covered mi croorgani sns and products therefrom

Specifically with regard to “pesticides,” a chemnical substance that is manufac-
tured, processed or distributed in commerce solely as a pesticide is excluded
by Section 3 of TSCA from TSCA regul ati on. However, a chem cal substance which
is in the process of research and devel opnent (R&D) as a pesticide is subject

to TSCA until such tine as the manufacturer or inmporter denponstrates the intent
to
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produce a pesticide by submtting to the Agency an application for an “Experi -
mental Use Permit” (EUP) or registration under FIFRA. For further information
about this TSCA/ FI FRA jurisdictional issue, the reader is directed to EPA's
initial TSCA Chenical Substance Inventory reporting regulation (43 FR 64585;
December 23, 1977; Appendi x A Corment 37, 38 and 39) and the 1986 anendnents to
the TSCA Section 5 “Premanufacture Notification Rule” (51 FR 15098; April 22,
1986). Prior to the FIFRA EUP or registration stage, such R& materials are
chem cal substances under the jurisdiction of TSCA including Section 8(e).

It is inmportant to note also that while sone rules promul gated by EPA under

ot her sections of TSCA, or under other authorities which are adni nistered by
EPA, may exenpt certain chenical substances and/or nixtures or certain types of
commercial activities, such exenptions typically apply only to the rule issued
by the Agency and not to TSCA in general or Section 8(e) of TSCA specifically.

WHAT DOES THE TERM “ OBTAI NS | NFORVATI ON'  MEAN?

Section 8(e) pertains to information that a person possesses or about which the
person knows. The Section 8(e) policy statenent explains that an establishment
obtains information at the tine any officer or enployee who is capabl e of
appreciating the significance of the information obtains that information.
“Known” information includes that information about which a prudent person of
simlar training, job function, etc., could be reasonably expected to know.

Al t hough Section 8(e) of TSCA does not conpel subject persons to actively
search for reportable information or to undertake extraordinary efforts to
retrieve reportable information, negligence or the intentional avoidance of

i nfornati on does not absolve a person of his/her individual Section 8(e)
reporting obligations. TSCA Section 8(e)-reportable information that is
“obt ai ned” by a conpany i ncl udes:

a) i nformati on obtai ned before January 1, 1977 and revi ewed after
January 1, 1977, but prior to March 16, 1978 (the publication date of
EPA's TSCA Section 8(e) policy statenment);

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

c) i nfornati on obtained by the company for the first time after March
16, 1978.

NOTE: For information regarding the specific tine frames for reporting such
“obtai ned” information, the reader’s attention is directed to WHEN MJUST TSCA
SECTI ON 8(E) | NFORVATI ON BE REPORTED TO EPA? on Page 11 of this guide.
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Wth regard to a), b) and c¢) on the precedi ng page, Section 8(e)-reportable

i nformati on includes not only witten reports, nenoranda and ot her such docu-
nments examned after January 1, 1977, but also information referred to in for-
mal or informal discussions and conferences in which a conmpany partici pated
after January 1, 1977.

Specifically with regard to a public scientific conference/ neeting, visually
or verbal ly obtained information fromsuch a neeting is subject to Section 8(e)
reporting unless the obtained information is captured accuratel y/adequately in
a neeting transcript, abstract or other such witten record or docunent that is
to be formally released to the public within a reasonable time frame. |nfornma-
tion obtained froma private conference or meeting, however, should be consid-
ered for reporting under Section 8(e) within 15 worki ng days.

VWHAT ARE THE SOURCES OF SECTI ON 8(E) - REPORTABLE | NFORVATI ON?

TSCA Section 8(e)-reportable information can cone froma variety of sources

i ncluding, but not linted to draft, interimor final witten reports (i ncl ud-
ing study reports, letters, telegranms, telex reports) or verbal reports
(received at neetings or by phone) that involve observations (including prelim
i nary observations) from for exanple, controlled or uncontrolled:

(1) human or ani mal studies/events (including but not Iimted to studies/
events that involve high dose | evels or non-routine routes of exposure);
or

(2)environnental events/studies (including but not limted to aquatic
toxicity studies, bioaccunulation studies, chenical nonitoring studies
(supplenented if need be by information derived from conputer nodeling
studi es based on actual or reasonably anticipated cheni cal exposures and
exposure-rel ated paraneters)). It is inportant to note, however, that
nodel i ng studies, including those based solely on theoretical exposure
data (e.g., “worst-case” scenarios), are not considered by EPA to be suf-
ficient in and of thenselves to nmeet the Section 8(e) reporting require-
ments. Further, environnental or health risk assessments (including

t hose usi ng conputer nodeling) based on either 1) theoretical exposure
data, or 2) actual exposure data submitted on a mandatory basis under an
EPA- admi ni stered statute typically need not be reported under Section
8(e).

The evidence that offers reasonable support for a conclusion of substantia

ri sk need not be conplete nor definitive but should provide a plausible |ink
bet ween 1) an observed serious effect and one or few chemcals (e.g., in a dis-
crete process/operation), or 2) a specific product/activity and a previously
unrecogni zed exposure to a chemnmical that is known or reasonably anticipated to
cause serious adverse health or environnental effects.
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EPA's March 16, 1978 Section 8(e) policy statenent (“Statenment of Interpreta-
tion and Enforcement Policy; Notification of Substantial Risk” 43 FR 11110)

al so requires inmedi ate reporting of “Enmergency |ncidents of Environnenta
Cont am nation” (EIEC). An EIEC is an environnental contami nation (accidenta
or intentional in nature) involving a chem cal known to be a serious human or
envi ronnental toxi cant and whi ch because of the extent, pattern and anmount of
the contanmination (1) seriously threatens humans with cancer, birth defects,
nmut ati on, death or serious or prolonged i ncapacitation (e.g., neurotoxicologic
ef fects, serious reproductive systemeffects), or (2) seriously threatens non-
human organi sns with | arge-scale or ecologically significant popul ation
destruction.

VWHAT | NFORMATI ON IS NOT REPORTABLE UNDER SECTI ON 8(E)?

There are several kinds of information about which the Agency considers itself
to be adequately i nformed al ready for the purposes of Section 8(e) of TSCA. For
exanpl e, information that otherwi se neets the criteria for Section 8(e) report-
i ng need not be subnmitted if the information neets one or nore of the follow ng
criteria:

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

(3) has been subrmitted already to EPA under another mandatory report -
i ng provision of 1) TSCA, or 2) some other authority that is adm ni stered
by EPA.

(4) is contained in a fornal publication/report or a formal statenent
nmade avail able to the general public by another Federal agency.

(5) is corroborative (in terns of, for exanple, route of exposure,
dose, species, tinme to onset, severity, species, strain, etc.) of a well-
establi shed adverse effect.

It is inmportant to note, however, that information that newy identifies
a serious toxic effect at a | ower dose level for exanple, or confirns a
serious effect that was previously only suspected, is not considered by
EPA to be corroborative and should be reported under Section 8(e) of
TSCA.

(6) is information for which the EPA Adninistrator has waived conpli -

ance with TSCA in general or Section 8(e) specifically upon a request and
determ nation of the President of the United States that such a waiver is
required in the interest of the national defense; Section 22 of TSCA out -
lines the procedures by which such waivers are to be requested/issued.
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Wth regard to item (2) on the preceding page, EPA believes that for the pur-
poses of Section 8(e) reporting, a subject person need not report information
that is obtained fromwell-established/ well-recognized scientific journals,
such as those typically abstracted in a) major conmputerized abstract data
bases, or 2) publications such as Current Contents published by the Institute
for Scientific Information (1Sl), Inc. (Philadel phia, Pennsylvania). Sim-
larly, information that is obtained fromnejor U S. news publications (e.g.
newspapers or news nagazi nes with national circulation) or nationally broad-
cast U S. radio and/or television news reports typically need not be subnitted
to EPA under Section 8(e) of TSCA. However, with regard to i nformati on obtai ned
fromlesser known scientific journals, or fromother magazi nes, newspapers,
radio or television reports, a subject person nust have actual know edge that
EPA has been adequately inforned about such information.

Specifically with regard to item (3) on the preceding page, it is clear that

i nformati on submitted or otherwi se formally reported (within 15 worki ng days of
obtaining the information) pursuant to a nandatory reporting requirement of a
statute adm ni stered by EPA need not be submtted duplicatively under Section
8(e) of TSCA. Part VII(b) of EPA's March 16, 1978 Section 8(e) policy statenent
isillustrative in that it provides a list of only a few such EPA-adni ni st ered
statutes. The following is a nore current list of the statutes adm ni stered by
EPA.

Toxi ¢ Substances Control Act (TSCA)
Federal Insecticide, Fungicide and Rodenticide Act (FlFRA)
Clean Air Act (CAA
Cl ean Water Act (CWA)
Safe Drinking Water Act (SDWA)
Federal Water Pollution Control Act (FWPCA)
Mari ne Protection, Research and Sanctuaries Act (MPRSA)
Resource Conservation and Recovery Act (RCRA)
RCRA Hazardous and Solid Waste Amendments (HSWA)

Conpr ehensi ve Environnental Response, Conpensation and Liability Act (CERCLA;
SUPERFUND)

Super fund Amendnents Reaut horization Act (SARA)
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Specifically with regard to item (4) on Page 8, it cannot be autonatically
assuned that the Agency has been adequately inforned about information in a
report or study by another Federal or other governnental agency if the report
or study has not been formally published or otherwi se rel eased to the genera
public. Therefore, if a person obtains (i.e., possesses or knows of), for exam
pl e, certain unpublished Section 8(e)-reportable information froma study that
is conducted by or for an agency of the U S. Governnent (other than EPA), that
person nust consider the need to inmedi ately subnit those findings under Sec-
tion 8(e). Since 1977, EPA has received a nunber of Section 8(e) notices filed
by conpani es who had obt ai ned unpublished results of studies conducted by or
for other Federal or other governnental agencies. |In nost cases, such subm s-
sions are linted to 1-2 pages and the Agency i medi ately establishes direct
contact with the responsi ble agency to mninize or elimnate the conpany’s Sec-
tion 8(e) reporting burden

HOW DOES 8(E) RELATE TO TSCA SECTIONS 4, 5 & 8(D) REPORTING?

The TSCA Section 8(e) reporting requirenent applies to “substantial risk”

i nformati on obtai ned during any study conducted under TSCA Sections 4 or 5, or
any study “listed” under TSCA Section 8(d) as being underway unl ess such infor-
mation is otherwise required to be reported i mediately to EPA under 1) Sec-
tions 4, 5 or 8(d) of TSCA, 2) sone other section of TSCA, or 3) sone other
authority that is adm nistered by EPA. To date, the Agency has received nurmer-
ous TSCA Section 8(e) notices concerning the interimresults of studies con-
ducted 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 incur-
ring a Section 8(e) reporting obligation, that infornation does not need to be
reported al so under Section 8(e) of TSCA. This exenption does not change sub-
stantially the Section 8(e) reporting obligation; it is designed nerely to
avoid duplicative notices except in cases where tineliness considerations
becone paranount.

DOES A “FOR YOUR | NFORVATI ON'  SUBM SSI ON _SATI SFY 8(E) REQUI REMENTS?

Section 8(e)-reportable information subnmitted to EPA on a “For Your |nforna-
tion” (FYl) basis does not satisfy the requirenents for the subm ssion of

i nfornmati on under Section 8(e). TSCA Section 8(e) infornmation nust be reported
to EPA in full accordance with the procedures outlined in Part |X of the
Agency’s March 16, 1978 Section 8(e) policy statenent (“Statenent of Interpre-
tation and Enforcement Policy; Notification of Substantial Risk” 43 FR 11110)
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and its technical anendnent (52 FR 20083). The TSCA Section 8(e) policy state-
nment /t echni cal anmendment appear at the back of this reporting gui de as Appendi x
C. In addition, the reader’s attention is directed to WHERE MJST SECTI ON 8( E)
| NFORVATI ON BE REPORTED? and HOW MUST SECTI ON 8(E) | NFORVATI ON BE REPORTED?
found on Page 12 and Page 13 of this reporting guide, respectively. Finally, it
shoul d be noted that EPA's Ofice of Conpliance Mnitoring (0CM OPTS) has

i ssued a nunber of “Notices of Non-Conpliance” to conpanies that have subnmitted
TSCA Section 8(e)-reportable information in a tinely manner but sinmply on an
FYl basis and not under Section 8(e). For further information with regard to
EPA' s enforcenent activities relating to TSCA Section 8(e), the reader’s atten-
tionis directed al so to HAS EPA TAKEN FORVAL SECTI ON 8( E) ENFORCEMENT ACTI ONS?
whi ch can be found on Page 27 of this reporting guide.

DOES REPORTI NG TO ANOTHER ACENCY SATI SFY SECTI ON 8(E) REQUI REMENTS?

Mandat ory or other reporting of information to another agency does not satisfy
a conpany’s obligation to i mediately inform EPA under Section 8(e) of TSCA
EPA' S TSCA Section 8(e) policy statenent (“Statenment of Interpretation and
Enf orcenent Policy; Notification of Substantial R sk” 43 FR 11110), which
appears as Appendi x C at the back of this guide, explains clearly that “sub-
stantial risk information nust be reported to EPA.” (enphasis added)

VWHEN MUST SECTI ON 8(E) | NFORVATI ON BE REPORTED?

A person is considered to have discharged the TSCA Section 8(e) reporting obli-
gation if the information is received at EPA Headquarters in witing within 15
wor ki ng days after the person obtained the i nformati on. Rel evant or significant
suppl enental data obtained after an initial Section 8(e) subnission should al so
be reported in witing to EPA immediately (i.e., within 15 working days). The
reader’s attention is directed to WHAT DCES THE TERM “ OBTAI NS | NFORVATI ON’
MEAN? found on Page 6 of this reporting guide.

For an “Energency Incident of Environnental Contam nation” (EIEC), a tel ephone
call to the appropriate EPA Regional Ofice nust be placed inmediately (i.e.

as soon as reasonably possible); these phone nunbers are given in the next sec-
tion of this guide. Awitten followup report nust also sent to EPA Headquar -
ters within 15 worki ng days of the date on which the tel ephone 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 statenent), or
2) Section 8(e)-reportable
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i nfornati on obtained for the first tinme after January 1, 1977 but before March
16, 1978, such information should have been subnitted al ready to EPA on or
before the 60th day following March 16, 1978.

TSCA Section 8(e)-reportable information (including pre-1977 infornmation) that
is (was) obtained by a conpany for the first tine followi ng March 16, 1978
shoul d be subnmitted (or should have been subnmitted already) to EPA within 15
wor ki ng days of the date on which the information is (was) obtained by the com
pany for the first tine after March 16, 1978.

VWHERE MUST SECTI ON 8( E) | NFORVATI ON BE REPORTED?

As expl ained in a technical amendment (52 FR 20083; My 29, 1987) to EPA' S Sec-
tion 8(e) policy statenent, Section 8(e) submissions (including witten fol -
lowup reports for “Energency |ncidents of Environnmental Contam nation”
(EIEC)) must be transnitted to EPA at the foll owi ng address:

Docurent Processing Center (TS-790)
(Attn: Section 8(e) Coordi nator)

O fice of Toxic Substances

U.S. Environnmental Protection Agency
401 “M Street, S.W

Washi ngton, D.C. 20460

The initial phone report for an EIEC should be placed i mediately (i.e., as
soon as is reasonably possible) to the EPA Regional Ofice in whose jurisdic-
tion the El EC occurred or was di scovered; the current 24-hour phone nunmbers for
EPA's 10 Regional Ofices are as foll ows.

Regi on 1 (617) 223-7265 Regi on 6 (214) 655-2222
Regi on 2 (201) 548-8730 Regi on 7 (913) 236-3778
Regi on 3 (215) 597-9898 Regi on 8 (303) 293-1788
Regi on 4 (404) 347-4062 Regi on 9 (415) 744-2000
Regi on 5 (312) 353-2318 Regi on 10 (206) 442-1263

In the event that a respondent cannot reach the EPA Regional Ofice in whose
jurisdiction the EI EC occurred or was di scovered, the respondent should i mredi -
ately call the National Response Center at (800)-424-8802 or 202-426-2675 and
provide all known information

12
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requested by the officer on duty. Under these circunstances, the respondent

will be considered to have satisfied the initial phase of the Section 8(e)
reporting obligation; a witten “followup” report regarding the El EC, how
ever, nust still be submitted to EPA Headquarters within 15 worki ng days of the

El EC phone report.

Persons wi shing to subnit data to EPA's Ofice of Toxic Substances sinmply on a
“For Your Information” (FYl) basis and not pursuant to Section 8(e) of TSCA
shoul d send the information to:

Docurent Processing Center (TS-790)
(Attn: FYl Coordinator)

O fice of Toxic Substances

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

Washi ngton, D.C. 20460

Persons submitting informati on to EPA on an FYl basis should be aware that the
Agency’ s processi ng of docunents received under nandatory reporting provisions
of TSCA al ways takes precedence over those subnitted sinply as FYl. The reader
shoul d al so be aware that the subm ssion of data to the Agency on an FYl basis
does not satisfy a TSCA Section 8(e) reporting obligation. For further inforna-
tion on this particular subject, the reader’s attention is directed to DOES A
FOR YOUR | NFORVATI ON_SUBM SSI ON SATI SFY SECTI ON 8(E) REQUI REMENTS? found on
Page 10 of this reporting guide.

HOW MUST SECTI ON 8( E) | NFORVATI ON BE REPORTED?

Section 8(e) submissions nust be transmitted to EPA in a nmanner that permts
the Agency to verify receipt of the subnmission (e.g., certified or registered
mail). In addition, the subm ssion nmust state clearly that it is being provided
under Section 8(e) of TSCA. Further, the subm ssion nust contain the nane,
title and tel ephone nunmber of the person sending the infornation, the nane and
address of the establishment with which the reporting personis affiliated, the
nane(s) (including Chenical Abstract Service (CAS) Registry Number(s), if
known) of the subject chemnmical (s), and a summary describi ng the nature of
adverse effects or exposure being reported together with the source of any sup-
porting technical data.

For an “Energency I ncident of Environnental Contanination” (EIEC), the initia
t el ephone report must provide the tine and | ocation of the incident and as nuch
of the above information as is known at the tine. Awitten EIEC foll ow up
report to EPA Headquarters rnmust contain the same types of information that are
required in a non-EIEC initial Section 8(e) subm ssion

13
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HOW CAN CONFI DENTI AL DATA BE CLAI MED/ SENT UNDER SECTI ON 8(E)?

In claimng any subnitted information to be “Confidential Business |nforma-
tion” (CBI) under TSCA, respondents should be aware that all of the information
reported under specific TSCArequirenments (e.g., Section 8(e)) or in support of
TSCA is subject to 1) provisions of Section 14 of TSCA, and 2) EPA s regul a-
tions 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 nust
be provided. The first copy should be complete, with all CBlI marked carefully
and clearly by boxing, circling or underlining; all of the pages containing CB
shoul d be stanped “CONFI DENTI AL”. The ot her copy should have all of the confi-
dential information excised; this “sanitized” version is required for EPA' s
public files. Any person who submts CBI to EPA under Section 8(e) of TSCA
shoul d al so be aware that the Agency does request a detailed witten substanti -
ation for all TSCA CBI clains. (A copy of a two-page docunment entitled “Support
Information for Confidentiality Clainms” is included as Appendix E to this
reporting guide.) Finally, a person who subnmits TSCA CBI to EPA under Section
8(e) should al so be aware that the Agency is under no formal obligation to
review, and typically does not review, conpany-sanitized documents for errors
made in sanitizing those docunents

HOW DCES EPA | DENTI FY/ TRACK | NCOM NG SECTI ON 8(E) NOTI CES?

A Docunent Control Nunber is used by EPA to identify TSCA Section 8(e) subm s-
sions and takes the followi ng form 8EHQ 0000-0000. Starting at the left, the
first four synbols identify the information as a Section 8(e) subnission

recei ved by EPA Headquarters; the next four digits identify the nonth and year
(e.g., -0591-) of the Agency’s receipt of the information; the final four dig-
its identify the submission’s chronol ogical nunber. In addition to the basic
nunerical sequence, additional characters may be added to the right end of the
Docurrent Control Nunmber to convey other information. These additional charac-
ters and their nmeaning are as foll ows:

S: i ndicates that the Section 8(e) notice was sanitized to delete
i nfornation clainmed by the subnmitter to be TSCA Confidential Busi-
ness Information (TSCA CBl);

P: i ndi cates that the Section 8(e) notice contained a nane or other
identification (e.g., a Social Security Nunber) of an individual
the rel ease of which may violate the Privacy Act; such docunents
are sanitized by EPA to renpve such identifiers
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* i ndi cates that based on EPA's prelinminary evaluation, the subm s-
sion was either considered to be unwarranted for reporting under
Section 8(e) of TSCA or that it was not clear to EPA that subm s-
sion was warranted and further clarifying informati on was
requested fromthe subnitter

INIT: denotes that the submission is an initial subm ssion

FLWP: indicates that the submission is a foll owp response; and

SUPP: indicates that the notice is a suppl enental subni ssion

By definition, foll owup response subnissions contain information subnitted
directly in response to a specific EPA request, whereas suppl enental subm s-
sions are those that contain information not specifically requested by the
Agency.

HOW DOES OIS REVI EW USE SECTI ON 8(E) | NFORVATI ON?

Al t hough EPA' S receipt of information under Section 8(e) of TSCA does not nec-
essarily trigger inmmedi ate regulatory action under TSCA or another authority
adm ni stered by EPA, the submitted infornmation is processed and eval uated on a
priority basis to determ ne an appropriate |evel of concern and initial course
of Agency acti on.

Thus far, EPA and the chenical industry have devoted significant efforts in
fulfilling their respective responsibilities under Section 8(e) of TSCA. Since
January 1, 1977, over 1250 initial Section 8(e) notices covering a broad range
of toxicity and exposure-rel ated data on a wi de variety of chem cals have been
recei ved by OIS and been given priority evaluation and follow up attention

In general, each initial TSCA Section 8(e) submission is pronptly reviewed and
eval uated by OIS scientific staff to determine both the degree of concern that
shoul d be attached to the submitted information and the initial course of any
warranted OTS foll owup action(s). A “status report” is prepared containing a
brief description of the subnmitted information, the results of the OIS prelim
i nary eval uation, a statenent regardi ng production and use of the subject chem
ical (s) and recommendati ons for appropriate follow
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up actions. 2 Upon approval of the status report, reconmended foll ow up actions
are initiated. Aletter forwarding the status report and any EPA requests for
additional information is sent to the submitting organization. In addition
copies of all status reports are transmtted to EPA'S public files, other des-
i gnat ed EPA Program O fi ces and Federal Agencies, and to the OIS Environnenta
Assi stance Division (EAD OTS) for further distribution.

Q her OIS fol l owup actions include the consideration of further, nore in-depth
assessment of the reported chemical’s hazard or risk. OTS staff also inmmedi-
ately reviews, evaluates, and initiates appropriate foll ow up actions or
activities on information that is contained in “followup” and “suppl enental”
TSCA Section 8(e) subm ssions; over 2000 TSCA Section 8(e) supplenental and
foll ow up subni ssions have been received and pronptly eval uated by OIS staff
since January 1, 1977

OIS utilizes TSCA Section 8(e) submission data for hazard/risk identification
purposes primarily in the initial stages of the OIS Existing Chenical Program
(ECP). OTS al so uses these data in ongoing health and exposure assessments of
both exi sting and new chenicals and i n support of regul ati on devel opnent under
TSCA, e.g., devel opnent of chemical testing rules under TSCA Section 4.

EPA' s proactive inplenentation of Section 8(e) of TSCA has resulted in height-
ened overall awareness of the risks posed by exposure to chemi cal substances
and m xtures. Many benefits and i mpacts are evident fromEPA s di ssem nation of
TSCA Section 8(e) and related information to other EPA O fices, other Federa
agenci es, the general public and the international community. This hei ghtened
awar eness has led, in many cases, to specific activities designed to directly
or indirectly protect health and/or the environnent.

OIS has established high level scientific and administrative contacts in each
of the najor EPA Program Ofices and Regional Ofices to provide a nmechanism
for the tinmely and prioritized di ssem nation of information about newy di scov-
ered chemical hazards or risks. These other EPA Program and Regi onal O fices
effectively and routinely utilize TSCA Section 8(e) information in

2 As of Cctober 1, 1990, OTS began to issue “sunmaries” rather than “status
reports” for inconming initial Section 8(e) submni ssions. These summari es con-
tain a detailed accounting of toxicologic and other information (e.g., volun-
tary pollution prevention/risk reduction information, exposure data) presented
inthe initial TSCA Section 8(e) subm ssion. The sunmari es do not reflect, how
ever, the Agency’s evaluation or disposition of the reported information. Cop-
ies of Section 8(e) subm ssion sumaries can be obtained in the sane manner
used to obtain copies of Section 8(e) status reports.
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i npl enenting their regulatory prograns. The follow ng exanples illustrate just
some of the actions/activities initiated by other EPA Ofices in response to
Section 8(e) and rel ated data.

Ofice of Water (OW EPA)

preparing/revising Water Quality Criteria Docunents and Drinking
WAt er St andar ds.

Ofice of Solid Waste and Energency Response ( OSVER/ EPA)

determ ning the need for/revision of |isting and delisting actions
under the Resource Conservation and Recovery Act (RCRA); and

est abl i shing/revising “Reportable Quantities” (RQ@) and “Threshol d
Pl anning Quantities” (TPQ@) for the chenicals that are under the
jurisdiction of the Conprehensive Environnental Response, Conpen-
sation, and Liability Act (CERCLA; “Superfund”).

O fice of Research and Devel opnent ( ORD/ EPA)

preparing/revising Health and Environmental Effects Profiles
(HEEPS), Health Effects Assessnments (HEAs) and Acceptable Daily
I nt akes (ADIs) for use by other EPA Program Offices; and

determ ni ng the need for new EPA research or inpact on ongoi ng EPA
research activities.

Ofice of Alr and Radi ati on ( OAR/ EPA)

determ ning the need for and revising rules which govern chenica
substances released to the air fromstationary and/ or nobile
sour ces.

O fice of Pesticide Prograns (OPP/ OPTS/ EPA)

assessing or reassessing the toxicity of or exposure to active
ingredients/inerts in pesticides under the Federal |nsecticide,
Fungi ci de and Rodenticide Act (FIFRA).
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EPA Regional O fices

. EPA's 10 Regional O fices routinely receive copies of all updated
i ndi ces for OIS hol di ngs of Section 8(e) and FYl notices. In addi-
tion to providing new information about reported chenical hazards/
ri sks, Regional receipt of this information has | ed numerous cases
to conpliance inspections under TSCA and ot her EPA admi ni stered
authorities.

EPA has al so established high level scientific and adm nistrative contacts in
ot her Federal agencies in order to provide a nechanismfor the tinely and pri -
oritized dissem nation of new information on chemni cal hazards/risks. The fol -
| owi ng exanples illustrate sonme of the activities that have been initiated by
ot her Federal agencies in direct response to TSCA Section 8(e) and rel ated

i nformati on supplied to those agenci es by EPA

Nati onal Institute for Occupational Safety and Health (N OSH)

. preparing/revising Current Intelligence Bulletins;

. determ ning the need for workplace investigations |eading to pub-
i shed Health Hazard Eval uations

. recommendi ng to OSHA t he need for new workpl ace standards or revi-
sions to existing workplace standards;

. determ ning the need for new research or the inpact on ongoing
chemical research activities; and

. i nput of data into the Registry of Toxic Effects of Chenical Sub-
stances (RTECS) publication and on-line conputerized data base.

(ccupational Safety and Heal th Adm ni strati on( OSHA)

. internally reviewing and distributing information to OSHA
Regi onal / Area O fices and inspectors;

. filling data gaps in ongoing OSHA assessnents/studi es or determ n-
ing the need for such assessnents/studies; and

. determ ning the need for new OSHA wor kpl ace standards or revising
exi sting workpl ace standards.
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Consuner Product Safety Comm ssi on( CPSC)

. determ ning the need for new CPSC regul atory efforts or the revi-
sion of existing CPSC regul ations; and

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

Nati onal Library of Medicine(NLM

. i nput of toxicologic/exposure information to the NLMs publicly
accessi bl e conputerized data bases.

Nat i onal Toxi col ogy Program( NTP)

. eval uating chemicals for toxicologic testing;
. nmonitoring results of non-NTP toxicity studies; and
. suppl enenting results of ongoing NTP studies.

I nteragency Testing Committee(l TC)

. det erm ni ng need for recomrendi ng chenicals for TSCA Section 4
heal t h/ envi ronnmental effects testing.

DO STATUS REPORTS REPRESENT EPA' S “BOTTOM LI NE' REGARDI NG RI SK?

When revi ewi ng TSCA Section 8(e) status reports, the reader should realize that
t he purpose of the OTS prelimnary evaluation is to determine the significance
of the submitted information in terns of a need for possible followup action
by EPA. This determ nation involves a critical analysis of the subnitted data
to assess the extent that the reported hazard/risk is supported by the provided
i nformati on. The scope of this initial evaluation, however, is generally |im
ited to the submtted docunents and to any closely related i nfornmati on known by
and/or readily available to the OIS staff reviewer. Neither a literature search
toidentify other reported effects nor an i n-depth anal ysis of possible sources
of exposure to subject chenmicals is part of the initial evaluation process.
Therefore, a status report should be viewed only as a prelininary eval uati on of
the subnitted i nformati on and not as a conprehensi ve assessnment of the chenica
substance or nixture for which a TSCA Section 8(e) notice has been filed.
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HAS EPA | SSUED OTHER SECTI ON 8(E) GUI DANCE- RELATED | NFORMATI ON?

The 1978 Section 8(e) policy statenment, as frequently cited and quoted in 1)
publicly avail abl e EPA “Question and Answer” (Q&%A) docunents on TSCA i npl enen-
tation issues raised at periodic public and individual mneetings with Agency
staff and managenent, and 2) nunmerous publicly available Section 8(e) “status
reports” that provide illustrative exanples of Section 8(e)-applicability,
continues to serve as a sound and adequate basis for potential respondents to
determ ne their mandatory reporting obligations under Section 8(e) of TSCA In
addi tion, EPA's publication of bound vol unes of Section 8(e) status reports
serves a two-fold purpose. First, volunes of status reports with indices help
to make the information reported under Section 8(e) nmore readily accessible.
Second, these Section 8(e) status report volunes, by providing easy access to
speci fic exanpl es of subnmitted informati on and EPA’ s prelim nary eval uati on of
the infornation, help subject persons to understand better the kinds of infor-
mati on that should be reported to EPA under Section 8(e) of TSCA. The six (6)
bound Section 8(e) status report volunmes published by the Agency to date can be
purchased directly fromthe National Technical Information Service (NTIS). The
NTI'S publication nunbers of, and the TSCA Section 8(e) subm ssion nunbers cov-
ered by, these volunes are as foll ows:

NTI S Publicati on Nunber Subm ssi on Nunbers
PB# 80- 221609 8EHQ 0777- 0001 to 8EHQ 0679- 0291
PB# 81-145732 8EHQ 0779- 0292 to 8EHQ 0180- 0330
PB# 83-187815 8EHQ 0280- 0331 to 8EHQ 1282- 0467
PB# 87-129409 8EHQ 0183- 0468 to 8EHQ 1284- 0541
PB# 87-176004 8EHQ 0185- 0542 to 8EHQ 1286- 0648
PB# 89- 182687 8EHQ 0187- 0649 to 8EHQ 1288- 0778

It should be noted that a seventh Section 8(e) status report volume covering
initial Section 8(e) subnission nunbers 8EHQ 0189-0779 to 8EHQ 0989-1084
shoul d be published by EPA in the summer of 1991; notice of the availability of
this new status report conpendiumw Il be given in the OIS “Chem cal s-in-
Progress Bulletin.” EPA plans to print only a limted nunber of copies of the
new status report volunme for distribution by the TSCA Hotline. After that sup-
ply is exhausted, copies of the new conpendi umcan be purchased fromNTIS. The
addresses and tel ephone nunbers for NTIS as well as the TSCA Hotline can be
found in the “Preface” to this guide.
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Wth the exception of certain TSCA Section 8(e) ®As that were nade avail abl e
by EPA in July 1989, all of the Agency’s other published Section 8(e)-related
QRAs (1986 and 1987) are enbodied in full or in part in other sections of this
reporting guide. For the sake of conpleteness, the specific Q%As fromthat July
1989 Section 8(e) Q%A docunent foll ow.

Q Does Section 8(e) of TSCA intend the submi ssion of animal test infornma-
tion: (a) when a determ nation of “substantial risk” has been nade, or (b)
where nerely a finding of positive animal test results useful in the further
assessnent of human risk has been deterni ned?

A TSCA Section 8(e) requires the tinely subnission of evidence (including
prelimnary evidence) fromaninal studies that inplicates the tested chenica
as causing serious toxicologic effects (e.g., cancer, neurotoxicity, birth
defects). A decision to report the observance of such serious toxicologica

ef fects should not hinge in any way on a judgenent of either the actual or
potential exposure to the chenmical or a judgenent about the degree of rel evancy
of the findings to an overall assessnent of human risk. In other words, the
decision to report under Section 8(e) in such cases should be based sinply on
t he observance of the serious toxicologic effects.

Q What criteria should be used to deternine if the results fromcancer bio-
assay studies in aninmals should be subnmitted to the Agency under Section 8(e)
of TSCA? For exanple, when should animal studies showing only a significant

i ncrease in benign tunors over controls be submitted?

A Reporting of benign and/or malignant tunors should take place, for exam
pl e, when either statistically or biologically significant increases over con-
trols are observed. The observation of such increases are nmade i n many cases at
interimsacrifices perforned typically during long term exposure studies in
ani mal s.

Q How shoul d reproductive or devel opnental toxicity data be eval uated for
possi bl e Section 8(e) submission if maternal toxicity is also present?

A Statistically or biologically significant increases in teratogenic
effects or other serious enbryotoxic or fetotoxic effects (e.g., significant
enbryo or fetal lethality, spontaneous abortion) should be reported under Sec-
tion 8(e) regardless of the Ievel of maternal toxicity observed in the study.
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Q VWhat are the criteria that should be used to determ ne which reproduc-
tive/ devel opnental effects observed in aninmal tests are reportable under Sec-
tion 8(e)? For exanple, should reversible devel opnental effects, such as
reduced birth wei ght and/or inconplete ossification, trigger TSCA Section 8(e)
reporting?

A In addition to teratogenic effects, serious adverse devel opnent al
effects (e.g., significant enbryo or fetal lethality, significantly reduced
fetal/birth weights, significantly retarded/inconplete skeletal ossification)
shoul d be reported. In addition, serious adverse effects on the nale/female
reproductive system (e.g., significant testicular or ovarian atrophy, signifi-
cantly reduced fertility, sterility) should be reported under Section 8(e).

Q VWhat criteria should be used in determining if results of acute toxicity
studies constitute information that reasonably supports a conclusion of sub-
stantial risk?

A criteria used to determ ne 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 exanple, infornmation that shows
a tested chemcal to be extrenely toxic (e.g., causes lethality at very | ow
doses) by, for exanple, inhalation, dermal application or oral adm nistration
shoul d be reported. On the other hand, the reporting of information show ng a
chemical to be noderately toxic will depend on the degree of actual or poten-
tial exposure to the tested chenical. Infornmation showing a chemcal to be
slightly or minimally toxic on an acute/subacute basis is not considered typi-
cally to be reportable. In addition to extrene toxicity, certain other serious
toxi col ogic effects (e.g., neurotoxicity, adverse reproductive systemeffects)
seen in an acute or subacute ani mal study should be reported under Section
8(e).

Q When eval uati ng subchronic animal studies, what criteria should be used
to determine reportability of adverse effects? For exanple, should increased or
decreased organ(s) size in the absence of histopathol ogi cal changes be reported
to EPA under Section 8(e) of TSCA?

A Serious toxic effects (e.g., neurotoxic effects, serious reproductive
system ef fects) observed during the conduct of subchronic studies should be
reported. This includes readily observabl e serious effects or serious effects
seen only as the result of gross and/or histopathol ogical examnation. As is
the case for acute and
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subacute toxicity studies, the degree of the observed toxicity is inportant.
The nore serious (or significant) the observed effect, the | ess heavily one
shoul d consi der actual /potential exposure for Section 8(e) reporting and vice
versa.

Q What criteria constitute evidence of reportable neurotoxicity in aninal
studi es? For exanple, are reversible effects such as narcosis or effects
observed in the presence of narked systemc toxicity considered reportabl e?

A Typically, neurotoxic effects seen in dying aninmals are not, in and of
t hensel ves, considered by EPA to be reportabl e under Section 8(e). In many
cases, however, already reportable data regarding extrenely or highly toxic
(lethal) substances will be acconpani ed by informati on concerni ng observed
neurotoxic effects. In short or long term exposure studies in which serious
neur ot oxi ¢ signs and synptons (e.g., convul sions, sleep induction, nmotor dys-
function, narcosis, behavioral dysfunction) are seen in non-noribund ani nal s,
however, specific reporting of the neurotoxic effects should occur

Q VWhat criteria should be applied in deterni ning whether positive results
of in vivo or in vitro nutagenicity assays trigger Section 8(e) reporting?
A Serious in vivo genotoxicol ogical effects (e.g., gene or chronmosoma

nut ati ons) are reportable in and of thensel ves under Section 8(e). On the other
hand, a positive in 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 expo-
sure to the tested chem cal or mixture. Further, the Agency believes that a
positive in vitro genotoxicity test result, in conbination with other inforna-
tion (e.g., knowl edge of actual/potential exposure to and/or high production of
the tested chem cal), woul d suggest the need, in many cases, to conduct further
studi es designed to deternmne the toxicity of or the exposure to that chem cal
EPA expects the results of such additional studies to be considered also for
8(e) submi ssion.

Any person wishing to obtain full copies of the 1986 and 1987 QRA docunents
(whi ch al so contain nunmerous RAs related to rules that have been promul gated
by EPA under other sections of TSCA) should contact the TSCA Hotline at the
address or the tel ephone/tel efax numbers listed in the “Preface” to this
reporting guide.
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HOW CAN THE PUBLI C OBTAI N SECTI ON 8(E) SUBM SSI ONS?

Non- confi dential versions of TSCA Section 8(e) initial, followp response and
suppl enent al submi ssions, status reports, subm ssion summaries, and EPA fol -
lowup letters can be viewed/copied in the OTS Public Docket. Copies of non-con-
fidential Section 8(e) docunents can also be obtained by witing to EPA' s
Freedom of Information Ofice. The addresses of the OIS Public Docket and the
Freedom of Information OFfice are given in the “Preface” to this guide.

Informati on on each new initial Section 8(e) and FYl subnission (i.e., subm s-
sion nunber, name of the subject chemcal (s), and nature of the information
received) is presented in index formin the OTS “Chem cal s-1n-Progress Bull e-
tin” published periodically by the Environnental Assistance Division (EAD OTS)
and sent by the TSCA Assistance Information Service (TSCA Hotline) to over
9,000 individuals in industry, environnmental groups, |abor, academ a and Fed-
eral, State, and Local Governments. Persons who wish to receive the “Bulletin”
shoul d contact the TSCA Hotline via the addresses or phone/tel efax numbers in
the “Preface” to this guide.

As explained in nore detail in HAS EPA | SSUED OTHER SECTI ON 8( E) - RELATED GUI D-
ANCE? on Page 20 of this reporting guide, volunmes 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 initia
TSCA Section 8(e) submi ssions) and a seventh volume is schedul ed to be pub-
lished by OTS during the summer of 1991. Persons interested in obtaining copies
of these TSCA Section 8(e) status report volunmes should contact the TSCA Hot -
line or the National Technical Information Service (NTIS) at the addresses and
phone nunbers given in the “Preface” to this reporting guide.

Data from TSCA Section 8(e) and FYl submissions are entered i nto TSCATS (Toxic
Subst ances Control Act Test Subnissions), a publicly avail abl e conputerized
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 subnmitted stud-
ies thenselves are stored on microfiche. Persons who wish to obtain access to
t he on-1ine TSCATS shoul d contact either the National Library of Medicine (NLM
| ocated in Rockville, Maryland, or Chemical Information Systens, Inc. (ClIS)

| ocated in Baltinore, Maryland. M crofiche copies of the submitted studies
cited in TSCATS can be obtained fromeither C'S or the National Technica
Information Service (NTIS) located in Springfield, Virginia. The addresses/

t el ephone nunbers 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, OIS actively dissen nates TSCA Sec-
tion 8(e) and FYI subnission information to nmany individual s and organi zati ons
in the foll ow ng ways.
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. all non-confidential TSCA Section 8(e) and FYl notices, status
reports, summaries and followup letters are placed in public
files |ocated at EPA Headquarters.

. vol umes of Section 8(e) status reports are published by OIS on a
bi annual basis; six volunes have been published to date and contain
status reports covering the first 778 initial TSCA Section 8(e)
subm ssions); a seventh volume is scheduled to be published by the
Agency during the sumer of 1991

. in response to nunerous “Freedom of Information Act” (FOA A)
requests that are received by OIS and that nmention a chenical that
is the subject of a TSCA Section 8(e) or FYl subm ssion, OIS staff
provi des appropriate citations for, and in sonme cases full copies
of, all such relevant docunents;

. Ameri can Conference of Governnental |ndustrial Hygienists (ACAH)
publ i shes on occasion conpl ete copies of selected Section 8(e)
“Status Reports” in the ACAH scientific journal, Applied |Indus-
trial Hygiene.

The international community is routinely notified by EPA about the availability
of TSCA Section 8(e) and FYl submissions via the OIS “Chem cal s-1n-Progress
Bull etin.” Approximtely 1000 persons in international organizations, foreign
gover nient s, agenci es and conpanies are on the mailing list. The “Bulletin” is
al so used to routinely solicit unpublished chem cal toxicity/exposure data
fromthe international conmunity. Under the established “Freedom of |nforma-
tion Act” (FO A) procedures as well as the Organization for Econom c Cooper a-
tion and Devel opment (COECD) i nformation-gathering “Sw tchboard” project, OIS
responds to nunerous international requests for unpublished health and safety
data on chenicals of concern to CECD nenbers

| S THERE A SECTI ON 8(E) ENFORCEMENT RESPONSE POL| CY?

On May 15, 1987, EPA's Ofice of Conpliance Monitoring (0OCM issued a fina
“Enf orcenment Response Policy” (ERP) covering Section 8(e) as well as the
record-keepi ng and reporting rul es i ssued by EPA under Sections 8, 12 and 13 of
TSCA. This ERP describes various enforcenent alternatives (including notices
of non-conpliance, civil penalties, crininal action and injunctive relief)
avail able to the Agency in enforcing these TSCA record-keepi ng/reporting pro-
vi sions. Copies of the TSCA Sections 8, 12 and 13 ERP can be obtai ned from OCM
or the TSCA Hotline; the addresses and/or phone nunbers for these EPA offices
are presented in the “PREFACE” to this reporting guide.
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On Friday, February 1, 1991, EPA announced in the Federal Register (56 FR
4128), a one-tine voluntary TSCA Section 8(e) “Conpliance Audit Prograni (CAP).
The Section 8(e) CAP, which incorporates stipulated nonetary penalties and an
overall mnonetary penalty ceiling, is designed primarily to 1) achieve the
Agency’ s goal of obtaining any outstanding Section 8(e) infornmation, and 2)
provi de maxi mum encour agenent to conpanies to voluntarily audit their files for
Section 8(e)-reportable information.

Modi fications made to the Section 8(e) CAP were announced by EPA in the Federa
Regi ster on Friday, April 26, 1991 (56 FR 19514). The nmjor nodifications were
1) an extension of the CAP registration and ternination dates, 2) addition of
an opportunity to petition EPA for a case-by-case extension of the CAP termn na-
tion date, 3) nodification of the CAP “Agreenent” provision invol ving adm ssion
of a Section 8(e) violation, and 4) an announcenent of the Agency’'s plans to
prepare and dissenminate this TSCA Section 8(e) reporting guide.

Addi tional nodifications to the Section 8(e) CAP were announced in the Federa
Regi ster on Thursday, June 20, 1991 (56 FR Part V). The additional nodifica-
tions announced by EPA were 1) an extension of the Section 8(e) CAP registra-
tion deadline, 2) announcenent 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 i n EPA’s possession as the result of either i) formal subm ssion under a
mandat ory reporting provision of TSCA or ot her EPA-adm nistered statute, or ii)
submi ssion to EPA and filing within EPA's Ofice of Toxic Substances formnal
“For Your Information” (FYl) submission filing system and 4) suspension of
Parts V(b) (1) and V(c) of EPA's TSCA Section 8(e) policy statenent for pur-
poses of judging the reportability of information concerning “w despread and
previously unsuspected distribution in environnmental nedia” and “energency

i nci dents of environmental contam nation” under the Section 8(e)CAP

Wth regard to Parts V(b) (1) and V(c) of the Section 8(e) policy statenent,
the June 20, 1991 Federal Regi ster announcenent also informed the regul ated
conmunity that until such tine as the Agency determ nes with greater specific-
ity what types of environnmental release, environnental detection and environ-
nment al contamination information should be submitted under Section 8(e) of
TSCA, the statutory | anguage of Section 8(e) was to be utilized to determ ne
reportability of such information for purposes of the Section 8(e) CAP as well
as ongoi ng conpliance with Section 8(e).

For the reader’s ease, conplete copies of EPA's Federal Regi ster announcenents
of the Section 8(e) CAP and the CAP nodifications are presented in chronol ogi -
cal order in Appendix D at the back of this reporting guide.
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HAS EPA TAKEN FORVAL SECTI ON 8(E) ENFORCEMENT ACTI ONS?

Since 1977, EPA has initiated a nunber of formal enforcement actions relating
to Section 8(e) of TSCA. In alnpst all cases, EPA's actions have dealt with the
| ate reporting of aninmal study findings that offer reasonabl e support for the
concl usion that the tested chenical substance(s) presents a substantial risk of
injury to health. Persons interested in reviewing the filings pertaining to
specific Section 8(e) enforcenment-rel ated actions should contact either the
O fice of Conpliance Monitoring (OCM or the Ofice of Enforcenent (CE) at the
addresses in the “Preface” to this guide.

DOES EPA' S 8(E) | MPLEMENTATI ON ENCOURAGE POLLUTI ON PREVENTI ON?

EPA' s | ongst andi ng proactive inplenentation of Section 8(e) of TSCA has
resulted in heightened overall chenical industry awareness of risks posed by
exposure to chem cal substances and m xtures. This hei ghtened awar eness has
led, in many cases, to specific voluntary pollution prevention/risk reduction
activities designed to directly or indirectly protect health and the environ-
ment. It can be argued that EPA’s Section 8(e) inplenmentation encourages these
vol untary actions to occur earlier than they nmi ght occur otherw se. The foll ow
i ng discussion describes sone of these voluntary actions.

The chemi cal industry's increased awareness of the potential hazards/risks
posed by chem cal substances is evidenced in part by the voluntary reporting of
over 800 initial “For Your Information” (FYl) subm ssions containing val uabl e
toxicity and exposure data. In direct response to OIS foll owup efforts, nany
chemi cal conpani es have established review committees responsible for eval uat -
ing chem cal 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
mnimze or elimnate chemical exposure. Many conpani es have al so established
i nformation distribution networks to facilitate the flow of health/safety data
to workers, custoners and ot her producers. Many conpani es have reported that in
direct response to new chenical toxicity or exposure data reported under Sec-
tion 8(e) or on an FYl basis, the follow ng types of health and/or environmen-
tal protection nmeasures have been initiated on a voluntary basis:

Noti fi cati on

. formal notification of workers, custoners, others

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

. addi ti onal studies perforned in order to determ ne better the tox-
icity of and/or the exposure to chemcals

Pol | uti on Prevention/ Exposure Reduction

. engi neeri ng changes nmade in manufacturing and processing facili -
ties to reduce/elininate chem cal exposure

. chem cal manufacture or use halted tenporarily or discontinued
al t oget her.
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TSCA SECTI ON 8( E) - REPORTABI LI TY OF TOXI COLOG C CASE STUDI ES

A. NUMERI CAL REPORTI NG GUI DANCE FOR LETHALITY | NFORVATI ON

Case St udy

“An acute oral (gavage) LD50 study was conducted on a comercial chem cal. Fol -
lowing adninistration of the test naterial, rats were observed for 14 days for
clinical signs of toxicity. At the end of this observation period, all surviv-
ing rats were sacrificed and exam ned for gross pathol ogi cal changes. Rats
found dead were al so subj ected to gross pathol ogi cal exami nation. The oral LD50
was cal cul ated to be 40 ng/ kg. Nonspecific clinical signs were initially
observed in all treated rats; all signs had receded by Day 14 in those ani mals
whi ch survived. G oss pathol ogy reveal ed not hi ng unexpected.”

The case study did not contain any other relevant information for EPA to con-
sider in judging the Section 8(e)-reportability of this acute oral toxicity
study of a commercial chenical substance. Also at issue for this particular
case study is the perceived need to have 1) nunerical guidance for reporting
lethality seen in acute and other types of aninmal toxicity studies, and 2)
reaffirmation of EPA' S policy on whether and how exposure shoul d be consi dered
by conpanies in evaluating acute lethality data for reporting.

EPA Di scussi on

The Agency believes that the foll owi ng general “rul es-of-thumb” shoul d be used
in determning the Section 8(e)-reportability of significant lethality
observed in any animal study (including acute, sub-acute and other types of
studi es such as teratol ogy studies) of a TSCA-covered chenical substance
(including a research and devel opment [R&D] chemi cal):

o] Significant lethality which is observed at a dose or concentration conpa-
rable to an acute oral LD50 value of <5 ng/kg, an acute dermal LD50 val ue of
<20 nmg/ kg, or an acute (generally 4-hour) inhalation LC50 val ue of <50 ppm (or
<0.5 mg/l) shoul d be recognized i medi atel y as bei ng
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i ndi cative of “extrene” toxicity and should be considered for i nmedi ate report -
ing to EPA under Section 8(e) of TSCA w thout any consideration of actual or
potential exposure or other factors.

o] Significant lethality observed at a dose or concentration conparable to
an acute oral LD50 value in the range of >5 ng/kg to <50 ng/ kg, an acute dermal
LD50 value in the range of >20 nmg/kg to <200 ng/ kg, or an acute (generally 4-
hour) inhalation LC50 value in the range of >50 ppm (or > .0.5 ng/l) to <200

ppm (or <2 ng/1l) should be recogni zed as indicating “high” toxicity and shoul d
be considered for imredi ate reporting under Section 8(e) if there is actual or
reasonably antici pated exposure to the subject cheni cal substance.

o] Significant lethality observed at doses, greater than those cited previ-
ously (i.e., doses indicating “nobderate” toxicity) should be considered for
reporting to EPA under Section 8(e) based on the conpany’s review of additiona

i nformation (including but not limted to information about actual or potentia
exposure to the tested chem cal substance or m xture).

Specifically regarding findings of “high” toxicity, EPA expects a conpany 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 tox-
icity, the I ess heavily one should weigh the actual or potential exposure to
(or other factors involving) the tested chemical. Further, if the tested chem
ical is a “commercial” substance (e.g., not one that is exclusively R&D), there
must be a strong presunption of actual or potential exposure for reporting tox-
icity data in this range. On the other hand, nany exclusively R& chem cal sub-
stances with toxicities in the “high” range, would not typically be reported
under Section 8(e) of TSCA. It should be noted al so that any consideration of
exposure and additional information in cases involving the “high” toxicity
range shoul d be acconplished expeditiously and shoul d not be exhaustive nor
equated in any way with the need to conduct a full scale risk assessnent for
the tested chem cal (s).

The preface to Part V of the Agency’'s March 16, 1978 Section 8(e) policy state-
ment provides further guidance regarding the types of additional factors to
consider in determning the need to report information under Section 8(e) of
TSCA. For the reader’s ease in use, the specific lethality val ues/ranges dis-
cussed herein are presented in Table 1 at the top of the next page.
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Table 1 Factors to Consider in Determ ning Reportability of Lethality Inforna-

tion Under TSCA Section 8(e)

LD50 LD50 4- Hour LC50 Consi der
O al Der mal I nhal ati on Exposur e/ Ot her
Dose Dose Dose Fact ors?
<5 ny/ kg <20 my/ kg <50 ppm (0.5 no/i) No
(EXTREMELY TOXI C)
>5 ng/ kg >20ng/ kg >50ppm (>0.5 ng/l) Only to Sone
Reasonabl e Degree
to to to to (H GHLY TOXI )
<50 my/ kg <200 g/ kg <200 ppm (<2 ng/ 1)
>50 ng/ kg >200 ng/ kg >200ppm (>2 ng/ 1) Yes
( MODERATELY TOXI C)

EPA Concl usi on

Based on the precedi ng discussion and EPA's revi ew of this acute ani mal

ity study, the ora

substance is “highly” toxic (i.e.
Considering that the tested chenica

greater than 5 ng/kg).

an or al

LD50 of

| et hal -
LD50 val ue of 40 ng/kg indicates that the tested chem ca

| ess than 50 ng/ kg but

is “comercial,”

and in the absence of any rel evant exposure-related information to the con-

trary,

be exposure to the tested cheni cal
lethality findings showi ng the chenica

Ther ef ore,

i medi ately under Section 8(e) of TSCA

B. ACUTE TOXICITY TESTS W TH NON- LETHAL NEUROBEHAVI ORAL FI NDI NGS

Case St udy

“An ora
200, 500, 1000,

mttent |ethargy,

31

Shortly after dosing,

EPA makes t he prudent assunption that there is or there reasonably coul d
EPA believes that these acute
to be highly toxic should be reported

LD50 study is conducted in which aninmals [(rats)] are adm ni stered 50,
or 2000 ng/kg of a test materi al
at axi a and convul si ons

inter-
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are observed in the 1000 and 2000 ng/ kg groups. Salivation, ataxia and | ethargy
are observed in animals in the 200 and 500 ng/ kg groups. No effects are
observed in the 50 ng/ kg dose group. Al rats died at the 2000 ng/ kg dose

| evel . The | ower dose animals survived to necropsy.”

The case study did not contain any other relevant information for EPA to con-
sider in judging the Section 8(e)-reportability of the findings fromthis acute
oral toxicity study. Also at issue for this study is the need for EPAto verify
that statistically or biologically significant “frank” neurotoxicol ogic

effects seen in acute or other aninmal studies should be reported i nmedi ately.

EPA Di scussi on

In reviewing these results of this acute oral toxicity study, EPA nade the fol -
| owi ng assunptions about the study conduct/findings:

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

2. no animals in the 50, 200, 500 or 1000 ny/ kg dose groups were found
nmori bund during the 14-day observation peri od,

3. “shortly” means a tine period of |ess than a day;

4, “intermttent” neans on a nunber of occasions throughout the
observation peri od;

5. the terms “convul sions” and “ataxia” accurately reflect the obser-
vations nade during the study; and

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

G ven the above assunptions, EPA believes that the findings fromthis acute
oral toxicity study can be nmeaningfully interpreted. Shortly after dosing and
at sonme unknown tine prior to death, the aninals in the 2000 ng/ kg group exhi b-
ited intermttent |ethargy, ataxia and convulsions; all of the aninmals in the
2000 ng/ kg dose group died at sone unknown point after dosing. Although inter-
pretation of the findings for the 2000 ng/ kg dose group ani mals woul d depend
upon whet her the adverse effects were observed in nori bund or non-nori bund ani -
mal s, by considering the information provided for the | ower dose groups, it is
possi ble to determ ne that the tested chem cal substance caused distinct neuro-
t oxi col ogi c effects. Based on EPA' S assunption that no animals in the 1000 ny/
kg dose were found noribund during the study, the observations that a signifi-
cant nunber of animals at this dose exhibited intermttent |ethargy, convul-
sions and ataxi a, showthat the tested chemi cal caused seri ous neur ot oxi col ogi c
ef fects. Furthernore, although the
32
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animals in the 200 and 500 ng/ kg dose groups did not exhibit convul sions, the
animals in both of these groups exhibited a conbination of signs indicating a
neur ot oxi col ogi c effect (i.e., salivation, lethargy and ataxia.) Considering
that the oral LD50 of the test material is somewhere between 1000 and 2000 ny/
kg, the finding of distinct neurotoxic effects at doses that are perhaps

bet ween 10% and 25%of the | ethal dose further hei ghtens concern for the tested
chem cal substance.

In general, the Agency woul d agree that it may not be possible to distinguish
or attribute neurobehavioral effects or neurological signs in noribund aninals
to a direct neurotoxic action of the tested chenical substance. However, sta-
tistically or biologically significant neurotoxic effects observed in non-nor-
i bund ani nal s (including animals in groups receiving doses equal to or greater
than |l ethal doses) in any type of study cannot be dismssed sinply as reflect-
ing a “systemoverload” and shoul d be considered for i mmediate reporting to the
Agency under Section 8(e) of TSCA. Further, EPA believes that good product
stewardshi p dictates that studies designed to nore specifically assess neuro-
toxic effects should be considered for any chenical found to produce possible
neurotoxi c effects during an acute or other general toxicity test.

EPA Concl usi on

Based on the preceding di scussion and EPA's review of this acute oral toxicity
case study, the distinguishabl e neurotoxicol ogical effects caused by the sub-
ject chem cal should be reported under Section 8(e). The reportability of the
findings would sinply be enhanced if the tested chenmical was already on the
mar ket .

To provide a sense of scale for the Section 8(e)-reportability of neurotoxic/
neur obehavi oral findings fromacute and other types of animal toxicity studies
(e.g., 28-day studies, teratology studies), the Agency is npst interested in
receiving reports that involve “serious or prolonged effects.” In 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 |evel of consid-
eration shoul d be given to exposure and/or other factors in deternining report-
ability based solely on lethality in acute or other types of animal toxicity
studies. In those cases involving biologically or statistically significant
evi dence of serious neurotoxicological effects (e.g., paralysis, convul sions,
ataxia), virtually no consideration of exposure or other factors should be
given in determning the TSCA Section 8(e)-reportability of such serious toxic
ef fects. As neurotoxicol ogi c observati ons becone nore [imted or as confidence
in the accuracy of such observations becones nore uncertain, the Section 8(e)-
reportability of such findings dimnishes. In sonme studies, for exanple, it may
not be possible to deternmine with any degree of precision if observations
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such as ataxia accurately characterize the study findings or the testing | abo-
ratory sinply recorded ataxia as indicating a state other than normal. In the
above case study, however, the observed convul sions and ataxia were judged by
t he Agency as being serious neurotoxic affects and the other effects (I ethargy
and salivation) were viewed as providing additi onal evidence of neurotoxicity.
In the absence of other nore serious effects, however, observations of |ethargy
and/ or salivation, in and of thenselves, would not be viewed typically as pro-
vi di ng reasonabl e support for a conclusion of substantial risk. Simlarly, the
Section 8(e)-reportability of effects such as convul sions or ataxia would be
di m ni shed i f such effects 1) were seen only in noribund aninmals or in only one
or a fewisolated cases in non-noribund aninmals, or 2) were found sinply to be
transient rather than either intermttent or continuous in nature.

C. SKIN EYE | RRI TATI ON AND SKI N SENSI TI ZATI ON TESTS

Not e

For the followi ng case study involving three tests on a “noderately acidic”
chemical, it was reported that the tests were “perforned during the devel opnent
phase of a new product for prinmary use as an industrial internmediate, with sone
consumer use probable.” It was al so reported that the “present production quan-
tities are therefore quite small, but [are] expected to increase.” Also at
issue for this particular case study is the need for EPAto 1) reaffirmits
position that results fromacute skin or eye irritation tests do not routinely
war rant submi ssion under Section 8(e) of TSCA, 2) discuss the reportability of
skin sensitization study findings, and 3) reaffirmthat lethality caused at
doses indicative of extrene toxicity or serious or prolonged adverse effects in
organs/systens away fromthe site of exposure may i ndeed warrant the i mediate
reporting of such findings.

Skin Irritation Test

“Askinirritation assay is conducted on rabbit skin (in vivo). A series of ten
applications are applied to the skin of the abdonmen. After three applications,
the skin is described as havi ng noderate degrees of hypereni a, edema and necr o-
sis. At the end of the 14 day observation period, the skin reaction is stil
present, and now i ncludes scab and scar fornmation. Gross pathol ogi cal exam na-
tion reveals no systenmic toxicity but does confirmthe topical corrosive | esion
at the site of application.”
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Eye Irritation Test

“An eye irritation study is conducted in the rabbit eye. Instillation of 0.1 ni
into the washed and unwashed eye elicits inmediate pain and irritation of the
conjunctiva, cornea, and iris after days 1, 2, and 9. The ani mal 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.”

Skin Sensitization Test

“A guinea pig [dermal] sensitization assay is perfornmed. The test material is
applied to the clipped integunent of 10 gui nea 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 eval uated at
25 and 48 hours after application. Eight of the 10 animals are considered to
have been sensitized by the test naterial based on the presence of erythena at
the challenge site.”

EPA Di scussi on

As stated in EPA's March 16, 1978 Section 8(e) policy statement, as well as
nunerous Section 8(e) “status reports,” the Section 8(e)-reportability of
irritation and/or corrosivity findings fromacute animal eye or skinirritation
studies is quite limted. This should not be interpreted to nean, however, that
EPA is not concerned in general about the irritation/corrosion findings from
such studi es. Further, previously unknown or unexpected effects that occur and
are observed/ deternined during such routine tests may have to be subnitted
under Section 8(e) if the effects are serious and neet 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 irrita-
tion studies, EPA expects a conmpany to consider such factors as | ethal dose, pH
of the test material, the route(s) of adm nistration, occurrence of unexpected
serious effects (which can be deternined via “cage-side” observation or during
necropsy), and the extent and pattern of the actual or potential exposure to
the tested chem cal or mxture. When eval uating such information for possible
TSCA Section 8(e) reporting, the greater the acute toxicity, the |l ess heavily
one shoul d weigh the actual or potential exposure to the test materials and

Vi ce versa

Wth regard to sensitization studies, it nust be noted that sensitizationis a
systemc reaction that is manifested in many cases locally (i.e., directly at

the site of re-exposure) but nmay be mani fested al so away fromthe site of expo-
sure. Further, the
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nature of the reaction can vary fromslight to severe and can, in sone cases,
result in death. In reviewing results of sensitization studies for subm ssion
under Section 8(e), EPA expects conpanies to evaluate a variety of factors

i ncluding, but not limted to, the severity of the response, the site(s) of the
response, the nunber of aninmals affected, and/or the actual or potential expo-
sure to the tested chem cal substance(s). In general, the nore severe the
observed sensitization response(s) and the greater the nunber of aninmals

af fected, the | ess heavily one should wei gh the actual or potential exposure to
the tested chemnical (s) and vice versa.

EPA Concl usi on

Based on an eval uation of the eye and skin irritation studies and the skin sen-
sitization study, and considering the above discussion, it is the Agency’s

opi nion that, based on the provided information on current exposure, the
results of these studies do not appear to be reportabl e 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 eval uation of new infornmation reflect-
ing a significant change in the magnitude/type of exposure and/or the consider-
ation of other factors such as those previously cited.

D. SUBCHRONI C TOXICITY

Case St udy

“A subchronic dernal repeated dose study in rats was conducted at doses of O,
100, 300, and 1000 nmg/kg. The tested material is extensively used in consuner
products and exposure to the chemcal is exclusively dernmal. A statistically
significant 25% increase in liver weight was observed at the high dose. A sta-
tistically significant incidence of clear signs of |iver pathology typical of
cirrhosis was observed at the md and hi gh doses. The NOAEL [ (No- Gbservabl e-
Adverse-Effect-Level)] was deternined to be 100 ng/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 cho-
sen for the subchronic dernal study, was the CECD [(Organi zation for European
Cooperation and Devel opnent)] recomrended linit of 1 g/kg. Also at issue for
this case study is the need for EPAto reaffirmits position that organ wei ght
changes in the absence of concurrent pathol ogy may not routinely reflect seri-
ous or prolonged incapacitation and that other factors (e.g., histopathol ogic
findi ngs, dose, or actual/expected exposure, etc.)

36




Section I Page F61

TSCA Section 8(e) Reporting Guide

may need to be considered in deciding whether to report such organ wei ght
changes. There is also a need to discuss and reaffirm EPA’ s position that a
statistically or biologically significant histopathologic finding indicating a
serious or prolonged incapacitation should be imediately reported with little
if any consideration of factors such as exposure.

EPA Di scussi on

Al t hough an organ wei ght change, in an of itself, may not reflect a serious or
prol onged i ncapacitation, the reportability of such a finding could depend upon
an eval uation of one or nore factors, such as, but not limted to, the overal
magni t ude of the organ wei ght change, the biol ogical significance of the
change, blood chemistry, dose, route of administration, actual or expected
exposure, etc. However, the nore significant the nmagnitude of the organ wei ght
change (e.g., severe atrophy of the testes, thymus, kidneys), nuch | ess consid-
eration should be given to such factors in determning reportability of the
findings. On the other hand, a statistically or biologically significant histo-
pat hol ogi ¢ 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 | ess serious or |ess significant
nature, other relevant factors (e.g., actual/expected exposure, dose, etc.)
shoul d be considered in deternining the TSCA Section 8(e)-reportability of the
study results.

The subchronic dernmal application case study results clearly show a statisti -
cally significant, dose-dependent, relatively rare, and serious toxic effect
(cirrhosis) in the liver, acconpanied by a 25%increase in liver weight in the
hi gh dose ani nal s.

EPA Concl usi on

Based on an eval uati on of the provided toxicol ogic findings, and considering
t he 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) consuners
are dermal ly exposed to the chemi cal, sinply enhance the reportability of the
observed serious toxic effects in the liver
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APPENDI X A

SECTI ON 8(E) GUI DANCE/ POLI CY REFLECTED I N STATUS REPORTS

This index is divided into the following two (2) major areas: “TOXI CO.OG CAL/
EXPOSURE FI NDI NGS" and “GENERAL | SSUES.” In using this particul ar index, please
note that the nunbers in the colum on the right represent the last four (4)
digits of the chronol ogical Section 8(e) submssion file nunber displayed on
all status reports; the ascending nunerical sequence, therefore, is also chro-
nol ogi cal . Please note that due to the fact that the mpjority of the first 200
Section 8(e) notices were submitted by a single conmpany and EPA had asked t hat
conpany for additional information about the Section 8(e)-applicability of the
provi ded findings, the Agency has chosen to not include in this index any sta-
tus reports pertaining to those first 200 notices.

| . TOXI COLOG CAL/ EXPOSURE FI NDI NGS

A. ACUTE TOXICITY (ANl MAL)

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

B. ACUTE TOXIC TY (HUVAN)

0258
0315
0344
0493
0502

39




Section I Page F63

TSCA Section 8(e) Reporting Guide

B. ACUTE TOXICI TY (HUMAN) [CON T]

0508
0612
0622
0632
0694
0885
0905
0929

C. SUBACUTE TOXI CI TY (AN MAL)

0325
0653

D. | MVUNOTOXI CI TY (ANI MAL)

0585

E. NEUROTOXI CI TY (ANI MAL)

0369
0706
0815
0867
1041
1043
1065

F. NEUROTOXI CI TY ( HUMAN)

0641
1041
1065

G ONCOGENI CI TY (ANI MAL)

0234
0401
0503
0509
0583
0600
0619
0681
0763
0847
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H. ONCOGENI G TY ( HUMAN)

0641

REPRODUCT| VE/ DEVELOPMENTAL ( ANI VAL)

J.

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

REPRODUCTI VE / DEVELOPMENTAL ( HUVAN)

0551

K. GENOTOXI G TY (I N VI TRO)

0213
0214

0383
0396

NOTE: Alnost all of the TSCA Section 8(e) status reports
pertaining to in vitro genotoxicity test findings contain
the foll owi ng | anguage:

“Al though a positive in vitro genotoxicity test result, when
consi dered al one, 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 statenent (“State-
ment of Interpretation and Enforcenent Policy; Notification
of Substantial Risk” 43 FR 11110; March 16, 1978)), EPA does
believe that such information is of value in assessing the
possi bl e risk(s) posed by exposure to the tested chem cal or
m xture. Further, the Agency believes that a positive geno-
toxicity test result, in conmbination with other inportant
information (e.g., know edge of the actual/ potential expo-
sure to and/or high production of the tested chenical or
m xture),
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suggests the need, in many cases, to conduct further studies
that are designed to determine the toxicity of and/or exposure
to that chemi cal substance or mixture. EPA expects the results
of such additional studies to be considered also for subms-
sion pursuant to Section 8(e) of TSCA.~

L. GENOTOXICITY (I N VIVO

0208
0213

M AQUATI C TOXI Cl TY/ Bl OCONCENTRATI ON

N

0209
0249
0899

0994

EMERGENCY | NCI DENTS COF ENVI RONMENTAL CONTAM NATI ON

0255
0260
0277
0466
0566
0769

0. GENERAL/ NON- EMERGENCY ENVI RONVENTAL CONTAM NATI ON

0209
0720

GENERAL REPORTI NG | SSUES

A

| NTRACORPORATE REPORTI NG PROCEDURES

0358
0672
0681
0698
0701
0705
0835
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B. SUBJECT PERSONS

C.  SUBJECT CHEM CALS

D. RESEARCH & DEVELCOPMENT CHEM CALS
E. DRUG EXPORT

F. PESTI Cl DE EXPORT
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0543
0546
0551
0577
0587
0642
0689
0818
0823
0824
0846

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

0545
0583
0763
0815
0824
0835

0818

0823
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G PREVI OUS MANUFACTURE/ | MPORT/ PROCESS/ DI STRI BUTI ON

Page F67

H.  OBTAI NI NG | NFORVATI ON
|.  PRE-1977 | NFORVATI ON
J.  ACTUAL KNOWL.EDGE BY EPA

44

0698
0701
0705
0847

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

0213
0369
0847
1041
1043
1065

0467
0509
0600
0641
0672
0689
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J. ACTUAL KNOWNLEDGE BY EPA (CON T)

0704
0706
0712
0713
0718
0720
0807
0809
0835
0847

K. PUBLI SHED SCI ENTI FI C LI TERATURE

0383
0588
0600
0641
0672

L. | NFORVATI ON OBTAI NED FROM OTHER FEDERAL AGENCI ES
0467
0689
0704

M | NFORVATI ON CORROBORATI NG VEELL- ESTABLI SHED EFFECTS
0509
0706
0807
0835

N. RELATI ONSHI P TO OTHER TSCA REPORTI NG REQUI REMENTS
0493
0600
0612
0622
0632
0667
0675
0694
0706
0718
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N. RELATI ONSH P TO OTHER TSCA REPORTI NG REQUI REMENTS (CON' T)
0720
0769
0797
0800
0813
0817
0824
0846
0856
0876
0884
0900
0905
0929

0. RELATIONSHI P TO OTHER EPA ADM NI STERED AUTHCORI Tl ES
0466
0485
0494
0502
0508
0542
0566
0583
0600
0706
0712
0718
0720
0726
0769
0797
0800
0813
0815
0818
0823
0824
0835
1034

P. RELATIONSHI P TO AUTHORI TI ES NOT ADM NI STERED BY EPA
0551
0706
1043
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0234
0324
0330
0369
0463
0543
0546
0566
0587
0626

0653
0681
0698

0701
0705
0855
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Environment
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ACUTE TOXICI TY (ANI MAL)

SUBM SSI ON #:

8EHQ 0977- 0004
8EHQ 0178- 0039
8EHQ 0278- 00S0
8EHQ 0275- 0065
8EHQ 0278- 0017
8EHQ 0378- 0088
8EHQ 0378- 0042
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
8EHQ 0678- 0204
8EHQ 0678- 0207
8EHQ 0778- 0217
8EHQ 0778- 0224
8EHQ 0778- 0227
8EHQ 1178- 0259
8EHQ 0179- 0271

S
S

APPENDI X :

8EHQ 0977- 0005
8EHQ 0178- 0041
8EHQ 0278- 0062
8EHQ 0278- 0066
8EHQ 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 0678- 0200
8EHQ 0678- 0205
8EHQ 0778- 0209
8EHQ 0778- 0220
8EHQ 0778- 0225
8EHQ 0778- 0229
8EHQ 1178- 0261
8EHQ 0179- 0273

49

STATUS REPORTS BY | NFORVATI ON TYPE

S
S

8EHQ 0377- 0035
8EHQ 0278- 0042
8EHQ 0278- 0064
8EHQ 0278- 0070
8EHQ 0378- 0087
8EHQ 0378- 0091
8EHQ 0378- 0103
8EHQ 0478- 0137
8EHQ 0578- 0151
8EHQ 0578- 0154
8EHQ 0578- 0159
8EHQ 0578- 0166
8EHQ 0678- 0174
8EHQ 0678- 0177
8EHQ 0678- 0185
8EHQ 0678- 0195
8EHQ 0618- 0198
8EHQ 0678- 0203
8EHQ 0678- 0206
8EHQ 0778- 0210
8EHQ 0771- 0222
8EHQ 0778- 0226
8EHQ 1178- 0256
8EHQ 1278- 0263
8EHQ 0279- 0274



ACUTE TOXICI TY (ANI MAL)

SUBM SSI ON #:

8EHQ 0479- 0278
8EHQ 0579- 0284
8EHQ 0979- 0311
8EHQ 0680- 0347
8EHQ 0980- 0362
8EHQ 1180- 0372
8EHQ 0281-0382
8EHQ 0581- 0400
8EHQ 1081-0417
8EHQ 0282- 0428
8EHQ 0282- 0431
8EHQ 0282- 0435
8EHQ 0382- 0438
81H9- 0982- 0456
8EHQ 1182- 0462
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

S
S

S

APPENDI X :

STATUS REPORTS BY | NFORVATI ON TYPE

8EHQ 0479- 0279
8EHQ 0779- 0293
8EHQ 0380- 0335
8EHQ 0680- 0349
8EHQ 0980- 0365
8EHQ 0181- 0380
8EHQ 0381- 0392
8EHQ 0881- 0408
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- 0495
8EHQ 1283- 0501
8EHQ 0584- 0519
8EHQ 0984- 0531
8EHQ 1284- 0540
8EHQ 0485- 0550
8EHQ 0785- 0563

50

8EHQ 0479- 0282
8EHQ 0779-0296
8EHQ 0480- 0340
8EHQ 0980- 0359
8EHQ 0780- 0369
8EHQ 0181- 0381
8EHQ 0581-0398
8EHQ 0981- 0409
8EHQ 0282- 0427
8EHQ 0282- 0430
8EHQ 0282- 0433
8EHQ 0282- 0437
8EHQ 0682- 0448
8EHQ 1082- 0460
8EHQ 0283- 0471

8EHQ 0583-0479 S

8EHQ 0783- 0486

8EHQ 0983-0492 S

8EHQ- 1083- 0496
8EHQ 0484- 0510
8EHQ- 0884- 0528
8EHQ 1084- 0532
8EHQ 0485- 0548

8EHQ 0585- 0556 S
8EHQ 0885- 0565 S



ACUTE TOXICI TY (ANI MAL)

SUBM SSI ON #:

8EHQ 0985- 0568 S

8EHQ 1185- 0573
8EHQ 1285- 0579
8EHQ 0186- 0584
8EHQ 0486- 0596
8EHQ 0786- 0607
8EHQ 0886- 0621
8EHQ 1086- 0638
8EHQ 1186- 0644
8EHQ 0287- 0653
8EHQ 0387- 0656
8EHQ 0387- 0660
8EHQ 0487- 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

APPENDI X :

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 0788-0742
8EHQ 0988- 0754
8EHQ 1188-0768
8EHQ 0389-0780
8EHQ 0589- 0800
8EHQ 0789- 0808
8EHQ 0889- 0818

51

STATUS REPORTS BY | NFORVATI ON TYPE

nu nu n n

8EHQ 1085- 0571
8EHQ 1285- 0578
8EHQ 1285- 0581
8EHQ 0386- 0589
8EHQ 0486- 0599
8EHQ 0786- 0616
8EHQ 1086- 0636
8EHQ 1086- 0640
8EHQ 0287- 0652
8EHQ 0287- 0655
8EHQ 0387- 0659
8EHQ 0487- 0663
8EHQ 0487- 0667
8EHQ 0587- 0673
8EHQ 0787- 0686
8EHQ 1287- 0706
8EHQ 0388- 0721
8EHQ 0688- 0739
8EHQ 0788- 0744
8EHQ 1088- 0760
8EHQ 1288- 0778
8EHQ 0389- 0787
8EHQ 0689- 0803
8EHQ 0789- 0809
8EHQ 0889- 0819

n nu nu n



ACUTE TOXICI TY (ANI MAL)

SUBM SSI ON #:

8EHQ 0989- 0826 S
8EHQ 1089-0834 S

8EHQ 1189- 0841
8EHQ 1289- 0850
8EHQ 1289- 0859
8EHQ 0290- 0893

8EHQ 0490- 0920 S
8EHQ 0490- 0958 S

8EHQ 0590- 0985

8EHQ 0690-1004 S
8EHQ 0690-1016 S
8EHQ 0790-1031 S

8EHQ 0890- 1040

8EHQ 0890-1048 S

8EHQ 0990- 1057

8EHQ 0990- 1060 S

8EHQ 0990- 1068

ACUTE TOXI CI TY ( HUVAN)

SUBM SSI ON #:

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

APPENDI X :

STATUS REPORTS BY | NFORVATI ON TYPE

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

n un

n nu nu n

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

52

T U UV T

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

n 0 nu n

wn

8EHQ 0176- 0039
8EHQ 0278- 0063
8EHQ 0278- 0076
8EHQ 0278-0079
8EHQ 0378- 0086
8EHQ 0478-0118



ACUTE TOXI CI TY ( HUMAN)

SUBM SSI ON #:

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 0384- 0508
8EHQ 1084- 0532
8EHQ 0985- 0566
8EHQ 0986- 0632
8EHQ 1287- 0700
8EHQ 0889- 0818
8EHQ 0390- 0905
8EHQ 0890- 1042

ALLERCENI CI TY (ANI MVAL)

SUBM SSI ON #:

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

APPENDI X :

STATUS REPORTS BY | NFORVATI ON TYPE

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 0484- 0513
8EHQ 1084- 0535
8EHQ 0186- 0585
8EHQ 0487- 0666
8EHQ 0688- 0736
8EHQ 1089- 0832
8EHQ 0490- 0929
8EHQ 0990- 1071

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

53

S

S
S

8EHQ 0578- 0142
8EHQ 0578- 0149
8EHQ 0678- 0180
8EHQ 0678- 0184
8EHQ 1178- 0258
8EHQ 0879- 0304
8EHQ 0180- 0324
8EHQ 0580- 0341
8EHQ 0881- 0407
8EHQ 0283- 0471
8EHQ 1283- 0502
8EHQ 0984- 0529
8EHQ 0485- 0552
8EHQ 0886- 0622
8EHQ 0487- 0671
8EHQ 1088- 0755
8EHQ 0290- 0885
8EHQ 0590- 0991
8EHQ 0990- 1078

8EHQ 0578- 0166
8EHQ 0678- 0206
8EHQ 0282- 0427
8EHQ 0283-0471

S



ACUTE TOXICI TY (ANI MAL)

SUBM SSI ON #:

8EHQ 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

ACUTE TOXICI TY ( HUMAN)

SUBM SSI ON #:

8EHQ 1177- 0017
8EHQ 0178- 0040
8EHQ 0578- 0165
8EHQ 0678- 0184
8EHQ 0379- 0280
8EHQ 0282- 0427
8EHQ 0485- 0550
8EHQ 0786- 0612
8EHQ 0488- 0728

PS

APPENDI X :

STATUS REPORTS BY | NFORVATI ON TYPE

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

54

PS

8EHQ 0883- 0490
8EHQ 0485- 0550
8EHQ 0386- 0589
8EHQ 0287- 0653
8EHQ 0687- 0680
8EHQ 1287- 0700
8EHQ 0388- 0721
8EHQ 0688- 0740
8EHQ 1288- 0778
8EHQ 0689- 0802
8EHQ 1189- 0845
8EHQ 0290- 0894
8EHQ 0990- 1062

S

8EHQ- 0178-0031 P

8EHQ 0578-0164

8EHQ 0678-0182 P

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

8EHQ 0386- 0589 S

8EHQ 0987- 0694

8EHQ 0590-0991 S



ALLERGENI CI TY ( HUVAN)

SUBM SSI ON #:

8EHQ 0890- 1039 S

CELL TRANSFORMATI ON (I'N VI TRO

SUBM SSI ON #:

8EHQ 1277-0022
8EHQ 0378- 0098
8EHQ 0578- 0141
8EHQ 0179- 0268
8EHQ 0579- 0286
8EHQ 0579- 0289
8EHQ 0280- 0334
8EHQ 0681- 0404
8EHQ 1081-0418
8EHQ 0883- 0490
8EHQ 1083- 0498
8EHQ 0584- 0516
8EHQ 0685- 0558
8EHQ 0786- 0613
8EHQ 0986- 0630
8EHQ 0690- 1018

CHEM CAL/ PHYSI CAL PROPERTI ES

SUBM SSI ON #:

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

APPENDI X :

STATUS REPORTS BY | NFORVATI ON TYPE

8EHQ 0278- 0071
8EHQ 0378-0100
8EHQ 0578- 0164
8EHQ 0479-0278
8EHQ 0579- 0287
8EHQ 0679- 0291
8EHQ 0281- 0385
8EHQ 0981-0412
8EHQ 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 0481- 0397

55

S

8EHQ 0378- 0094
8EHQ 0478- 0132
8EHQ 0578- 0166
8EHQ 0479- 0279
8EHQ 0579- 0288
8EHQ 0779- 0294
8EHQ 1280- 0401
8EHQ 1081- 0415
8EHQ 0583- 0477
8EHQ 1083- 0496
8EHQ 0484- 0512
8EHQ 1184- 0537
8EHQ 0786- 0610
8EHQ 0886- 0621
8EHQ 0889- 0814

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

8EHQ 0382-0440 S



CHEM CAL/ PHYSI CAL PROPERTI ES

SUBM SSI ON #:

8EHQ 0483-0475

CHRONI C TOXI CI TY (ANI MAL)

SUBM SSI ON #:

8EHQ 1277-0026 S

8EHQ 0578- 0148
8EHQ 0678- 0202
8EHQ 0778- 0215
8EHQ 1078- 0248
8EHQ 1078- 0253
8EHQ 0279- 0274
8EHQ 0779- 0297
8EHQ 0481- 0397
8EHQ 0283- 0469
8EHQ 0683- 0480
8EHQ 1083- 0491
8EHQ 0584- 0514
8EHQ 0884- 0526
8EHQ 0285- 0545
8EHQ 0785- 0562
8EHQ 0386- 0592
8EHQ 0786- 0606
8EHQ 0386- 0619
8EHQ 1086- 0642
8EHQ 0587- 0675
8EHQ 0887- 0687
8EHQ 1187- 0697

APPENDI X :

STATUS REPORTS BY | NFORVATI ON TYPE

8EHQ 0478-0117
8EHQ 0578- 0165
8EHQ 0778- 0209
8EHQ 0878- 0234
8EHQ 1078- 0250
8EHQ 1278- 0262
8EHQ 0479- 0281
8EHQ 0979- 0305
8EHQ 0282- 0439
8EHQ 0283- 0472
8EHQ 0683- 0483
8EHQ 1283- 0503
8EHQ 0584- 0517
8EHQ 0984- 0530
8EHQ 0485- 0550
8EHQ 0985- 0567
8EHQ 0486- 0600
8EHQ 0786- 0614
8EHQ 0986- 0624
8EHQ 0187- 0650
8EHQ 0786- 0681
8EHQ 0887- 0691
8EHQ 1287- 0704

56

8EHQ 0578- 0140
8EHQ 0578- 0170
8EHQ 0178- 0212
8EHQ 0878- 0236
8EHQ 1078- 0251
8EHQ 0179- 0269
8EHQ 0579- 0283
8EHQ 0580- 0342
8EHQ 1282- 0467
8EHQ 0383- 0474
8EHQ 0783- 0488
8EHQ 1083- 0509
8EHQ 0884- 0525
8EHQ 1284- 0538
8EHQ 0485- 0553

8EHQ 0685- 0583 S

8EHQ 0686- 0604

8EHQ 0886- 0618 S
8EHQ 0986- 0625 S

8EHQ 0487- 0668

8EHQ- 0787-0684 S

8EHQ 0987- 0692

8EHQ 1287-0708 S



CHRONI C TOXI CI TY (ANI MAL)

SUBM SSI ON #:

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

CHRONI C TOXI I TY ( HUMAN)

SUBM SSI ON #:

CLASTOCGENI O TY

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

(((ANI MAL)

APPENDI X :

STATUS REPORTS BY | NFORVATI ON TYPE

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- 0473
8EHQ 0585- 0557
8EHQ 0786- 0615
8EHQ 0187- 0651
8EHQ 1187- 0698
8EHQ 1188- 0772
8EHQ 0190- 0864
8EHQ 0490- 0917
8EHQ 0990- 1072

57

S

S
S
S

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
8EHQ 0986- 0629
8EHQ 0887-0688
8EHQ 1287- 0699
8EHQ 1089- 0831
8EHQ 0290- 0886
8EHQ 0490- 0924

S

S
S

8EHQ 0990- 1080 S



CLASTOGENI CI TY (I N VI TRO)

SUBM SSI ON #:

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

DNA ADDUCT (I N VI TRO)

SUBM SSI ON #:

DNA DAMAGE/ REPAI R

SUBM SSI ON #:

8EHQ 0386- 0592

8EHQ 0478-0132
8EHQ 0678-0206
8EHQ 0579- 0285

(0]

nw nu nu n

8EHQ 0583-0477 S
8EHQ 0384- 0506 S

8EHQ 0484-0512

APPENDI X :

STATUS REPORTS BY | NFORVATI ON TYPE

8EHQ 0779-0294
8EHQ 0683- 0481
8EHQ 1083- 0509
8EHQ 0584- 0516
8EHQ 1084- 0533
8EHQ 1285- 0580
8EHQ 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
8EHQ 1184- 0536

58

8EHQ 1082- 0459
8EHQ 1283- 0500
8EHQ 0484- 0510
8EHQ 0584- 0518
8EHQ 1284- 0539
8EHQ 0386- 0595
8EHQ 0786- 0610
8EHQ 1186- 0646
8EHQ 0787-0685
8EHQ 0288- 0715
8EHQ 0389-0791
8EHQ 1189- 0847

8EHQ 0678-0191
8EHQ 0778-0221
8EHQ 0679- 0291
8EHQ 1283- 0503
8EHQ 0484- 0511
8EHQ 1184- 0537



DNA DAMAGE/ REPAI R

SUBM SSI ON #:

8EHQ 0785- 0561 S

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

8EHQ 1289- 0853 S

DNA REPAIR (I N VI TRO)

SUBM SSI ON #:

8EHQ 0280- 0334

ECOTOXI CI TY/ AQUATI C TOXICI TY

SUBM SSI ON #:

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
8EHQ 0590- 0994
8EHQ 0990- 1083

S

S

APPENDI X :

STATUS REPORTS BY | NFORVATI ON TYPE

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

8EHQ 0787-0685
8EHQ 0688- 0737

8EHQ 0890- 1051 S

8EHQ 0980- 0359

8EHQ 0278- 0048
8EHQ 1277- 0060
8EHQ 0378- 0111
8EHQ 0478- 0120
8EHQ 0478- 0125
8EHQ 0578- 0141
8EHQ 0678-0171
8EHQ 0678- 0201
8EHQ 1078- 0249
8EHQ 0783- 0486
8EHQ 0486- 0597
8EHQ 0288- 0718

8EHQ 0390- 0906 S

8EHQ 0690- 1017

59

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

8EHQ 1080- 0366

8EHQ 0278- 0058
8EHQ 0278- 0061
8EHQ 0378-0114
8EHQ 0478-0121
8EHQ 0478- 0126
8EHQ 0578-0142
8EHQ 0678- 0184
8EHQ 0778-0209
8EHQ 1178- 0260
8EHQ 0983- 0491
8EHQ 0287- 0653
8EHQ 0989- 0826
8EHQ 0390- 0908
8EHQ 0790- 1032

S



APPENDI X :

EMERGENCY | NCI DENT OF ENV. CONTAM NTI ON

SUBM SSI ON #:

8EHQ 0378- 0084
8EHQ 0978- 0240
8EHQ 0379-0277
8EHQ 1179- 0319
8EHQ 0580- 0343
8EHQ 1182- 0466
8EHQ 0786- 0617
8EHQ 0490- 0933

ENV. OCCURRENCE/ RELEASE/ FATE

SUBM SSI ON #:

8EHQ 1077- 0008
8EHQ 0178- 0038
8EHQ 0278- 0054
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 0880- 0358
8EHQ 0881- 0407

STATUS REPORTS BY | NFORVATI ON TYPE

8EHQ 0678- 0183
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 0878- 0249
8EHQ 1178- 0260
8EHQ 0379- 0277
8EHQ 0979- 0310
8EHQ 0580- 0343
8EHQ 1080- 0368
8EHQ 0981- 0409

60

8EHQ 0878-0237
8EHQ 1178- 0260
8EHQ 0879- 0300
8EHQ 1279- 0329
8EHQ 0881- 0407
8EHQ 0386- 0593
8EHQ 0490- 0921

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

S



ENV. OCCURRENCE/ RELEASE/ FATE

SUBM SSI ON #:

8EHQ 1081- 0416
8EHQ 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

EPI DEM OLOGY/ CLI NI CAL

SUBM SSI ON #:

8EHQ 1177- 0016
8EHQ 0378- 0096
8EHQ 0478- 0123
8EHQ 0578- 0146
8EHQ 0578- 0168
8EHQ 0978- 0241
8EHQ 0280- 0332
8EHQ 1080- 0367
8EHQ 0381- 0390
8EHQ 0282- 0427
8EHQ 0383- 0473
8EHQ 0285- 0546
8EHQ 0585- 0557

S

APPENDI X :

STATUS REPORTS BY | NFORVATI ON TYPE

8EHQ 0982- 0457
8EHQ 0983- 0491
8EHQ 0784- 0521
8EHQ 0486- 0597
8EHQ 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 0384- 0394
8EHQ 0382- 0440
8EHQ 1083- 0497
8EHQ 0485- 0551
8EHQ 0985- 0567

61

8EHQ 1182- 0462
8EHQ 1083- 0495
8EHQ 0985- 0566
8EHQ 0786- 0617
8EHQ 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
8EHQ 0379- 0280
8EHQ 1080- 0366
8EHQ 0281- 0382
8EHQ 1280- 0401
8EHQ 0582- 0444
8EHQ 0884- 0523
8EHQ 0485- 0552

8EHQ 0186- 0585 S



EPI DEM OLOGY/ CLI NI CAL

SUBM SSI ON #:

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

GROUNDWATER CONTAM NATI ON

SUBM SSI ON #:

8EHQ 0990- 1077

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

HUVAN EXPOSURE ( ACCl DENTAL)

SUBM SSI ON #:

8EHQ 1077- 0008

8EHQ 0278-0067 P
8EHQ 0278-0077 P

*

*

APPENDI X :

STATUS REPORTS BY | NFORVATI ON TYPE

8EHQ 0386- 0589 S

8EHQ 0768- 0611
8EHQ 0986- 0629
8EHQ 1086- 0641
8EHQ 0887-0688
8EHQ 1287- 0699
8EHQ 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 P

8EHQ 0680- 0345
8EHQ 0487-0662

8EHQ 1077-0011

8EHQ 0278- 0075 P
8EHQ 0278-0078 P

62

*

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

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

8EHQ 0178- 0038

S

S

8EHQ 0278-0076 P
8EHQ 0278-0079 P



HUVAN EXPOSURE ( ACCl DENTAL)

SUBM SSI ON #:

8EHQ 0278- 0080 P

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

HUMAN EXPOSURE ( MONI TORI NG)

SUBM SSI ON #:

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

*

APPENDI X :

STATUS REPORTS BY | NFORVATI ON TYPE

8EHQ 0378- 0086
8EHQ 0578- 0149
8EHQ 0778- 0217
8EHQ 1178- 0260
8EHQ 0879- 0304
8EHQ 0180- 0324
8EHQ 0580- 0343
8EHQ 1081- 0416
8EHQ 0484- 0513
8EHQ 0487- 0671
8EHQ 0290- 0885
8EHQ 0490- 0933

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

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

63

8EHQ 0478-0118
8EHQ 0578- 0154
8EHQ 0978-0238
8EHQ 0479-0273
8EHQ 1079- 0315
8EHQ 0480- 0338
8EHQ 0381-0390
8EHQ 1182- 0466
8EHQ 0985- 0566
8EHQ 0688- 0736
8EHQ 0390- 0905
8EHQ 0490- 0962

8EHQ 0378-0109
8EHQ 0378-0113
8EHQ 0578-0147
8EHQ 0678- 0179
8EHQ 0778-0209
8EHQ 0778-0228
8EHQ 0479- 0281
8EHQ 0979- 0310
8EHQ 0180- 0330
8EHQ 0580- 0343

P
P

S



HUMAN EXPOSURE ( MONI TORI NG)

SUBM SSI ON #:

HUVAN EXPOSURE ( PRODUCT CONTAM NATI ON)

SUBM SSI ON #:

8EHQ 0680- 0345
8EHQ 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
8EHQ 0490- 0924
8EHQ 0490- 0962
8EHQ 0890- 1053

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

8EHQ 0280-0331 S

APPENDI X :

STATUS REPORTS BY | NFORVATI ON TYPE

8EHQ 0680- 0348
8EHQ 1280- 0376
8EHQ 0382- 0440
8EHQ 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
8EHQ 0490- 0933
8EHQ 0690-1018
8EHQ 0990- 1077

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

S

8EHQ 0380- 0336 S

64

8EHQ 1080- 0367
8EHQ 1280- 0401
8EHQ 0482- 0442
8EHQ 0383- 0473
8EHQ 0184- 0504
8EHQ 0185- 0542
8EHQ 0485- 0550
8EHQ 0585- 0554
8EHQ 0586- 0601
8EHQ 0487- 0662
8EHQ 0687- 0682
8EHQ 0988-0752
8EHQ 0389- 0789
8EHQ 0889- 0818
8EHQ 0290- 0882
8EHQ 0490- 0953
8EHQ 0890-1038
8EHQ 0990- 1078

8EHQ 0378- 0113
8EHQ 0578- 0139
8EHQ 0579- 0284
8EHQ 0979- 0326
8EHQ 0680- 0348



HUVAN EXPOSURE ( PRODUCT CONTAM NATI ON)

SUBM SSI ON #:

8EHQ 0780- 0352
8EHQ 0381- 0390
8EHQ 0482- 0442
8EHQ 0383-0473
8EHQ 0585- 0554
8EHQ 1186- 0644
8EHQ 1088-0761
8EHQ 0490- 0962

I MVUNOTOXI CI TY ( ANI MAL)

SUBM SSI ON #:

8EHQ 0186- 0585 S

8EHQ 0889- 0817

| MMUNOTOXI CI TY ( HUMAN)

SUBM SSI ON #:

MATERI AL SAFETY DATA SHEETS/ LABELS

SUBM SSI ON #:

METABCLI SM PHARMACOKI NETI CS (ANl MVAL)

SUBM SSI ON #:

8EHQ 0290- 0876

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

8EHQ 1280-0401 S

APPENDI X :

STATUS REPORTS BY | NFORVATI ON TYPE

8EHQ 0880- 0358
8EHQ 0981- 0409
8EHQ 0682- 0449
8EHQ 0784- 0521

8EHQ 0885-0564 S

8EHQ 0288- 0720
8EHQ 0589-0799

8EHQ 0386- 0594 S

8EHQ 0390- 0903
8EHQ 0590- 0967
8EHQ 0590- 0991
8EHQ 0690-1018
8EHQ 0990- 1078

8EHQ 0780- 0350

65

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

8EHQ 0588- 0732

8EHQ 0490- 0919
8EHQ 0590- 0969
8EHQ 0590- 1001
8EHQ 0990- 1062

S
S



METABCLI SM PHARVACOKI NETI CS ( ANI IVAL)

SUBM SSI ON #:

8EHQ 0578-0149
8EHQ 0285- 0546

MJTAGENI CI TY (IN VI TRO

SUBM SSI ON #:

8EHQ 1077- 0010
8EHQ 0178- 0030
8EHQ 0278- 0053
8EHQ 0278- 0082
8EHQ 0478- 0127
8EHQ 0578- 0165
8EHQ 0678- 0185
8EHQ 0778- 0214
8EHQ 1078- 0254
8EHQ 0179- 0268
8EHQ 0479- 0279
8EHQ 0579- 0287
8EHQ 0679- 0291
8EHQ 0879- 0301
8EHQ 0180- 0328
8EHQ 0480- 0339
8EHQ 0780- 0351
8EHQ 0980- 0363
8EHQ 0281- 0385
8EHQ 0581- 0400
8EHQ 0681- 0404

APPENDI X :

STATUS REPORTS BY | NFORVATI ON TYPE

8EHQ 0379-0277
8EHQ 0485- 0551

8EHQ 1277- 0025
8EHQ 0278- 0047
8EHQ 0278- 0057
8EHQ 0378- 0102
8EHQ 0478- 0136
8EHQ 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- 0359
8EHQ 1080- 0366
8EHQ 0381- 0391
8EHQ 0681- 0402

8EHQ 0781-0406 S

66

8EHQ 0484- 0513
8EHQ 0486- 0600

8EHQ 1277- 0026
8EHQ 0278- 0051
8EHQ 0278-0073
8EHQ 0378- 0107
8EHQ 0578-0164
8EHQ 0678- 0184
8EHQ 0778-0213
8EHQ 0978-0239
8EHQ 0179- 0267
8EHQ 0479-0278
8EHQ 0579- 0286
8EHQ 0579- 0289
8EHQ 0779- 0294
8EHQ 1279- 0323
8EHQ 0280- 0334
8EHQ 0780- 0350
8EHQ 0980- 0361
8EHQ 0281- 0383
8EHQ 0481- 0396
8EHQ 0681- 0403
8EHQ 0981- 0412



MJTAGENI CI TY (I N VI TRO

SUBM SSI ON #:

8EHQ 1081- 0415
8EHQ 1281- 0426
8EHQ 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
8EHQ 1285- 0580
8EHQ 0486- 0597
8EHQ 0786- 0608
8EHQ 0886- 0620
8EHQ 1286- 0645
8EHQ 0187- 0649
8EHQ 0687- 0677
8EHQ 0787- 0686
8EHQ 1287- 0706
8EHQ 0288- 0719

APPENDI X :

STATUS REPORTS

8EHQ 1081- 0417
8EHQ 0282- 0427
8EHQ 0982- 0458
8EHQ 1182- 0465
8EHQ 0283- 0471
8EHQ 0683- 0481
8EHQ 0883- 0489
8EHQ 1083- 0496
8EHQ 0384- 0506
8EHQ 0484- 0511
8EHQ 0584- 0516
8EHQ 0784- 0522
8EHQ 1084- 0533
8EHQ 1284- 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

67

BY | NFORMATI ON TYPE

8EHQ 1081- 0418
8EHQ 0682- 0448
8EHQ 1082- 0459
8EHQ 0183- 0468
8EHQ 0483- 0476
8EHQ 0683- 0482
8EHQ 0883- 0490
8EHQ 1283- 0500
8EHQ 1083- 0509
8EHQ 0484- 0512
8EHQ 0584- 0518
8EHQ 0984- 0530
8EHQ 1184- 0537
8EHQ 0685- 0558
8EHQ 1285- 0579
8EHQ 0186- 0585
8EHQ 0786- 0606
8EHQ 0786- 0613
8EHQ 0986- 0627
8EHQ 1186- 0647
8EHQ 0287- 0654
8EHQ 0787- 0685
8EHQ 0987- 0693
8EHQ 0288- 0715
8EHQ 0788- 0743

nw nu n on



MJUTAGENI CI TY (1IN VI TRO

SUBM SSI ON #:

8EHQ 1088-0758
8EHQ 0389-0791
8EHQ 0889- 0814
8EHQ 1289- 0854
8EHQ 0390- 0916
8EHQ 0490- 0960
8EHQ 0690- 1016
8EHQ 0990- 1066

MJTAGENI CI TY (I N VI VO

SUBM SSI ON #:

8EHQ 0278- 0082
8EHQ 0678-0208
8EHQ 0179- 0267
8EHQ 0579- 0288
8EHQ 1179- 0321
8EHQ 0980- 0359
8EHQ 0381- 0387
8EHQ 1281- 0426
8EHQ 0785- 0560
8EHQ 0290- 0892

NEUROTOXI CI TY ( ANI VAL)

SUBM SSI ON #:

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

APPENDI X :

STATUS REPORTS BY | NFORVATI ON TYPE

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 0880- 0357

68

n nu nu n n

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

8EHQ 0578- 0170
8EHQ 1078- 0248
8EHQ 0579- 0287
8EHQ 0879- 0301
8EHQ 0780- 0350
8EHQ 0281- 0384
8EHQ 1081- 0418
8EHQ 1083- 0499
8EHQ 0786- 0613
8EHQ 0590- 0981

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

S
S
S

S
S



NEUROTOXI CI TY (ANl MAL)

SUBM SSI ON #:

8EHQ 0382- 0440
8EHQ 0583-0478
8EHQ 0684- 0520
8EHQ 1085- 0571
8EHQ 0486- 0599
8EHQ 0587-0678
8EHQ 0588-0733
8EHQ 0788- 0744
8EHQ 0489-0793
8EHQ 0886- 0815
8EHQ 1189- 0841
8EHQ 1189- 0848
8EHQ 0390- 0898
8EHQ 0490- 0919
8EHQ 0490- 0936
8EHQ 0490- 0958
8EHQ 0590- 0964
8EHQ 0690- 1002
8EHQ 0690- 1005
8EHQ 0890- 1041
8EHQ 0990- 1057

NEUROTOXI CI TY ( HUMAN)

SUBM SSI ON #:

8EHQ 1277-0021
8EHQ 0578-0146

APPENDI X :

STATUS REPORTS BY | NFORVATI ON TYPE

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 0378- 0105
8EHQ 0480- 0338

69

n un

n nu n n

8EHQ 1182- 0462
8EHQ 1283- 0501
8EHQ 0585- 0556
8EHQ 0386- 0590
8EHQ 0287- 0655
8EHQ 0188-0714
8EHQ 0688- 0740
8EHQ 1288-0776
8EHQ 0889- 0811
8EHQ 1089- 0838
8EHQ 1189- 0846
8EHQ 0290- 0893
8EHQ 0390- 0914
8EHQ 0490- 0934
8EHQ 0490- 0957
8EHQ 0490- 0963
8EHQ 0590- 1001
8EHQ 0690- 1004
8EHQ 0790- 1028
8EHQ 0890- 1052
8EHQ 0990- 1076

8EHQ 0478-0118
8EHQ 0786- 0611

n un

n nu n n on



NEUROTOXI CI TY ( HUMAN)

SUBM SSI ON #:

8EHQ 1086- 0641

ONCOGENI CI TY ( ANI MAL)

SUBM SSI ON #:

8EHQ 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

APPENDI X :

STATUS REPORTS BY | NFORVATI ON TYPE

8EHQ 0590-0991 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
8EHQ 0681- 0402
8EHQ 1281- 0422
8EHQ 0282- 0439
8EHQ 0882- 0453
8EHQ 1182- 0463

8EHQ 0283-0472 S

70

8EHQ 0990- 1065

8EHQ 1077- 0012
8EHQ 1277- 0026
8EHQ 0278- 0044
8EHQ 0478-0117
8EHQ 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- 0389
8EHQ 0581- 0400
8EHQ 0981- 0410
8EHQ 1281- 0423
8EHQ 0482- 0443
8EHQ 0882- 0454
8EHQ 1282- 0467
8EHQ 0383- 0474



ONCOGENI CI TY ( ANI MAL)

SUBM SSI ON #:

8EHQ 0683- 0480
8EHQ 0783- 0488
8EHQ 0384- 0507
8EHQ 0584- 0517
8EHQ 0984- 0530
8EHQ 0485- 0553
8EHQ 0985- 0567
8EHQ 0486- 0600
8EHQ 0786- 0614
8EHQ 1086- 0642
8EHQ 0786- 0681
8EHQ 0887- 0691
8EHQ 1287-0704
8EHQ 0188-0713
8EHQ 0788-0741
8EHQ 1088-0763
8EHQ 1288-0775
8EHQ 0989- 0822
8EHQ 1289- 0858
8EHQ 0490- 0952
8EHQ 0790-1029

ONCOGENI CI TY ( HUMAN)

SUBM SSI ON #:

8EHQ 0777-0001
8EHQ 0478-0135

APPENDI X :

STATUS REPORTS BY | NFORVATI ON TYPE

8EHQ 0683- 0483
8EHQ 1083- 0497
8EHQ 1083- 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 P

71

8EHQ 0783- 0486
8EHQ 1283- 0503
8EHQ 0584- 0514
8EHQ 0884- 0526
8EHQ 0485- 0550
8EHQ 0785- 0562
8EHQ 0386- 0592
8EHQ 0786- 0606
8EHQ 0386- 0619
8EHQ 0587- 0675
8EHQ 0887- 0687
8EHQ 1187- 0697
8EHQ 1287- 0710
8EHQ 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 #:

PRODUCT COMPOSITION/CHEMICAL

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

8EHQ-0990-1080 S

8EHQ-1077-0008
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

IDENTITY

APPENDIX :

STATUS REPORTS BY

8EHQ-0978-0241
8EHQ-0383-0473
8EHQ-0585-0557
8EHQ-0786-0615
8EHQ-0187-0651
8EHQ-1287-0699
8EHQ-0190-0893
8EHQ-0390-0915
8EHQ-0790-1034

8EHQ-1077-0011
8EHQ-1277-0021
8EHQ-0278-0045
8EHQ-0378-0089
8EHQ-0378-0105
8EHQ-0578-0139
8EHQ-0578-0155
8EHQ-0578-0165
8EHQ-0678-0200
8EHQ-0778-0214
8EHQ-0778-0228
8EHQ-1078-0249
8EHQ-1078-0255

72

INFORMATION TYPE

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

8EHQ-1177-0014
8EHQ-1277-0026
8EHQ-0278-0054
8EHQ-0378-0093
8EHQ-0478-0117
8EHQ-0578-0150
8EHQ-0578-0163
8EHQ-0578-0169
8EHQ-0678-0205
8EHQ-0778-0219
8EHQ-0978-0240
8EHQ-1078-0251
8EHQ-1178-0256



PRODUCT COMPOSI TI ON CHEM CAL | DENTI TY

SUBM SSI ON #:

8EHQ 1178- 0260
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
8EHQ 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

S

n nu n n n

APPENDI X :

STATUS REPORTS BY | NFORVATI ON TYPE

8EHQ 1187- 0261
8EHQ 0179- 0269
8EHQ 0479- 0278
8EHQ 0579- 0288
8EHQ 0879- 0301
8EHQ 1279- 0323
8EHQ 0280- 0333
8EHQ 0780- 0350
8EHQ 1180- 0374
8EHQ 0481- 0397
8EHQ 0482- 0442
8EHQ 0982- 0456
8EHQ 0583- 0477
8EHQ 0683- 0483
8EHQ 0783- 0487
8EHQ 0983- 0493
8EHQ 1283- 0502
8EHQ 0484- 0510
8EHQ 0584- 0515
8EHQ 0584- 0519
8EHQ 1284- 0540
8EHQ 0485- 0548
8EHQ 0585- 0554
8EHQ 0785- 0562
8EHQ 1085- 0571

73

T 0O n n non

"

8EHQ 1278- 0264
8EHQ 0179- 0272
8EHQ 0379- 0280
8EHQ 0779- 0292
8EHQ 1179- 0317
8EHQ 0180- 0328
8EHQ 0380- 0335
8EHQ 0880- 0358
8EHQ 1180- 0375
8EHQ 0581- 0399
8EHQ 0682- 0446
8EHQ 0283- 0469
8EHQ 0583- 0479
8EHQ 0683- 0484
8EHQ 0983- 0491
8EHQ 1283- 0500
8EHQ 1283- 0503
8EHQ 0484- 0511
8EHQ 0584- 0516
8EHQ 0784- 0521
8EHQ 0185- 0542
8EHQ 0485- 0551
8EHQ 0585- 0555
8EHQ 0885- 0564
8EHQ 0585- 0572

nw nu nu n n n



PRODUCT COMPOSI TI ON CHEM CAL | DENTI TY

SUBM SSI ON #:

8EHQ 1185- 0576
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
8EHQ 0988-0749
8EHQ 0988- 0752
8EHQ 1088-0758

S

n unu n n on

n unu nu n

APPENDI X :

STATUS REPORTS

8EHQ 1285- 0577
8EHQ 0386- 0589
8EHQ 0586- 0602
8EHQ 0786- 0608
8EHQ 0786- 0614
8EHQ 0986- 0624
8EHQ 0986- 0627
8EHQ 0986- 0633
8EHQ 1086- 0639
8EHQ 1186- 0644
8EHQ 0287- 0652
8EHQ 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

74

BY | NFORMATI ON TYPE

n o

n nu n n

n un

n 0O n n non

8EHQ 0186- 0582
8EHQ 0386- 0594
8EHQ 0686- 0605
8EHQ 0786- 0609
8EHQ 0886- 0621
8EHQ 0986- 0625
8EHQ 0986- 0631
8EHQ 1086- 0636
8EHQ 1086- 0640
8EHQ 1186- 0646
8EHQ 0287- 0655
8EHQ 0487- 0664
8EHQ 0487- 0668
8EHQ 0487- 0671
8EHQ 0787- 0684
8EHQ 1287- 0707
8EHQ 0188- 0714
8EHQ 0288- 0720
8EHQ 0488- 0727
8EHQ 0588- 0731
8EHQ 0688- 0735
8EHQ 0788- 0745
8EHQ 0988- 0751
8EHQ 1088- 0755
8EHQ 1088- 0761

nw nu n un

w 0O n n n n n



PRODUCT COMPOSITION/CHEMICAL

SUBMISSION #:

IDENTITY

8EHQ-1088-0763 S
8EHQ-1188-0766 S
8EHQ-1188-0770 S

8EHQ-0389-0780
8EHQ-0289-0784

8EHQ-0389-0788 S
8EHQ-0389-0791 S

8EHQ-0589-0799
8EHQ-0789-0806
8EHQ-0889-0816
8EHQ-0989-0821
8EHQ-0989-0827
8EHQ-1089-0834
8EHQ-1089-0838
8EHQ-1189-0843
8EHQ-1189-0848
8EHQ-1289-0853
8EHQ-1289-0858
8EHQ-0190-0862
8EHQ-0190-0868
8EHQ-0190-0871
8EHQ-0290-0874
8EHQ-0290-0880
8EHQ-0290-0887

n OO n nuo no no no nononono nonm

wn

8EHQ-0290-0890 S

APPENDIX :

STATUS REPORTS

8EHQ-1088-0764
8EHQ-1188-0767
8EHQ-1188-0771
8EHQ-0289-0782
8EHQ-0289-0785
8EHQ-0389-0789
8EHQ-0489-0794
8EHQ-0689-0804
8EHQ-0789-0808
8EHQ-0889-0817
8EHQ-0989-0824
8EHQ-0989-0828
8EHQ-1089-0835
8EHQ-1189-0840
8EHQ-1189-0844
8EHQ-1289-0849
8EHQ-1289-0854
8EHQ-1289-0859
8EHQ-0190-0865
8EHQ-0190-0869
8EHQ-0290-0872
8EHQ-0290-0875
8EHQ-0290-0881
8EHQ-0290-0888
8EHQ-0290-0891

75

BY INFORMATION TYPE
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8EHQ-1188-0765 S

8EHQ-1188-0768
8EHQ-1288-0776
8EHQ-0289-0783
8EHQ-0389-0787
8EHQ-0389-0790
8EHQ-0589-0798
8EHQ-0789-0805
8EHQ-0889-0811
8EHQ-0889-0819
8EHQ-0989-0825
8EHQ-1089-0833
8EHQ-1089-0837
8EHQ-1189-0842
8EHQ-1189-0847
8EHQ-1289-0851
8EHQ-1289-0857
8EHQ-0190-0861
8EHQ-0190-0866
8EHQ-0190-0870
8EHQ-0290-0873
8EHQ-0290-0879
8EHQ-0290-0883
8EHQ-0290-0889
8EHQ-0390-0895

wn
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mw nu unu no nuo no no no noom



PRODUCT COMPOSITION/CHEMICAL IDENTITY

SUBMISSION #:

8EHQ-0390-0896
8EHQ-0390-0905
8EHQ-0390-0908
8EHQ-0390-0916
8EHQ-0490-0920
8EHQ-0490-0923
8EHQ-0490-0927
8EHQ-0490-0930
8EHQ-0490-0934
8EHQ-0490-0952
8EHQ-0490-0957
8EHQ-0490-0961
8EHQ-0590-0986
8EHQ-0590-0989
8EHQ-0590-0993
8EHQ-0590-0998
8EHQ-0690-1005
8EHQ-0690-1011
8EHQ-0690-1014
8EHQ-0790-1023
8EHQ-0790-1028
8EHQ-0790-1036
8EHQ-0890-1042
8EHQ-0890-1049
8EHQ-0890-1054

N nn n N n n n nn n n n N 1 n n n n n n »n n wn

0

APPENDIX

STATUS REPORTS

8EHQ-0390-0897
8EHQ-0390-0906
8EHQ-0390-0913
8EHQ-0490-0918
8EHQ-0490-0921
8EHQ-0490-0925
8EHQ-0490-0928
8EHQ-0490-0931
8EHQ-0490-0935
8EHQ-0490-0955
8EHQ-0490-0958
8EHQ-0490-0962
8EHQ-0590-0987
8EHQ-0590-0990
8EHQ-0590-0995
8EHQ-0590-1001
8EHQ-0690-1006
8EHQ-0690-1012
8EHQ-0690-1016
8EHQ-0790-1025
8EHQ-0790-1029
8EHQ-0790-1037
8EHQ-0890-1044
8EHQ-0890-1050
8EHQ-0890-1056

76

BY INFORMATION TYPE
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8EHQ-0390-0903
8EHQ-0390-0907
8EHQ-0390-0914
8EHQ-0490-0919
8EHQ-0490-0922
8EHQ-0490-0926
8EHQ-0490-0929
8EHQ-0490-0932
8EHQ-0490-0938
8EHQ-0490-0956
8EHQ-0490-0959
8EHQ-0590-0983
8EHQ-0590-0988
8EHQ-0590-0992
8EHQ-0590-0997
8EHQ-0690-1004
8EHQ-0690-1010
8EHQ-0690-1013
8EHQ-0790-1022
8EHQ-0790-1026
8EHQ-0790-1031
8EHQ-0890-1039
8EHQ-0890-1048
8EHQ-0890-1052
8EHQ-0990-1058

0 N »nn n nn n n n

N nn n nn n n n N n n n n W0



APPENDIX - STATUS REPORTS BY INFORMATION TYPE

PRODUCT COMPOSITION/CHEMICAL IDENTITY

SUBMISSION #: 8EHQ-0990-1059 S *
8EHQ-0990-1063

8EHQ-0990-1071

8EHQ-0990-1060 S
8EHQ-0990-1066 S
8EHQ-0990-1073 S

8EHQ-0990-1062

8EHQ-0990-1070 S
8EHQ-0990-1075 S

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

PRODUCT ION/USE/PROCESS

SUBMISSION #:

8EHQ-1277-0026
8EHQ-0378-0104
8EHQ-0378-0110
8EHQ-0478-0115
8EHQ-0478-0123
8EHQ-0578-0146
8EHQ-0578-0155
8EHQ-0578-0159
8EHQ-0578-0164
8EHQ-0578-0167
8EHQ-0678-0179
8EHQ-0678-0202
8EHQ-0778-0219
8EHQ-0978-0239
8EHQ-1078-0247
8EHQ-1078-0253
8EHQ-1278-0264
8EHQ-0179-0270

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-0578-0162
8EHQ-0578-0165
8EHQ-0578-0168
8EHQ-0678-0180
8EHQ-0778-0209
8EHQ-0778-0228
8EHQ-1078-0245
8EHQ-1078-0251
8EHQ-1178-0256
8EHQ-0179-0267
8EHQ-0179-0271

77

8EHQ-0990-1079 S

8EHQ-0378-0097
8EHQ-0378-0109
8EHQ-0378-0113
8EHQ-0478-0118
8EHQ-0578-0139
8EHQ-0578-0152
8EHQ-0578-0158
8EHQ-0578-0163
8EHQ-0578-0166
8EHQ-0578-0169
8EHQ-0678-0200
8EHQ-0778-0217
8EHQ-0878-0230
8EHQ-0978-0246
8EHQ-1078-0252
8EHQ-1178-0261
8EHQ-0179-0268
8EHQ-0179-0272



PRODUCT ION/USE/PROCESS

SUBMISSION #:

8EHQ-0279-0275
8EHQ-0479-0282
8EHQ-0679-0291
8EHQ-0779-0294
8EHQ-0583-0477
8EHQ-0683-0481
8EHQ-0783-0487

8EHQ-0983-0493 S

8EHQ-1083-0496
8EHQ-1283-0500
8EHQ-1283-0503
8EHQ-0384-0506
8EHQ-0484-0513
8EHQ-0584-0516
8EHQ-0684-0520
8EHQ-0884-0523
8EHQ-0884-0528
8EHQ-1084-0532
8EHQ-1084-0535
8EHQ-0285-0545
8EHQ-0485-0548
8EHQ-0485-0551
8EHQ-0585-0554
8EHQ-0585-0557
8EHQ-0785-0561

APPENDIX :

STATUS REPORTS BY

8EHQ-0479-0278
8EHQ-0579-0283
8EHQ-0779-0292
8EHQ-0779-0296

8EHQ-0583-0479 S

8EHQ-0683-0483
8EHQ-0883-0490
8EHQ-1083-0494
8EHQ-1083-0497
8EHQ-1283-0501
8EHQ-0184-0504
8EHQ-1083-0509
8EHQ-0584-0514
8EHQ-0584-0517
8EHQ-0784-0521
8EHQ-0884-0524
8EHQ-0984-0529

8EHQ-1084-0533 S
8EHQ-0185-0542 S

8EHQ-0285-0546
8EHQ-0485-0549
8EHQ-0485-0552
8EHQ-0585-0555
8EHQ-0685-0558

8EHQ-0785-0562 S

78

INFORMATION TYPE

8EHQ-0379-0280
8EHQ-0579-0288
8EHQ-0779-0293
8EHQ-0779-0297
8EHQ-0683-0480

8EHQ-0783-0485 S
8EHQ-0983-0492 S

8EHQ-1083-0495
8EHQ-1083-0498
8EHQ-1283-0502
8EHQ-0284-0505
8EHQ-0484-0510
8EHQ-0584-0515
8EHQ-0584-0519
8EHQ-0784-0522
8EHQ-0884-0526
8EHQ-0984-0531
8EHQ-1084-0534
8EHQ-0285-0544
8EHQ-0385-0547
8EHQ-0485-0550
8EHQ-0485-0553
8EHQ-0585-0556
8EHQ-0685-0559
8EHQ-0785-0563



PRODUCT ION/USE/PROCESS

SUBMISSION #:

8EHQ-0885-0564 S
8EHQ-0985-0568 S
8EHQ-1085-0571 S

8EHQ-1185-0574
8EHQ-1285-0577
8EHQ-1285-0580
8EHQ-0685-0583

8EHQ-0186-0586 S

8EHQ-0386-0591
8EHQ-0486-0597
8EHQ-0586-0601
8EHQ-0786-0606

8EHQ-0786-0609 S

8EHQ-0786-0615

8EHQ-0886-0622 S
8EHQ-0986-0625 S

8EHQ-0986-0630
8EHQ-0986-0634
8EHQ-1086-0637
8EHQ-1086-0641
8EHQ-1186-0644

8EHQ-0187-0649 S
8EHQ-0287-0655 S

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

APPENDIX :

STATUS REPORTS BY

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 S

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 S
8EHQ-0487-0661 S
8EHQ-0487-0665 S

79

INFORMATION TYPE

8EHQ-0985-0566
8EHQ-1085-0570
8EHQ-1185-0573
8EHQ-1185-0576
8EHQ-1285-0579
8EHQ-0186-0582
8EHQ-0186-0585
8EHQ-0386-0589
8EHQ-0486-0596
8EHQ-0486-0600
8EHQ-0686-0603
8EHQ-0786-0608
8EHQ-0786-0614
8EHQ-0886-0621
8EHQ-0986-0624
8EHQ-0986-0629

nw 0 n m

8EHQ-0986-0633 S
8EHQ-1086-0636 S
8EHQ-1086-0640 S

8EHQ-1186-0643
8EHQ-1286-0648
8EHQ-0287-0654
8EHQ-0287-0658
8EHQ-0487-0663
8EHQ-0487-0667



PRODUCT ION/USE/PROCESS

SUBMISSION #:

8EHQ-0487-0669
8EHQ-0587-0672
8EHQ-0587-0675
8EHQ-0587-0678
8EHQ-0687-0682
8EHQ-0787-0685
8EHQ-0887-0688
8EHQ-0887-0691
8EHQ-1087-0695
8EHQ-1287-0700
8EHQ-1287-0706
8EHQ-0188-0714
8EHQ-0288-0717
8EHQ-0388-0721
8EHQ-0388-0724
8EHQ-0588-0730
8EHQ-0588-0733
8EHQ-0688-0738
8EHQ-0788-0742
8EHQ-0888-0746

8EHQ-0988-0749 S

8EHQ-0988-0752
8EHQ-1088-0755
8EHQ-1088-0758

8EHQ-1088-0763 S

APPENDIX :

STATUS REPORTS

8EHQ-0487-0670
8EHQ-0587-0673
8EHQ-0587-0676
8EHQ-0687-0679
8EHQ-0687-0683
8EHQ-0787-0686
8EHQ-0887-0689
8EHQ-0987-0692
8EHQ-1187-0698
8EHQ-1287-0701
8EHQ-1287-0709
8EHQ-0288-0715
8EHQ-0288-0719
8EHQ-0288-0722

BY

8EHQ-0388-0725 S
8EHQ-0588-0731 S

8EHQ-0688-0734
8EHQ-0688-0739
8EHQ-0788-0744
8EHQ-0888-0747

8EHQ-0988-0750 S

8EHQ-0988-0753
8EHQ-1088-0756
8EHQ-1088-0759
8EHQ-1188-0765

80

INFORMATION TYPE

8EHQ-0487-0671
8EHQ-0587-0674
8EHQ-0687-0677
8EHQ-0687-0680
8EHQ-0787-0684
8EHQ-0887-0687
8EHQ-0887-0690
8EHQ-0987-0694
8EHQ-1287-0699
8EHQ-1287-0704
8EHQ-1287-0710
8EHQ-0288-0716
8EHQ-0288-0720
8EHQ-0388-0723
8EHQ-0488-0729
8EHQ-0588-0732
8EHQ-0688-0735

8EHQ-0688-0740 S
8EHQ-0788-0745 S

8EHQ-0988-0748
8EHQ-0988-0751
8EHQ-0988-0754
8EHQ-1088-0757
8EHQ-1088-0760

8EHQ-1188-0766 S



PRODUCT! ON/ USE/ PROCESS

SUBM SSI ON #:

8EHQ 1188- 0767
8EHQ 1188- 0771
8EHQ 1288- 0778
8EHQ 0289- 0782
8EHQ 0289- 0785
8EHQ 0389- 0789
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

APPENDI X :

STATUS REPORTS BY | NFORVATI ON TYPE

8EHQ 1188- 0768
8EHQ 1288- 0775
8EHQ 0189- 0779
8EHQ 0289- 0783
8EHQ 0389- 0787
8EHQ 0389- 0790
8EHQ 0489- 0793
8EHQ 0589- 0799
8EHQ 0689- 0804
8EHQ 0789- 0807
8EHQ 0889- 0811
8EHQ 0886- 0815
8EHQ 0889- 0818
8EHQ 0989- 0821
8EHQ 0989- 0825
8EHQ 0989- 0828
8EHQ 1089- 0832
8EHQ 1089- 0835
8EHQ 1189- 0839
8EHQ 1189- 0842
8EHQ 1189- 0847
8EHQ 1289- 0850
8EHQ 1289- 0853
8EHQ 1289- 0857
8EHQ 0190- 0862

81

nw n n n

8EHQ 1188-0770
8EHQ 1288-0776
8EHQ 0189-0781
8EHQ 0289-0784
8EHQ 0389-0788
8EHQ 0389- 0791
8EHQ 0489- 0794
8EHQ 0589- 0800
8EHQ 0789- 0805
8EHQ 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
8EHQ 1189- 0840
8EHQ 1189- 0843
8EHQ 1189- 0848
8EHQ 1289- 0851
8EHQ 1289- 0854
8EHQ 1289- 0858
8EHQ 0190- 0863

nw u n n n n



PRODUCT! ON/ USE/ PROCESS

SUBM SSI ON #:

8EHQ 0190- 0864
8EHQ 0190- 0867
8EHQ 0190- 0870
8EHQ 0290- 0874
8EHQ 0290- 0879
8EHQ 0290- 0883
8EHQ 0290- 0887
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 0490- 0958
8EHQ 0490- 0962
8EHQ 0590- 0971
8EHQ 0590- 0975

APPENDI X :

nu nu n n n n

8EHQ 0190- 0865
8EHQ 0190- 0868
8EHQ 0190- 0871
8EHQ 0290- 0875
8EHQ 0290- 0881
8EHQ 0290- 0885
8EHQ 0290- 0888
8EHQ 0290- 0891
8EHQ 0390- 0899
8EHQ 0390- 0902
8EHQ 0390- 0913
8EHQ 0390- 0916
8EHQ 0490- 0919
8EHQ 0490- 0926
8EHQ 0490- 0931
8EHQ 0490- 0934
8EHQ 0490- 0937
8EHQ 0490- 0940
8EHQ 0490- 0944
8EHQ 0490- 0951
8EHQ 0490- 0956
8EHQ 0490- 0959
8EHQ 0590- 0964
8EHQ 0590- 0972
8EHQ 0590- 0976

82

STATUS REPORTS BY | NFORVATI ON TYPE

nu n nu n n
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8EHQ 0190- 0866
8EHQ 0190- 0869
8EHQ 0290- 0872
8EHQ 0290- 0877
8EHQ 0290- 0882
8EHQ 0290- 0886
8EHQ 0290- 0889
8EHQ 0290- 0894
8EHQ 0390- 0900
8EHQ 0390- 0903
8EHQ 0390- 0914
8EHQ 0490- 0917
8EHQ 0490- 0924
8EHQ 0490- 0928
8EHQ 0490- 0932
8EHQ 0490- 0935
8EHQ 0490- 0938
8EHQ 0490- 0941
8EHQ 0490- 0945
8EHQ 0490- 0954
8EHQ 0490- 0957
8EHQ 0490- 0960
8EHQ 0590- 0968
8EHQ 0590- 0974
8EHQ 0590- 0981

n



PRODUCT! ON/ USE/ PROCESS

SUBM SSI ON #:

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

APPENDI X :

nu nu n n n n

n

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
8EHQ 0990- 1060
8EHQ 0990- 1063
8EHQ 0990- 1069
8EHQ 0990-1072
8EHQ 0990- 1075
8EHQ 0990-1079
8EHQ 0990- 1083

83

STATUS REPORTS BY | NFORVATI ON TYPE

n nu n un

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
8EHQ 0890- 1056
8EHQ 0990- 1061
8EHQ 0990- 1065
8EHQ 0990- 1070
8EHQ 0990-1073
8EHQ 0990- 1076
8EHQ 0990-1080

nw nu n un



REPORTING RATIONALE

SUBMISSION #:

8EHQ-1078-0249
8EHQ-1083-0494
8EHQ-1287-0706
8EHQ-0889-0813

APPENDIX :

REPRODUCTIVE TOXICITY/TERATO. (ANIMAL)

SUBMISSION #:

8EHQ-1077-0007
8EHQ-0378-0095
8EHQ-0478-0122
8EHQ-0578-0160
8EHQ-0678-0208
8EHQ-0978-0244
8EHQ-1078-0248

8EHQ-0179-0269 S
8EHQ-1180-0373 S

8EHQ-0181-0379

8EHQ-0381-0388 S

8EHQ-0781-0405
8EHQ-1281-0424
8EHQ-0682-0450
8EHQ-1182-0464
8EHQ-1083-0499
8EHQ-0884-0528
8EHQ-0185-0543
8EHQ-0485-0548

STATUS REPORTS BY

8EHQ-0880-0358

8EHQ-0384-0508 P
8EHQ-0488-0729 S

8EHQ-0886-0815

8EHQ-1277-0027
8EHQ-0378-0101
8EHQ-0478-0129
8EHQ-0678-0185
8EHQ-0778-0209
8EHQ-1078-0245
8EHQ-1078-0252
8EHQ-0779-0293
8EHQ-1180-0374
8EHQ-0281-0384
8EHQ-0381-0394
8EHQ-1081-0414
8EHQ-0382-0440
8EHQ-0882-0452
8EHQ-0483-0475
8EHQ-0284-0505
8EHQ-1084-0532
8EHQ-0285-0544
8EHQ-0585-0555

84

INFORMATION TYPE

8EHQ-0783-0485 S
8EHQ-0587-0672 S

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

8EHQ-0278-0049
8EHQ-0378-0103
8EHQ-0478-0130
8EHQ-0678-0206
8EHQ-0778-0211
8EHQ-1078-0247
8EHQ-0179-0267
8EHQ-0680-0346
8EHQ-1180-0375
8EHQ-0381-0386
8EHQ-0581-0399
8EHQ-1281-0421
8EHQ-0382-0441
8EHQ-1182-0462
8EHQ-0783-0485
8EHQ-0884-0527
8EHQ-1084-0534
8EHQ-0385-0547
8EHQ-0785-0560



APPENDI X :

REPRODUCTI VE TOXI CI TY/ TERATO. ( ANI VAL)

SUBM SSI ON #:

8EHQ 0785- 0562
8EHQ 1285- 0577
8EHQ 0986- 0626
8EHQ 0287- 0653
8EHQ 0487- 0666
8EHQ 0687- 0682
8EHQ 0288- 0716
8EHQ 0388- 0726
8EHQ 0588- 0731
8EHQ 0988- 0748
8EHQ 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

S

nw n nu n

8EHQ 1085- 0570
8EHQ 0186- 0587
8EHQ 0886- 0628
8EHQ 0287- 0658
8EHQ 0587- 0672
8EHQ 1087- 0695
8EHQ 0288- 0717
8EHQ 0488- 0727
8EHQ 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
8EHQ 0190- 0862
8EHQ 0190- 0869
8EHQ 0289- 0872

85

STATUS REPORTS BY | NFORVATI ON TYPE

nw nu n n nu non

8EHQ 0585- 0572
8EHQ 0986- 0623
8EHQ 0986- 0633
8EHQ 0487- 0664
8EHQ 0587- 0676
8EHQ 1287- 0706
8EHQ 0388- 0721
8EHQ 0488- 0729
8EHQ 0888- 0746
8EHQ 0988- 0750
8EHQ 1088- 0760
8EHQ 1188- 0766
8EHQ 1188- 0771
8EHQ 0289- 0785
8EHQ 0489- 0792
8EHQ 0889- 0810
8EHQ 0889- 0816
8EHQ 0989- 0824
8EHQ 0989- 0828
8EHQ 1189- 0842
8EHQ 1289- 0851
8EHQ 1289- 0858
8EHQ 0190- 0865
8EHQ 0190- 0870
8EHQ 0290- 0874

nw 0 n nu n

nu n no no nononononuon



APPENDI X :

REPRODUCTI VE TOXI CI TY/ TERATO. ( ANI VAL)

SUBM SSI ON #:

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
8EHQ 0490- 0945
8EHQ 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

S
S

nw nu n n n on

8EHQ 0290- 0877
8EHQ 0290- 0881
8EHQ 0290- 0887
8EHQ 0290- 0890
8EHQ 0390- 0895
8EHQ 0390- 0904
8EHQ 0390- 0911
8EHQ 0490- 0922
8EHQ 0490- 0927
8EHQ 0490- 0931
8EHQ 0490- 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

86

STATUS REPORTS BY | NFORVATI ON TYPE

nw n nu n

n nu n on

8EHQ 0290- 0878
8EHQ 0290- 0883
8EHQ 0290- 0888
8EHQ 0290- 0891
8EHQ 0390- 0896
8EHQ 0390- 0907
8EHQ 0390- 0912
8EHQ 0490- 0923
8EHQ 0490- 0928
8EHQ 0490- 0932
8EHQ 0490- 0938
8EHQ 0490- 0941
8EHQ 0490- 0944
8EHQ 0490- 0947
8EHQ 0490- 0950
8EHQ 0490- 0956
8EHQ 0590- 0966
8EHQ 0590- 0969
8EHQ 0590- 0972
8EHQ 0590- 0975
8EHQ 0590- 0978
8EHQ 0590- 0981
8EHQ 0590- 0984
8EHQ 0590- 0988
8EHQ 0590- 0992

nw unu n no non noon



APPENDI X :

REPRODUCTI VE TOXI CI TY/ TERATO. ( ANI VAL)

SUBM SSI ON #: 8EHQ 0590- 0995
8EHQ 0690- 0999
8EHQ 0690- 1003
8EHQ 0690-1010
8EHQ 0690- 1013
8EHQ 0790-1025
8EHQ 0790- 1037
8EHQ 0890- 1046

8EHQ 0990- 1064

REPRCDUCTI VE TOXI CI TY/ TERATO. ( HUVAN)

SUBM SSI ON #: 8EHQ- 0877-0003
8EHQ 0478-0123
8EHQ 0678-0192
8EHQ 0382- 0440

8EHQ 0989- 0821

SUBACUTE TOXI CI TY (ANI MAL)

SUBM SSI ON #: 8EHQ 1277-0023
8EHQ 0178- 0069
8EHQ 0678-0184
8EHQ 0679- 0291
8EHQ 0680- 0346
8EHQ 0181-0377

8EHQ 1081- 0419

S

nw n nu n

8EHQ 0590- 0997
8EHQ 0690-1000
8EHQ 0690- 1006
8EHQ 0690-1011
8EHQ 0690- 1014
8EHQ 0790- 1026
8EHQ 0890- 1042
8EHQ 0890- 1055
8EHQ 0990-1073

8EHQ 1277-0021
8EHQ 0478-0128
8EHQ 1078- 0245
8EHQ 0286- 0588

8EHQ 1277- 0024
8EHQ 0578- 0157
8EHQ 0678- 0185
8EHQ 0779- 0293
8EHQ 1080- 0366
8EHQ 0281- 0384
8EHQ 1281- 0425

87

STATUS REPORTS BY | NFORVATI ON TYPE

nu nu n n no n

n

8EHQ 0590- 0998
8EHQ 0690-1002
8EHQ 0690- 1008
8EHQ 0690-1012
8EHQ 0790- 1024
8EHQ 0790-1030
8EHQ 0890- 1043
8EHQ 0990- 1063
8EHQ 0990- 1075

8EHQ 0278- 0056
8EHQ 0578- 0146
8EHQ 1080- 0367
8EHQ 0288- 0722

8EHQ 0178- 0068
8EHQ 0678-0178
8EHQ 0279- 0274
8EHQ 1279- 0325
8EHQ 0708- 0369
8EHQ 0381- 0392
8EHQ 0382- 0438



SUBACUTE TOXICITY (ANIMAL)

SUBMISSION #:

8EHQ-0582-0445
8EHQ-0483-0476
8EHQ-0683-0484
8EHQ-1083-0498
8EHQ-1084-0532
8EHQ-0485-0549
8EHQ-0785-0561
8EHQ-0184-0585
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-0690-1027
8EHQ-0790-1037
8EHQ-0890-1055

APPENDIX :

STATUS REPORTS BY

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-0490-0931
8EHQ-0690-1003
8EHQ-0690-1020
8EHQ-0790-1028
8EHQ-0890-1041
8EHQ-0890-1056

88

INFORMATION TYPE

8EHQ-1182-0462
8EHQ-0683-0483
8EHQ-1083-0495
8EHQ-0684-0520
8EHQ-0385-0547
8EHQ-0585-0556
8EHQ-1085-0571
8EHQ-0386-0591
8EHQ-0686-0605
8EHQ-0986-0633
8EHQ-0487-0664
8EHQ-0687-0683
8EHQ-1287-0703
8EHQ-0388-0724
8EHQ-1088-0757
8EHQ-0189-0781
8EHQ-0689-0803
8EHQ-1189-0845
8EHQ-0390-0908
8EHQ-0490-0934
8EHQ-0690-1007
8EHQ-0790-1022
8EHQ-0790-1033
8EHQ-0890-1046
8EHQ-0990-1061



SUBACUTE TOXI CI TY (ANI MAL)

SUBM SSI ON #:

8EHQ 0990- 1062

SUBCHRONI C TOXI CI TY ( ANI MAL)

SUBM SSI ON #:

8EHQ 1177-0014
8EHQ 0578- 0161
8EHQ 0778-0209
8EHQ 0279- 0275
8EHQ 0780- 0354
8EHQ 0682- 0446
8EHQ 0184- 0504
8EHQ 0984- 0529
8EHQ 1185-0574
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 0490- 0932
8EHQ 0890- 1049

TSCA 8(C) ALLEGATI ON

APPENDI X :

STATUS REPORTS BY | NFORVATI ON TYPE

8EHQ 0990- 1070

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

89

8EHQ 0990- 1081

8EHQ 0578- 0160
8EHQ 0678- 0190
8EHQ 0279- 0274
8EHQ 0680- 0347
8EHQ 0281- 0384
8EHQ 1083- 0494
8EHQ 0884- 0524
8EHQ 0785- 0562
8EHQ 0186- 0582
8EHQ 0486- 0600
8EHQ 0487- 0668
8EHQ 1287- 0706
8EHQ 0888- 0747
8EHQ 1088- 0760
8EHQ 0889- 0817
8EHQ 1189- 0843
8EHQ 0190- 0866
8EHQ 0490- 0931
8EHQ 0690- 1002
8EHQ 0990- 1074



SUBM SSI ON #:

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

APPENDI X :

STATUS REPORTS BY | NFORVATI ON TYPE

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

90

8EHQ 0478-0129
8EHQ 0386- 0589
8EHQ 0986- 0632
8EHQ 0889- 0818
8EHQ 0490- 0929
8EHQ 0990- 1078





