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

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

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

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

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

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

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

~~-~ 
Charles M. Auer, Director 
Existing Chemical Assessment Division/OTS 
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'l'SCA Hotline 

Phone: (202) 554-1404 

Telefax: (202) 554-5603 

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

'l'SCA section a<e> nocument Processing Center 

Address: Document Processing Center (TS-790) 
(Attn: Section 8(e) Coordinator) 
Off ice of Toxic Substances 
U.S. Environmental Protection Agency 
401 "M" Street, s.w. 
Washington, o.c. 20460 

"For Your Information" (FYI> Documept Processing Center 

Address: Document Processing Center (TS-790) 
(Attn: FYI Coordinator) 
Off ice of Toxic Substances 
U.S. Environmental Protection Agency 
401 "M" Street, s.w. 
Washington, o.c. 20460 

'l'SCA Section 8(e) an4 FYI Qocwpept Coptrol Officer 

Name: Michel Stewart 

Phone: (202) 382-3532 
(202) 260-1532 (after B/24/91) 
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TSCA confideptial Business Information CCBI> Issues 

Address: 

Phone: 

Confidential Data Branch 
Information Management Division 
Off ice of Toxic Substances 
u.s. Environmental Protection Agency 
401 "M" Street, s.w. 
Washington, D.C. 20460 

(202) 475-7425 
· (202) 260;..;-0·425 · (after· 8/24/91) 

TSCA Section ace> coordinator 

Name: David Williams 

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

PYI Coordinator 

Name: Jacqueline Favilla 

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

Pu))lic Docket/Off ice of Toxic Substances 

Address: OTS Public Docket 
Room G-004, NorthEast Mall 
U.S. Environmental Protection Agency 
401 "M" Street s.w. 
Washington, D.C. 20460 

Hours of Operation: 8-12 and 1-4 Monday through Friday 
(Closed on Federal Holidays) 

iii 



rree4o• of Inforaatiop Office/IPA 

Address: Freedom of Information Office (A-101) 
U.S. Environmental Protection Agency 
401 "M" Street, s.w. 
Washington, D.C. 20460 

Off ice of Compliapce Konitoripg 

Address: Office of Compliance Monitoring (EN-342) 
U.S. Environmental Protection Agency 
401 "M" Street, s.w. 
Washington, D.C. 20460 

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

Off ice of General Counsel 

Address: Pesticides and Toxic Substances Division 
Off ice of General Counsel (LE-132-P) 
U.S. Environmental Protection Agency 
401 "M" Street, s.w. 
Washington, D.C. 20460 

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

Off ice of Inf orcement 

Address: Pesticides and Toxics Enforcement Division 
Off ice of Enforcement (LE-134-P) 
U.S. Environmental Protection Agency 
401 "M" Street, s.w. 
Washington, D.C. 20460 

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

Toll-Free: (800) 424-8802 

Local: (202) 426-2675 

IPA Regional Office 24-Bour Phone !Jumhera 

Region 1 (617) 223-7265 Region 6 (214) 655-2222 

Region 2 (201) 548-8730 Region 7 (913) 236-3778 

Region 3 (215) 597-9898 Region 8 (303) 293-1788 

Region 4 (404) 347-4062 Region 9 (415} 744-2000 

Region 5 (312} 353-2318 Region 10 (206} 442-1263 

national Technical Information service 

Address: National Technical Information Service (NTIS} 
U.S. Department of Commerce 
5285 Port Royal Road 
Springfield, Virginia 22161 

Phone: (703} 487-4600 

National Library of Medicine <NLK> 

Address: National Library of Medicine 
U.S. Department of Health and Human Services 
8600 Rockville Pike 
Bethesda, Maryland 20894 

Phone: (301} 496-6193 
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Chemical Information systems, Ipc. (CIS> 

Address: Chemical Information Systems, Inc. 
7215 York Road 

Phone: 

Baltimore, Maryland 21212 

(800) CIS-USER 

(301) 321-8440 
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llBPORTING UNDER SECTION 8(1) OP TSCA 

WHAT IS TJIB STATUTORY LANGUAGE OP TSCA SECTION 8(1)? 

section S(e) of the Toxic Substances Control Act (TSCA) states that 
"any person who manufactures [including imports], processes, or 
distributes in commerce a chemical substance or mixture and who 
obtains information which reasonably supports the conclusion that 
such substance or mixture presents a substantial risk of injury to 
health or the environment shall illlDlediately inform the ·(EPA] · 
Administrator of such information unless such person has actual 
knowledge that the Administrator has been adequately informed of 
such information." (90 Stat. 2029, 15 u.s.c. 2607(e)) 

WHY IS SECTION 8(B) REPORTING IMPORTA!fT? 

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

BOW WAS BPA 1 S SECTION 8(E) PQLICY STATEMENT DEVELOPED? 

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

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

In deciding whether information is "substantial risk" information, 
one must consider l) the seriousness of the adverse effect, and 2) 
the fact or probability of the effect's occurrence. In determining 
TSCA section S(e)-applicability/reportability, these two criteria 

... should ... be ... weighted~.differently ... dependi.ng .. up.on.-.the..aerio.uanesa. of 
the effect or the extent of the ezpoaure, i.e., the more serious 
the effect, the less heavily one should weigh actual or potential 
exposure, and vice versa. For example, in cases where serious 
effects such as birth defects or cancer (as evidenced by benign 
and/or malignant tumors) are observed, the mere fact that the 
implicated chemical is in commerce (including chemicals at the 
research and development stage) constitutes sufficient evidence of 
exposure to submit the new-found toxicity data. 

EPA has also received numerous Section S(e) submissions alerting 
the Agency that chemical substances already known to be capable of 
causing serious health and/or environmental effects were detected 
in significant amounts in environmental media (e.g., soil, surface 
waters, groundwater, air (including workplace air)) or in products 
not known previously by the Agency to contain such chemicals. In 
such cases, the discovery of previously unknown and significant 
human and/or environmental exposure, when combined with knowledge 
that the subject chemical is already recognized or suspected as 
being capable of causing serious adverse heal th 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 S(e) of TSCA. 

The decision-making process for Section S(e)-reportability should 
focus primarily on whether the toxicity or exposure information 
offers reaaonal:>le aupport for a conclusion of substantial risk 
under the criteria described above, but should not focus at all on 
whether the information is conclusive regarding the risk. A 

1 "Substantial risk" information must be reported to EPA 
unless the subject person has actual knowledge that the Agency 
has been adequately informed of such information. A detailed 
discussion of the types of information about which EPA considers 
itself to be adequately informed is presented on Page s of this 
reporting guide under WBAT IltFORMATIOlt IS HOT BJ!iPORTABLB tJNPER 
SBCTIOH 8(1)? 
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decision to report information to the Agency under Section B(e) 
should not involve exhaustive health and/or environmental risk 
assessments of the subject chemical ( s) • Further, determining 
reasonable support for a conclusion of substantial risk should not 
include any evaluation of either the economic or social benefits of 
the use(s) of the subject chemical substance(s). Finally, deter­
mining whether reasonable support exists for "substantial risk" is 
not synonymous with the determination of an "unreasonable risk" as 
that term is used elsewhere in TSCA. 

"!BO. XS ·sQBJBCT"'l'Q 'SECTION 8(1) .. REPQRTING? 

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

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

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

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

In implementing Section S(e) of TSCA, EPA strives to ensure that 
pertinent information is reviewed promptly, and given appropriate 
consideration, by subject persons for submission to EPA, while at 
the same time minimizing duplicative or ill-considered notices. 

'The Agency 'believes ·these -objectives are ·servea ·best 'by· ·allowing 
commercial establishments to assume the exclusive responsibility to 
submit substantial risk information that is obtained by individual 
employees and officials. Accordingly, EPA's Section S(e) policy 
statement explains that individual officers/employees are viewed as 
having discharged their individual Section S(e) responsibilities 
once they notify a designated supervisor or official in full about 
pertinent information, provided that the employing entity has an 
established, internally publicized and affirmatively implemented 
procedure governing such notices. The Agency's Section 8 ( e) pol icy 
statement specifies that such procedures, at a minimum, must: 

(1) specify the information that must be reported; 

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

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

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

The Agency believes that the above procedures serve to ensure 
prompt and appropriate processing and consideration of pertinent 
information by persons subject to Section S(e) of TSCA. It is 
important to note, however, that despite the establishment of such 
procedures, those employees and officers who are responsible for 
actual management of the organizations's Section B(e) reporting 
obligations retain personal civil and/or criminal liability for 
ensuring that substantial risk information is submitted to the 
Agency. In the absence of such established internal procedures, 
all employees and officers retain their individual responsibilities 
and liabilities for ensuring that substantial risk information is 
reported to EPA. 
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!JIAT qqrNICJI.A AR.I SUIJICT '1'Q SICTIOIJ 8 (I) REPQRTIIG? 

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

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

(2) tobacco and tobacco products; 

(3) source materials, special nuclear materials and byproducts (as 
···defined ~in "'the"· 1·95·4·'·Atomic ""'Enerqy"·Act "(AEA) · ··ancr·requiations 

issued under the AEA) ; 

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

Except for those chemicals specifically excluded by definition from 
TSCA jurisdiction, Section S(e) of TSCA pertains to all chemical 
substances and mixtures including but not limited to the following: 

( 1) research and development (R&D) chemicals (including those 
intended for use as pesticides prior to application for an 
Experimental Use Permit (EUP) or a registration under FIFRA) ; 

(2) laboratory reagents; 

(3) low volume chemicals; 

(4) polymers; 

(5) chemicals that are manufactured solely for export; 

(6) intermediates (including non-isolated intermediates 
as well as pesticide intermediates); 

(7) catalysts; 

(8) byproducts; 

(9) impurities; 

(10) TSCA-covered microorganisms and products therefrom. 

Specifically with regard to "pesticides," a chemical substance that 
is manufactured, processed or distributed in commerce solely as a 
pesticide is excluded by Section 3 of TSCA from TSCA regulation. 
However, a chemical •ubatance which i• in the proces• of research 
and development (R,D) a• a peaticide i• •ubject to TSCA until 8UCh 
ti•• •• the aanuf acturer or iaporter demonstrate• the intent to 
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produce a pesticide by aul:>Jaitting to tbe Agency an application for 
an "Bzperiaental use Perait" (BUP) or registration under FIFRA. 
For further information about this TSCA/FIFRA jurisdictional issue, 
the reader is directed to EPA's initial TSCA Chemical Substance 
Inventory reporting regulation (43 FR 64585: December 23, 1977; 
Appendix A Comment 37, 38 and 39) and the 1986 amendments to the 
TSCA Section 5 "Premanufacture Notification Rule" (51 FR 15098; 
April 22, 1986). Prior to the FIFRA EUP or registration stage, 
such R&D materials are chemical substances under the jurisdiction 
of TSCA including Section 8(e). 

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

WHAT DOES '!'JIB TERJI "OBTAINS IN!'ORMATION11 XIAN? 

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

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

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

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

~= For information regarding the specific time frames 
for reporting such "obtained" information, the reader's 
attention is directed to 1fHEH KOST TSCA SECTION 8 CB, 
IHP'ORMATIOH BB REPORTED TO BPA? on Page 11 of this guide. 
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With regard to a), b) and c) on the preceding page, Section S(e)­
reportable information includes not only written reports, memoranda 
and other such documents examined after January 1, 1977, but also 
information ref erred to in formal or informal discussions and con­
ferences in which a company participated after January 1, 1977. 

Specifically with regard to a pµblic scientific conference/meeting, 
visually or verbally obtained information from such a meeting ifi 
subject to Section S(e) reporting unless the obtained information 
is captured accurately/adequately in ameeting transcript, abstract 
or other such written record or document that is to be formally 
released to the public within a reasonable time frame. Information 

~,obtained ..f.rom .. a .. prj.,vate ·.iconference ·e>r •. meeting, .. .however-,,, should be 
considered for reporting under Section S(e) within 15 working days. 

WHAT ARB 'l'llB SOORCBS OP SBCTIOB 8CB>-BBPORTABLB Ilf!'ORMATION? 

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

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

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

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

WHAT INJ'OBMATION IS NOT BBPQRTABLI VNDBR SECTION 8(1)? 

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

(1) is contained in an EPA study or report. 

(2) is published in the open scientific literature. 

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

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

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

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

(6) is information for which the EPA Administrator has waived 
compliance with TSCA in general or Section S(e) specifically 
upon a request and determination of the President of the 
United States that such a waiver is required in the interest 
of the national defense: Section 22 of TSCA outlines the 
procedures by which such waivers are to be requested/issued. 
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With regard to item (2) on the preceding page, EPA believes that 
for the purposes of Section S(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 computerized abstract data bases, or 2) publications 
such as current contents published by the Institute for Scientific 
Information (ISI), Inc. (Philadelphia, Pennsylvania). Similarly, 
information that is obtained from major U.S. news publications 
(e.g., newspapers or news magazines with national circulation) or 
nationally broadcast U. s. radio and/or television news reports 
typically need not be submitted to EPA under Section S(e) of TSCA. 
However, with regard to information obtained from lesser known 

,~sc-i.enti f ic· j-ournal s 1"" or-from··"Other"'magaz in es, ~ newspapers; "radio · or 
television reports, a subject person must have actual knowledge 
that EPA has been adequately informed about such information. 

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

Toxic Substances Control Act (TSCA) 

Federal Insecticide, Fungicide and Rodenticide Act (PIPRA) 

Clean Air Act (CAA) 

Clean Water Act (CWA) 

Safe Drinking Water Act (SDWA) 

Federal Water Pollution Control Act (J'WPCA) 

Marine Protection, Research and Sanctuaries Act (KPRSA} 

Resource Conservation and Recovery Act (RCRA} 

RCRA Hazardous and Solid Waste Amendments (HSWA) 

Comprehensive Environmental Response, 
Compensation and Liability Act (CBRCLA; SUPBRPt1!1D) 

Superfund Amendments Reauthorization Act (SARA) 
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specifically with regard to item ( 4) on Page 8, it cannot be 
automatically assumed that the Agency has been adequately informed 
about information in a report or study by another Federal or other 
governmental agency if the report or study has not been formally 
published or otherwise released to the general public. Therefore, 
if a person obtains (i.e., possesses or knows of), for example, 
certain unpublished Section 8 (e)-reportable information from a 
study that is conducted by or for an agency of the U.S. Government 
(other than EPA), that person must consider the need to immediately 
submit those findings under Section S(e). Since 1977, EPA has 
received a number of Section 8(e) notices filed by companies who 
had obtained unpublished results of studies conducted by or for 

.. ,other. Federal· :or. other-··qevermnental----ageno-ies .-· - I·n-~most 'cases, · such 
submissions are limited to 1-2 pages and the Agency immediately 
establishes direct contact with the responsible agency to minimize 
or eliminate the company's Section 8(e) reporting burden. 

BOW DQES 8CB) RELATE TO TSCA SECTIONS 4, 5 5 8(0) BEPORTING? 

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

DOES A "FOR YOUR IHPORMATION" SUBMISSION SATISFY 8 CB) BEOUIREMENTS? 

Section S(e)-reportable information submitted to EPA on a "For Your 
Information" (FYI) basis does ~ satisfy the requirements for the 
submission of information under Section S(e). TSCA Section S(e) 
information must be reported to EPA in full accordance with the 
procedures outlined in Part IX of the Agency• s March 16, 1978 
Section S(e) policy statement ("Statement of Interpretation and 
Enforcement Policy; Notification of Substantial Risk" 43 FR 11110) 
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and its technical amendment (52 FR 20083). The TSCA Section 8(e) 
policy statement/technical amendment appear at the back of this 
reporting quide as Appendix c. In addition, the reader's attention 
is directed to WHBRB XQS'l' SIC'l'ION 8 Cl> INJ'ORMA'l'IOll BB RBPOR'l'ID? and 
HOW Ht7S'l' SBC'l'IOll 8 (I) Ilfl'ORllA'l'IOll BB RBPOR'l'BP? found on Page 12 and 
Page 13 of this reporting quide, respectively. Finally, it should 
be noted that EPA's Office of Compliance Monitoring (OCM/OPTS) has 
issued a number of "Notices of Non-Compliance" to companies that 
have submitted TSCA Section 8 (e)-reportable information in a timely 
manner but simply on an FYI basis and not under Section 8(e). For 
further information with regard to EPA's enforcement activities 
relating to TSCA Section 8(e), the reader's attention is directed 

·· ·al'So "to, QSo1 BPA'"''!'ADlf..,_lO!t&L'"'S!lC'l'ION "8fl) "INPORCEMEll'l' ACTIONS? 
which can be found on Page 27 of this reporting quide. 

DOIS RBPORTillG 'l'O QOTJIBR AGENCY SATISFY SBC'l'IOll 8 (I) R.EOtJIBEMEllTS? 

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

WHEN J(OS'l' SBC'l'IOll 8(1) Illl'ORMATION Bl BBPQR'l'ED? 

A person is considered to have discharged the TSCA Section 8(e) 
reporting obligation .!.{_ the information i$ received at EPA 
Headquarters in writing within 15 working days after the person 
obtained the information. Relevant or significant supplemental 
data obtained after an initial Section 8(e) submission should also 
be reported in writing to EPA immediately (i.e., within 15 working 
days). The reader's attention is directed to 1fHA'l' DQBS THI 'l'BRM 
"OBTAillS IQ'ORMA'l'IOI'' QM? found on Page 6 of this reporting 
quide. 

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

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

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

WHERB KQS'l' SECTIOll 8(1) Ilf!'ORMA'l'IOll BB RBPQR'l'BD? 

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

Document Processing Center (TS-790) 
(Attn: Section 8(e) Coordinator) 
Off ice of Toxic Substances 
U.S. Environmental Protection Agency 
401 "M" Street, s.w. 
Washington, D.C. 20460 

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

Region 1 (617) 223-7265 Region 6 (214) 655-2222 

Region 2 (201) 548-8730 Region 7 (913) 236-3778 

Region 3 (215) 597-9898 Region 8 (303) 293-1788 

Region 4 (404) 347-4062 Region 9 (415) 744-2000 

Region 5 (312) 353-2318 Region 10 (206) 442-1263 

In the event that a respondent cannot reach the EPA Regional Off ice 
in whose jurisdiction the EIEC occurred or was discovered, the 
respondent should immediately call the lfational Response canter at 
(800)-424-8802 or 202-42,-2675 and provide all known information 
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requested by the officer on duty. Under these circumstances, the 
respondent will be considered to have satisfied the initial phase 
of the Section 8 (e) reporting obligation; a written "follow-up" 
report regarding the EIEC, however, must still be submitted to EPA 
Headquarters within 15 working days of the EIEC phone report. 

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

Document Processing Center (TS-790) 
···('Attn: "'FYI··coordinator) 
Off ice of Toxic Substances 
U.S. Environmental Protection Agency 
401 "M" Street, s.w. 
Washington, o.c. 20460 

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

BOW MUST SECTION 8(1) INlORMATION BB R£PORTED? 

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

For an "Emergency Incident of Environmental Contamination" (EIEC), 
the initial telephone report must provide the time and location of 
the incident and as much of the above information as is known at 
the time. A written EIEC follow-up report to EPA Headquarters :must 
contain the same types of information that are required in a non­
EIEC initial Section S(e) submission. 
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BOW CAii CQNJPIDB!ITIAL DATA BB CLAIMED/SENT VNDBR SBCTIOB 8(1)? 

In claiming any submitted information to be "Confidential Business 
Information" (CBI) under TSCA, respondents should be aware that all 
of the information reported under specific TSCA requirements (e.g., 
Section S(e)) or in support of TSCA is subject to 1) provisions of 
Section 14 of TSCA, and 2) EPA's regulations on confidentiality of 
business information (40 CFR Part 2). Any person who submits CBI 
to EPA under Section S(e) should be aware that two copies must be 
provided. The first copy should be complete, with all CBI marked 
carefully and clearly by boxing, circling or underlining; all of 
the pages containing CBI should be stamped "COB!'IDBBTIAL". The 

___ other .. copy_should . .hav.e .. all ..of~the.confid.ential,.inf.armation.excised; 
this "sanitized" version is required for EPA's public files. Any 
person who submits CBI to EPA under Section S(e) of TSCA should 
also be aware that the Agency does request a detailed written 
substantiation for all TSCA CBI claims. (A copy of a two-page 
document entitled "Support Information for Confidentiality Claims" 
is included as Appendix E to this reporting guide.) Finally, a 
person who submits TSCA CBI to EPA under Section S(e) should also 
be aware that the Agency is under no formal obligation to review, 
and typically does not review, company-sanitized documents for 
errors made in sanitizing those documents. 

BOW DQBS IPA IDBN'fIPY/TBACI INCOMING SECTION 8(1) BOTICBS? 

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

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

P: indicates that the Section S(e) notice contained a name 
or other identification (e.g., a Social security Number) 
of an individual, the release of which may violate the 
Privacy Act; such documents are sanitized by EPA to 
remove such identifiers; 
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INIT: 

FLWP: 

SUPP: 

indicates that based on EPA's preliminary evaluation, the 
submission was either considered to be unwarranted for 
reporting under Section S(e) of TSCA or that it was not 
clear to EPA that submission was warranted and further 
clarifying information was requested from the submitter. 

denotes that the submission is an initial submission; 

indicates that the submission is a followup response; and 

indicates that the notice is a supplemental submission. 

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

BOW DOES OTS RBYIBW/USB SECTION 8(B) INFORMATION? 

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

Thus far, EPA and the chemical industry have devoted significant 
efforts in fulfilling their respective responsibilities 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-related data on a wide variety of chemicals have been 
received by OTS and been given priority evaluation and follow-up 
attention. 

In general, each initial TSCA Section S(e) submission is promptly 
reviewed and evaluated by OTS scientific staff to determine both 
the degree of concern that should be attached to the submitted 
information and the initial course of any warranted OTS follow-up 
action(s). A "status report" is prepared containing a brief 
description of the submitted information, the results of the OTS 
preliminary evaluation, a statement regarding production and use of 
the subject chemical(s) and recommendations for appropriate follow-
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up actions. 2 Upon approval of the status report, recommended 
follow-up actions are initiated. A letter forwarding the status 
report and any EPA requests for additional information is sent to 
the submitting organization. In addition, copies of all status 
reports are transmitted to EPA's public files, other designated EPA 
Program Offices and Federal Agencies, and to the OTS Environmental 
Assistance Division (EAD/OTS) for further distribution. 

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

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

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

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

2 As of October 1, 1990, OTS began to issue •summaries" 
rather than "status reports" for incoming initial Section S(e) 
submissions. These summaries contain a detailed accounting of 
toxicologic and other information (e.g., voluntary pollution 
prevention/risk reduction information, exposure data) presented 
in the initial TSCA Section S(e) submission. The summaries do 
not reflect, however, the Agency's evaluation or disposition of 
the reported information. Copies of Section S(e) submission 
summaries can be obtained in the same manner used to obtain 
copies of Section 8(e) status reports. 
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implementing their regulatory programs. The following examples 
illustrate just some of the actions/activities initiated by other 
EPA Offices in response to Section B(e) and related data. 

Office of water CQW/BrA> 

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

Office of Solid waste apd 1mergency Bespopse COSWIBllPA> 

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

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

Office of Research and Development COBD/BPA> 

• 

• 

preparing/revising Health and 
Profiles (HEEPs), Health Effects 
Acceptable Daily Intakes (ADis) 
Program Offices: and 

Environmental Effects 
Assessments (HEAs) and 
for use by other EPA 

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

Office of Air apd Radiation COAR/BPI> 

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

Office of Pesticide Programs COPP/OPTS/BPA> 

• assessing or reassessing the toxicity of or exposure to 
active ingredients/ inerts in pesticides under the Federal 
Insecticide, Fungicide and Rodenticide Act (FIFRA). 
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.IPA Regional Offices 

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

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

Bational Institute for occupational Safety and Health (BIOSH) 

• 

• 

• 

• 

0 

preparing/revising current Intelligence Bulletins: 

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

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

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

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

Occupational Safety and Health Administration (.QI.II) 

• 

• 

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

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

determining the need for new OSHA workplace standards or 
revising existing workplace standards. 
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Copsumer Product Safety Commission (~) 

• 

• 

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

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

latiopal Library 2f Medicine (lllK) 

• ·•input' ·of,··~oX'icologic/exposure· ·±nformati-on· ·to 'the· NLM' s 
publicly accessible computerized data bases. 

lational Toxicology Proqr111 (~) 

• 

• 

• 

evaluating chemicals for toxicologic testing; 

monitoring results of non-NTP toxicity studies; and 

supplementing results of ongoing NTP studies • 

Interaqency Testipg committee (lf.Q) 

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

DO STATUS REPORTS REPRESENT EPA 1 S "BOTTOM LINE" REGARDING RISK? 

When reviewing TSCA Section 8 (e) status reports, the reader shoul.d 
realize that the purpose of the OTS preliminary evaluation is to 
determine the significance of the submitted information in terms of 
a need for possible follow-up action by EPA. This determination 
involves a critical analysis of the submitted data to assess the 
extent that the reported hazard/risk is supported by the provided 
information. The scope of this initial evaluation, however, is 
generally limited to the submitted documents and to any closely 
related information known by and/or readily available to the OTS 
staff reviewer. Neither a literature search to identify other 
reported effects nor an in-depth analysis of possible sources of 
exposure to subject chemicals is part of the initial evaluation 
process. Therefore, a status report should be viewed only as a 
preliminary evaluation of the submitted information and not as a 
comprehensive assessment of the chemical substance or mixture for 
which a TSCA Section 8(e) notice has been filed. 
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JIAS IPA ISS'QBD OTlJBR SECTION 8(1) GOIDANCB-RBLATED INPORKATION? 

The 1978 Section 8(e) policy statement, as frequently cited and 
quoted in 1) publicly available EPA "Question and Answer" (Q&A) 
documents on TSCA implementation issues raised at periodic public 
and individual meetings with Agency staff and management, and 2) 
numerous publicly available Section 8 (e) "status reports" that 
provide illustrative examples of Section 8(e)-applicability, 
continues to serve as a sound and adequate basis for potential 
respondents to determine their mandatory reporting obligations 
under Section 8(e) of TSCA. In addition, EPA's publication of 
bound volumes of Section 8 (e) status reports serves a two-fold 
purpose. First, volumes of status reports with indices help to 
make ·the information reported under Section "8 (e) more readily 
accessible. Second, these Section 8(e) status report volumes, by 
providing easy access to specific examples of submitted information 
and EPA's preliminary evaluation of the information, help subject 
persons to understand better the kinds of information that should 
be reported to EPA under Section 8(e) of TSCA. The six (6) bound 
Section 8(e) status report volumes published by the Agency to date 
can be purchased directly from the National Technical Information 
Service (NTIS) • The NTIS publication numbers of, and the TSCA 
Section 8(e) submission numbers covered by, these volumes are as 
follows: 

NTIS Publication Number Sµbmission Numbers 

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-Ol83-0468 to 8EHQ-1284-0541 

PB# 87-176004 8EHQ-Ol85-0542 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) submission numbers 8EHQ-0189-0779 to 
8EHQ-0989-1084 should be published by EPA in the summer of 1991; 
notice of the availability of this new status report compendium 
will be given in the OTS "Chemicals-in-Progress Bulletin." EPA 
plans to print only a limited number of copies of the new status 
report volume for distribution by the TSCA Hotline. After that 
supply is exhausted, copies of the new compendium can be purchased 
from NTIS. The addresses and telephone numbers for NTIS as well as 
the TSCA Hotline can be found in the "Preface" to this guide. 
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With the exception of certain TSCA Section S(e) Q&As that were made 
available by EPA in July 1989, all of the Agency's other published 
Section 8(e)-related Q&As (1986 and 1987) are embodied in full or 
in part in other sections of this reporting guide. For the sake of 
completeness, the specific Q&As from that July 1989 Section 8(e) 
Q&A document follow. 

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

-risk "has ~,been -determined? 

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

Q. What criteria should be used to determine if the results 
from cancer bioassay studies in animals should be submitted to 
the Agency under Section 8(e) of TSCA? For example, when 
should animal studies showing only a significant increase in 
benign tumors over controls be submitted? 

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

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

A. statistically or biologically siCJDificant increases 
in teratogenic effects or other serious embryotoxic or 
fetotoxic effects (e.g., significant embryo or fetal 
lethality, spontaneous abortion) should be reported under 
Section 8 (e) regardless of the level of maternal toxicity 
observed in the study. 
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Q. What are the criteria that should be used to determine 
which reproductive/developmental effects observed in animal 
tests are reportable under Section S(e)? For example, should 
reversible developmental effects, such as reduced birth weight 
and/or incomplete ossification, trigger TSCA Section 8 ( e) 
reporting? 

A. In addition to teratogenic effects, serious adverse 
developmental effects (e.g., significant embryo or fetal 
lethality, significantly reduced fetal/birth weights, 
significantly retarded/incomplete skeletal ossification) 
should be reported. In addition, serious adverse effects 

.. on-the·ma·le/fema·1e··reproductive-system··-(e~g. i ·significant 
testicular or ovarian atrophy, significantly reduced fer­
tili ty, sterility) should be reported under Section 8 (e). 

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

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

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

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

Q. What criteria constitute evidence of reportable neuro­
toxicity in animal studies? For example, are reversible 
effects such as narcosis or effects observed in the presence 
of marked systemic toxicity considered reportable? 

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

Q. What criteria should be applied in determining whether 
positive results of in vivo or in vitro mutagenicity assays 
trigger Section 8(e) reporting? 

A. Serious b vivo genotoxicological effects (e.g., 
gene or chromosomal mutations) are reportable in and of 
themselves 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 
exposure to the tested chemical or mixture. Further, the 
Agency believes that a positive in vitro genotoxicity 
test result, in combination with other information (e.g., 
knowledge of actual/potential exposure to and/or high 
production of the tested chemical), would suggest the 
need, in many cases, to conduct further studies designed 
to determine the toxicity of or the exposure to that 
chemical. EPA expects the results of such additional 
studies to be considered also for 8(e) submission. 

Any person wishing to obtain full copies of the 1986 and 1987 Q&A 
documents (which also contain numerous Q&As related to rules that 
have been promulgated by EPA under other sections of TSCA) should 
contact the TSCA Hotline at the address or the telephone/telefax 
numbers listed in the "Preface" to this reporting guide. 
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HOW CAB THI PUBLIC OBTAIB SBC'l'IOB 8(1) SJ1BXISSIONS? 

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

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

As explained in more detail in 1AS BPA ISSUED OTHER SECTION 8CB)­
RELATED GUIDAlfCB? on Page 20 of this reporting guide, volumes of 
TSCA Section S(e) status reports have been published by OTS on a 
biannual basis; six volumes have been published to date and contain 
status reports covering the first 778 initial TSCA Section S(e) 
submissions) and a seventh volume is scheduled to be published by 
OTS during the summer of 1991. Persons interested in obtaining 
copies of these TSCA Section 8 (e) status report volumes should 
contact the TSCA Hotline or the National Technical Information 
Service {NTIS) at the addresses and phone numbers given in the 
"Preface" to this reporting guide. 

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

In order to assure that the public sector is kept apprised about 
new adverse health effects and exposure information, OTS actively 
disseminates TSCA Section S(e) and FYI submission information to 
many individuals and organizations in the following ways. 
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• 

• 

• 

• 

all non-confidential TSCA Section 8(e) and FYI notices, 
status reports, summaries and follow-up letters are 
placed in pul:>lic file• located at EPA Headquarters. 

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

in response to numerous ":rreedo• of Information Act" 
- "'(FOIA) ·requests that are receivea-·by"'OTS ·and 'that·mention 

a chemical that is the subject of a TSCA Section S(e) or 
FYI submission, OTS staff provides appropriate citations 
for, and in some cases full copies of, all such relevant 
documents; 

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

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

IS 'l'BBRB A SECTION 8(1) IN!'ORCEMENT BESPONSB PQLICY? 

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

Modifications made to the Section S(e) CAP were announced by EPA in 
the Federal Register on Friday, April 26, 1991 (56 FR 19514). The 
major modifications were 1) an extension of the CAP registration 

, and ."terminat-ion A.dates, . 2) .addition ,of,~ an .opportunity to ,.petition 
EPA for a case-by-case extension of the CAP termination date, 3) 
modification of the CAP "Agreement" provision involving admission 
of a Section S(e) violation, and 4) an announcement of the Agency's 
plans to prepare and disseminate this TSCA Section S(e) reporting 
guide. 

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

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

For the reader's ease, complete copies of EPA's Federal Register 
announcements of the Section S(e) CAP and the CAP modifications are 
presented in chronological order in Appendix D at the back of this 
reporting guide. 
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BAS IPA TAJQSN PORJIAL SECTION 8(1) BNJ'ORCIXENT ACTIONS? 

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

DOES lfA'S 8(1) IMPLEMENTATION BNCOQRAGB PQLLQTION PREYENTION? 

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

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

Notification 

• 

• 

formal notification of workers, customers, others 

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

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

Pollution Prevention/Exposure Reduction 

• 

• 

engineering changes made in manufacturing and processing 
facilities to reduce/eliminate chemical exposure 

chemical manufacture or use halted temporarily or 
discontinued altogether. 

* * * * * 
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TSCA SBC'l'IOll 8(1)-RIPQ:RTABILITY or '.r()IICQLQGIC CASI STQDIIS 

A. IJUMERICAL UPORTillG GtTIDANCI FOR LB'l'JIALITY IHl'ORMATIOll 

case Study 

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

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

EPA Discussion 

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

o Significant lethality which is observed at a dose or 
concentration comparable to an acute oral LOSO value of 
5S mg/kg, an acute dermal LOSO value of 520 mg/kg, or an 
acute (generally 4-hour) inhalation LCSO value of <SO ppm 
(or 50.s mg/l) should be recognized immediately as being 
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indicative of "eztr-e" toxicity and should be considered 
·for immediate reporting to EPA under Section 8 (e) of TSCA 
without any consideration of actual or potential exposure 
or other factors. 

o Significant lethality observed at a dose or concentration 
comparable to an acute oral LOSO value in the range of >S 
mg/kg to ~so mg/kg, an acute dermal LOSO value in the 
range of >20 mg/kg to ~200 mg/kg, or an acute (generally 
4-hour) inhalation LCSO value in the range of >SO ppm (or 
>.O.S mg/l) to <200 ppm (or ~2 mg/l) should be recognized 

... as ,indicating ~11 hi:gh"·· toxicity' and·~~shoul:dvbe ·considered 
for immediate reporting under Section B(e) if there is 
actual or reasonably anticipated exposure to the subject 
chemical substance. 

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

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

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

LOSO LOSO 4-Hour LCSO Consider 
Oral Dermal Inhalation Exposure/Other 
Dose Dose Dose Factors? 

~s mg/kg <20 mg/kg ~so ppm (~. S mg/1) No 
(~XTREMELY ~OXIC) 

.. 

>S mg/kg >20 mg/kg >SO ppm (>. S mg/1) 
Only to Some 

to to to to Reasonable Degree 
(HIGHLY lQXI~) 

~so mg/kg ~200 mg/kg ~200 ppm (~2 mg/1) 

>SO mg/kg >200 mg/kg >200 ppm (>2 mg/1) Yes 
(MODERAI~L~ IOXIC) 

EPA Conclusion 

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

B. ACUTB TOXICITY TBSTS WITI NON-LETHAL IJOROBEBAVIOBAL lINDINGS 

Case Study 

"An oral LOSO study is conducted in which animals [(rats)] are 
administered so, 200, soo, 1000, or 2000 mg/kg of a test material. 
Shortly after dosing, intermittent lethargy, ataxia and convulsions 
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are observed in the 1000 and 2000 mg/kg groups. Salivation, ataxia 
and lethargy are observed in animals in the 200 and 500 mg/kg 
groups. No effects are observed in the 50 mg/kg dose group •. All 
rats died at the 2000 mg/kg dose level. The lower dose animals 
survived to necropsy." 

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

EPA Discussion 

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

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

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

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

4. "intermittent" means on a number of occasions throughout 
the observation period; 

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

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

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

In general, the Agency would agree that it may not be possible to 
distinguish or attribute neurobehavioral effects or neurological 
signs in moribund animals to a direct neurotoxic action of the 

.. •tested chemical "·Substance• ··However 1 ·--sta'Cist±eal·ly ·or~iologica'lly 
significant neurotoxic effects observed in non-moribund animals 
(including animals in groups receiving doses equal to or greater 
than lethal doses) in any type of study cannot be dismissed simply 
as reflecting a "system overload" and should be considered for 
immediate reporting to the Agency under Section 8 (e) of TSCA. 
Further, EPA believes that good product stewardship dictates that 
studies designed to more specifically assess neurotoxic effects 
should be considered for any chemical found to produce possible 
neurotoxic effects during an acute or other general toxicity test. 

EPA Conclusion 

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

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

C. SKIN/BYB IRRITATION AND SKIN SENSITIZATION TBSTS 

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

Skin Irritation Test 

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

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

Skin Sensitization Test 

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

EPA Discussion 

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

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

EPA Conclusion 

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

D. SOBCHRONIC TOXICITY 

Case Study 

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

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

EPA Discussion 

Although an organ weight change, in an of itself, may not reflect 
··a ·serious or·prol·onged i:ncapacitation; "the "reportabil·ity ·of' ·such 

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

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

EPA Conclusion 

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

* * * * * 
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APPBNDII A 

SBCTIOB 8(1) QVIPABCl/PQLICY RIPLICTBD IB STATUS RIPQRTS 

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

I. 'l'OXICOLOGICAL/llPOSQBB PINDINGS 

A, ACOTI TOXICITY (AlfIMAL) 

B. ACtrl'B TOXICITY UltJQN) 

39 

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

0258 
0315 
0344 
0493 
0502 



I· ACJrlB fQXl~l%I 'JIUMAlf) [QQlf'f] 
0508 
0612 
0622 
0632 
0694 
0885 
0905 
0929 

c • SQBACU'l'I fQXICITI 'MIHAL) .. 

0325 
0653 

D. IMMJJNOTOXICITY 'UIKALl 

0585 

B. UOROTOXICITY 'MIUL) 

0369 
0706 
0815 
0867 
1041 
1043 
1065 

., . IJBUBOTOXICITY UIVJWO 

0641 
1041 
1065 

G. OlfCOGElfICITY 'MIHAL) 

0234 
0401 
0503 
0509 
0583 
0600 
0619 
0681 
0763 
0847 
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B. OIJCQGBHICITY CIUJQlll 

l• UPRODOCTIVB/DBVBLOPKIHTAL C,PIQLl 

J. RBPRODOCTIVB/DBVILOPMEHTAL (HJJMAN) 

K. GEHOTOXICITY (IN VITRO) 

0641 

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

0551 

0213 
0214 
0·393 
0396 

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

"Although a positive in vitro genotoxicity test result, 
when considered alone, may not be sufficient to offer 
reasonable support for a conclusion of substantial risk 
(as that term is defined in EPA's Section S(e) policy 
statement ("Statement of Interpretation and Enforcement 
Policy; Notification of Substantial Risk" 43 FR 11110; 
March 16, 1978)), EPA does believe that such information 
is of value in assessing the possible risk(s) posed by 
exposure to the tested chemical or mixture. Further, the 
Agency believes that a positive genotoxicity test result, 
in combination with other important information (e.g., 
knowledge of the actual/ potential exposure to and/or 
high production of the tested chemical or mixture) , 
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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 chemical substance or mixture. 
EPA expects the results of such additional studies to be 
considered also for submission pursuant to Section 8(e) 
of TSCA. 11 

L. GBHOTOXICI'l'Y (II VIVO) 

K. AOOA'l'IC 'l'QXICI'l'Y/BIOCONCBN'l'RA'l'IOH 

0208 
0213 

0209 
0249 
0899 
0994 

•• BKERGBNCY IHCIDINTS or BNVIRONMBN'l'AL CONTAMINA'l'IOH 

0255 
0260 
0277 
0466 
0566 
0769 

O. GBNBRAL/NON-BMBRGBNCY BNVIRONMBNTAL CONTAMINATION 

0209 

II. GENERAL IBPOR'l'ING ISSOBS 

A. IN'l'RACORPQRA'l'B IBPOR'l'ING PROCBDORBS 
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0720 

0358 
0672 
0681 
0698 
0701 
0705 
0835 



B. SUIJICT PIRSOIJS 

c. S'OBJBCT CDKICALS 

D. RBSBARCB i DIVBLQPKBIT CJIBXICALS 

I. DRUG BJ:PQRT 

r. PBSTICIDI BJ:PQRT 

43 

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 



G. PRBYIOOS llA)!tJPAC'l''QRl/IKPQR'l'/PROCBSS/DISTRIBO'l'ION 

0698 
0701 
0705 
0847 

B. OBTAINING INFORMATION 

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

I. PRB-1977 INFORKATION 

0213 
0369 
0847 
1041 
1043 
1065 

J. ACTOAL QOWLBDGB BY BPA 

0467 
0509 
0600 
0641 
0672 
0689 
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J. AC'l'OAL QO'!LIDGI BY IPA (COIJ''l') 

I. PQBLISHBD SCIBIJTIPIC LI'l'BBAT'QBB 

0704 
0706 
0712 
0713 
0718 
0720 
0807 
0809 
0835 
0847 

0383 
0588 
0600 
0641 
0672 

L. IIIFORMA'l'IOII OB'l'AIIIED PROK OTJIBR PBDBBAL AGBIICIIS 

0467 
0689 
0704 

JI. IIIFORllATIOII CORROBORATIIIG WBLL-ISTABLISHBD IFFBCTS 

0509 
0706 
0807 
0835 

B. RELATIONSHIP TO OTHER 'l'SCA RIPORTIIIG RIOOIRIKBNTS 

45 

0493 
0600 
0612 
0622 
0632 
0667 
0675 
0694 
0706 
0718 



II. ULATIONSBIP '1'0 OTJl!iR TSCA UPORTING Rl!iOOIREMEN'l'S (CON'T) 

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

O. RELATIONSHIP '1'0 OTHER BPA ADMINISTERED AOTBORITIES 

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

r. RILATIONSBIP 'l'Q AOTBORITIES BOT ADMil1ISTERED BY IPA 

0551 
0706 
1043 

46 



O. SBCTIOll 8(1) RBPOR'l'IllG PRQCBDQRES 

* * * * * 
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0234 
0324 
0330 
0369 
0400 
0543 
0546 
0566 
0587 
0626 
0653. 
0681 
0698 
0701 
0705 
0855 
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APPENDIX CD>: STATUS REPORTS BY IHFORMATIOH TYPE 

ACUTE TOXICITY CAHIMAL> 

SUBMISSION I: SEHQ-0977-0004 M 8EHQ-0977-0005 * 8EHQ-0377-0035 

SEHQ-0178-0039 P M 8EHQ-0178-0041 M SEHQ-0278-0042 

8EHQ-0278-0050 * 8EHQ-0278-0062 8EHQ-0278-0064 

8EHQ-0278-0065 M 8EHQ-0278-0066 M 8EHQ-0278-0070 

8EHQ-0278-0072 M 8EHQ-0278-0074 M 81.:HQ-0378-0087 M > 
I:""' 
I:""' 

8EHQ-0378-0088 M 8EHQ-o:n8-009o M 8EHb-0378-0 0 91 M (/l 
1--'j 

8EHQ-0378-0092 M 8EHQ-0378-0094 M 8EHQ-0378-0103 M > 
1--'j 
c::: 

SEHQ-0478-0131 M 8EHQ-0478-0134 SEHQ-0478-0137 M 
(/l 

::0 

8EHQ-0578-0143 M 8EHQ-0578-0144 M 8EHQ-0578-0151 trj 
'"tl 
0 

8EHQ-0578-0152 SEHQ-0578-0153 S M 8EHQ-0578-0154 P ~ 
1--'j > 
(/l '"tl 

8EHQ-0578-0l55 M 8EHQ-0578-0l58 S M 8EHQ-0578-0159 S M '"tl 
tIJ trj 

~ 
>-<: :z: 

\!) 8EHQ-0578-0162 S M 8EHQ-0578-0163 8EHQ-0578-0166 t::1 
H H 
:z: ><1 

8EHQ-0578-0l69 S M 8EHQ-0678-0172 M 8EHQ-0678-0174 M 
'"Zj 
0 tIJ 
::0 

8EHQ-0678-0175 M 8EHQ-0678-0176 M 8F.HQ-0678-0177 M ~ 
1--'j 

SEHQ-0678-0178 8EHQ-0678-0184 8EH9-0678-0l85 
H 

M M 0 
:z: 

SEHQ-0678-0193 M 8EHQ-0678-0194 M 8EHQ-0678-0195 M 1--'j 

l >-<: 
'"tl 

8EHQ-0678-0196 M 8EHQ-0678-0l97 M 81.:HQ-0678-0198 M trj 
(/l 

8EHQ-0678-0199 M 8EHQ-0678-0200 M 8EHQ-0678-0203 M 

8EHQ-0678-0204 M 8EHQ-0678-0205 M 8EH~-0678-0206 M 

' 
8EHQ-0678-0207 M 8EHQ-0778-0209 8EHQ-0778-0210 * 
8EHQ-0778-0217 8EHQ-0778-0220 M 8EHQ-0778-0222 M 

8EHQ-0778-0224 M 8EHQ-0778-0225 M · 8EHQ-0778-0226 M 

-
8EHQ-0778-0227 M 8EHQ-0778-0229 M SEHQ-1178-0256 

8EHQ-1178-0259 8EHQ-1178-0261 8EHQ-1278-0263 * 
8EHQ-O 179-0271 SEHQ-0179-0273 8EHQ-0279-0274 



APPENDIX CDJ: STATUS REPORTS BY IHFORMATION TYPE 

ACUTE TOXICITY CANIMAL> 

SUBMISSION I: 8EHQ-0479-0278 8EHQ-0479-0279 8EHQ-0479-0282 5 

8EHQ-0579-0284 8EHQ-0779-0293 lH:HQ-0779-0296 

BEHQ-0979-0311 8EHQ-0380-0335 S 8EHQ-0480-0340 

BEHQ-0680-0347 8EHQ-0680-0349 8EHQ-0980-0359 

8EHQ-0980-0362 8EHQ-0980-0365 8EHQ-0780-0369 

8EHQ-1180-0372 8EHQ-0181-0380 M 8EHQ-0181-0381 

8EHQ-0281-0382 8EHQ-0381-0392 8EHQ-0581-0398 

8EHQ-0581-0400 8EHQ-0881-0408 5 * 8EHQ-0981-0409 

8EHQ-1081-0417 8EHQ-1081-0418 8EHQ-0282-0427 S 

8EHQ-0282-0428 M BEHQ-0282-0429 M 8EHQ-0282-0430 M 

8EHQ-0282-0431 M 8EHQ-0282-0432 * 8EHQ-0282-0433 * \.J1 
0 8EHQ-0282-0435 8EHQ-0282-0436 * 8EHQ-0282-0437 

8EHQ-0382-0438 S 8EHQ-0382-0440 S SEHQ-0682-0448 S 

8EHQ-0982-0456 S * 8EHQ-l082-0459 8EHQ-1082-0460 

BEHQ-1182-0462 8EHQ-0183-0468 8EHQ-0283-0471 S 

SEHQ-0483-0476 S 8EHQ-0583-0478 S 8EHQ-0583-0479 S 

8EHQ-0683-0482 8EHQ-0783-0't85 S * 8EHQ-0783-0486 

SEHQ-0783-0487 S * SEHQ-0883-0490 8EHQ-0983-0492 S 

8EHQ-1083-0494 * 8EHQ-1083-0495 BEHQ-1083-0496 

8EHQ-1083-0497 8EHQ-1283-0501 8EHQ-0484-0510 

8EHQ-0484-0513 8EHQ-0584-0519 8EHQ-0884-0528 

8EHQ-0984-0530 8EHQ-0984-0531 S M 8EHQ-1084-0532 

8EHQ-1084-0535 8EHQ-1284-0540 S M 8EHQ-0485-0548 

8EHQ-0485-0549 S 8EHQ-0485-0550 8EHQ-0585-0556 S 

8EHQ-0685-0559 SEHQ-0785-0563 SEHQ-0885-0565 S 



APPENDIX CD>: STATUS REPORTS BY IHFORMATIOH TYPE 

ACUTE TOXICITY <ANIMAL> 

SUBMISSION I: 8EHQ-0985-0568 5 8EHQ-1085-0569 8EHQ-1085-0571 5 

8EHQ-1185-057 3 8EHQ-1185-0575 8EHQ-1285-0578 

8EHQ-1285-0579 5 8EHQ-1285-0580 8EHQ-1285-0581 

8EHQ-0186-0584 8EHQ-0186-0585 5 SEHQ-0386-0589 5 

8EHQ-0486-0596 8EHQ-0486-0597 8EHQ-0486-0599 

8EHQ-0786-0607 S 8EHQ-0786-0609 S 8EHQ-0786-0616 

8EHQ-0886""0621 8EHQ-0986-0631 S 8EHQ-1086-0636 S 

8EHQ-1086-0638 K 8EHQ-1086-0639 S 8EHQ-1086-0640 S K 

8EHQ-1186-0644 8EHQ-1186-0647 BEHQ-0287-0652 5 

8EHQ-0287-0653 8EHQ-0287-0654 8EHQ-0287-0655 S 

\J1 
8EHQ-031H-0656 8EHQ-0287-0657 S . 8EHQ-0387-0659 

~ 

8EHQ-0387-0660 8EHQ-0487-0661 S BEHQ-0487-0663 
' BEHQ-0487-0665 S K 8EHQ-0487-0666 S 8EH~-0487-0667 S K 

8EHQ-0487-0669 K 8EHQ-0487-0670 S 8EHQ-0587-0673 

8EHQ-0587-0678 8EHQ-0687-0680 8EHQ-0787-0686 S 

8EHQ-1087-0696 SEHQ-1287-0700 SEHQ-1287-0706 

8EHQ-1287-0707 S 8EHQ-0188-0714 8EHQ-0388-0721 

8EHQ-0388-0723 8EHQ-0588-0732 8EHQ-0688-0739 

8EHQ-0688-0740 S 8EHQ-0788-0742 * SEHQ-0788-0744 S 

8EHQ-0988-0753 S 8EHQ-0988-0754 SEHQ-1088-0760 S 

8EHQ-1088-0762 8EHQ-1188-0768 S 8EHQ-1288-0778 

8EHQ-0189-0779 SEHQ-0389-0780 8EHQ-0389-0787 S 

8EHQ-0389-0788 S 8EHQ-0589-0800 8EHQ-0689-0803 

8EHQ-0789-0806 S SEHQ-0789-0808 S 8EHQ-0789-0809 * 
8EHQ-0889-0810 S 8EHQ-0889-0818 S SEHQ-0889-0819 S 

l 



APPENDIX CD>: STATUS REPORTS BY INFORMATION TYPE 

ACUTE TOXICITY CANIMAL> 

SUBMISSION I: 8EHQ-0989-0826 S 8EHQ-1089-0830 SEHQ-1089-0833 S 

8EHQ-1089-0834 S 8EHQ-1089-0837 S 8EHQ-1089-0838 S 

8EHQ-1189-08'fl 8EHQ-1189-0845 8EHQ-1189-0848 S 

SEHQ-1289-0850 8EHQ-1289-0852 S 8EHQ-1289-0857 s 

BEHQ-1289-0859 8EHQ-Ol90-0860 S 8EHQ-0190-0867 * 
8EHQ-0290-0893 8EHQ-0390-0898 SEHQ-0490-0919 S 

8EHQ-0490-0920 S 8EHQ-0490-0954 S SEHQ-0490-0957 S 

8EHQ-0490-0958 S 8EHQ-0490-0959 S SEHQ-0590-0964 

SEHQ-0590-0985 * 8EHQ-0590-0991 S 8EHQ-0690-1003 

8EHQ-0690-1004 S 8EHQ-0690-1005 S 8EHQ-0690-1009 

8EHQ-0690-1016 S 8EHQ-0790-1021 8EHQ-0790-1023 S 

8EHQ-0790-1031 S BEHQ-0790-1035 8EHQ-0790-1036 S 
VI 
I\) 8EHQ-0890-1040 BEHQ-0890-1045 8EHQ-0890-1047 

8EHQ-0890-1048 S 8EHQ-0890-1052 S 8EHQ-0890-1054 s 

BEHQ-0990-1057 8EHQ-0990-1058 S BEHQ-0990-1059 s * 
I 

8EHQ-0990-1060 S 8EHQ-0990-1061 8EHQ-0990-1062 
' 

8EHQ-0990-1068 8EHQ-0990-1076 S 8EHQ-0990-l084 

ACUTE TOXICITY CHUMAN> 

SUBMISSION I: 8EHQ-0178-0036 * 8EHQ-0178-0038 8EHQ-0178-0039 P * 
8EHQ-0178-0040 P 8EHQ-0278-0052 P BEHQ-0278-0063 * 
SEHQ-0278-0067 P * 8EHQ-0278-0075 P * 8EHQ-0278-0076 P * 
8EHQ-0278-0077 P * 8E~Q-0278-0078 P H BEHQ-0278-0079 P * 
8EHQ-0278-0080 P H 8EHQ-0278-0081 P * 8EHQ-0378-0086 * 
8EHQ-0378-0097 * 8EHQ-0378-0105 8EHQ-0478-0118 P * 

i 



APPENDIX CD>: STATUS REPORTS BY IHFORMATtOH TYPE 

ACUTE TOXICITY CHUMAH> 

SUBMISSION I: 8EHQ-0478-0138 P M 8EHQ-0578-0141 M 8E~Q-0578-0142 M 

8EHQ-0578-0145 M SEHQ-0578-0146 8EHQ-0578-0149 

8EHQ-0578-0154 P 8EHQ-0578-0165 8EHQ-0678-0180 M 

SEHQ-0678-0181 M 8EHQ-0678-0182 P M 8EHQ-0678-0184 M 

8EHQ-0778-0217 8EHQ-0978-0238 M 8E~Q-1178-0258 M 

' 8EHQ-1178-0260 M 8EHQ-0179-0273 8EHQ-0879-0304 M 

SEHQ-1079-0315 M 8EHQ-1279-0322 M 8EHQ-0180-0324 

SEHQ-0280-0333 SEHQ-0480-0338 SEHQ-0580-0341 
' 8EHQ-0680-0344 P M 8EHQ-0880-0355 8EHQ-0881-0407 

SEHQ-0981-0409 8EHQ-1182-0466 M 8EHQ-0283-0471 S 

8EHQ-0783-0486 8EHQ-0983-0493 S M 8EHQ-1283-0502 P M 
\JI 
\.>I 

8EHQ-0384-0508 P M 8EHQ-0484-0513 8EHQ-0984-0529 

8EHQ-1084-0532 8EHQ-1084-0535 8EHQ-0485-0552 

8EHQ-0985-0566 8EHQ-0186-0585 S 8EHQ-0886-0622 S 
j 

8EHQ-O 986-06 32 8EHQ-0487-0666 S 8EHQ-0487-0671 

8EHQ-1287-0700 8EHQ-0688-0736 8EHQ-1088-0755 

8EHQ-0889-0818 S 8EHQ-1089-0832 8EHQ-0290-0885 

' 8EHQ-0390-0905 S M 8EHQ-0490-0929 S M 8EHQ-0590-0991 S 

8EHQ-0890-1042 8EHQ-0990-1071 8EHQ-0990-101a 

ALLERGEHICITY CAHIMAL> 

SUBMISSION I: 8EHQ-0578-0152 8EHQ-0578-0l56 M 8E~Q-0578-0166 
; 

8EHQ-0678-0184 * 8EHQ-0678-0185 * 8EHQ-0678-0206 M 

SEHQ-0480-0340 8EHQ-1180-0371 SEHQ-0282-0427 S 

8EHQ-0682-0448 S · SEHQ-1182-0462 8EHQ-0283-0471 S 

ii 



APPENDIX CD>: STATUS REPORTS BY IHFORMATIOH TYPE 

AllERGEHICITY <ANIMAL) 

SUBMISSION I: 8EHQ-0683-0482 8EHQ-0783-0486 8EHQ-0883-0490 

8EHQ-1083-0495 8EHQ-1084-0532 8EHQ-0485-0550 

8EHQ-1285-0580 8EHQ-0186-0585 S 8EHQ-0386-0589 S 

8EHQ-0486-0597 8EHQ-1186-0647 8EHQ-0287-0653 

8EHQ-0287-0657 S 8EHQ-0487-0661 S 8EHQ-0687-0680 

' 8EHQ-0787-0686 S 8EHQ-0887-0690 8EHQ-1287-0700 

8EHQ-1287-0711 8EHQ-Ol88-0712 M 8l:HQ-0388-0721 
' 

8EHQ-0588-0733 8EHQ-0688-0739 8EHQ-0688-0740 s 
8EHQ-ll88-0768 S 8EHQ-1288-0777 8f:HQ-1288-0778 

8EHQ-0489-0795 8EHQ-0589-0796 8EHQ-0689-0802 

8EHQ-0989-0826 S 8EHQ-1189-0839 8~HQ-1189-0845 
\JI 

8£HQ-0290-0894 .j::'- SEHQ-1289-0852 S 8EHQ-0290-0876 

8EHQ-0490-0919 S 8EHQ-0790-1033 8EHQ-0990-1062 

8EHQ-0990-1069 8EHQ-0990-1082 

AllERGEHICITY CHUMAH> 

SUBMISSION I: 8EHQ-1177-0017 PS * 8EHQ-1177-0018 PS * 8EHQ-0178-0031 P * 
8EHQ-0178-0040 P 8EHQ-0278-0081 P * 8 EHQ-0578-016 4 

8EHQ-0578-0165 8EHQ-0678-0181 M 8EHQ-0678-0182 P M 

8EHQ-0678-0184 * SEHQ-0678-0185 * 8EHQ-0279-0274 

8EHQ-0379-0280 8EHQ-0779-0292 8EHQ-0880-0355 

8EHQ-0282-0427 S 8EHQ-0283-0471 S SEHQ-1084-0532 

8EHQ-0485-0550 8EHQ-0186-0585 S 8EHQ-0386-0589 s 

8EHQ-0786-0612 8EHQ-0886-0622 S SEHQ-0987-0694 M 

8EHQ-0488-0728 8EHQ-0290-0885 8EHQ-0590-0991 s 



APPENDIX CD>: STATUS REPORTS BY IHFORMATIOH TYPE 

ALLERGEHICITY CHUMAH> 

SUBMISSION I: 8EHQ-0890-1039 S 

CELL TRANSFORMATION CIN VITRO> 

SUBMISSION I: SEHQ-1277-0022 SEHQ-0278-0071 8EHQ-0378-0094 M 

8EHQ-OJ78-0098 M 8EHQ-0378-0100 H 8EHQ-0478-0132 M 

8EHQ-0578-0141 M SEHQ-0578-0164 SEHQ-0578-0166 

8EHQ-0179-0268 S 8EHQ-0479-0278 8EHQ-0479-0279 

8EHQ-0579-0286 8EHQ-0579-0287 8EHQ-0579-0288 

8EHQ-0579-0289 8EHQ-0679-0291 8EHQ-0779-0294 

8EHQ-0280-0334 8EHQ-0281-0J85 8EHQ-1280-0401 s 

8EHQ-0681-0404 8EHQ-0981-0412 8EHQ-1081-0415 
IJ1 
IJ1 8EHQ-1081-0418 8EHQ-0982-0455 8EHQ-0583-0477 S 

8EHQ-088J-0490 8EHQ-108:S-0495 8EHQ-1083-0496 

SEHQ-1083-0498 8EHQ-0484-0511 8EHQ-0484-0512 

8EHQ-0584-0516 S 8EHQ-1184-0536 8EHQ-1184-0537 

8EHQ-0685-0558 S SEHQ-0785-0561 S 8EHQ-0786-0610 

8EHQ-0786-0613 8EHQ-0886-0620 8EHQ-0886-0621 

SEHQ-0986-0630 8EHQ-0687-0679 8EHQ-0889-0814 

8EHQ-0690-1018 

CHEMICAL/PHYSICAL PROPERTIES 

SUBMISSION I: 8EHQ-0178-0034 SEHQ-0278-0044 8EHQ-0279-0274 

8EHQ-0879-0301 8EHQ-1179-0317 8EHQ-0280-0333 

8EHQ-0480-0340 8EHQ-0680-0348 8EHQ-0780-0353 

8EHQ-1080-0366 8EHQ-0481-0397 8EHQ-0382-0440 S 



APPENDIX CD): STATUS REPORTS BY IHFORMATIOH TYPE 

CHEMICAL/PHYSICAL PROPERTIES 

SUBMISSION I: 8EHQ-0483-0475 

CHRONIC TOXICITY CAHIMAL> 

SUBMISSION I: 8EHQ-1277-0026 S 8EHQ-0478-0117 M 8EHQ-0578-0140 

8EHQ-0578-0148 8EHQ-0578-0165 8EHQ-0578-0170 
: 

8EHQ-0678-0202 8EHQ-0778-0209 8EHQ-0778-0212 

8EHQ-0778-0215 8EHQ-0878-0234 8EHQ-0878-0236 M 
; 

8EHQ-1078-0248 8EHQ-1078-0250 8EHQ-1078-0251 

8EHQ-1078-0253 8EHQ-1278-0262 8EHQ-0179-0269 S 

BEHQ-0279-0274 8EHQ-0479-0281 8EHQ-0579-0283 

8EHQ-0779-0297 8EHQ-0979-0305 8EHQ-0580-0342 

\J1 BEHQ-0481-0397 8EHQ-0282-0439 8EHQ-1282-0467 
O'I 

8EHQ-0283-0469 S 8EHQ-0283-0472 S 8EHQ-0383-0474 

8EHQ-0683-0480 8EHQ-0683-0483 S 8EHQ-0783-0488 

8EHQ-1083-0497 BEHQ-1283-0503 BEHQ-1083-0509 . 
8EHQ-0584-0514 8EHQ-0584-0517 BEHQ-0884-0525 

8EHQ-0884-0526 8EHQ-0984-0530 BEHQ-1284-0538 

8EHQ-0285-0545 S 8EHQ-0485-0550 8EHQ-0485-0553 

8EHQ-0785-0562 S 8EHQ-0985-0567 8EHQ-0685-0583 S 

8EHQ-0386-0592 8EHQ-0486-0600 8EHQ-0686-0604 

8EHQ-0786-0606 S 8EHQ-0786-0614 8EHQ-0886-0618 S 

8EHQ-0386-0619 8EHQ-0986-0624 S 8EHQ-0986-0625 S 

8EHQ-1086-0642 8EHQ-0187-0650 8EHQ-0487-0668 

8EHQ-0587-0675 M 8EHQ-0786-0681 8EHQ-0787-0684 S 

8EHQ-0887-0687 8EHQ-0887-0691 S 8EHQ-0987-0692 

8EHQ-1187-0697 8EHQ-1287-0704 8EHQ-1287-0708 S 

i. 



\Jl 
...._] 

CHRONIC TOXICITY <ANIMAL> 

SUBMISSION I: 8EHQ-1287-0710 

8EHQ-0588-0730 

SEHQ-0988-0752 S 

8EHQ-1288-0774 

8EHQ-0889-0812 

SEHQ-1289-0856 

8EHQ-0290-0881 S 

SEHQ-0490-0930 S 

8EHQ-0590-0968 

8EHQ-0890-1043 

8EHQ-0890-1056 S 

CHRONIC TOXICITY <HUMAN) 

SUBMISSION I: SEHQ-0378-0096 K 

8EHQ-O 981-040 9 

8EHQ-0285-0546 

8EHQ-0586-0601 

SEHQ-0986-0634 

SEHQ-0987-0694 M 

SEHQ-1287-0701 M 

8EHQ-0190-0863 

SEHQ-0390-0915 

8EHQ-0790-1034 

CLASTOGENICITY <ANIMAL> 

APPENDIX CD): STATUS REPORTS BY IHFORMATIOH TYPE 

8EHQ-0188-0713 8EHQ~0388-0725 

8EHQ-0788-0741 8EHQ-0788-0745 S 

8EHQ-1088-0760 S SEHQ-1288-077 3 

8EHQ-1288-0775 SEHQ-0589-0797 

SEHQ-0989-0822 SEHQ-1189-0847 

8EHQ-1289-0858 S 8EHQ-0290-0873 S 

8EHQ-0390-0900 SEHQ-0390-0914 S 

SEHQ-0490-0952 S SEHQ-0490-0960 

8EHQ-0590-0993 S 8EHQ-0790-1029 

8EHQ-0890-1050 S 8EHQ-0890-1053 

8EHQ-0878-0230 8EHQ-0978-0241 

SEHQ-0383-0473 SEHQ-0884-0523 

SEHQ-0585-0557 8EHQ-0486-0598 

8EHQ-0786-0615 8EHQ-0986-0629 

8EHQ-0187-0651 M 8EHQ-0887-0688 

SEHQ-1187-0698 SEHQ-1287-0699 

8EHQ-1188-0772 8EHQ-1089-0831 

8EHQ-0190-0864 8EHQ-0290-0886 

8EHQ-0490-0917 8EHQ-0490-0924 

8EHQ-0990-1072 8EHQ-0990-1080 S 

~ 



APPENDIX CD>: STATUS REPORTS BY IHFORMATIOH TYPE 

SUBMISSION I: 8EHQ-0483-0476 S 

CLASTOGENICITY CIH VITRO> 

SUBMISSION I: 8EHQ-0579-0287 8EHQ-0779-0294 8EHQ-1082-0459 

8EHQ-1082-0460 SEHQ-0683-0481 BEHQ-1283-0500 S 

8EHQ-0384-0506 S 8EHQ-1083-0509 8EHQ-0484-0510 

SEHQ-0584-0515 S SEHQ-0584-0516 S 8EHQ-0584-0518 S 

8EHQ-0784-0522 8EHQ-1084-0533 S 8EHQ-1284-0539 

8EHQ-0685-0558 S BEHQ-1285-0580 8EHQ-0386-0595 

8EHQ-0586-0602 S 8EHQ-0786-0608 S 8EHQ-0786-0610 

8EHQ-0886-0621 8EHQ-0986-0630 8EHQ-1186-0646 S 

8EHQ-1186-0647 8EHQ-0687-0679 8~HQ-0787-0685 

IJ1 8EHQ-0787-0686 S 8EHQ-0987-0693 8EHQ-0288-0715 
CD 

8EHQ-1088-0758 S 8EHQ-0389-0780 BEHQ-0389-0791 S 

8EHQ-0789-0805 S 8EHQ-0889-0814 8EHQ-1189-0847 

8EHQ-0890-1051 S 8EHQ-0990-1079 S 

DNA ADDUCT CIH VITRO> 

SUBMISSION I: 8EHQ-0386-0592 

DHA DAMAGE/REPAIR 

SUBMISSION I: BEHQ-0478-0132 * 8EHQ-0578-0l65 8EHQ-06 78-0191 * 
8EHQ-0678-0206 * 8EHQ-0778-0213 BEHQ-0778-0221 * 
BEHQ-0579-0285 8EHQ-0579-0288 8EHQ-0679-0291 

8EHQ-0583-0477 S 8EHQ-0683-0481 SEHQ-1283-0503 

8EHQ-0384-0506 S 8EHQ-1083-0509 8EHQ-0484-0511 

BEHQ-0484-0512 8EHQ-1184-0536 8EHQ-1184-0537 



APPENDIX CD): STATUS REPORTS BY IHFORMATIOH TYPE 

DNA DAMAGE/REPAIR 

SUBMISSION I: 8EHQ-0785-0561 S 8EHQ-0586-0602 S 8EHQ-0786-0613 

8EHQ-0886-0621 8EHQ-1186-0646 S 8EHQ-0187-0649 S 

8EHQ-0687-0679 8EHQ-0787-0685 8EHQ-0987-06?2 
: 

8EHQ-0288-0715 8EHQ-0688-0737 8EHQ-0889-0814 

8EHQ-1289-0853 S 8EHQ-0890-1051 S 

DNA REPAIR CIH VITRO) 

SUBMISSION I: 8EHQ-0280-0334 SEHQ-0980-0359 8EHQ-1080-0366 

ECOTOXICITY/AQUATIC TOXICITY 

SUBMISSION I: 8EHQ-0178-0032 8EHQ-0278-0048 8EH0-0278-0058 * \J1 

'° 8EHQ-0278-0059 M 8EHQ-1277-0060 M 8EHQ-0278-0061 

8EHQ-0378-0l08 * 8EHQ-0378-0111 * 8EHQ-0378-0114 * 
8EHQ-0478-0119 M 8EHQ-0478-0120 * 8EHQ-0478-0121 M 

SEHQ-0478-0124 * 8EHQ-0478-0125 * SEHQ-0478-0126 * 
8EHQ-0478-0132 M SEHQ-0578-0141 M 8EHQ-0578-0142 M 

8EHQ-0578-0150 * 8EHQ-0678-0171 * Sf::HQ-0678-0184 M 

8EHQ-0678-0185 * 8EHQ-0678-0201 * SEHQ-0778-020 9 

8EHQ-0778-0223 * 8EHQ-1078-0249 8EHQ-1178-0260 * 
8EHQ-0881-0407 8EHQ-0783-l".486 8EHQ-0983-0491 S 

SEHQ-1083-0495 SEHQ-0486-0597 SEHQ-0287-0653 

8EHQ-0487-0666 S 8EHQ-0288-0718 * 8EHQ-0989-0826 S 

8EHQ-0390-0899 * 8EHQ-0390-0906 S SEHQ-0390-0908 S 

8EHQ-0590-0994 * BEHQ-0690-1017 8EHQ-0790-1032 

8EHQ-0990-1083 S 

ii. 



APPEHDIX CD>: STATUS REPORTS BY IHFORMATIOH TYPE 

EMERGENCY INCIDENT OF ENV. CONTAMINATION 
I 

SUBMISSION I: 8EHQ-0378-0084 M 8EHQ-0678-0183 8EHQ-0878-0237 
' 

8EHQ-0978-0240 8EHQ-1078-0255 * 8EHQ-1178-0260 M 

8EHQ-0379-0277 SEHQ-0779-0299 M SEHQ-0879-0300 M 

8EHQ-1179-0319 8EHQ-1279-0322 * 8EHQ-1279-0329 M 

8EHQ-0580-0343 8EHQ-0181-0378 8EHQ-0881-0407 

8EHQ-1182-0466 M 8EHQ-0985-0566 8EHQ-0386-0593 

8EHQ-0786-0617 8EHQ-1188-0769 M 8EHQ-0490-0921 S 

8EHQ-0490-0933 8EHQ-0790-1032 

EHV. OCCURREHCEIRELEASEIFATE 

O'\ SUBMISSION I: 8EHQ-1077-0008 8EHQ-1177-0013 8EHQ-0178-0037 
0 : 

8EHQ-0178-0038 8EHQ-0278-0043 8EHQ-0278-0045 M 

8EHQ-0278-0054 8EHQ-0378-0085 8EHQ-O:.H8-0089 * 
8EHQ-0378-0093 M 8EHQ-0378-0099 8EHQ-0378-0ll0 

, 
8EHQ-0478-0129 8EHQ-0578-0146 8EHQ-0578-0147 

8EHQ-0578-0168 SEHQ-0678-0179 M 8EHQ-0678-0183 

8EHQ-0678-0184 M 8EHQ-0678-0189 P 8EHQ-0678-0208 

SEHQ-0778-0209 SEHQ-0878-0237 8 ~HQ-097 8-0 24 0 

8EHQ-1078-0245 8EHQ-1078-0249 8EHQ-1078-0255 * 
8EHQ-1178-0256 8EHQ-1178-0260 M 8EHQ-1278-0264 

8EHQ-0179-0266 8EHQ-0379-0277 8EHQ-0779-0299 M 

8EHQ-0879-0300 * SEHQ-0979-0310 8EHQ-1279-0329 M 

8EHQ-0180-0330 8EHQ-0580-0343 8EHQ-0680-0345 

8EHQ-0880-0358 M 8EHQ-1080-0368 8EHQ-0181-0378 

8EHQ-0881-0407 SEHQ-0981-0409 8EHQ-0981-0413 

~ 



APPENDIX CD>: STATUS REPORTS BY IHFORMATIOH TYPE 

EHV. OCCURRENCE/RELEASE/FATE 

SUBMISSION I: 8EHQ-1081-0416 8EHQ-0982-0457 8EHQ-1182-0462 

8EHQ-1182-0466 * 8EHQ-0983-0491 S SEHQ-1083-0495 

8EHQ-0384-0508 P * SEHQ-0784-0521 S 8EHQ-0985-0566 

8EHQ-0386-0593 SEHQ-0486-0597 8EHQ-0786-0617 

8EHQ-0287-0653 SEHQ-0487-0662 8EHQ-0487-0671 

8EHQ-0688-0735 8EHQ-1088-0759 8EHQ-1088-0761 

8EHQ-1188-076 9 * 8EHQ-0589-0799 8EHQ-0989-0826 S 

8EHQ-0290-0882 8EHQ-0390-0905 S * 8EHQ-0490-0921 S 

8EHQ-0490-0933 SEHQ-0490-0953 8EHQ-0790-1032 

8EHQ-0890-1038 8EHQ-O 990-1077 

°' ~ EPIDEMIOLOGY/CLIHICAL 

SUBMISSION I: 8EHQ-1177-0016 8EHQ-1277-0021 8EHQ-0278-0056 

8EHQ-0378-0096 * 8EHQ-0378-0105 8EHQ-0478-0117 * 
8EHQ-0478-0123 BEHQ-0478-0128 8EHQ-0478-0135 

BEHQ-0578-0146 8EHQ-0578-0149 8EHQ-0578-0167 P 

8EHQ-0578-0168 8EHQ-0678-0192 S aEHq-0313-0230 
. ' 

BEHQ-0978-0241 8EHQ-0978-0246 8EHQ-0379-0280 

8EHQ-0280-0332 8EHQ-0580-0341 8EHQ-1080-0366 

BEHQ-1080-0367 8EHQ-l180-0374 S 8EHQ-0281-0382 

SEHQ-0381-0390 SEHQ-0381-0394 S 8EHQ-1280-0401 S 

SEHQ-0282-0427 S SEHQ-0382-0440 S 8EH0-0S82-0444 

8EHQ-0383-0473 8EHQ-1083-0497 8EHQ-0884-0523 

8EHQ-0285-0546 8EHQ-0485-0551 * 8EHQ-0485-0552 

BEHQ-0585-0557 8EHQ-0985-0567 8EHQ-0186-0585 S 

~ 



APPENDIX CDl: STATUS REPORTS BY IHFORMATIOH TYPE 

EPIDEMIOLOGY/CLINICAL 

SUBMISSION I: 8EHQ-0286-0588 M 8EHQ-0386-0589 S 8EHQ-0486-0598 

8EHQ-0586-0601 8EHQ-0786-0611 8EHQ-0786-0612 

8EHQ-0786-0615 8EHQ-0986-0629 8EHQ-0986-0632 

8EHQ-0986-0634 8EHQ-1086-0641 SEHQ-0187-0651 M 

8EHQ-0487-0671 8EHQ-0887-0688 8EHQ-0987-0694 M 

8EHQ-1187-0698 8EHQ-1287-0699 8EHQ-1287-0701 M 

8EHQ-0288-0722 8EHQ-0688-0736 8EHQ-1088-0755 

8EHQ-1188-0772 8EHQ-0889-0818 S 8EHQ-0989-0821 S 

8EHQ-1089-0831 8EHQ-1089-0832 8EHQ-0190-0863 
I 

8EHQ-0190-0864 SEHQ-0290-0886 8EHQ-0390-0905 S M 

O'I 
SEHQ-0390-0915 SEHQ-0490-0917 8EHQ-0490-0924 

I\) 

8EHQ-0490-0929 S M 8EHQ-0590-0991 S 8EHQ-0790-1034 
' 

SEHQ-0890-1053 SEHQ-0990-1065 8EHQ-0990-1071 

8EHQ-0990-1072 8EHQ-0990-1078 8EHQ-0990-1080 S 

GROUHDWATER COHTAMIHATIOH 

. 
SUBMISSION I: 8EHQ-0578-0147 8EHQ-0678-0189 P 8EHQ-0979-0310 

8EHQ-0180-0330 SEHQ-0680-0345 SEHQ-1080-0368 

8EHQ-0982-0457 8EHQ-0487-0662 8EHQ-1088-0759 

8EHQ-0490-0953 
8EHQ-O 990-1077 

HUMAN EXPOSURE CACCIDEHTAL> 

SUBMISSION I: 8EHQ-1077-0008 8EHQ-1077-0011 8EHQ-0178-0038 

8EHQ-0278-0067 P M SEHQ-0278-0075 P * 8EHQ-0278-0076 P * 
8EHQ-0278-0077 P M 8EHQ-0278-0078 P M 8EHQ-0278-0079 P * 



_,,,. 

APPENDIX <D>: STATUS REPORTS BY IHFORMATIOH TYPE 

HUMAN EXPOSURE <ACCIDENTAL> 

SUBMISSION I: 8EHQ-0278-0080 P M 8EHQ-0378-0086 M 8EHQ-0478-0118 P M 

SEHQ-0578-0146 SEHQ-0578-0149 8~HQ-0578-0154 P 

8EHQ-0678-0180 * 8EHQ-0778-0217 8EHQ-0978-0238 M 

8EHQ-0978-0240 8EHQ-1178-ll260 M 8EHQ-0179-0273 

8EHQ-0379-0277 8EHQ-0879-0304 M 8EHQ-1079-0315 * 
8EHQ-1279-0322 H 8EHQ-0180-0324 8EHQ-0480-0338 

8EHQ-0580-0341 SEHQ-0580-0343 8EHQ-0381-0390 

8EHQ-0981-0413 8EHQ-1081-0416 8EHQ-1182-0466 H 

8EHQ-0384-0508 P H SEHQ-0484-0513 8EHQ-0985-0566 

8EHQ-0786-0617 8EHQ-0487-0671 8EHQ-0688-0736 

8EHQ-1089-0832 8EHQ-0290-0885 8EHQ-0390-0905 S * 0\ 
\JJ SEHQ-0490-0929 S * SEHQ-0490-0933 8EHQ-0490-0962 

SEHQ-0990-1065 

HUMAN EXPOSURE CMOHITORIHG> 

SUBMISSION I: 8EHQ-1277-0021 8EHQ-0378-0096 * 8EifQ-0378-0109 

8EHQ-0378-0110 SEHQ-0378-0112 * 8EHQ-0378-0113 

8EHQ-0478-0115 H 8EHQ-0578-0146 8EHQ-0578-0147 

8EHQ-0578-0168 8EHQ-0578-0170 8EHQ-0678-0179 * 
8EHQ-0678-0189 P 8EHQ-0678-0208 8EHQ-0778-020 9 

8EHQ-0778-0213 SEHQ-0778-0219 * SEiiQ-0778-0228 * 
SEHQ-1278-0264 8EHQ-O 17 9-026 7 SEHQ-0479-0281 

8EHQ-0779-0292 8EHQ-0779-0293 8EHQ-0979-0310 

SEHQ-1179-0320 8EHQ-0979-0326 S 8EHQ-0180-0330 

SEHQ-0280-0331 S . 8EHQ-0380-0336 S 8EHQ-0580-0343 

I 



APPENDIX CDJ: STATUS REPORTS BY IHFORMATIOH TYPE 

HUMAH EXPOSURE CMOHITORING) 

SUBMISSION I: 8EHQ-0680-0345 8EHQ-0680-0J48 8EHQ-1080-0367 

8EHQ-1080-0368 8EHQ-1280-0376 8EHQ-1280-0401 S 

8EHQ-0981-0413 8EHQ-0382-0440 S SEHQ-0482-0442 

SEHQ-0982-0457 . 8EHQ-1182-0462 8EHQ-0383-0473 

8EHQ-1083-0495 8EHQ-1083-0497 8EHQ-0184-0504 

8EHQ-0784-0521 S 8EHQ-1084-0535 8EHQ-0185-0542 S 

8EHQ-0285-0546 8EHQ-0385-0547 8EHQ-0485-0550 

8EHQ-0485-0551 M 8EHQ-0485-0553 8EHQ-0585-0554 5 

8EHQ-0985-0566 8EHQ-0286-0588 M 8EHQ-0586-0601 

8EHQ-0986-0633 S 8EHQ-1286-0648 8EHQ-0487-0662 
: 

8EHQ-0487-0671 8EHQ-0587-0672 S 8EHQ-0687-0682 

°' .j::-
8EHQ-0288-0722 8EHQ-0688-0735 8EHQ-0988-0752 S 

8EHQ-1088-0761 8EHQ-0289-0784 SEHQ-0389-0789 

8EHQ-0489-0793 8EHQ-0589-0801 8EHQ-0889-0818 5 

8EHQ-1289-0856 8EHQ-0190-0863 8EHQ-0290-0882 

8EHQ-0490-0924 8EHQ-0490-0933 8EHQ-0490-0953 

SEHQ-0490-0962 8EHQ-0690-1018 8EHQ-0890-1038 

SEHQ-0890-1053 8EHQ-0990-1077 SEHQ-0990-1078 

HUMAN EXPOSURE CPRODUCT COHTAMINATIOHJ 

SUBMISSION I: SEHQ-1077-0012 SEHQ-0378-0104 SEHQ-0378-0113 

SEHQ-0478-0117 M SEHQ-0478-0133 SEHQ-0578-0139 

8EHQ-0778-0219 M 8EHQ-1278-0264 8EHQ-0579-0284 

SEHQ-0779-0292 8EHQ-117 9-0 320 8EHQ-0979-0326 S 

8EHQ-0280-0331 S· 8EHQ-0380-0336 S 8EHQ-0680-0348 



0\ 
\.11 

HUMAN EXPOSURE CPRODUCT CONTAMINATION> 

SUBMISSION I: 8EHQ-0780-0352 

8EHQ-0381-0390 

8EHQ-0482-0442 

8EHQ-0383-0473 

8EHQ-0585-0554 S 

8EHQ-1186-0644 

8EHQ-1088-0761 

8EHQ-0490-0962 

IMMUNOTOXICITY CAHIMAL> 

SUBMISSION I: 8EHQ-0186-0585 S 

8EHQ-0889-0817 

IMMUNOTOXICITY CHUMAN> 

SUBMISSION I: 8EHQ-0290-0876 

MATERIAL SAFETY DATA SHEETS/LABELS 

SUBMISSION I: 8EHQ-0190~0867 

SEHQ-0490-0945 

SEHQ-0590-0983 

8EHQ-0690-1017 

8EHQ-0990-1071 

* 

METABOLISM/PHARMACOKIHETICS CANIMAL> 

SUBMISSION I: 8EHQ-0780-0350 
8EHQ-1280-0401 S 

APPENDIX CD>: STATUS REPORTS BY INFORMATION TYPE 

8EHQ-0880-0358 

8EHQ-0981-0409 

SEHQ-0682-0449 S 

8EHQ-0784-0521 S 

8EHQ-0885-0564 S 

8EHQ-0288-0720 

8EHQ-0589-0799 

8EHQ-0386-0594 S 

SEHQ-0390-0903 S 

8EHQ-0590-0967 

SEHQ-0590-0991 S 

8EHQ-0690-1018 

8EHQ-0990-1078 

* 8EHQ-1280-0376 

SEHQ-1281-0420 

8EHQ-0283-0469 S 

8EHQ-0185-0542 S 

8EHQ-1186-0643 

8EHQ-0688-0735 

8EHQ-0689-0804 

8EHQ-0588-0732 

8EHQ~0490-0919 S 

SEHQ-0590-0969 

8EHQ-0590-1001 S 

8EHQ-0990-1062 

l_ 



APPEHDIX CD): STATUS REPORTS BY IHFORMATIOH TYPE 

METABOLISM/PHARMACOKIHETICS CHUMAH> 

SUPMISSIOH I: 8EHQ-0578-0149 8EHQ-0379-0277 8EHQ-0484-0513 

SEHQ-0285-0546 8EHQ-0485-0551 M 8EHQ-0486-0600 

MUTAGEHICITY CIH VITRO) 

SUBMISSION I: 8EHQ-1077-0010 SEHQ-1277-0025 8EHQ-1277-0026 S 

8EHQ-0178-0030 8EHQ-0278-0047 8EHQ-0278-0051 M 

8EHQ-0278-0053 8EHQ-0278-0057 8EHQ-0278-0073 

8EHQ-0278-0082 8EHQ-0378-0102 8EHQ-0378-0l07 M 

8EHQ-0478-0127 M SEHQ-0478-0136 M 8EHQ-0578-0164 

SEHQ-0578-0165 8EHQ-0578-0166 8EHQ-0678-0184 * 
SEHQ-0678-0185 JE 8EHQ-0678-0187 JE SEHQ-0778-0213 

(J\ 
(J\ SEHQ-0778-0214 8EHQ-0778-0216 8EHQ-0978-0239 

SEHQ-1078-0254 8EHQ-0179-0266 SEHQ-0179-0267 

8EHQ-0179-0268 S 8EHQ-0179-0270 SEHQ-0479-0278 

SEHQ-0479-0279 8EHQ-0579-0285 SEHQ-0579-0286 

SEHQ-0579-0287 8EHQ-0579-0288 8EHQ-0579-0289 
~ 

8EHQ-0679-0291 8EHQ-0779-0293 SEHQ-0779-0294 

8EHQ-0879-0301 8EHQ-117 9-0321 8EHQ-1279-0323 

8EHQ-0180-0328 SEHQ-0280-0333 SEHQ-0280-0334 

SEHQ-0480-0339 SEHQ-0480-0340 SEHQ-0780-0350 

SEHQ-0780-0351 8EHQ-0980-1)359 8EHQ-0980-0361 S 

8EHQ-0980-0363 SEHQ-1080-0366 SEHQ-0281-0383 M 

8EHQ-0281-0385 8EHQ-0381-0391 8EHQ-0481-0396 M 

-
8EHQ-0581-0400 8EHQ-0681-0402 8EHQ-0681-0403 S 

8EHQ-0681-0404 8EHQ-0781-0406 S 8EHQ-0981-0412 



APPENDIX CD): STATUS REPORTS BY IHFORMATIOH TYPE 

MUTAGENICITY CIH VITRO> 

SUBMISSIOH I: 8EHQ-1081-0415 8EHQ-1081-0417 8EHQ-1081-0418 

8EHQ-1281-0426 8EHQ-0282-0427 S 8EHQ-0682-0448 S 

8EHQ-0982-0455 8EHQ-0982-0458 8EHQ-1082-0459 . 
8EHQ-1082-0460 8EHQ-1182-0465 8EHQ-0183-0468 

8EHQ-0283-0470 8EHQ-0283-0471 S 8EHQ-0483-0476 S 

8EHQ-0583-0477 S 8EHQ-0683-0481 8EHQ-0683-0482 

8EHQ-0783-0486 8EHQ-0883-0489 8EHQ-0883-0490 

8EHQ-1083-0495 8EHQ-1083-0496 8EHQ-1283-0500 S 

8EHQ-1283-0503 8EHQ-0384-0506 S 8EHQ-1083-0509 

8EHQ-0484-0510 8EHQ-0484-0511 8EHQ-0484-0512 

8EHQ-0584-0515 S 8EHQ-0584-0516 S 8EHQ-0584-0518 S 
0\ 
-.J 

SEHQ-0584-0519 8EHQ-0784-0522 SEHQ-0984-0530 

8EHQ-1084-0532 8EHQ-1084-0533 S 8EHQ-1184-0537 

SEHQ-1284-0539 8EHQ-1284-0541 S . 8~HQ-0685-0558 S 

SEHQ-0785-0561 S 8EHQ-1085-0571 5 SEHQ-1285-0579 s 

SEHQ-1285-0580 8EHQ-0186-0584 8EHQ-0186-0585 s 
• 

SEHQ-0486-0597 8EHQ-0586-0602 S 8EHQ-0786-0606 S 
I 

8EHQ-0786-0608 5 8EHQ-0786-0610 8EHQ-0786-0613 

8EHQ-0886-0620 8EHQ-0886-0621 8EHQ-0986-0627 

8EHQ-1286-0645 8EHQ-1186-0646 S 8EHQ-1186-0647 

8EHQ-0187-0649 S 8EHQ-0287-0653 8EJiQ-0287-0654 

8EHQ-0687-0677 8EHQ-0687-0679 8EHQ-0787-0685 

8EHQ-0787-0686 S 8EHQ-0987-0692 8EHQ-0987-0693 

8EHQ-1287-0706 8EHQ-1287-0709 S 8EHQ-0288-0715 

8EHQ-0288-0719 8EHQ-0688-0737 8EHQ-0788-0743 

~ 



APPENDIX CD): STATUS REPORTS BY IHFORMATIOH TYPE 

MUTAGEHICITY CIH VITRO> 

SUBMISSION I: 8EHQ-1088-0758 S 8EHQ-1088-0760 S 8EHQ-0389-0780 

8EHQ-0389-0791 S 8EHQ-0589-0798 S 8EHQ-0789-0805 S 

SEHQ-0889-0814 8EHQ-0989-0826 S 8EHQ-1089-0837 S 

8EHQ-1289-0854 S 8EHQ-1289-0858 S 8EHQ-0390-0903 S 

8EHQ-0390-0916 S M 8EHQ-0490-0930 S SEHQ-0490-0932 

8EHQ-0490-0960 8EHQ-0690-1009 8EHQ-0690-1015 

8EHQ-0690-1016 S 8fHQ-0890-1044 s 8EHQ-0890-1051 S 

8EHQ-0990-1066 S SEHQ-0990-1067 8EHQ-0990-1079 S 

MUTAGEHICITY CIH VIVO> 
'· 

SUBMISSIOH I: 8EHQ-0278-0082 8EHQ-0378-0107 M 8EHQ-0578-0l70 

°' en 8EHQ-0678-0208 8EHQ-0778-0213 8EHQ-1078-0248 

8EHQ-O 17 9-026 7 8EHQ-0579-0285 8EHQ-0579-0287 
" 

8EHQ-0579-0288 8EHQ-0679-0291 8EHQ-0879-0301 

8EHQ-1179-0321 8EHQ-1279-0323 8EHQ-0780-0350 

8EHQ-0980-0359 8EHQ-1080-0366 8EHQ-0281-0384 

8EHQ-0381-0387 8EHQ-0981-0412 8EH~-1081-0418 
; 

8EHQ-1281-0426 8EHQ-0483-0476 S 8EHQ-1083-0499 
" 8EHQ-0785-0560 8EHQ-1285-0577 8EHQ-0786-0613 

8EHQ-0290-0892 8EHQ-0390-0916 S M 8EHQ-0590-0981 

HEUROTOXICITY CAHIMAL> 

SUBMISSIOH I: 8EHQ-1177-0015 S SEHQ-0278-0055 8EHQ-06 78-0l 73 M 

8EHQ-0678-0188 M 8EHQ-0778-0218 8EHQ-0279-0275 

8EHQ-0880-0356 8EHQ-0880-0357 SEHQ-0780-0369 

~ 



APPENDIX CD>: STATUS REPORTS BY IHFORMATIOH TYPE 

HEUROTOXICITY CAHIMAl> 

SUBMISSION I: SEHQ-0382-0440 5 8EHQ-0682-0451 8EHQ-1182-0462 

8EHQ-0583-0478 S SEHQ-1083-0494 M SEHQ-1283-0501 

8EHQ-0684-0520 SEHQ-1084-0532 
l 

SEHQ-0585-0556 S 
' 

SEHQ-1085-0571 S 8EHQ-0186-0584 8EHQ-0386-0590 

8EHQ-0486-0599 8EHQ-0886-0628 8E~Q-0287-0655 S 

SEHQ-0587-0678 8EHQ-1287-0706 8EHQ-0188-0714 

8EHQ-0588-0733 SEHQ-0688-0739 8EHQ-0688-0740 S 

8EHQ-0788-0744 S SEHQ-1088-0757 8EHQ-1288-0776 

8EHQ-0489-0793 SEHQ-0489-0794 S 8EHQ-0889-0811 S 

8EHQ-0886-0815 SEHQ-1089-0837 S 8EHQ-1089-0838 S 

8EHQ-1189-0841 8EHQ-1189-0843 S 8EHQ-1189-0846 
(j\ 
l.O 8EHQ-1189-0848 S 8EHQ-0190-0867 M SEHQ-0290-0893 

SEHQ-0390-0898 8EHQ-0390-0913 S 8EHQ-0390-0914 S 

8EHQ-0490-0919 S 8EHQ-0490-0931 S 8EHQ-0490-0934 S 

8EHQ-0490-0936 8EHQ-0490-0954 S 8EHQ-0490-0957 S 

8EHQ-0490-0958 S 8EHQ-0490-0959 S 8EHQ-0490-0963 

8EHQ-0590-0964 SEHQ-0590-0996 8EHQ-0590-1001 S 

8EHQ-0690-l002 8EHQ-0690-1003 8E~Q-0690-1004 S 

8EHQ-0690-1005 S 8EHQ-0690-1007 8EHQ-0790-1028 S 

8EHQ-0890-1041 8EHQ-0890-1043 8EHQ-0890-1052 S 

SEHQ-0990-1057 SEHQ-0990-1063 8EHQ-0990-1076 S 

NEUROTOXICITY <HUMAN> 
' 

SUBMISSION I: 8EHQ-1277-0021 8EHQ-0378-0105 8EHQ-0478-0118 P M 

8EHQ-0578-0146 SEHQ-0480-0338 8EHQ-0786-0611 



APPENDIX CD>: STATUS REPORTS BY INFORMATION TYPE 

HEUROTOXICITY CHUMAH> 

SUBMISSION I: 8EHQ-1086~0641 8EHQ-0590-0991 S 8EHQ-0990-1065 

ONCOGENICITY CANIMALJ 

SUBMISSION I: 8EHQ-0877-0002 8EHQ-1077-0006 8EHQ-1077-0012 

8EHQ-1177-0016 8EHQ-1177-t.019 8EHQ-1277-0026 S 

SEHQ-0178-0028 SEHQ-0178-0029 8EHQ-0278-0044 

8EHQ-0278-0046 M SEHQ-0278-0083 8EHQ-0478-0117 * 
SEHQ-0578-0140 8EHQ-0578-0148 8EHQ-0578-0165 

8EHQ-0578-0170 SEHQ-0678-0202 8EHQ-0778-0209 

8EHQ-0778-0212 8EHQ-O 778-0215 8EHQ-0878-0234 

8EHQ-0878-0236 * SEHQ-0978-0246 SEHQ-1078-0248 

-J SEHQ-1078-0251 8EHQ-1078-0253 SEHQ-1278-0262 
0 

' 8EHQ-0279-0274 SEHQ-0479-0281 8EHQ-0579-0283 
: 

8EHQ-0779-0297 8EHQ-0979-0305 8EHQ-0979-0306 

8EHQ-1079-0314 8EHQ-1179-0316 SEHQ-1179-0318 

8EHQ-0180-0327 8EHQ-0180-0328 8EHQ-0480-0337 

8EHQ-0580-0342 8EHQ-0780-0350 8EHQ-0780-0353 

8EHQ-0980-0360 8EHQ-1080-0370 8EHQ-0381-0389 

8EHQ-0381-0393 8EHQ-0481-0397 8EHQ-0581-0400 

8EHQ-1280-0401 S 8EHQ-0681-0402 8EHQ-0981-0410 

8EHQ-0981-0411 8EHQ-1281-0422 8EHQ-1281-0423 

8EHQ-0282-0434 8EHQ-0282-0439 8EtjQ-0482-0 '• 4 3 

8EHQ-0682-0447 8EHQ-0882-0453 8EHQ-0882-0454 

8EHQ-1082-0461 SEHQ-1182-0463 8EHQ-1282-0467 

SEHQ-0283-0469 S · SEHQ-0283-0472 S SEHQ-0383-0474 

ii 



APPEHDIX CD>: STATUS REPORTS »Y IHFORMATIOH TYPE 

OHCOGEHICITY CAHIMAL> 

SUBMISSION I: 8EHQ-0683-0480 SEHQ-0683-0483 S 8EHQ-0783-0486 

8EHQ-0783-0488 8EHQ-1083-0497 8EHQ-1283-0503 

8EHQ-0384-0507 SEHQ-1083-0509 8EHQ-0584-0514 

8EHQ-0584-0517 8EHQ-0884-0525 8EHQ-0884-0526 

8EHQ-0984-0530 8EltQ-1284-0538 8EHQ-0485-0550 

8EHQ-0485-0553 8EHQ-0785-0561 S 8EHQ-0785-0562 S , 
SEHQ-0985-0567 8EHQ-0685-0583 S 8EHQ-0386-0592 

8EHQ-0486-0600 8EHQ-0686-0604 8EHQ-0786-0606 s 

8EHQ-0786-0614 8EHQ-0886-0618 S 8EHQ-0386-0619 

8EHQ-1086-0642 8EHQ-0187-0650 SE~Q-0587-0675 M 

8EHQ-0786-0681 8EHQ-0787-0684 S 8EHQ-0887-0687 
-.J 

aEHQ-1187-0697 ..... 8EHQ-0887-0691 S 8EHQ-0987-0692 

8EHQ-1287-0704 8EHQ-1287-0708 S 8EHQ-1287-0710 

8EHQ-O 188-0713 8EHQ-0388-0725 8EHQ-0588-0730 

8EHQ-0788-0741 8EHQ-0788-0745 S a£HQ-108a-0160 s 

8EHQ-1088-0763 S 8EHQ-1288-0773 8E~Q-1288-0774 

8EHQ-1288-0775 8EHQ-0789-0809 M 8EHQ-0889-0812 
I 

8EHQ-0989-0822 8EHQ-1189-0847 8EliQ-1289-0856 

8EHQ-1289-0858 S 8EHQ-0290-0873 S 8EHQ-0290-0881 S 

8EHQ-O't90-0952 S 8EHQ-0490-0960 8EHQ-0590-0993 s 

8EHQ-0790-1029 8EHQ-0890-1050 S 

OHCOGEHICITY CHUMAH> 

SUBMISSION I: 8EHQ-0777-0001 8EHQ-0378-0096 * 8EHQ-0478-0117 * 
8EHQ-0478-0135 8EHQ-0578-0167 P 8EHQ-0578-0168 

~ 

~ 



APPENDIX CD>: STATUS REPORTS BY IHFORMATIOH TYPE 

OHCOGEHICITY CHUMAH> 

SUBMISSION I: 8EHQ-0878-0230 8EHQ-0978-0241 8EHQ-0978-0246 
; 

8EHQ-0582-0444 8EHQ-0383-0473 8EHQ-0884-0523 

SEHQ-0285-0546 SEHQ-0585-0557 8EHQ-0486-0598 

8EHQ-0586-0601 8EHQ-0786-0615 8EHQ-0986-0629 

SEHQ-0986-0634 8EHQ-0187-0651 M 8EHQ-0887-0688 

8EHQ-1187-06 98 8EHQ-1287-0699 8EHQ-1287-0701 • 
8EHQ-1188-0772 8EHQ-0190-0863 8EHQ-0190-0864 

8EHQ-0290-0886 8EHQ-0390-0915 SEHQ-0490-0917 

8EHQ-0490-0924 SEHQ-0790-1034 8EHQ-0890-1053 

8EHQ-0990-1080 S 

--J 
N PRODUCT COMPOSITION/CHEMICAL IDENTITY 

SUBMISSION I: 8EHQ-1077-0008 8EHQ-1077-0011 8EH0-1177-0014 
. 

8EHQ-1177-0016 8EHQ-1277-0021 SEHQ-1277-0026 S 

8EHQ-0278-0044 SEHQ-0278-0045 M SEHQ-0278-0054 . 
8EHQ-0378-0085 8EHQ-0378-0089 M 8EHQ-0378-0093 M 

8EHQ-0378-0104 8EHQ-0378-0105 8EH0-0478-0117 • . 
SEHQ-0478-0133 8EHQ-0578-0139 8EHQ-0578-0150 M 

SEHQ-0578-0153 S M BEHQ-0578-0155 • BEHQ-0578-0163 

!EHQ-0578-0164 !EHQ-0578-0165 8EHQ-0578-0169 S M 

BEHQ-0678-0187 M 8EHQ-0678-0200 • BEHQ-0678-0205 • 
!EHQ-0778-0209 8EHQ-0778-0214 8EHQ-0778-0219 M 

8EHQ-0778-0220 M 8EHQ-0778-0228 • !EHQ-0978-0240 

8EHQ-1078-0245 SEHQ-1078-0249 SEHQ-1078-0251 

8EHQ-1078-0253 8EHQ-1078-0255 M 8EHQ-1178-0256 



APPENDIX <DJ: STATUS REPORTS BY INFORMATION TYPE 

PRODUCT COMPOSITION/CHEMICAL IDENTITY 

SUBMISSION I: 8EHQ-1178-0260 M 8EHQ-ll 78-026 l 8EHQ-1278-0264 

8EHQ-0179-0268 S 8EHQ-0179-0269 S 8EHQ-0179-0272 

8EHQ-0279-0275 8EHQ-0479-0278 8EHQ-0379-0280 

SEHQ-0579-0283 8EHQ-0579-0288 8EHQ-0779-0292 

8EHQ-0779-0293 8EHQ-0879-0301 8EHQ-1179-0317 

SEHQ-1179-0321 SEHQ-1279-0323 8EHQ-0180-0328 

8EHQ-0280-0331 S 8EHQ-0280-0333 8EHQ-0380-0335 S 

8EHQ-0380-0336 S 8EHQ-0780-0350 8EHQ-0880-0358 M 

8EHQ-1180-0373 S 8EHQ-1180-0374 S 8EHQ-1180-0375 S 

8EHQ-0381-0394 S 8EHQ-0481-0397 8EHQ-0581-0399 

8EHQ-0781-0406 S 8EHQ-0482-0442 8EHQ-0682-0446 S 
....;i 
VJ 8EHQ-0882-0454 8EHQ-0982-0456 S M 8EHQ-0283-0469 S 

SEHQ-0283-0471 S 8EHQ-0583-0477 S SEHQ-0583-0479 S 

8EHQ-0683-0480 8EHQ-0683-0483 S 8EHQ-0683-0484 S . 
8EHQ-0783-0485 S M 8EHQ-0783-0487 S M BEHQ-0983-0491 S 

8EHQ-0983-0492 S 8EHQ-0983-0493 S M 8EHQ-1283-0500 S 

8EHQ-1283-0501 8EHQ-1283-0502 P M 8EHQ-1283-0503 

SEHQ-0384-0508 P M 8EHQ-0484-0510 8EHQ-0484-0511 

8EHQ-0484-0513 8EHQ-0584-0515 S 8EH~-05M-0516 S 

SEHQ-0584-0517 8EHQ-0584-0519 8£H0-0784-0521 S 
' 

8EHQ-0884-0526 8EHQ-1284-0540 S M 8EHQ-0185-0542 S 

8EHQ-0285-0545 S 8EHQ-0485-0548 8EHQ-0485-0551 M 

SEHQ-0485-0553 8EHQ-0585-Cl554 S 8EHQ-0585-0555 

8EHQ-0585-0556 S 8EHQ-0785-0562 S SEHQ-0885-0564 S 

8EHQ-0985-0568 S 8EHQ-1085-0571 S 8EHQ-0585-0572 

ii 



APPENDIX CD): STATUS REPORTS BY INFORMATIOH TYPE 

PRODUCT COMPOSITIOH/CHEMICAL IDENTITY 

SUBMISSION I: SEHQ-1185-0576 8EHQ-1285-0577 SEHQ-0186-0582 S 

8EHQ-0685-0583 S 8EHQ-0386-0589 S 8EHQ-0386-0594 s 

SEHQ-0486-0597 SEHQ-0586-0602 S 8EHQ-0686-0605 S 

8EHQ-0786-0606 S 8EHQ-0786-0608 S 8EHQ-0786-0609 S 

8EHQ-0786-0610 8EHQ-0786-0614 8EHQ-0886-0621 

SEHQ-0986-0623 S 8EHQ-0986-0624 S SEHQ-0986-0625 S 

8EHQ-0986-0626 S 8EHQ-0986-0627 8EHQ-0986-0631 S 

8EHQ-0986-0632 SEHQ-0986-0633 S 8EHQ-1086-0636 S 

8EHQ-1086-0637 8EHQ-1086-0639 S 8EHQ-1086-0640 S M 

8EHQ-1186-0643 8EHQ-1186-0644 8EHQ-ll86-0646 s 

-.J 
8EHQ-0187-0649 S 8EHQ-0287-0652 S 8EHQ-0287-0655 S 

+:-
8EHQ-0387-0656 8EHQ-0487-0661 S 8EHQ-0487-0664 S 

8EHQ-0487-0665 S * SEHQ-0487-0667 S * 8EHQ-0487-0668 

8EHQ-0487-0669 * 8EHQ-0487-0670 S 8EHQ-0487-06 71 

8EHQ-0587-0674 S 8EHQ-0687-0680 8EHQ-0787-0684 S 

8EHQ-0787-0686 S 8EHQ-1187-0697 8EHQ-1287-0707 S 

8EHQ-1287-0708 S 8EHQ-1287-0709 S 8EHQ-0188-0714 

8EHQ-0288-0716 S 8EHQ-0288-0717 S 8EHQ-0288-0720 

SEHQ-0388-0724 S 8EHQ-0388-0725 8EHQ-0488-0727 

8EHQ-0488-0728 8EHQ-0488-0729 S 8EHQ-0588-0731 S 

8EHQ-0588-0733 8EHQ-0688-0734 S 8EHQ-0688-0735 

8EHQ-0688-0740 S 8EHQ-0788-0744 S 8EHQ-0788-0745 S 

8EHQ-0988-0749 S 8EHQ-0988-0750 S 8:.:HQ-0988-0751 S 

8EHQ-0988-0752 S 8EHQ-0988-0753 S 8EHQ-1088-0755 

8EHQ-1088-0758 S 8EHQ-1088-0760 S 8EHQ-1088-0761 

~ 



APPENDIX CD>: STATUS REPORTS BY IHFORMATIOH TYPE 

PRODUCT COMPOSITION/CHEMICAL IDENTITY 

SUBMISSION I: 8EHQ-1088-0763 S 8EHQ-1088-0764 S 8EHQ-1188-0765 S 

8EHQ-1188-0766 S 8EHQ-1188-0767 S 8EHQ-1188-0768 s 

8EHQ-l188-0770 S 8EHQ-1188-0771 S 8EHQ-1288-0776 

8EHQ-0389-0780 8EHQ-0289-0782 S 8EHQ-0289-0783 S 

8EHQ-0289-0784 8EHQ-0289-0785 S 8EHQ-0389-0787 S 

8EHQ-0389-0788 S 8EHQ-0389-0789 8EHQ-0389-0790 S 

8EHQ-0389-0791 S 8EHQ-0489-0794 S 8EHQ-0589-0798 S 

8EHQ-0589-0799 8EHQ-0689-0804 8EHQ-0789-0805 S 

8EHQ-0789-0806 S 8EHQ-0789-0808 S 8EHQ-0889-0811 S 

8EHQ-0889-0816 S 8EHQ-0889-0817 8EHQ-0889-0819 S 
' 8EHQ-0989-0821 S 8EHQ-0989-0824 S 8EHQ-0989-0825 S 

-.J 
Vl 8EHQ-0989-0827 S 8EHQ-0989-0828 S 8EHQ-1089-0833 S 

~ 

8EHQ-1089-0834 S 8EHQ-1089-0835 S 8EHq-l089-0837 S 
' 

8EHQ-1089-0838 S 8EHQ-1189-0840 S 8EHQ-1189-0842 S 

8EHQ-1189-0843 S 8EHQ-ll89-0844 8EHQ-1189-0847 

8EHQ-1189-0848 S 8EHQ-1289-0849 S 8EHQ-1289-0851 S 

8EHQ-1289-0853 S 8EHQ-1289-0854 S 8EH~-1289-0857 S 

8EHQ-1289-0858 S 8EHQ-1289-0859 8EHQ-0190-0861 S 
' 8EHQ-O 190-0862 S 8EHQ-0190-0865 S 8EHQ-0190-0866 S 

8EHQ-0190-0868 S 8EHQ-Ol90-0869 S 8EHQ-0190-0870 S 
' 

8EHQ-Ol90-0871 S 8EHQ-0290-0872 S 8EHQ-0290-0873 S 

8EHQ-0290-0874 S 8EHQ-0290-0875 S 8EH~-0290-0879 S 
, 

8EHQ-0290-0880 8EHQ-0290-0881 S 8EHQ-0290-0883 S 

8EHQ-0290-0887 S 8EHQ-0290-0888 S 8EHQ-0290-0889 S 

8EHQ-0290-0890 S 8EHQ-0290-0891 S 8EHQ-0390-0895 S 

L 



APPENDIX CD>: STATUS REPORTS BY INFORMATION TYPE 

PRODUCT COMPOSITION/CHEMICAL IDENTITY 

SUBMISSION I: 8EHQ-0390-0896 S 8EHQ-0390-0897 S 8EHQ-0390-0903 S 

8EHQ-0390-0905 S * SEHQ-0390-0906 S SEHQ-0390-0907 S 

8EHQ-0390-0908 S 8EHQ-0390-0913 S 8EHQ-0390-0914 S 

8EHQ-0390-0916 S * . 8EHQ-0490-0918 S 8EHQ-0490-0919 s 
8EHQ-0490-0920 S 8EHQ-0490-0921 S 8EHQ-0490-0922 5 

SEHQ-0490-0923 S 8EHQ-0490-0925 S 8EHQ-0490-0926 S 

SEHQ-0490-0927 S SEHQ-0490-0928 S SEHQ-0490-0929 5 * 
SEHQ-0490-0930 S SEHQ-0490-0931 S SEHQ-0490-0932 

8EHQ-0490-0934 S SEHQ-0490-0935 S 8EHQ-0490-0938 

8EHQ-0490-0952 S 8EHQ-0490-0955 S SEHQ-0490-0956 S 

8EHQ-0490-0957 S 8EHQ-0490-0958 S SEHQ-0490-0959 s 
-.J 
0\ 8EHQ-0490-0961 S 8EHQ-0490-0962 8EHQ-0590-0983 

8EHQ-OS90-0986 S SEHQ-0590-0987 S SEHQ-0590-0988 s 

8EHQ-0590-0989 S 8EHQ-0590-0990 8E~Q-0590-0992 s 

SEHQ-0590-0993 S 8EHQ-0590-0995 S SEHQ-0590-0997 5 

8EHQ-0590-0998 S . 8EHQ-0590-1001 S 8EHQ-0690-1004 s 
8EHQ-0690-1005 S 8EHQ-0690-1006 S 8EHQ-0690-l010 S 

8EHQ-0690-1011 S 8EHQ-0690-1012 S 8EHQ-0690-1013 s 

8EHQ-0690-1014 S 8EHQ-0690-1016 S SEHQ-0790-1022 5 

SEHQ-0790-1023 S 8EHQ-0790-1025 S 8EHQ-0790-1026 5 

8EHQ-0790-1028 S SEHQ-0790-1029 8EHQ-0790-1031 s 
SEHQ-0790-1036 S SEHQ-0790-1037 S SEHQ-0890-1039 s 

8EHQ-0890-1042 BEHQ-0890-1044 S 8EHQ-0890-1048 5 

8EHQ-0890-1049 S 8EHQ-0890-1050 S 8EHQ-0890-1052 s 

8EHQ-0890-1054 S 8EHQ-0890-1056 S 8EHQ-0990-1058 S 



APPENDIX CD): STATUS REPORTS BY INFORMATION TYPE 

PRODUCT COMPOSITION/CHEMICAL IDENTITY 

SUBMISSION I: SEHQ-0990-1059 S * SEHQ-0990-1060 S SEHQ-0990-1062 

SEHQ-0990-1063 SEHQ-0990-1066 S 8EHQ-0990-1070 S 

8EHQ-0990-1071 SEHQ-0990-1073 S 8EHQ-0990-1075 S 

8EHQ-0990-1076 S 8EHQ-0990-1078 8EHQ-0990-1079 S 

8EHQ-0990-1083 S 

PRODUCTION/USE/PROCESS 

SUBMISSION I: 8EHQ-1277-0026 S SEHQ-0378-0096 * SEHQ-0378-0097 * 
8EHQ-0378-0104 SEHQ-0378-0105 S~HQ-0378-0109 

8EHQ-0378-0l10 8EHQ-0378-0l12 * SEHQ-0378-0113 

8EHQ-0478-0115 * 8EHQ-0478-0l17 * 8EHQ-0478-0118 P * 
-.J 
-.J SEHQ-0478-0123 SEHQ-0478-0138 P * 8EHQ-0578-0139 

8EHQ-0578-0146 8EHQ-0578-0148 8EHQ-0578-0l52 

' 8EHQ-0578-0155 * 8EHQ-0578-0157 * 8EHQ-0578-0158 S * 
• 8EHQ-0578-:-0159 S * 8EHQ-0578-0162 S * 8EHQ-0578-0163 
' 

8EHQ-0578-0164 SEHQ-0578-0165 8EHQ-0578-0166 
I 

8EHQ-0578-0167 P 8EHQ-0578-0168 8~HQ-0578-0169 S * 
8EHQ-0678-0179 * 8EHQ-0678-0180 * 8EHQ-0678-0200 * 
8EHQ-0678-0202 8EHQ-0778-0209 8EHQ-0778-D217 

8EHQ-0778-0219 M 8EHQ-0778-0228 M 8EHQ-0878-0230 

8EHQ-0978-0239 8EHQ-1078-0245 8EHQ-0978-0246 

8EHQ-1078-0247 8EHQ-1078-0251 8EHQ-1078-0252 

8EHQ-1078-0253 8EHQ-1178-0256 8EHQ-1178-0261 

8EHQ-1278-0264 8EHQ-0179-0267 8EHQ-0179-0268 S 

SEHQ-0179-0270 8EHQ-Ol 7 9-0271 8EHQ-0179-0272 

L 



.d\ 

APPENDIX CD): STATUS REPORTS BY INFORMATION TYPE 

PRODUCTIOH/USE/PROCESS 

SUBMISSION I: 8EHQ-0279-0275 BEHQ-0479-0278 8EHQ-0379-0280 

SEHQ-0479-0282 S 8EHQ-0579-0283 8EHQ-0579-0288 

SEHQ-0679-0291 8EHQ-077 9-0292 8EHQ-077 9-0293 

8EHQ-077 9-0294 8EHQ-0779-0296 8EHQ-077 9-0297 
! 

8EHQ-0583-0477 S 8EHQ-0583-0479 S 8EHQ-0683-0480 

8EHQ-0683-0481 8EHQ-0683-0483 S 8EHQ-0783-0485 s * 
8EHQ-0783-0487 S * 8EHQ-0883-0490 SEHQ-0983-0492 s 

' 
8EHQ-0983-0493 S * 8EHQ-1083-0494 * 8EHQ-1083-0495 

8EHQ-1083-0496 8EHQ-1083-0497 8EHQ-1083-0498 

SEHQ-1283-0500 S 8EHQ-1283-0501 8EHQ-1283-0502 P * 
-...J 8EHQ-1283-0503 8EHQ-0184-0504 SEHQ-0284-0505 
OJ 

8EHQ-0484-0510 8EHQ-0384-0506 S 8EHQ-1083-0509 

8EHQ-0484-0513 BEHQ-0584-0514 8EHQ-0584-0515 S 
l 

8EHQ-0584-0516 S SEHQ-0584-0517 8EHQ-0584-0519 

8EHQ-0684-0520 8EHQ-0784-0521 S BEHQ-0784-0522 

SEHQ-0884-0523 8EHQ-0884-0524 8EHQ-0884-0526 . 
8EHQ-0884-0528 8EHQ-0984-0529 8EHQ-0984-0531 S * 
8EHQ-1084-0532 8EHQ-1084-0533 S SEHQ-1084-0534 

SEHQ-1084-0535 SEHQ-0185-0542 S SEHQ-0285-0544 

8EHQ-0285-0545 S 8EHQ-0285-0546 8EHQ-0385-0547 

SEHQ-0485-0548 8EHQ-0485-0549 S 8EHQ-0485-0550 

8EHQ-0485-0551 * BEHQ-0485-0552 8EHQ-0485-0553 

8EHQ-0585-0554 S 8EHQ-0585-0555 8EHQ-0585-0556 S 

8EHQ-0585-0557 8EHQ-0685-0558 S 8EHQ-0685-0559 

8EHQ-0785-0561 S 8EHQ-0785-0562 S 8EHQ-0785-0563 

L 



APPEHDIX CD): STATUS REPORTS BY IHFORMATIOH TYPE 

PRODUCTIOHIUSEIPROCESS 

SUBMISSIOH I: 8EHQ-0885-0564 S 8EHQ-0885-0565 S 8EHQ-0985-0566 

8EHQ-0985-0568 S 8EHQ-1085-0569 8EHQ-1085-0570 

SEHQ-1085-0571 S 8EHQ-0585-0572 8EHQ-1185-0573 

8EHQ-1185-057't 8EHQ-1185-0575 8EHQ-1185-0576 

SEHQ-1285-0577 8EHQ-1285-0578 8EHQ-1285-0579 S 

SEHQ-1285-0580 8EHQ-1285-0581 8E~Q-0186-0582 S 

8EHQ-0685-0583 S 8EHQ-0186-0584 8EHQ-0186-0585 S 

8EHQ-0186-0586 S 8EHQ-0286-0588 * 8EHQ-0386-0589 S 

8EHQ-0386-0591 SEHQ-0386-0594 S 8EHQ-0486-0596 

8EHQ-0486-0597 8EHQ-0486-0599 8EHQ-0486-0600 

8EHQ-0586-0601 8EHQ-0586-0602 S 8EHQ-0686-0603 
-..J 
\.0 SEHQ-0786-0606 S 8EHQ-0786-0607 S SEHQ-0786-0608 S 

8EHQ-0786-0609 5 SEHQ-0786-0613 SEHQ-0786-0614 
; 

SEHQ-0786-0615 8EHQ-0786-0616 8EHQ-0886-0621 

8EHQ-0886-0622 S 8EHQ-0986-0623 S 8EHQ-0986-0624 S 

8EHQ-0986-0625 S 8EHQ-0986-0627 8EHQ-0986-0629 

8EHQ-0986-0630 SEHQ-0986-0631 S 8EHQ-0986-0633 S 
l 

8EHQ-0986-0634 8EHQ-1086-0635 8EHQ-1086-0636 S 

SEHQ-1086-0637 8EHQ-1086-0639 S 8E~Q-1086-0640 S * 
8EHQ-1086-0641 8EHQ-1086-0642 8EHQ-1186-0643 

8EHQ-1186-0644 8EHQ-1286-0645 8EHQ-1286-0648 

8EHQ-0187-0649 S 8EHQ-0287-0653 8EHQ-0287-0654 

8EHQ-0287-0655 S 8EHQ-0287-0657 5 8EHQ-0287-0658 

8EHQ-0387-0659 8EHQ-0487-0661 S 8EHQ-0487-0663 

8EHQ-0487-0664 5 . SEHQ-0487-0665 S M SEHQ-0487-0667 S M 

~ 



APPENDIX CD): STATUS REPORTS BY INFORMATION TYPE 

PRODUCTION/USE/PROCESS 

SUBMISSION I: 8EHQ-0487-0669 M 8EHQ-0487-0670 S 8EHQ-0487-06 71 

8EHQ-0587-0672 S 8EHQ-0587-0673 8EHQ-0587-0674 S 

8EHQ-0587-0675 * 8EHQ-0587-0676 8EHQ-0687-0677 

8EHQ-0587-0678 SEHQ-0687-0679 8EHQ-0687-0680 

SEHQ-0687-0632 8EHQ-0687-0683 8EHQ-0787-0684 S 

8EHQ-0787-0685 BEHQ-0787-0686 S SEHQ-0887-0687 

8EHQ-0887-0688 8EHQ-0887-0689 * 8EHQ-0887-0690 

8EHQ-0887-0691 S 8EHQ-0987-0692 8EHQ-0987-0694 M 

8EHQ-1087-0695 8EHQ-1187-0698 8EHQ-1287-0699 

8EHQ-1287-0700 8EHQ-1287-0701 M 8EHQ-1287-0704 

8EHQ-1287-0706 8EHQ-1287-0709 S 8EH0-1287-0710 
()'.) 
0 8EHQ-0188-0714 SEHQ-0288-0715 8EHQ-0288-0716 S 

SEHQ-0288-0717 S 8EHQ-0288-0719 SEHQ-0288-0720 

8EHQ-0388-0721 8EHQ-0288-0722 8EH0-0388-0723 

8EHQ-0388-0724 S 8EHQ-0388-0725 SEHQ-0488-0729 S 

8EHQ-0588-0730 8EHQ-0588-0731 S 8EHQ:..0588-0732 

8EHQ-0588-0733 8EHQ-0688-0734 S 8EHQ-0688-0735 

8EHQ-0688-0738 8EHQ-0688-0739 8EHQ-0688-0740 S 

8EHQ-0788-0742 M 8EHQ-0788-0744 S 8EHQ~0788-0745 S 

8EHQ-0888-0746 8EHQ-0888-0747 8EHQ-0988-0748 

8EHQ-0988-0749 S 8EHQ-0988-0750 S 8EHQ-0988-0751 S 

8EHQ-0988-0752 S 8EHQ-0988-0753 S 8EHQ•0988-0754 

8EHQ-1088-0755 8EHQ-1088-0756 8EMQ-1088-0757 

8EHQ-1088-0758 S 8EHQ-1088-\,759 8EHQ-1088-0760 S 

8EHQ-1088-0763 S 8EHQ-1188-0765 S SEHQ-1188-0766 S 

i 



- rt, . 

APPENDIX CD): STATUS REPORTS BY IHFORMATIOH TYPE 

PRODUCTION/USE/PROCESS 

SUBMISSION I: 8EHQ-1188-0767 S 8EHQ-1188-0768 S 8EHQ-1188-0770 S 

8EHQ-1188-0771 S 8EHQ-1288-0775 8EHQ-1288-0776 

8EHQ-1288-0778 8EHQ-0189-0779 8EHQ-0189-0781 S 

8EHQ-0289-0782 S 8EHQ-0289-0783 S 8EHQ-0289-0784 

8EHQ-0289-0785 S 8EHQ-0389-0787 S 8EHQ-0389-0788 S 
' 

SEHQ-0389-0789 8EHQ-0389-0790 S 8EHQ-0389-0791 S 

SEHQ-0489-0792 8EHQ-0489-0793 8EHQ-0489-0794 S 
' 

8EHQ-0589-0798 S 8EHQ-0589-0799 8EHQ-0589-0800 

8EHQ-0689-0802 SEHQ-0689-0804 8EHQ-0789-0805 S 

8EHQ-0789-0806 S 8EHQ-0789-0807 S 8EH4-0789-0808 S 

OJ 
8EHQ-0889-0810 S 8EHQ-0889-0811 S 8EHQ-0889-0813 

...... .. 
8EHQ-0889-0814 8EHQ-0886-0815 8EHQ-0889-0816 S 

8EHQ-0889-0817 8EHQ-0889-0818 S 8EHQ-0889-0819 S 

SEHQ-0889-0820 8EHQ-0989-0821 S 8EHQ-0989-0823 
' 

8EHQ-0989-0824 S 8EHQ-0989-0825 S 8EHQ-0989-0826 S 
' 

8EHQ-0989-0827 S 8EHQ-0989-0828 S SEHQ-1089-0829 

8EHQ-1089-0831 SEHQ-1089-0832 8EH~-1089-0833 S 

8EHQ-1089-0834 S 8EHQ-1089-0835 S SEHQ-1089-0836 
• 

8EHQ-1089-0838 S SEHQ-1189-0839 8EHQ-1189-0840 S 

8EHQ-1189-0841 8EHQ-1189-0842 S 8EH~-1189-0843 S 

' 8EHQ-1189-0845 8EHQ-1189-0847 8EHQ-1189-0848 S 

8EHQ-1289-0849 S 8EHQ-1289-0850 8EHQ-1289-0851 S 
,, 

8EHQ-1289-0852 S 8EHQ-1289-0853 S 8EHQ-1289-0854 S 

8EHQ-1289-0856 8EHQ-1289-0857 S 8EHQ-1289-0858 S 

8EHQ-0190-0861 S 8EHQ-Ol90-0862 S 8EHQ-0190-0863 



APPENDIX CD): STATUS REPORTS BY INFORMATION TYPE 

PRODUCTION/USE/PROCESS 

SUBMISSION I: 8EHQ-0190-0864 8EHQ-Ol90-0865 S 8EHQ-Ol90-0866 S 

8EHQ-O 190-086 7 * 8EHQ-0190-0868 S 8EHQ-0190-0869 S 

8EHQ-0190-0870 S 8EHQ-0190-0871 S 8EHQ.;.0290-0872 S 

8EHQ-0290-0874 S 8EHQ-0290-0875 S 8EHQ-0290-08 77 

8EHQ-0290-0879 S 8EHQ-0290-0881 S 8EHQ-0290-0882 

8EHQ-0290-0883 S 8EHQ-0290-0885 8EHQ-0290-0886 

BEHQ-0290-0887 S 8EHQ-0290-0888 S 8EHQ-0290-0889 S 

8EHQ-0290-0890 S SEHQ-0290-0891 S SEHQ-0290-0894 

8EHQ-0390-0898 8EHQ-0390-0899 * 8EHQ-0390-0900 

8EHQ-0390-0901 SEHQ-0390-0902 8EHQ-0390-0903 S 

8EHQ-0390-0907 S 8EHQ-0390-0913 S 8EHQ~0390-0914 S 
CD 
N SEHQ-0390-0915 8EHQ-0390-0916 S * 8EHQ.;.0490-0917 

8EHQ-0490-0918 S 8EHQ-0490-0919 S SEHQ-0490-0924 

SEHQ-0490-0925 S 8EHQ-0490-0926 S 8EHQ-0490-0928 S 

SEHQ-0490-0930 S SEHQ-0490-0931 S SEHQ-0490-0932 

8EHQ-0490-0933 SEHQ-0490-0934 S 8EHQ-0490-0935 S 

SEHQ-0490-0936 SEHQ-0490-0937 SEHQ-0490-0938 

8EHQ-0490-0939 8EHQ-0490-0940 8EHQ-OOO-O 941 

8EHQ-0490-0943 8EHQ-0490-0944 8EHQ""0490-0945 

SEHQ-0490-0950 8EHQ-0490-0951 8EHQ-0490-095tf S 

8EHQ-0490-0955 S 8EHQ-0490-0956 S 8EHQ-0490-0957 S 

SEHQ-0490-0958 S 8EHQ-0490-0959 S SEHQ::..0490-0960 

8EHQ-0490-0962 8EHQ-0590-0964 8EHQ-0590-0968 

8EHQ-0590-0971 8EHQ-0590-0972 8EHQ-0590-0974 

8EHQ-0590-0975 8EHQ-0590-0976 8EHQ.;.0590-0981 



.. 

APPENDIX CD): STATUS REPORTS BY IHFORMATIOH TYPE 

PRODUCTION/USE/PROCESS 

SUBMISSION I: 8EHQ-0590-0983 SEHQ-0590-0985 * 8EHQ-0590-0992 S 

8EHQ-0590-0994 * 8EHQ-0590-0995 S 8EHQ-0590-0996 

8EHQ-0590-0997 S SEHQ-0590-0998 S 8EHQ--0690-0999 * 
8EHQ-0590-1001 S 8EllQ-0690-1002 8EHQ-0690-1003 

8EHQ-0690-1004 S 8EHQ-0690-1005 S 8EHQ-0690-1006 S 

8EHQ-0690-1010 S 8EHQ-0690-1011 S SEHQ-0690-1012 S 

8EHQ-0690-1013 S 8EHQ-0690-1014 S 8EHQ-0690-1015 

8EHQ-0690-1016 S 8EHQ-0690-1018 8EHQ-0690-1019 

8EHQ-0790-1021 8EHQ-0790-1023 S . 8EHQ-0790-1024 

BEHQ-0790-1025 S BEHQ-0790-1026 S 8EHQ~0790-l027 

8EHQ-0790-1028 S 8EHQ-0790-1029 8EHQ-0790-1031 S 
CX> 
VJ 8EHQ-0790-1033 SEHQ-0790-1034 BEHQ-0790-1036 S 

8EHQ-0790-1037 S 8EHQ-0890-1039 S 8EHQ-0890-1040 

8EHQ-0890-1041 8EHQ-0890-1042 8EHQ-0890-1043 

8EHQ-0890-1044 S SEHQ-0890-1045 8EHQ-0890-1046 

8EHQ-0890-1047 8EHQ-0890-1048 S 8EHQ-0890-1049 S 

8EHQ-0890-1050 S 8EHQ-0890-1052 S 8EHQ-"0890-1053 

8EHQ-0890-1054 S 8EHQ-0890-1055 S 8EHQ-0890-1056 S 

8EHQ-0990-1058 S 8EHQ-0990-1060 S 8EHQ-0990-1061 

SEHQ-0990-1062 8EHQ-0990-1063 8EHQ~0990-1065 

8EHQ-0990-1066 S 8EHQ-0990-l069 8EHQ-0990-1070 S 

8EHQ-0990-1071 8EHQ-0990-1072 8EHQ-0990-1073 S 

8EHQ-0990-1074 8EHQ-0990-1075 S 8EHQ-0990-1076 S 

8EHQ-0990-1078 BEHQ-0990-1079 S 8EHQ-0990-1080 S 

8EHQ-0990-1081 8EHQ-0990-1083 S 



I' 

APPEHDIX CD): STATUS REPORTS BY IHFORMATIOH TYPE 

REPORTING RATIONALE 
' 

SUBMISSION I: 8EHQ-1078-0249 8EHQ-0880-0358 * 8EHQ-0783-0485 S * . r 

8EHQ-1083-0494 M 8EHQ-0384-0508 P M IJEHQ-0587-0672 S 

8EHQ-1287-0706 8EHQ-0488-0729 S 8EHQ-1188-0772 

8EHQ-0889-0813 8EHQ-0886-0815 8EHQ-0490-0933 

REPRODUCTIVE TOXICITY/TERATO. CAHIMAL> 

SUBMISSION I: 8EHQ-1077-0007 8EHQ-1277-r. 027 8EHQ-0278-0049 

8EHQ-0378-0095 * 8EHQ-0378-0101 * 8EHQ-0378-0103 * 
IJEHQ-0478-0122 M SEHQ-0478-0129 8EHQ-0478-0130 M 

8EHQ-0578-0160 S * 8EHQ-0678-0185 * 8EHQ-0678-0206 * 
OJ 8EHQ-0678-0208 
.j::-

8EHQ-0778-0209 8EHQ.:.0778-0211 

8EHQ-0978-0244 8EHQ-1078-0245 8EHQ-1078-0247 

8EHQ-1078-0248 8EHQ-1078-0252 8EHQ-0179-0267 

8EHQ-0179-0269 S 8EHQ-0779-0293 8EHQ.:.0680-0346 

8EHQ-l180-0373 S 8EHQ-l180-0374 S 8EHQ-1180-0375 S 

8EHQ-0181-0379 8EHQ-0281-0384 8EHQ-0381-0386 

IJEHQ-0381-0388 S 8EHQ-0381-0394 S 8EHQ..,;,0581-0399 

IJEHQ-0781-0405 S 8EHQ-1081-0414 8EHQ-1281-0421 S 

8EHQ-1281-0424 8EHQ-0382-0440 S . 8EHQ-0382-0441 

IJEHQ-0682-0450 8EHQ-088l-0452 8EHQ'"'1182-0462 

8EHQ-1182-0464 8EHQ-0483-0475 8EHQ-0783-0485 S * : 

8EHQ-1083-0499 8EHQ-0284-0505 8EHQ-0884-0527 

8EHQ-0884-0528 BEHQ-1084-0532 8EHQ-1084-0534 

8EHQ-0185-0543 8EHQ-0285-0544 8EHQ-0385-0547 

IJEHQ-0485-0548 8EHQ-0585-0555 8EHQ-0785-0560 



APPENDIX CD): STATUS REPORTS BY IHFORMATIOH TYPE 

REPRODUCTIVE TOXICITY/TERATO. CAHIMAL) 

SUBMISSION I: 8EHQ-0785-0562 S 8EHQ-1085-0570 8EHQ-0585-0572 

8EHQ-1285-0577 8EHQ-0186-0587 8EHQ-0986-0623 S 

8EHQ-0986-0626 S 8EHQ-0886-0628 8EHQ-0986-0633 S 

8EHQ-0287-0653 8EHQ-0287-0658 8EHQ-0487-0664 S 

8EHQ-0487-0666 S 8EHQ-0587-0672 S 8EHQ-0587-0676 

8EHQ-0687-0682 8EHQ-1087-0695 8EHQ-1287-0706 

8EHQ-0288-0716 S SEHQ-0288-0717 S 8EHQ-0388-0721 

8EHQ-0388-0726 * 8EHQ-0488-0727 8EHQ~0488-0729 S 

8EHQ-0588-0731 S 8EHQ-0688-0738 8EHQ..:.0888-0746 

8EHQ-0988-0748 8EHQ-0988-0749 S 8EHQ-0988-0750 S 

8EHQ-0988-0751 S 8EHQ-1088-0758 S 8EHQ-1088-0760 S 
OJ 
\Jl 

8EHQ-1088-0764 S 8EHQ-1188-0765 S 8EHQ-1188-0766 S 

8EHQ-1188-0767 S 8EHQ-1188-0770 S 8EHQ~1188-0771 S 

8EHQ-1288-0778 8EHQ-0289-0783 S 8EHQ-0289-0785 S 

8EHQ-0389-0786 S 8EHQ-0389-0790 S 8EHQ""0489-0792 

8EHQ-0489-0794 S 8EHQ-0789-0807 S 8EHQ-0889-0810 S 

8EHQ-0889-0811 S 8EHQ-0889-0813 8EHQ-0889-0816 S 

8EHQ-0889-0820 8EHQ-0989-0823 8EHQ-0989-0824 S 

8EHQ-0989-0825 S 8EHQ-0989-0827 S 8EHQ-0989-0828 S 

8EHQ-1089-0829 8EHQ-1089-0835 S 8EHQ-1189-0842 S 

8EHQ-1189-0844 8EHQ-1289-0849 S 8EHQ-1289-0851 S 

8EHQ-1289-0852 S 8EHQ-1289-0855 8EHQ-1289-0858 S 

8EHQ-0190-0861 S 8EHQ-0190-0862 S 8EHQ-0190-0865 S 

8EHQ-0190-0868 S 8EHQ-0190-0869 S 8EHQ-0190-0870 S 

8EHQ-0190-0871 S 8EHQ-0290-0872 S 8EHQ-0290-0874 S 



APPENDIX CD>: STATUS REPORTS BY INFORMATION TYPE 

REPRODUCTIVE TOXICITYITERATO. CAHIMAL> 

SUBMISSION I: 8EHQ-0290-0875 S 8EHQ-0290-0877 8EHQ-0290-0878 

8EHQ-0290-0879 S 8EHQ-0290-0881 S 8EHQ-0290-0883 S 

8EHQ-0290-0884 8EHQ-D290-0887 5 8EHQ-029D-0888 S 

8EHQ-0290-0889 S 8EHQ-0290-0890 S 8EHQ-029D-0891 S 

8EHQ-0290-0892 8EHQ-D390-0895 S 8EHQ-0390-0896 S 

8EHQ-0390-0897 S 8EHQ-0390-0904 8EHQ-0390-0907 5 

8EHQ-039o-o910 s 8EHQ-0390-0 911 S 8EHQ-0390-0912 S 

8EHQ-0490-0918 S BEHQ-0490-0922 S 8EHQ-0490-0923 S 

8EHQ-0490-0925 S 8EHQ-0490-0927 S BEHQ-0490-0928 S 

8EHQ-0490-093o S 8EHQ-0490-0931 S 8EHQ-0490-0932 

()) 8EHQ-0490-0935 S 8EHQ-0490-0937 8EHQ-0490-0938 
O'I 

8EHQ-049o-0939 8EHQ-049D-0940 8EHQ-0490-0941 

8EHQ-0490-0942 8EHQ-0490-0943 8EHQ-0490-0944 

8EHQ-0490-o945 8EHQ-0490-0946 8EHQ-0490-0947 
' 

8EHQ-0490-0948 SEHQ-0490-0949 8EHQ-0490-0950 

8EHQ-0490-0951 8EHQ-0490-0955 S 8EHQ-0490-0956 S 

8EHQ-0490-0961 S 8EHQ-0590-D965 8EHQ-0590-o966 

8EHQ-0590-0967 8EHQ-0590-0968 8EHQ-0590-0969 

8EHQ-0590-0970 8EHQ-0590-0971 8EHQ-0590-0972 

8EHQ-0590-0973 8EHQ-0590-0974 8EHQ-0590-0975 
' 

8EHQ-0590-0976 8EHQ-0590-0977 8EHQ-0590-0978 

8EHQ-0590-0979 8EHQ-0590-0980 8EHQ-_0590-0981 

8EHQ-0590-0982 8EHQ-0590-0983 8fHQ-0590-0984 

SEHQ-0590-0986 5 8EHQ-0590-0987 S 8[HQ-0590-0988 s 

8EHQ-0590-0989 S 8EHQ-0590-0990 8FHQ-0590-0992 S 



APPENDIX CD>: STATUS REPORTS BY INFORMATION TYPE 

REPRODUCTIVE TOXICITY/TERATO. CANIMAL> 

SUBMISSION I: SEHQ-0590-0995 S 8EHQ-0590-0997 5 8EHQ-0590-0998 S 

SEHQ-0690-0999 M 8EHQ-0690-1000 S 8EHQ-0690-1002 

8EHQ-0690-1003 8EHQ-0690-1006 S 8EHQ-0690-1008 

8EHQ-0690-1010 S 8EHQ-0690-1011 S 8EHQ-0690-1012 S 

8EHQ-0690-1013 S 8EHQ-0690-1014 S 8EHQ-0790-1024 

8EHQ-0790-1025 S 8EHQ-0790-1026 S 8EHQ-0790-1030 

8EHQ-0790-1037 S SEHQ-0890-1042 8EHQ-0890-1043 

8EHQ-0890-1046 8EHQ-0890-1055 S 8EHQ-0990-1063 

SEHQ-0990-1064 8EHQ-0990-1073 S SEHQ-0990-1075 S 

REPRODUCTIVE TOXICITY/TERATO. CHUMAH> 
()) 
-.J SUBMISSION I: 8EHQ-0877-0003 8EHQ-1277-0 021 8EHQ~0278-0056 

8EHQ-0478-0123 8EHQ-0478-0128 8EHQ-0578-0146 

8EHQ-0678-0192 S 8EHQ-1078-0245 8EHQ.;..1080-0367 

8EHQ-OJ82-0440 S 8EHQ-0286-0588 M SEHQ-0288-0722 

SEHQ-0989-0821 S 

SUBACUTE TOXICITY CAHIMAL> 

SUBMISSION I: SEHQ-1277-0023 SEHQ-1277-0024 . 8EHQ.:...017a-0068 M 

8EHQ-0178-0069 8EHQ-0578-0157 M 8EHQ-0678-0178 

8EHQ-0678-0184 M 8EHQ-0678-0185 M SEHQ-0279-0274 

8EHQ-0679-0291 8EHQ-077 9-0293 SEHQ-1279-0325 

8EHQ-0680-0J46 8EHQ-1080-0366 8EHQ""0780-0369 

8EHQ-0181-0377 8EHQ-0281-0384 8EHQ-OJ81-0J92 

8EHQ-1081-0419 8EHQ-1281-1'!425 S 8EHQ-OJ82-04J8 S 



APPENDIX CD): STATUS REPORTS BY IHFORMATIOH TYPE 

SUBACUTE TOXICITY CAHIMAL> 

SUBMISSION I: 8EHQ-0582-0445 8EHQ-0682-0446 S 8EHQ-1182-0462 
; 

8EHQ-D483-0476 S 8EHQ-0583-0478 S 8EHQ-0683-0483 S 

8EHQ-0683-0484 S 8EHQ-0783-0485 S M 8EHQ-1083-0495 

SEHQ-1083-0498 8EHQ-0284-0505 SEHQ-0684-0520 

8EHQ-1084-0532 8EHQ-1084-0534 SEHQ-0385-0547 

8EHQ-0485-0549 S 8EHQ-0485-0550 SEHQ-0585-0556 S 

8EHQ-D785-0561 S 8EHQ-0785-0562 S 8EHQ-1085-0571 S 
< 

8EHQ-0186-0585 S 8EHQ-0386-0590 SEHQ-0386-0591 
' 

8EHQ-0486-0597 8EtlQ-0686-0603 8EHQ-0686-0605 S 

8EHQ-0786-0608 S SEHQ-0986-0627 8EHQ-0986-0633 S 

co 8EHQ-1086-0637 8EHQ-0287-0653 8EHQ-0487··0664 S 
co 

8EHQ-0687-0683 8EHQ-0587-0674 S 8EHQ-0687-0680 

8EHQ-0787-0686 S SEHQ-1287-0700 SEHQ-1287-0703 
• 

8EHQ-1287-0705 8EHQ-0188-0714 8EHQ-0388-0724 S 

SEHQ-0488-0727 8EHQ-0688-0734 S 8EHQ-1088-0757 

8EHQ-1288-0777 8EHQ-0389-0780 8EHQ-0189-0781 S 

8EHQ-0289-0782 S 8EHQ-0389-0789 8EHQ-0689-0803 

8EHQ-0989-0826 S SEHQ-1089-0837 S 8EHQ-1189-0845 

8EHQ-0290-0880 8EHQ-0290-0884 8EHQ-0390-0908 S 

SEHQ-0490-0926 S SEHQ-0490-0931 S SEHQ-0490-0934 S 

8EHQ-0690-0999 M 8EHQ-0690-1003 8EHQ-D690-1007 

8EHQ-0690-1019 8EHQ-0690-1020 8EHQ-0790-1022 S 

8EHQ-0790-1027 SEHQ-0790-1028 S 8EHQ-0790-1033 

8EHQ-0790-1037 S 8EHQ-0890-1041 8EHQ-0890-1046 

8EHQ-0890-105S S 8EHQ-0890-1056 S 8EHQ-0990-1061 



OJ 
\.0 

SUBACUTE TOXICITY <ANIMAL> 

SUBMISSION I: 8EHQ-0990-1062 

SUBCHRONIC TOXICITY <ANIMAL> 

SUBMISSION I: 8EHQ-1177-0014 

SEHQ-0578-0161 S 

8EHQ-0778-0209 

8EHQ-0279-0275 

8EHQ-0780-0354 

8EHQ-0682-0446 S 

8EHQ-0184-0504 

8EHQ-0984-0529 

8EHQ-1185-0574 

8EHQ-0186-0586 S 

8EHQ-1086-0635 

8EHQ-0587-0676 

8EHQ-0488-0729 S 

SEHQ-0988-0748 

8EHQ-1088-0763 5 

8EHQ-1089-0836 

8EHQ-1189-0846 

8EHQ-0290-0881 5 

8EHQ-0490-0932 

8EHQ-0890-1049 S 

TSCA 8CC> ALLEGATION 

IE 

APPENDIX CD>: STATUS REPORTS BY INFORMATION TYPE 

8EHQ-0990-1070 S 8EHQ-099D-1081 

8EHQ-0178-0033 BEHQ-0578-0160 S * 
SEHQ-0678-0184 IE 8EHQ-0678-0190 * 
8EHQ-0878-0231 * 8EHQ-0279-0274 

8EHQ-1079-0312 8EHQ-0680-0347 

8EHQ-0980-0364 8EHQ-0281-0384 

8EHQ-0683-0483 S 8EHQ-1083-0494 IE 

8EHQ-0384-0507 8EHQ-0884-0524 

8EHQ-0785-0561 5 8EHQ-0785-0562 S 

8EHQ-1185-0576 8EHQ-0186-0582 S 

8EHQ-0386-0594 S 8EHQ-0486-0600 

8EHQ-1286-0648 8EHQ-04l!7-0668 

8EHQ-1287-0702 BEHQ .... 1287-0706 

8EHQ-0788-0744 S BEHQ-0888-074 7 

8EHQ-1088-0756 8EHQ-1088-0760 S 

8EHQ-0489-0793 8EHQ-0889-0817 

8EHQ-1189-0840 5 8EHQ-1189-0843 S 

8EHQ-1289-0855 BEHQ-0190-0866 S 

8EHQ-0490-0930 5 8EHQ-0490-0931 S 

BEHQ-0490-0936 8EHQ-0690-1002 

8EHQ-0990-1063 8EHQ-0990-1074 



l.O 
0 

SUBMISSION I: 8EHQ-0378-0097 * 
8EHQ-0478-0i35 

8EHQ-0786-0612 

8EHQ-0887-0690 

SEHQ-0989-0821 S 

8EHQ-0590-0991 S 

APPENDIX CD>: STAlUS REPORTS BY INFORMATION TYPE 

8EHQ-0478-0118 P * 8EHQ-0478-0129 

8EHQ-1084-0532 8EHQ-OJ86-0589 S 

8EHQ-0886-0622 S 8EHQ-0986-0632 

8EHQ-0987-0694 M 8EHQ-0889-0818 S 

SEHQ-0390-0905 S * 8EHQ-0490-0929 S M 

8EHQ-0990-1071 8EHQ-0990-1078 
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ENVIRONMENTAL PROTECTION 
AGENCY 

CFRL 849-21 

TOXIC SUISTANQS CONTaOl ACT 

Netlflcetlotl of Substantlml lllk Under 
Section l(e) 

AGENCY: Environmental Protection 
A,aency. 
ACTION: Statement of interpretation 
a.nd enforcement policy. 

NOTICES 

ary 1, 1977, and October 26, 1977> with affirmatively Implements procedures 
selected representatives of Industry covemlng such notifications. These 
and environmental and other Inter- procedure$, at a minimum, must: < 1 > 
ested croups. Comment.a submitted Specify the information that must be 
pursuant to the February 1 meeting reported; <2> Indicate how the notlfica­
were addressed In the preamble to the tlons are to be prepared and submit· 
September 9 proposal. Over 100 writ- ted; C3 > note the Federal penalties for 
ten comments have been submitted falling to report; and <4> provide a 
pursuant to the September 9 proposal mechanism for promptly notifying of· 
from trade associations, businesses, en· flcers and employees who have submit· 
vlronmental rroups, labor unions, ted reports of the company's dlsposi­
State and Federal aaencles, and other tlon of those reports. including wheth­
interested parties. Appendix B de- er or not they were submitted to EPA 
scribes slgnlflcant issues ra.lsed in <and if not. informing employees of 
these comments and the A.aency's re- their rlcht to report to EPA. as pro­
sponse to them. tected by TSCA section 23>. EPA be· 

SUMMARY: Thia action states EPA's The major modlflcations to the Sep. lieves these four criteria will ensure 
, , ,.interpretation .. of, ., and ..enforcement. ~ ..tember .9 ,pr-oposal--are ·'11umm&rized·•in.~ .. prompt,and~approprlate · processlnc of 

policy concerning, section S<e> of the point.a 1 throuch 7 below. pertinent information. 
Toxic Substances Control Act CTSCA> Cl> Pursuant to some question over F.atablishment of such proc'l'dures 
<90 Stat. 2029, 15 U.S.C. 2607>. The the definition and nature of "cuid- notwithstanding, all officials responsl· 
provisions of that section went into a.nee," this document ls now described ble and having authority for the orga­
effect on January 1, 1977. more accurately as a "policy state· nizatlon's execution of Its section 8<e> 

Section see> states that "any person ment." It Is exempt from the notice obligations retain personal liability for 
who manufactures, processes. or dis· and public comment provisions of the ensuring that substantial-risk inform&· 
tributes in commerce a chemical sub- Administrative Procedure Act. as well tlon is reported to EPA. 
stance or mixture and who obtains In· as provisions concerning delayed effec· <3> The September 9 propasal stated. 
formation which reasonably supports tlve dates. in Part III. that a person obtains in· 
the conclusion that such substance or <2> Many commenters expressed the formation when he is aware that It 
mixture present.a a substantial risk of view that to apply these requirement.a "may su11est" substantial risk. Nu­
inJury to health. or the environment to officers and employees of a business merous cornmenters questioned the 
ahall Immediately lnlorm the Adm.inls· organization would result in W-consid- Administrator's authority to compel 
tr&tor of such lnlormatlon unless such ered, premature reports and would un- the reporting of Information which 
person has actual knowledge that the fairly subject employees to con!Uctlni "may suggest" substantial risk. The 
Admlnlstrator has been adequately in· responsibilities as individual respon- Administrator agrees that section S<el 
formed of such lnlormatlon." dent.a and as corporate aaents. Other addresses lnlormation that "reason· 

commenters expressed support for the ably supports the conclusion" of sub­
DATES: The policy expressed in this view that certain employees have a re- stantlal risk and has deleted the "may 
document Is In effect as of the date of sponslb1llty to report pertinent lnlor- su11est" provision, but emphasizes 
publication. mat.ion, and felt that the phrase "ca- that "reasonably supports the conclu· 
FOR FURTHER INFORMATION pable of appreciating pertinent lnlor- sion" of substantial risk ls not ldenti­
CONTACT: mat.ion" appropriately described those cal to a conclusive demonstration of 

Frank D. Kover, Assessment Divi­
sion, Office of Toxic Substances 
<WH-557>. Environmental Protec­
tion Acency, 401 M Street SW., 
Washington, D.C. 20460. 202-755-
2110. 

SUPPLEMENTARY INFORMATION: 
On September 9, 1977, the Agency pro· 
posed culd&nce <42 FR 45362> on Its In· 
terpretatlon of and policy concerning 
the provisions of section S<e>. Al· 
though the proposed "IUidance" was 
an Interpretive rule and statement of 
policy exempt from the notice and 
public comment provisions of the Ad­
ministrative Procedure Act <5 U.S.C. 
553>. the Agency solicited comments 
on several issues to make more In­
formed decisions. On October 11. the 
comment period was extended from 
October 15 to October 31. 1'977 <42 FR 
54857>. On November 4. 1977, a supple­
mental notice to the proposed culd· 
a.nee was published (42 FR 57744>. de· 
letln& the November 15 date for re­
port.in& certain information obtained 
before 1977 and stating that a new 
date would be established In the final 
culdance. 

In developing this policy statemer.t. 
two meetings have been held CF~bru-

employees. substantial risk. The former typically 
The September 9 proposal would occurs. and must be reported, at an 

have applied section 8<e> requirements earlier stage. Part VI in this policy 
to commercial establishment.a as well statement provides Agency interpreta­
as to employees capable of appreciat· tlon of the types of Information that 
inc pertinent lnlormatlon. but stipu- "reasonably support" such a conclu­
lated enforcement priorities intended slon. 
to encourage corporate processing and <O Numerous commenters requested 
centralized reporting of such lnlorma- clarification of different aspects of 
tion <42 FR 45363>. The intent was to Part V of the September ·9 proposal 
ensure that pertinent information ob- ("Information Which Reasonably Sup. 
tained by employees ls promptly and ports a Conclusion of Substantial 
appropriately considered. while mlnJ- Risk">. particularly concerning envl­
mlzlng duplicative or Ill-considered ronmental effects, and suggested dlf­
submisslons. ferent interpretations of what constl­

The Agency now feels that these ob- tut.es a "substantial risk". The Agency 
jectives would best be served by allow- continues to focus in this policy state­
ing commercial establishments-under ment on the effects set forth in the 
certain conditions designed to ensure September 9 proposal, but clarifies 
full disclosure-to assume exclusive re- that the substantlality of a risk ls a 
sponsiblllty for reporting to EPA any function of both the seriousness of the 
substantial-risk information obtained effect and the probability of Its occur­
by individual officers or employees. rence <see Part Vl. 
Accordingly, this poltcy statement <5> Numerous commenters main­
stipulates that lndlvldual officers and talned that section 8<e> only applies 
employees will have fully discharced prospectl\'ely to Information obtained 
their section S<el obllgatlons once they after January 1. 1977. The Agency dis· 
have notified the designated responsi· agrees. as explained In the preamble 
ble company supervisor or official of to the September 9 proposal. This 
pertinent information. provided. that policy statement continues to apply 
the employlnc company or firm has section 8<el to Information obtained 
established, Internally publicizes. and before 1977 of which a person hu 
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been aware since January l, 1977. In 
response to requests for clarification, 
the statement defines what constitutes 
auch awareness. In this manner, F..PA 
Intends to limit the need for searches 
of historical records and files. 

<6> This policy statement now pro· 
vldes that any Information published 
In scientific literature. in any lan­
guage, Is exempt If It is referred to in 
abstracts published by specified ab­
stracting irervlces. 

<7> This policy statement describes 
In a new Part X how to submit claims 
of confidentiality. 

NOTICES 11111 

cumbent upon business organlzallorui Into possession of or knows of such in· 
to establish procedures for expedl· formation. 
tlously processing pertinent Inform&· 
tlon In order to comply with the 
schedule set forth In Part IV. 

Those offlC'ers and employees of 
business organizations who are capa· 
ble of appreciating the significance of 
pertinent information are also subject 
to these reporting reQulrements. An 
employing organization may relieve Its 
Individual officers and employees of 
any responsiblllty for reporting sub­
stantial-risk Information directly to 
EPA by establishing, Internally publl· 
clzing, and affirmatively Implementing 
procedures for employee submission 

Non:.-Thla Includes lnlonnatlon of 
which a prudent person similarly situated 
could reuonably be expected to poueu or 
have knowledce. 

An establishment obtains Informa­
tion at the time any officer or em­
ployee capable of appreciating the slg­
n1ficance of such Information obtains 
It. 

IV. REQUIREMENT THAT A PERSON "IK· 
MEDIATELY INFORM" nu: ADKINISTJlA· 
TOR 

With the exception of Information 
Accordingly, the Administrator's In· 

terprctatlon of and policy towards sec· 
tJon S<e> is set forth below. 

Dated: February 24, 1978. 
DouGLAS Cosnz 

Admini.ttrator. 

I. DEP'INITIONS 

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

and corporate processing of pertinent on emergency incidents of environ-
.• Information. "'These·· procedures; at· a•• mentaJ<> con~inatton 'Csee •Part V<c>.~ 

minimum. must: c 1 > Specify the inf or- a person has immediately Informed 
matlon that officers and employees the Administrator It information Is re­
must submit; <2> indicate how such celved by EPA not later than the 15th 
submissions are to be prepared and workinl day after the date the person 
the company official to whom they are obt&ined such lr:i-tonnatlon. Supple· 
to be submitted; <3> note the Federal mentary information 1enerated after a 
penalties for failing to report: and <4> section 8<e> not_ificatl~n should, If ap. 
provide a mechanism for promptly ad· propriate, be ~ed1ately reported. 
vising officers and employees in writ- For emergency incidents of environ· 
ing of the company's disposition of the mental contamination, a person shall 

rt includ•"n whether or not the report the incident to the Admlnistra­
repo • .... If tor by telephone as soon as he has 
report was submitted to EPA <and knowledge of the incident <see Part IX 
not informing employees of their right for appropriate telephone contact.a>. 
to report to EPA, as protected by The report should contain as much of 
TSCA section 23>. An employee of any the information reQuired by Part IX 
company that has established and as possible. A written report in accor· 
publicized such procedures, who baa dance with Part IX ca> through en la 
internally submitted pertinent infor- to be submitted within 15 days. 

The term "manufacture or process 
'for commercial purposes' " means to 
manufacture or process: < 1 > For dlstrl· 
button In commerce, including for test 
marketing purposes, <2> for use as a 
catalyst or an Intermediate, <3> for the 
exclusive use by the manufacturer or 
;>rocessor. or <4> for product research 
and development. 

The term "person" includes any nat­
ural person, corporation, firm, com· 
pany, Joint-venture. partnership, sole 
proprietorship, association. or any 
other business entity, any State or po­
litical subdivision thereof, any munlci· 
pallty, any interstate body and any de· 
partment. agency, or Instrumentality 
of the Federal Government. 

The term "substantial-risk Inform&· 
tlon" means information which rea· 
sonably supports the conclusion that a 
chemical substance or mixture pre· 
aents a substantial risk of injury to 
bealtl1 or the environment. 

II. PERSONS SUB.JEC'r TO rnz 
REQUIREMENT 

Persons subject to section S<e> re­
quirements Include both natural per· 
sons and business entities engaged in 
manufacturing, processing, or distrib· 
uting In commerce a chemical sub· 
stance or mixture. In the case of busl· 
ness entitles, the president, chief ex· 
ecutlve officer, and any other officers 
respomlble and having authority for 
the organization's execution of Its sec­
tion B<e> obligations must ensure that 
the organization reports substantial· 
rtak information to EPA. The business 
organization is considered to have ob­
tained any lnformatlon which any of· 
fleer or employee capable of appreciat· 
inl the significance of that informa­
tion has obtained. It Is therefore in· 

mation in accordance with them, shall Information currently in the posses­
have discharged his section S<e> obll· slon of a person who is subject to re· 
gallon. Establishment of such proce- portinl must be reported within 80 
dures notwithstanding, all officials re- days of publication of this policy state­
sponslble and having authority for the ment. 
organization's execution of Its section 
S<e> obligations retain personal llabll· 
ity for ensuring that the appropriate 
substantial-risk information 1s report­
ed to EPA. 

Business organizations that do not 
establish such procedures cannot re· 
lleve their individual officers and em­
ployees of the responslbllty for ensur­
ing that substantial-risk Information 
they obtain Is reported to EPA. While 
officers and employees of such orp.ni­
zations may also elect to submit sub­
stantial-risk Information to their supe. 
rlors for corporate processing and re­
porting, rather than to EPA directly, 
they have not discharged their indivld· 
ual section S<e> obligation until EPA 
has received the information. 

Nou.-Jrrespectlve of a business orcaniza. 
tlon's decision to establish and publicize the 
procedures descrltx!I above, It II responsible 
for becomlnii coimlz&nt of any substantlal­
rlsk information obt&lned by It.a officers and 
employees, and for ensurtnc that such Infor­
mation I& report.eel to EPA Within 15 work· 
Ina days. 

III. WHEN A PERsoN WILL Bz REGARDED 
AS HAVING OBTAINED INFORMATION 

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

V. WHAT CONSnTUTl:S SUBSTABTIAL 
RISES 

A "substantial risk of injury to 
health or the environment" Is a risk of 
considerable concern because of <a> 
the seriousness of the effect Csee Sub­
part.a <a>, <b>. and cc> below for an 11· 
lustratlve list of effects of concern], 
and Cb> the fact or probability of It.a 
occurrence. <Econl)mlc or social bene­
fits of use, or costs of restricting use, 
are not to be considered in determin­
ing whether a risk Is "substantial".> 
These two criteria are differentially 
wel1hted for different types of effect.a. 
The human health effects listed in 
Subpart <a> below, for example, are ao 
serious that relatively little weight la 
given to expasure: the mere fact the 
impllr.ated chemical Is in commerce 
constitutes sufficient evidence of expo­
sure. In contrast, the remainin1 ef· 
fects listed in Subpart.a (b> and <c> 
below must involve, or be accompanied 
by the potential for, slinlllcant level.a 
of exposure <because of general pro­
duction levels, persistence, typical 
uses, common means of disposal, or 
other pertinent factors>. 

Note that: Cl> The effects outlined 
below should not be reported if the re-
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spondent hu actual knowledre that the above adverse effects has been as­
the Administrator is already informed crlbed and which because of the pat­
of them. tern, extent, and amount of contami-

<U> Information respectlnr these ef- nation <l > seriously threatens humans 
feet.a can be obtained either directly, with cancer. birth defect.a. mutation, 
by observation of their occurrence, or death, or serious or prolonged lnca­
inferred from deslrned studies aa dis- pacltatlon, or <2> seriously threatens 
cussed In Part VI. non-human orranisms with larae-scale 

The Aaency considers effect.a for or ecolortcally slrnlflcant population 
which substantial-risk information destruction. 
must be reported to Include the fol· VI. NAnnu: AKD Somtczs or IxroRllA· 
lowlni: w R S (a) Hum.an· health e//ecu-<1> Any TIOJf HICH .. ICASONABLY UPPORTS 
Instance of cancer, birth defect.a. mu- Tiii: CONCLUSION" OP SUBSTANTIAL 
tagentclty, death, or sertous or pro- RISK 
lonaed incapacitation. includini the Information attributing any of the 
loas of or tnablllty to use a normal effect.a descrlbed in Part V above to a 

,, bodily lunation with .a...conaequent, rel·. ···chemical ·substance-·or mixture •Is· to ·be 
&lively sertous Impairment of normal reported lf It la one of the types listed 
activities, lf one <or a few> chemical<s> below and lf It Is not exempt from the 
is stronalY Implicated. reportlnr requirement by reason of 

<2> Any pattern of effect.a or evi· Part VII of this policy statement. A 
dence which reasonably supports the person la not to delay reportlni until 
conclusion that the chemical sub- he obtains conclusive information that 
stance or mixture can produce cancer, a substantial risk exist.a, but ts to Im· 
mutation, birth defects or toxic effect.a mediately report any evidence which 
resultlni in death, or sertoua or pro- "reasonably support.a" that conclusion. 
lonaed incapacitation. Such evidence will renerally not be 

<b> Environmental el/ecu-<1> Wide· conclusive as to the aubstantiallty of 
spread and previously unsuspected dis- the rlak; It should, however, rell&bly 
trtbutlon in environmental media, u ascrlbe the effect to the chemical. 
indicated in studies <excludini materl· Information from the followtna 
ala contained within appropriate dis- sources conceminr the effect.a de­
posal faclllttes>. scribed in Part V will often "reason-

<2> Pronounced bloaccumulation. ably support" a conclusion of substan· 
Measurements and Indicators of pro- t1&l risk.. Consideration of corrobora­
nounced bloaccumulatlon heretofore tlve information before reportlni can 
unk.nown to the Adm1nlatrator <lnclud· only occur where it ta indicated below. 
inr bloaccumulatlon in fish beyond U> Duitmed. controlled 1tudiea. In 
6,000 times water concentration in a assessinr the quality of information, 
30-day exposure or having an n·oc· the respondent ts to consider whether 
tanol/water partition coefficient It contalna reliable evidence ascribinr 
rreater than 25,000> should be report- the effect to the chemical. Not only 
ed when coupled with potential for should final result.a from such studies 
widespread exposure and any non-trlv· be reported. but also preliminary re­
lal adverse effect. · Bult.a from incomplete studies where 

(3) Any non-triY1al adverse effect, approprtate. Deslrned, controlled stud· 
heretofore unknown to the Admillis· lea include: 
trator, associated with a chemical <I> In vivo experiment.a and test.a. 
known to have bloaccumulated to & <ll> In vitro experiments and test.s. 
pronounced derree or to be wide· Consideration may be given to the ex­
spread in environmental medlL lstence of corroborative information, lf 

<4> Ecologically significant chanses necessary to reasonably support the 
in species' interrelationships; that ta, conclusion that a chemical present.a a 
changes in population behavior, substantial risk. 
rrowth, survival, etc. that in turn <Ut> Epldemlolortcal studies. 
&!feet other species' behavior, rrowth, <iv> Environmental monttorinr stud· 
or survival. les. 

Examples include: m Excessive stlm· <2> Reporta concerning and &tudiea 
ulatlon of primary producers <algae, o/ undeaigned, uncontrolled circum­
macrophytes) In aquatic ecosystems, 1tancea. It Is anticipated here that re· 
e.g., resulting In nutrtent enrichment, portable effect.a will generally occur In 
or eutrophlcatlon, of aquatic ecoays. a pattern, where a sirnificant common 
tems. feature Is exposure to the chemical. 

<ii> Interference with critical bioreo- However, a single Instance of cancer, 
chemical cycles, such u the nttroren birth defects. mutation, death, or serl· 
cycle. ous incapacitation in a human would 

<5> Facile transformation or derra· be reportable If one <or a few> 
dation to a chemical having an unac- chemical<s> was strongly Implicated. 
ceptable risk as defined above. In addition, It is possible that effect.a 

cc> Emergency incident. of environ· less serious than those described in 
mental contamination-Any environ· Part V<a> may be preliminary manlfes­
mental contamination by a chemical tattoos of the more. sertous effects 
substance or mixture to which any of and, torether with another triggering 

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

Reports and studies of undeslrned 
clrcumstance11 lnclude: 

m Medical and health surveys. 
HI> Clinical studies. 
<Ill> Reports concernlnr and evi· 

dence of effects In consumers, w.orkers, 
or the environment. 

VII. INFORllATION WHICH NEED NOT Bs 
REPORTED 

Information need not be reported it 
. Jt: 

<a> Has been published by EPA in re· 
.ports; 

<b> Hu been submitted in wrttinr to 
EPA pursuant to mandatory reportlni 
requirements under TSCA or any 
other authority administered by EPA 
<includlni the Federal Insecticide, 
Funrtclde and Rodentlclde Act, the 
Clean Air Act, the Federal Water Pol· 
lutton Control Act, the Marine Protec­
tion, Research, and Sanctuaries Act, 
the Safe Drink.Ina Water Act, and the 
Resource Conservation and Recovery 
Act>. provided that the information: 
< 1 > Encompasses that required by Part 
IX <c> throurh m: and <2> ts from now 
on submitted within the time con­
straints set forth in Part IV and Iden­
tified aa a section B<e> notice In accor· 
dance with Part IX<b>; 

<c> Hu been published in the sclen­
tlflc literature and referenced by the 
following abstract services: <l> Arrtc· 
ola, <2> Blolorlcal Abstract.a, <3> 
Chemical Abstracts, <U Dissertation 
Abstracts, <5> Index Medicus, <6> Na· 
tional Technical Information Service. 

<d> Is corroborative of well-estat,. 
lished adverse effect.a already docu­
mented in the scientific literature and 
referenced aa described in (C) above, 
unless such information concerns 
emerrency incident.a of environmental 
contamination a.s described in Part 
V<c>, or 

<e> Is contained in notification of 
spills under section 31l<b><5> of the 
Federal Water Pollution Control Act. 

VIII. INJ'ORKATION FntsT RJ:CEIVED BT 
A PusoR PJUoa TO Tm Ern:crin 
DATEOPTSCA 

Any substantial risk information 
possessed by a person prior to January 
l, 1977, of which he ta aware after that 
date shall be reported within 60 days 
of publication of this policy statement. 
The Arency considers that a person ls 
"aware" of: 

<a> Any information reviewed after 
January l, 1977, includlnr not onl~ 
written report.a. memoranda and other 
documents examined after January 1, 
1977, but also Information referred to 
in dlscussiom and conferences ln 
which the person participated after 
January 1, 1977; 
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Cb> Any information the contents of 
which a person bu been alerted to by 
date received after January 1, 1977, In· 
cludinc any lnfonnatton concemlnc a 
chemical for which the person Is pres­
ently aasesslnr health and environ­
mental effects; 

<c> Any other information of which 
the person haa actual knowledge. 

IX. RICPORTING Rl:QtTlllDIDTS 

Notices shall be delivered to the 
Document Control Officer, Chemical 
Inlormatlon Dlvlsion, Office of Toxic 
Substances CWH-557>. Environmental 
Protection Agency, 401 M Street SW., 
Washlnaton. D.C. 20460. (****) 
·A ·notice-should: · 
<a> Be sent by certlfled mall, or ln 

any other way pennlttlni verlflcation 
of It.a receipt by the Agency, 

Cb> State that It la being submitted 
in accordance with section S<e>, 

cc> Contain the Job title, name. ad· 
dreas, telephone number, and sl&'Ila· 
ture of the person reporting and the 
name and address of the manUfactur· 
Ing, proceuin&'. or distributing estab­
llahment with which he la associated. 

Cd> Identity .the chemical substance 
or mixture Clncludini, it known. the 
CAS Reilatry Number>, 

Ce> Summa.rlze the adverse effects 
bein&' reported. describing the nature 
and the extent of the risk involved, 
and m Cont&ln the specitlc source of the 
information torether with a summary 
and the source of any available sup­
portin&' technical data. 
· For emerrency incidents of environ· 
mental contamination Caee Part VCc)), 
a person shall report the incident to 
the Administrator by telephone as 
aoon as he haa knowledge of the inci· 
dent Caee below for appropriate tele­
phone contact.a>. The report should 
cont&ln u much of the information re­
quired by instructions Cb> throurh Cf> 
above as possible. A written report, in 
accordance with instructions Ca> 
throurh Cf> above, Is to be submitted 
within 15 days. Twenty-four hour 
emerrency telephone numbers are: 
Reston I <Maine, Rhode Island, Connect!· 
cu~ Vermont. Massachuaetta, New Hamp. 
lhire),817-223-7265. 

Reston ll <New York, New Jersey, Puerto 
Rico, Vlrstn Lslands>, 201-548-8730. 

Reston III <Pennaylvt.nia, West Virginia. 

NOTICES 

Region X cwuhlnirton. Oreron. Idaho, 
Alaska>. 206-442-1200. 

x. CONFIDENTIALITY CI.Auu 
<a> Any person submlttlnr a notice 

to EPA under section see> of TSCA 
may assert a business conlldentiality 
claim covering all or part of the infor· 
mation contained in the notice. Any 
information covered by a claim will be 
disclosed by EPA only to the extent, 
and by means of the procedures. aet 
forth ln 40 CFR Part 2 C41 FR 36902, 
September 1, 1976>. 

Cb> If no claim accompanies the 
notice .at the .. time ... lt .Js..Bubmltte4.to _ 
EPA. the notice will be placed in an 
open file to be available to the public 
without further notice to the submit­
ter. 

Cc> To assert a claim of confidential· 
tty for information cont&lned in a 
notice, the submitter must submit two 
copies of the notice. 

<1> One copy must be complete. In 
that copy the submitter must indicate 
what inf-ormation, it any, Is claimed u 
confidential by marking the specified 
information on each page with a label 
such as "confidential," "proprietary," 
or "trade secret." 

C2> If some information ln the notice 
la claimed u confidential, the submit­
ter must submit a second copy. The 
second copy must be complete except 
that all information claimed u confl· 
dentlal in the first copy must be de-
leted. · 

C3> The first copy of the notice will 
be disclosed by EPA only to the 
extent, and by means of the proce­
dures, set forth in 40 CFR Part 2. The 
second copy will be placed ln an open 
file to be available to the public. 

Cd> Any person submitting a notice 
eont&lntng information for which they 
are asserting a confidentiality claim 
should send the notice in a double 
envelope. 

cl> The outside envelope should bear 
the same address outlined in section 
IX of this policy statement. 

C2> The inside envelope should be 
clearly marked "To be opened only by 
the OTS Document Control Officer." · 

Vt.rsinia, Maryland, Delaware, District of 
Colwnbla>, 21~697-9898. XI. FAILtTU To REPORT l1'1'0UU.TI01' 

~_:~ ~i:~u~~1~nn=c1:~! Section 15C3> of TSCA makes It un-
b&ma. Mllataslppl, Florida>. 404-881-4082. lawful for any person to fall or refuse 

Reston v <Wlacomin, Winola, Indiana, to submit information required under 
Mlchtnn. Ohio, Minnesota>, 312-353- section See>. Section 16 provides that a 
2318. 

Rerton VI <New Mexico, Texas, Oklahoma, violation of section 15 rendeus a 
Ark&nla&. Louisiana>, 214-749-3840. person liable to the Uulted States for 

Rerton VII <Nebraska, Iowa. Millllourl, a ctvll penalty and possible criminal 
Kansai>. 818-374-3778. pro:;ecutlon. Pursuant to section 17, 

Reston VIII <Colorado, Utah, Wyomlna. the Government may seek Judicial 
Montana. North D&kota. South Dakota>. relief to compel submittal of section 
303-837-3880. 

Rerton IX <C&llfomla, Nevada, Arizona, S<e> Information and to otherwise re-
HawaU, Quam>. 415-556-825•. strain any violation of section S<e>. 

(****) See NOTE on last page of Appendix C 
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Arnin>rx A.-Qo1c11: REJ"EUJfa Stnnu.aT 
roa EllDCDCY hrCIDDTI or EJrvxaOJJrllD· 
S'AL CoJITAMlJIATIOJJr 

A. WHAT SHOULD U RICPOaTED Al AR 
DlDCJCJJrCY Uf CilllCJJrT 

An emenrency Incident of environmental 
contamination la "any environmental con· 
taminaUon by a chemical substance or mix· 
ture • . • which, because of the pattern. 
extent and amount of contamination, < 1 > Se­
riously threatens hwnana with cancer, birth 
defecta, mutation, death, or 1erloua or pro­
lonaed incapacitation, or <2> merloualy 
threatens non·hwnan orcantama with lure 
acale or ecolortcally slrnl!lcant population 
deatructlon" .• <See Part V<c> for complete 
deacrlpUon.> 

. l:WJUT"lftl:D 1'0T u IU:POllTED Al A.Jr 
DIDGDCT IlfCilllCJJrT 

Information contained In notification of 
spills under aecuon 311<b><li> of the Federal 
Water Pollution Control Act <P'WPCA>. 
<For a complete llat of exemptions to report­
lnl. see Part VII.> 

C. WBl:lf A1'D WHDE TO llJ:POllT DO:aC.ElfCT 
IlfCIDJCJJrt'S 

Emenrency lncldenta of environmental 
contamination are to be reported lmmed.i· 
ately by telephone to the appropriate EPA 
Restonal 24-bour telephone emersency line 
lJated below. 

Rerton I <Maine, Rhode Island. Connectl· 
cut. Vermont, Mauachuaetta, New Hamp. 
shire), 817-223-7285. 

Reston II <New Yort, New Jersey, Puerto 
Rico, Vlrstn lslanda>. 201-648-1730. 

Reston III <Penmylvania, West Vlrstnta, 
Vlrslnia. Maryland, Delaware, District of 
Colwnbla), 21&-597-9898. 

Reston IV <Kentucky, Tennessee, North 
C&rolina. South Carolina. Oeonrta, Ala· 
bama. Mlaaiaalppl. Florida>, 404-881-4082. 

Rerton V <Wlaconsin, Wlnols, Indiana, 
Mlchllan. Ohio, Minnesota>, 312-353-
2318. 

Reston VI <New Mexico, Tena. Oklahoma, 
Arkanaaa, Loulalana>. 21'-749-3840. 

Reston VII <Nebruka, Iowa, MillourL 
J:tana&a),818-374-3778. 

Reston VIII <Colorado, Utah. W1omlns. 
Montana. North Dakota, South Dakota>, 
303-837-3880 . 

Reston IX <California. N~ Anmna, 
Hawall. Guam>. 41&-558-825•. 

Reston X <W&lbincton. OretoA, ldaho, 
-Ai&sUJ, 2l>M42-1200. 
In addition, a Written report, In accord­

ance with lnatructlom <al throurh m of 
Part IX. la to be submitted within 15 days to 
the Docwnent Control Officer, Chemical In· 
formation Dlvtaion, Office of Toxic Sub­
stances <WH-557>, 401 M Street SW., Wash· 
lnrton. D.C. 20460. 

Anzm>u: B-S1c1nncAJn" CollDll:lfTS .um 
RESPOJJrSl:I 

A, Pll:U01'S lt7BJICT TO THDI UQOIJIDll:lfTI 

c~ l: Employees cannot be ht.ld 
subject to these requlrementa, since: <a> 
They only have a partial role In the manu. 
facture, processlna. or dl&tributlon of cheml· 
cala, <bl 1n other sections of TSCA, the tenn 
"person who manufactures, proceuea, or 
diatrlbutea" chemlcala clearly refera to bual· 
ness organizations; "persons" should be con­
sistently defined. and <cl the application of 
criminal penalties mandates a strict inter· 
pretatlon of thl.s word. 
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Ruponu: The Agpncy ronsldera that di!· 
ferenl sections of TSCA. havtne different 
purposes; are appropriately directed to dlf· 
ferent respondent.a. In the case of section 

NOTICES 

matlon they have obtained directly to EPA; 
rather, their client manufacturers, procea· 
aor1 and distributors are respon&lble for 
reportl.ns 1uch Information. 

B<el officers and employees who are capable 
1

. nu "OITAilfl1'G" or llfPORMATI01' 
of appreciating the llitllflC&nCe Of lnfonn&· 
tlon have a leeltlmate reaponalblllty to be Comment 5: The "may IUHeat" criterion 
alert to and report aubstantlal·rilk tnforma· In Part III of the proposal serves to compel 
tlon. The cuidance hu been modl!led ao further examination of Information that by 
that natural persons and business entitles Itself 11 not subJect to section Blel require· 
can fulfill their section B<e> obll&atlona In menta. The statutory ~ace calll.ns for 
different ways. Moat officers and employees "reuonable supporl." does not support thla. 
can dl.&charee their section B<e> oblleattona Purther, r1ak aaseument often requires any. 
by aubmlttlni pertinent Information to cor· where from months to several years of 
porate superiors. provided that the com· study after preliminary results "auseeat" 
pany has eatabllahed the risk-evaluation riak, far exceedlns the 1&-day compliance 
procedures characterized In Part II. In the period. 
case of a buatnesa organization, ltl preal· Raporue: The Aceney doea not Intend to 
dent. chief executive officer. and other offl· compel under section B<e> examination of 
clala.reaponalble .and .havtns.authQrltJ . ..for. -1nft>rmatton-th&t bY ttaelfis· not -..ub:lect to 
the business oreanlz&tlon'a execution of Its section B<e> requirements and has deleted 
section B<e> obU.atlona must ensure that the "may 1usre1t" p~vl.slon. provldtns Its 
the organization report.a aubltantlal·rl.sk in· interpretation of what constitutes evidence 
formation to EPA. that "reuonably supports the conclusion" 

Comment z: Even If employees can be held of substantial rt.sit In a new Part VI. 
subject to these requirements. they should Comment I: Section B<e> oblip.tions are 
not be. To do so would force employees and Incurred upon obt.a1nlnr conclusory aub&tan· 
employers tnto confllctln& positions, tnvltlne tial·riak Information. 
Internal corporate dissension and over· re· Ruporue: The Aeency dl.saaTees. and con· 
porting. Further. lnd1vlduals often do not alders that "reuonable support" of a con· 
have the overview necessary to reach con- clU&lon of substantial r1ak la not identical to 
lldered, well-supported decisions. Corporate the conclmton Itself. The former typically 
reporttnc by designated o!flcla.la will pro- occurs, and must be reported, at an earlier 
vtde EPA with more reliable data. at.ac"e. 

Res1xmse: The Agency considers that em- Comment 7: The statement. In Part In of 
ployees have a leeltimate role In risk report· the proposal that a person has obtained in· 
lnir. It Iii imperative that rtsk Information formation lf he " ... should know of the ex· 
obtained by employees be appropriately tstence of such information not In his P<>ll· 
considered. Officers and employees can ful· 1e11lon but which would be delivered to him 
fill their role In the reportin& of substantial· on request." tends to compel an active 
rtsk Information, without the dlsadvantaaes aearch for substantlal·rlsk Information 
described abo~e. by reporttn& Information rather than the reporttns of aubltantlal·riak 
to superiors for corporate consideration, Information a person "obtains.'' This la of 
and, having done ao. w11l have dtschar&ed particular concern to Importers With limited 
their obligation to EPA. This ts contlnient accesa to Information pos.seased by their 
upon the establishment by the business or· suppliers. 
santzatlon of certain procedures for risk· RUJ>Ome: The Aeency considers that sec· 
evaluation, thereby assurtne the approprl· uon see> applies to Information which a 
ate consideration of such reports. Those of· penon possesses or of which he knows. It 11 
ficers responsible and havln& authority for not intended to compel searches for lnfor· 
the organization's execution of Its section matlon or extraordinary efforts to acquire 
B<e> obligations must ensure that the orea· Information. The Aaency further considers, 
nlzatlon reports substantial-risk Inform&· however, that "known" Information In· 
tton to EPA. eludes information which a prudent person 

Comment 3: Clarify which employees are similarly situated could reasonably be ex· 
covered, and the extent of their obligation. pected to know. Nerll&ence or Intentional 
Are employees "'capable or appreclatin& per- avoidance of Information does not absolve a 
tlnent Information" by virtue of rank, or person of hla section B<e> obllsatton. Part 
knowledge? Are rank and file employeea III has been modified to express these In· 
subject to these requirements, or Just super· tentlona. 
vlsory and managerial personnel. company Comment I: Circumstances can exist when 
toxicologists. etc.? Is an employee absolved comtns "into poaseimlon" of risk Inform&· 
of further responsibility 1f he report.a to h1a tton does not correspond to an understand· 
supervisor? In& of the implications of the information; 

Rupo1U1e: The Agency considers that the "obtains" ahouid be defined tn terms of pos. 
phrase "'capable of appreciating .~he slgntfl. aeaslon of Information and awareness of its 
cance of pertinent 1nrormat1on approprl· Import. 
ately describes those officers and employees Ruponae: The "obtaining" o! Information 
who have a responsibility to be alert to and occurs via persons who are "capable of ap. 
report substantlal·risk Information. lnclud· preclatl.ns the stenlllcance of pertinent In· 
Ing not only relatively senior corporate om- formation." There will likely be circum· 
cers but also many corporate employees. stances In which the evaluation of Inform&· 
The policy statement modifies the Septem· tton clarifies tta full import; the establish· 
ber 9 propost.1, In response to the concerns ment of corporate procedures for proceaslnr 
expressed in Comment.a 2 and 3, to pennit risk-Information preacrlbed In Part II will 
most officers and employees to discharre pedite this 
their oblieatlon by 1ubm1ttin1 Information ex · 
to corporate superiors, subject to the coodl· c. TUR ALLOWED POI COllPLIIJICK 

I.ions described In Part II. da la lnsuf 
Comm.mt 4 · Con&ultanta and Independent Comment 9: Fifteen calendar YI • 

labli should not be aubJect to these require- flclent to determine whether Information 
which "may aunest" substantial risk should 

m~~~Pon.se: contractors and independent be reported; It la even lnsUfflclent to accom· 
labs are not responsible for report1.n1 lnfor· modate normal procedural time constraint& 

<corporate proceul.ns. m&!lln&. holidays, 
etc.>. 

IU11>0fUe: The Aeency hu chr.need the 
compllr.nce period to 15 business days. It is 
imperative that procedures be established to 
expedite the reportl.ns of aubstantl&l·rlsk In· 
formation. not that reportlne confonn to 
exlatl.ns procedures. 

Comment 10: Allow from 30 to 90 days for 
the second phase of reportlne; t.lternatlvely, 
do not preacrlbe a time limit for additional 
reportl.ns. 

IU1po?Ue: H&\1ftC deleted the "may sue· 
seat" criterion. the Aaency sees no need to 
provide a second phase to the reportine 
period. Supplemental Information that la 
senerated after a aection B<e> notification 
should, 1f appropriate, be immediately re· 
ported. 

.... eommni. JZ . ....Vlow>ff'Om to to· 1 llO days to 
report pre-1977 Information: this period 
should commence: <a> upon final publica· 
Uon. <b> January 1. 1978, <c> followlnr the 
inventory reportl.ns period since many of 
the 1&me corporate pel'IOnnel Will be imple· 
menuns both requirements. 

Rution.ae: The policy statement preacrtbea 
a 80 day reporttns period. commencine lm· 
mediately upon publication. Section B<e> has 
been in effect since January l, 1977; post· 
ponement In reportl.ns substantlal·rlsk in· 
formation 11 not w&rnu1.ted. 

D. SPnlCTI .um mPOllXATJOJf THAT llUST IS 
llEPOltTJ:D 

Comment 1Z: The reporttne of "any In· 
lt.ance" of cancer, birth defects. etc., In 
humans la too broad and such Information 
will be of little uae; chemical workers, like 
the reneral population, develop cancers and 
other ailments of uncertain etloloi)'. 

/Ulfl01Ue: This policy statement clarities 
that the reporttns of atnsle occurrences of 
human cancer or other serious effects Will 
depend upon evidence stronaly impllcatlna 
one <or a few> chemical<•>. 

Comment I 3: Dermal ailments and nauaea 
are poorly chosen examples of precursor 
umptoms. Deletl.ns these examples Will 
avoid unduly emph&&lzini them when other 
symptoms may be more important, yet will 
not eliminate the oblleatlon to report them 
lf they are suspected precursors. 

/Ulfl01Ue: The ,Aaency ~es. 
Comment 14: How are reportable data dis· 

tlnl'Uiahed from routine test.a lncludlni 
n.nre teats IUCh U LD .. '1? 

Ruf>onM.• Thia policy statement directs 
the reportl.ns of specified effects when un· 
known to the Administrator. Many f'Outlne 
teats are baaed on a knowledee of toxicity 
a.ssoctated with a chemical; unknown effect.a 
OCCWTina durtne such a ranee test may have 
to be reported lf they are those of concern 
to the uency and U the Information meets 
the criteria set forth In Parts V and VI. 

Commmt IS: The most widespread "In 
vitro" test la the Ames test, which is subject 
to considerable debate. Clarify the circum· 
stances under which positive results of m 
vitro test& must be reported. 

Rupo1Ue: Part VI clarifies that the re· 
portln( of In vitro testa will dl'pend upon 
the extatence of corroborative Information 
U necessary to reuonably 1uppo1 t the con· 
clualon of substantial risk. 

Comment IS: The deacrlptlon of "extn-me 
peralatence" u a substantial risk la an exam· 
pie of the need to redefine Part V<cl <"Envl· 
ronmental Effects"), Persistence and bin· 
accumulation 1hould be considered risks 
only when coupled with toxicity and alpilll· 
cant exposure. 
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Ruponie: Part V now clarifies those ef­
fects lor which reporting depends upon a 
alanJflcant exposure potential. Persistence 
by Itself II no longer Itemized as a report­
able effect but rather la considered to be a 
component or exposure_ potential; It mM' 
alao underlie the measurements described in 
Part V<bl<ll. Laboratory lndJcators of pro­
nounced bioaccumulatlon are to be reported 
when coupled with potential for widespread 
exposure and any non-trtvlal adverse effect. 

NOTICES 

Re111on1e: EPA ls coord!natln&' thlA pro­
irram with other agencies now. When thll 
coordination Is auccesalully completed. the 
policy statt-ment will be amended to exempt 
from the reporting requirement !nlormatlon 
that has been submitted to other apecllled 
agencies. In the meantime, 1ubstantial-rlsk 
Information must be reported directly to 
EPA; such a report does not discharge any 
reporting obligation to other agencies. 

Comment 17: The n-octanol/water pa.rt!- r. IlUOIUIATIOK PlllST RECl:IVl:I> PaIOR TO nm 
tlon coefficient addresses a physico-cheml· crncrivi: D.11.n or TICA 

cal property. not biological effects, and la Comment zz: The tense of the verb "ob-
not alone an lndJcator of substantial risk; talns" reveala that section 8<e> wu Intended 
further, the values stated for the coelflclent to be applied prospectively to !nlormatlon 
and the bloaccumuiatlon factor In fish do newly acquired after January l, 11177. Utilize 
00!!!._rreaP?nThd. ._ ~ cy •A'--owl d•es the section 8<d> or other rulea to acquire lnfor· 

..... ...,nae; e .naen -•·11 e • , .. matlon .obtained .befare . .then.-
. ·- •• numertcalerror·andhu-amended'thevalueir · Ruponae: As dlacuuecl In the preamble to 

to correspond. This policy statement now the September 9 proposal. the Acency con· 
dlrectA the reporting ot an experimental alders section 8<e> to apply to rl&k lnforma­
meuurement of bloaccumulatlon when tion poueased by or known to a pel'IOD 
coupled wfth an adver1e effect and potential before on. or after January 1 1977 Con· 
for widespread exposure. • • · 

Comment JI: The requirement that lnfor· cernlng Information flnt obtained before 
mation which "llnkl" an effect to a chem!· 1977, thll policy statement continues to re­
eal be reported la too broad and contradicts Quire reporting of lnlormatlon received If a 
the statutory language of "reasonably person has been aware ~f lt since January l, 
supporta" 1977, for the reasons diaCulled In the Sep. 
Re.,,a~e: The Agency has provided In a tember 9 preamble. 

new Part VI Its interpretation of "reason- Comment ZJ: The term "aware" la too 
&bl"! supports" vague to be ot any help In reapondlnc to 

Comment 19~ A determination that !nlor- these requirements. ~Ince many corporate 
mauon "reasonably supports the conclu· employees are potentially subject to these 
alon" of substantial risk cannot be made in· requirements, and given uncertainty over 
dependently of considerations of use since the extent to which they ought to be aware 
the method and manner of using a chemical of pre-1977 lnformatlon, this provl.slon tends 
may Influence the occurrence of an effect· to compel the very file search It was intend· 
In particular, the criteria should reflect i. ed to avoid. The term "aware" should be 
dlltlnctlon between normal and abnormal further defined, possibly In tenna of actual 
Ulel of chemicals knowledge. 

Raponae: The 'Acency considers that the Ruponie: The Agency In Part VIII of this 
appropriate components of a "substantial policy statement now deflnea the pre-1977 
risk" wfth respect to a chemical are ca> the !nlormatlon of which a person la considered 
aerlouaneas of the effect, and <b> total expo- to be aware. 
sure potential. The method and manner of 
Ullnl a chemical Is one of several factors de­
termining Its exposure potential. As de­
ecrlbed In Part V, the Importance of expo­
sure potential as a component of "substan· 
tlal risk" depends upon the kind of effect of 
concern. Thus. the effects described In Part 
V<a> are so serious that relatively little 
wetght la gtven to exposure; the effects de· 
8Cribed In Parta V <bl and <c> involve a slg· 
Diflcant exposure or exposure potential. 

The Agency further considers that a defl· 
DIUon of "normal" use for a particular 
chemical will often depend upon a know!· 
edge of the risks usociated with the 
chemical. 

&. DIPOIUIATIOK THAT lfD:D KOT BE REPORTED 

Comment 20: Information published In 
actentlflc literature In lanruaces other than 
English should be exempted If published in 
summary form by abstracting services. Can 
the accuracy of English lanruage abstracts 
and commercial translations of foreign llt· 
erature be usumed? 

Ruponae: This policy statement now pro­
vtdea that Information published In scien· 
Wlc literature, whether In English or an· 
other lanruace. Is exempt from reporting If 
published In summary form by certain 
specified abstract services. 

Comment Zl: Information exchange sys. 
tema with other Federal agencies should be 
Immediately established so that respondents 
need not report to EPA Information already 
reported to other Agencies. and vice versa. 
Such duplicative reports a.re unduly burden­
some. 

G. COKFIIIEKTIAL IKFOIUIATtOK 

Comment 24: EPA should delay ruldance 
until procedures are published governing 
the treatment of confidential submissions. 

Comment ZS: EPA should treat all submll­
slons as confidential until the !nlormatlon Is 
verl!led. 

Comment Z6: EPA ~hould automatically 
publish section 8<e> notices. 

Re:sponae to Comment& Z4 through 26: 
EPA has Included a new Part X which de­
scribes how to submit a claim of conflden· 
tiality and states that any or all of the In· 
formation submitted may be claimed u con· 
fidential. Such Information will be disclosed 
by EPA only to the extent. and by means of 
the procedures, set forth In 40 CFR Part 2. 

H. llISCELUJfEOt7S 

Comment Z7: What ls the statutory basis 
or need for guidance? What Is !ta exact 
status under the Administrative Procedure 
Act? 

RespoTUe: This policy statement sets forth 
EPA"s interpretation of and policy concern· 
Ing TSCA section 8<e>. As an Interpretive 
rule and statement of policy It ls not subject 
to the comment period and delayed effec. 
tive date provisions of the Adm!nlstratlve 
Procedure Act <5 U.S.C. 553). Although 
TSCA does not mandate a policy statement, 
the Agency of necessity must develop the 
criteria which will govern enforcement ac· 
tivities. Trade associations and businesses 
were among those who previously expressed 
Interest In such a statement to guide their 
complianre. 
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Comment ZI: Clartly whether these r~ 
Qulrementa apply to chemicala previously 
but no lon&'er manufactured, proceased, or 
dlltrlbuted In commerce by a person. 

Ruponae: lnlormatlon obtained before 
1977 must be reported If the person hu 
been aware of It alnce January 1. 19'1'7, u 
prescribed by Part VIII. Concerning chem!· 
cala which a person has dlacontlnued manu· 
facturln&', proceulna. or dlatrlbuUng since 
January 1. 11177. !nlormatlon obtained 
before the Ume of dlacontlnuatlon la subJect 
to these requirements. It la expected that 
the acqulaltJon of !nlormatlon a.fter that 
time will be mlnlmal; however, should addJ· 
tlonal Information be acquired. It may trts· 
1er the reporting described In Part VIII. 

Comment ZI: Clarity the meaning of "sub­
stantial. rJak'~ .rdatlve. ta, .other . rl&ks ad· 
dreued by TSCA. 

Raponae: A substantial risk Is defined In 
Part V<a> of th1a policy statement u a rl&k 
of considerable concern because of <a> the 
aerloumea of the effect, and <b> the fact or 
probability of Its occurrence. As opi>med to 
other rllka addreaed by TSCA. economic or 
aoclal benefits of uae, or costs of restricting 
use, are not to be considered In determining 
whether a rl&k Is "substantial". 

Comment 30: To what extent are "users" 
of chemlcall subject to these requirements? 

Ruponae_· The Agency conalden that 
many industrial uaes of chemlcala actUa117 
fall within the acope of "proceulng" chem!· 
eals. A manufacturer, processor. or dlstrlbu· 
tor who obtalnl subst.antlal·rl&k Information 
concernfnl chemlcall he handles should be 
alert to the poulbWty he may have to 
report It. 

Comment JJ; Are chemlcall manufac­
tured, proceaaecl and "distributed In com· 
merce in amall Quantities solely for PllfPOH9 
of research and development aubJect to 
these requirements? 

Re:spome.· In 1eneral, the Agency consld· 
era that much manufacturlnc. proceulng, 
and distribution In commerce of chemlcala 
in small Quantities solely for purposes of re­
search and development Is conducte~ tor 
"commercial purposes". Such purposes 
would Include the we and dlltribution of 
such materlala, u well as their uae by the 
manufacturer or processor In activities <for 
example. product research and development 
and studlea uaesslng the feasibility and 
aa.fety of using chemicals> precedlnr hla or a 
client's commercial uae of such materlala or 
others on a Iarser scale. 

As described In Part v. the Agency consld· 
era that "substantial risks" depend In part 
upon an exposure potential. Thus, the OC· 
currence of the effects described in Part 
V<a> preauppoae exposure to the chemical 
and must be reported; report!nr of the 
other effects will depend upon a potential 
for significant levels of exposure. 

Comment JZ: Are raw material!, lnterme­
dlatea, and Inert lncredJents produced or 
used In the manufacture of a pesticide sub­
Ject to TSCA? 

Reaponae: The Administrator conslden 
that raw materlala, intermedJatea and Inert 
incredJents produced or used In the manu· 
facture of a pesticide are substances or mix· 
tures which can be rerulated under TSCA. 

In order to be considered a pesticide, a 
substance must be Intended tor uae u a pea. 
ttclde. Raw materlala, intermedJatea, and 
Inert Ingredients produced or used In the 
manUfacture of a pesticide are not them· 
selves rerulated under FIFRA <unless they 
happen to be pesticides themselves> and. 
therefore, a.re subject to TSCA. The pest!· 

fEDEllAl IEGISTEl, VOL 43, NO. 52-THUUDAY, MAICH 16, 1971 

97 



1111& Nonas 
ctde reculatlona at 40 CPR 182.4 are conaia- production of a food. food addfUn, dnJa, 
tent With thla View. cosmetic. or devtce. 

Comment JJ; Att Intermediates and cat&· Comment J4: J:mpJoyeea lhould have the 
l)'IU Intended 10lety for uae In the produc· option to submit report.I anonymouaty. 
tlon of a food. food additive, drua. cosmetic, .RurxmM: EPA conaldera that any person 
or devtce subJect to TSCA? may report Information to EPA under 

Raporue: The AdmlnJatrator conaldera T8CA. ThOle who are required to do 10 
that ·1ntermedlatea and cata.Iyata Intended under section a<e> are persona who manu· 
M>lety for uae In the produCUon of a food. facture. procea, or dlatribute In commerce 
food additive. dnl&. coametlc .. or device are chemical substances or mixture&, lnclud.lns 
excluded from reirul&tlon under TSCA. The not on17 bualneu entitles but alao auch em· 
deflnltlona of the PFDCA provtde that ployeea u deleribed In Part II. ln order to 
chemical aubat.anca which are Intended for eet.abllah that auch persona have dlacharsed 
uae u a component of a food. food additive, their obllp.tlona, and In order to encourace 
drua. C01metlc, or device are encompaaaed relPGllllble review of tbe quality of lnforma­
Wlthin the meantnc of such terma. reapec· Uon and the aubatantlality of rlslta, EPA be­
Uvely. The FDA c:onaldera Intermediates ltevea that notifiers ahould Identify them· 
and catalyata to be auch component.a. There- aelvea. Section 23 wW adequately protect 
fore, they are aubject to re1Ulat1on under employee. from dlacrtminatJon pursuant to 

~ .. ,Ule.Pl!'DCA. Any •uctuubA&nce•la- excluded ·· >notlflcationa· they have-made under ·aectton 
from rqulatlon under TSCA Insofar u It la ll<e>. 
actually manufactured, proceaaed. or dla-
trlbuted In commerce 10lety for uae In the CPR Doc. 'll-7084 Piled 3·1&-'18; 8:45 aml 

lllOTE 

According to technical amendments published 
by EPA in the May 29, 1987 FEDERAL REGISTER 
(52 FR 20083), TSCA Section 8 (e) submissions 
are to be addressed to the Agency as follows: 

Document Processing Center (TS-790) 
(Attn: Section 8(e) Coordinator) 
Off ice of Toxic Substances 
U.S. Environmental Protection Agency 
401 "M" Street, S.W. 
Washington, o.c. 20460 
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ENVIRONMENTAL PROTECTION 
AGENCY 

[OPTS-80015; FRL-3844-4) 

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

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

SUMMARY: This Notice, pursuant to 
sections 15 and 16 of the Toxic 
Substances Control Act (TSCA), 15 
.U.S.C.2601 et seq ... announces the 
opportunity to register for EPA's TSCA 
Section 8(e) Compliance Audit Program. 
This Notice also contains the text of an 
Agreement for the TSCA Section 8( e) 
Compliance Audit Program ("CAP 
Agreement"). The TSCA Section B(e) 
Compliance Audit Program and the 
registration provisions and CAP 
Agreement conditions are described 
below. 
DATES: The Registration period for the 
TSCA Section B(e) Compliance Audit 
Pr-0gram commences February 1, 1991, 
and closes May 2, 1991. Persons 
interested in registering for the 
voluntary TSCA Section B(e) 
Compliance Audit Program must request 
a CAP Agreement and submit a signed 
CAP Agreement to EPA no later than 
May 2, 1991. 
ADDRESSES: Copies of the CAP 
Agreement may be obtained from the 
TSCA Assistance Information Service, 
Environmental Assistance Division (TS-
799), Office of Toxic Substances, 
Environmental Protection Agency, 401 M 
St., SW., Washington, DC 20460, (202) 
554-1404, TDD: (202) 554--0551. 
FOR FURTHER INFORMATION CONTACT: 
Michael M. Stahl, Director, 
Environmental Assistance Division (TS-
799), Office of Toxic Substances, 
Environmental Protection Agency, 401 M 
St., SW., Washington, DC 20460, (202) 
554-1404, TDD: (202) 554--0551. 
SUPPLEMENTARY INFORMATION: 

I. Background 

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

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

effects appear to be further evaluating 
and wrongly discounting the 
significance of the information on the 
basis of a "weight-of-the-evidence" risk 
assessment. It is EPA's position, 
however, that if certain serious health 
effects are discovered, the information 
should be considered for immediate 
reporting under section 8(e) without 
further evaluation. The following are 
examples of information that should be 
considered immediately for reporting 
under section 8( e) of TSCA. 

1. New information concerning 
statistically or biologically significant 

, synonymous -with: the £OnGlu&ion itaelf 
and usually precedes the conclusion. 

· -"inmeeses-in benign and/.or.malignant 
tumors in an animal study; a "weight-of­
the-evidence" risk assessment should 
not be used to discount the findings. 

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

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

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

In reviewing recent enforcement 
cases, EPA has found that some 
companies may be misinterpreting 
TSCA section 8(e) and EPA's 
"Statement of Interpretation and 
Enforcement Policy: Notification of 
Substantial Risk," ["Section 8(e) Policy 
Statement," March 16, 1978, 43 FR 
11110). Some companies obtaining 
information on certain serious health 
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2. Statistically or biologically 
significant increases in teratologic or 
other serious reproductive effects 
observed in animals; the level of 
maternal toxicity observed in the study 
should not be used to discount the 
findings. 

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

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

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

EPA has not changed its interpretation 
ofTSCA section 8(e). EPA's 
implementation of the TSCA section 8(e) 
program is based on sound guidance 
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that is and has been consistent with the this CAP Agreement which will be 
statutory language and intent of section returned to the Regula tee. The Final 
8(e), as well as EPA's Section 8(e) Policy Report and all other documents 
Statement. Nevertheless, to achieve the submitted pursuant to Unit II.C of this 
Agency's goal of obtaining any CAP Agreement must display the 
outstanding section B(e) data, EPA has identification number established by 
developed this one-time volunt11.ry this paragraph. 
compliance program designed to D. The TSCA Section 8(e) Compliance 
strongly encourage companies to Audit Program shall commence no later 
voluntarily audit their files for studies than May 2, 1991. 
reportable under section 8(e). This E. The TSCA Section 8(e) Compliance 
program is known as the TSCA Section Audit Program shall terminate within 
8(e) Compliance Audit Program. 180 days of May 2, 1991. Thus, all 

The TSCA Section 8(e) Compliance submissions under this TSCA Section 
Audit Program has been developed to 8(e) Compliance Audit Program must be 
encourage.industry.reporting. by.setting.· ..• .delivered to-.EPA nolatel\ than October 
forth guidelines that identify in advance 29, 1991. 
EPA's enforcement response and allow II. Terms of Agreement 
companies to assess liability prior to 
electing to participate. Companies that EPA and the Regulatee mutually 
do not participate in the TSCA Section initiated this TSCA Section 8(e) 
8(e) Compliance Audit Program should Compliance Audit Program in response 
be aware that EPA intends to actively to a February 1, 1991, Federal Register 
pursue violations of the TSCA section notice announcing the opportunity to 
8(e) reporting requirement. participate in the TSCA Section 8(e) 

Compliance Audit Program. As part of 
II. Text of the Registration/CAP this CAP Agreement, EPA and the 
Agreement Regulatee agree to the following: 

The text of the Registration and CAP A. General Provisions 
Agreement for the TSCA Section 8(e) 
Compliance Audit Program: 1. This CAP Agreement and the 
UNITED STATES ENVIRONMENTAL Consent Agreement and Consent Order 

in this matter shall be a complete 
PROTECTION AGENCY settlement of all civil and administrative 
Office of Pesticides and Toxic Substances claims and causes of action which arose 
Registration and Agreement for TSCA or could have arisen under TSCA 
Section B{e) Compliance Audit Program section 8(e) in connection with any 

The United States Environmental study or report submitted pursuant to 
Protection Agency ("EPA") and the the terms of this CAP Agreement. 
Regulatee, the Parties herein, wishing to Pursuant to TSCA, EPA will consider 
register for and enter into this ability to pay I effect on ability to 
Agreement for a Toxic Substances continue to do business claims during 
Control Act ("TSCA") Section 8(e) the course of development of the 
Compliance Audit Program ("CAP Consent Agreement and Consent Order 
Agreement") and having consented to in this matter. The Regulatee will be 
the terms of this CAP Agreement do responsible for submitting adequate 
therefore agree to fully comply with the documentation of such claims to EPA at 
terms of this CAP Agreement. the time of submission of the Final 

Report required by this CAP Agreement. 
L Registration Requirements 2. For purposes of this CAP 

A. The Regulatee agrees to conduct a Agreement and any subsequent 
TSCA Section 8(e) Compliance Audit proceeding, without trial or any 
Program to determine its compliance adjudication of the facts, the Regulatee 
status with TSCA section 8(e). admits that EPA has jurisdiction over 

B. To register for the TSCA Section the subject matter of the terms of this 
8(e) Compliance Audit Program, the CAP Agreement and any study or report 
Regula tee must, no later than May 2. submitted pursuant to this CAP 
1991, sign and return this CAP Agreement. 
Agreement by certified mail-return 3. The Regulatee waives its right to 
receipt requested to: Michael F. Wood, request a judicial or administrative 
Director, Compliance Division (EN-342), hearing on any issue of law or fact that 
Office of Compliance Monitoring, has arisen or may arise during the 
Environmental Protection Agency. 401 M conduct of the TSCA Section 8(e) 
St .. SW .. Washington, DC 20460. Compliance Audit Program conducted 

C. After EPA receives this signed CAP pursuant to the terms of this CAP 
Agreement from the Regula tee, EPA will Agreement, or that may arise in any 
sign this CAP Agreement and enter the subsequent proceeding involving the 
following identification number Consent Agreement and Consent Order 
( ) to the copy of resulting from and entered into pursuant 
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to the terms of this CAP Agreement, 
including but not limited to the 
Regulatee's right under TSCA section 
16(a)(2)(A) to request a hearing. 

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

''B(e)CompHimce Audit·Pt-ogramis not 
subject to the terms of this CAP 
Agreement or the TSCA Section 8(e) 
Compliance Audit Program. 

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

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

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

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

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

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

1. In conducting the TSCA Section 8(e) 
Compliance Audit Program, the 
Regulatee shall use EPA's March 16, 
1978, "Statement of Interpretation and 
Enforcement Policy; Notification of 



4130 Federal Register / Vol. 56, No. 22 / Friday, PalJruary 1. 1991 / Notices 

Substantial Risk" (43 FR 11110) ("TSCA 
Section B(e) Policy Statement") to 
determine whether the reviewed study 
or report is: 

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

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

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

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

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

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

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

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

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

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

C. Information Submission and Final 
Report 

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

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

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

a. Company name, address and 
telephone number. 

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

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

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

e. The title of the accompanying study 
or report. 

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

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

, .. controlling document .as, to.what .was -0r 
was not submitted under the terms of 
this CAP Agreement and shall be sent to 
the address specified in Unit I.B of this 
CAP Agreement. 

D. Other Matters 

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

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

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

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

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

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

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

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

Agreement and thus will consist of one 
original and two copies. 

9. The Regulatee is advised to review 
carefully the confidentiality claim 
procedures at 40 CFR 2.201. Specific 
information concerning TSCA section 
B(e) confidentiality claims is contained 
at Part X of the TSCA Section 8(e) 
Policy Statement. 

10. The Regulatee agrees that if the 
specific chemical identity is claimed as 
confidential in a submission, a generic 
nonconfidential chemical identity will 
be included on the sanitized version of 
the submission. Guidance for developing 
appropriate generic chemical identities 
may be obtained by consulting the 
TSCA Chemical Substance Inventory: 
1985 Edition, or by contacting the Office 
of Toxic Substances' Chemical 
Inventory Section at (202) 382-3527. 

11. The Regulatee agrees that 
confidentiality claims will be honored 
by EPA only if each claim is 
accompanied by responses to the 
questions in the document provided with 
this CAP Agreement entitled 
"Substantiating Claims of 
Confidentiality." The Regulatee shall 
provide an original and two copies of 
these responses in accordance with Unit 
Il.C.2 of this CAP Agreement. The 
Regulatee shall also, in the event the 
Regulatee desires information in these 
responses to be considered TSCA CBI, 
provide a sanitized original and two 
copies in accordance with Unit II.C.2 
and Unit II.D.8 of this CAP Agreement. 

12. The Regulatee agrees that failure 
to adhere to each requirement pertaining 
to TSCA CBI may result in forfeiture of 
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the CBI protection for the submission 
and its subsequent availability in its 
entirety for public review. 
WE AGREE TO THIS: 
For Regulatee: 

[Signing official] 
{Title] 
[Company name] 

(Signing official) 
{Title] 
[Company name] 

.. For EPA: 

Michael F. Wood, 
Director, Compliance Division, Office of 
Compliance Monitoring. 

Michael J. Walker, 
Associate Enforcement Counsel for Pesticides 
and Toxic Substances. 

III. Conclusions 

EPA has announced the opportunity to 
register for the TSCA Section 8(e) 
Compliance Audit Program. Any further 
information regarding this Audit 
Program or the CAP Agreement may be 
obtained from the contact person noted 
above. 

Dated: January 25, 1991. 
Linda J. Fisher, 
Assistant Administrator for Pesticides and 
Toxic Substances. 
[FR Doc. 91-2299 Filed 1-31-91; 8:45 am] 
BIWNG CODE llllO-IO-F 
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April 26, 1991 

Part VI 

APPENDIX D 
(CAP Modifications) 

Environmental 
Protection Agency 
Registration and Agreement for TSCA 
Section 8(e) Compliance Audit Program 
Modification; Notice 
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ENVIRONMENTAL PROTECTION 
AGENCY 

[0PTS-I0015A; FRL-3891-8] 

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

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

SUMMARY: This Notice, pursuant to 
sections 15 and 16 of the Toxic 
Substances Control Act [TSCA), 15 
U.S.C. 2601 et seq., announces 
modifications to EPA's TSCA Section 
8( e) Compliance Audit Program and the 
Agreement for the TSCA Section S(e) 
Compliance Audit Program ("CAP 
Agreement"). The modifications to the 
TSCA Section 8(e) Compliance Audit 
Program and the CAP Agreement 
include extension of the registration and 
termination dates, the opportunity to 
petition EPA for a case-by-case 
extension of the termination date, 
modifications to the CAP Agreement 
provisions regarding admission of a 
violation ofTSCA section 8(e) and 
waiver of right to a hearing, and EPA's 
development of a TSCA section 8(e) 
reporting guide. 
DATES: The Registration period for the 
TSCA Section 8(e) Compliance Audit 
Program closes on June 18, 1991. Persons 
interested in registering for the TSCA 
Section 8(e) Compliance Audit Program 
must request a CAP Agreement and 
submit a signed CAP Agreemer.t to EPA 
no later than June 18, 1991. 
ADDRESSES: Copies of the CAP 
Agreement may be obtained from the 
TSCA Assistance Information Service, 
Environmental Assistance Division (TS-
799), Office of Toxic Substances, 
Environmental Protection Agency, 401 M 
St., SW., Washington, DC 20460, (202) 
554-1404, IDD: (202) 554-0551. 
FOR FURTHER INFORMATION CONTACT: 
David Kling, Acting Director. 
Environmental Assistance Division (TS-
799), Office of Toxic Substances. 
Environmental Protection Agency, 401 M 
St., SW., Washington, DC 20460, (202) 
554-1404, IDD: (202) 554-0551. 
SUPPLEMENTARY INFORMATION: 

I. Background 

In the Federal Register of February 1, 
1991(56FR4128), EPA announced the 
opportunity to register for the TSCA 
Section 8(e) Compliance Audit Program. 
The TSCA Section 8(e) Compliance 
Audit Program is a one-time voluntary 
l:Ompliance audit program developed in 
order to achieve EPA's goal of obtaining 
1my outstanding TSCA section 8(e) data. 

The TSCA Section 8( e) Compliance 
Audit Program ha1 been initiated to 
foster compliance with the statutory 
obligations of TSCA section 8(e), and to 
obtain critical information about 
potential risks of chemical substances. 
In designing the TSCA Section 8(e) 
Compliance Audit Program EPA'a 
objective was to provide, in the context 
of an enforcement initiative, politive 
incentives for companies to condm:t 
audits of their data and to submit to the 
~ency the type of informs tion required 
under section 8(e) ofTSCA. 

.. -· EPA. iecognizes .that.proper 
application of section 8(e) require9 the 
exercise of scientific judgement. EPA ii 
not interested in creating an atmosphere 
in which companies view a "data dump" 
strategy as the best course of action for 
meeting their obligations. 11ie Agency 
hopes that cooperative comultation 
among EPA. data submitten, and other 
interested parties can lead to a more 
successful TSCA Section 8(e) 
Compliance Audit Program and 
ultimately a better understanding of the 
section 8(e) program. Based on written 
communications with the regulated 
industry, EPA has made the following 
modifications to the TSCA Section B(e) 
Compliance Audit Program and CAP 
Agreement that was published on 
February 1, 1991. 

Il. Modifications to the TSCA Section 
8(8} Compliance Audit Program and the 
CAP Asreemenl 

A. Regit1tration Requirements 

The registration deadline/ audit 
commencement date has been extended 
for 45 day1 to June 18, 1991. Thus, Units 
l.B and D of the CAP Agreement have 
been modified to read as follows: 

B. To resister for the TSCA Section 8(e) 
Compliance Audit Program, the Regulatee 
must. no later June 18, 1991, sign and return 
this CAP Agreement by certified mail-return 
receipt requested to .... 

D. The TSCA Section 8(e) Compliance 
Audit Program shall commence no later than 
June 18, 1991. 

The audit termination date/deadline 
has been extended for approximately 90 
days, to February 28, 1992. Procedures 
for case-by-case extensions have also 
been added. A Regulatee can petition 
EPA in writing no later than November 
29, 1991. for an additional extension of 
the audit termination date (i.e., beyond 
February 28, 1992). Extension petitions 
must contain an adequate justification 
for the request. and will be favorably 
viewed if based on difficulties 
experienced by a Regulatee with the 
volume of information being reviewed 
and not because the Regulatee delayed 
initiation of the audit. Companies are 
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WJed to submit studies or reports as 
tbeJ are determined to be reportable, 
and extension petitions will be viewed 
with disfavor if a Regulatee has not 
submitted any information by the 
November 29, 1991, deadline for 
extension requests. In this way EPA 
encourages the phased receipt of 
information over time while recognizing 
the need for appropriate time extensions 
for Regnlatees that have a larRe amount 
of records to review. Thus, Unit l.E of 
the CAP Agreement has been modified 
to read as follows: 
· •B.'The'TSCA Section il(eJ Compliance 
Aadit Program shall terminate on February 
28, l!Nll. and all aubmiHions under this 
TSCA Section 8(e) Compliance Audit 
Pniigram must be delivered to EPA no later 
than February 28, 1992. The Regulatee may 
petition EPA in writing at the address 
specified in Unit I.B of this CAP Agreement 
for an extension of the February 28, 1992, 
tennination date. Extension requests must be 
received by EPA no later than November 29. 
Hin, and must contain an adequate 
justification for the extension. 

No other modifications to the 
.. registration requirements" portion of 
the CAP Agreement have been made. 

B. Terms of Agreement--General 
Provisions 

The provision of the CAP Agreement 
regarding an admission of violation or a 
"violation ofTSCA"has been changed 
and Unit ll.A.4 of the CAP Agreement 
has been modified to read as follows: 

4. The Regulatee neither admits nor denies 
that the submission of studies or reports by 
the Regulatee under this TSCA Section B(e) 
Compliante Audit Program and pursuant to 
the terms of this CAP Agreement constitutes 
admission of a violation ofTSCA sections 
8(e} and 15(3)(8), but agrees to pay a 
stipulated civil penalty for each study or · 
report in accordance with Unit 11.B.2 of this 
CAP Agreement. Any study or report 
submitted under TSCA section B(e) prior to 
tbe date of commencement of the TSCA 
Section 8(e) Compliance Audit Program is not 
subject to the terms of this CAP Agreement or 
the TSCA Section 8( e) Compliance Audit 
Program. 

The provision of the CAP Agreement 
regardins waiver of rights has been 
changed and Unit ll.A.3 of the CAP 
Agreement has been modified to read as 
follows: 

3. The Regulatee waives its right to request 
a judicial or administrative hearing, under 
TSCA section 16(a)(2)(A) or other provisions 
of law, on any issue of law or fact that has 
arisen or may arise regarding the application 
ofTSCA section 8(e) to any study or report 
submitted pursuant to Unit ll.B.1 of this CAP 
Agreement. 

The provision of the CAP Agreement 
regarding "prior violations" has been 
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modified slightly to make it clear that 
submissions under the CAP Agreem~t 
will count as one "prior violation" of 
8(e} only. Thus, Unit Il.A.7 of the CAP 
Agreement has been modified to read as 
follows: 

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

No other modifications to the "terms 
of agreement-general provisions" 
portion Of the'CAP Agreement have 
been made. 

C. Terms of Agreement-TSCA Section 
B[e} Compliance Audit Program and 
Civil Penalties 

In order to facilitate participation in 
the TSCA Section 8(e) Compliance 
Audit Program as well as to improve 
section 8(e} compliance in general, EPA 
is preparing and plans to disseminate a 
section B(e} reporting "guide" comprised 
primarily of approximately 150 existing 
TSCA section 8(e) submission "Status 
Reports" which contain useful reporting 
and implementation guidance. This 
guide will include two indices. The first 
index. which pertains to the 150 "Status 
Reports." will be arranged by 
toxicologic study type ana other 
important subheadings related to 
reporting criteria. The second index will 
be cumulative and arranged by type of 
study for all initial submissions received 
under section 8(e) to date. An additional 
component of the guide will be a 
consolidated presentation of section 8(e) 
question and answer (Q&:A) documents 
arranged under subheadings similar to 
the indices described above. 

In response to a written request from 
the Chemical Manufacturers 
Association (CMA) for additional 
guidance in the areas of neurotoxic 
effects and environmental effects/ 
releases, EPA agreed to perform an 
ex_pedited review of a limited number of 

case histories to be submitted by CMA 
in early May. The Office of Pesticides 
and Toxic Substances (OPTS) is 
establishing a panel of EPA staff 
scientists to perform the expedited 
review of the case histories which are 
submitted. While the EPA panel can 
address e11dpoints of concern. CMA was 
asked to prioritize the submissions to 
focus attention on the key scientific 
questions. especially neurotoxicity/ 
acute toxicity concerns. The EPA review 
will focus primarily on whether the case 
studies would be reportable under 
section 8(e). The rationale for EPA's 
conclusions and responses concerning 
the appropriateness of reporting will be 
provided as part of the section 8( e) 
reporting guide which has been 
described above. EPA will make every 
effort to complete the guide in early June 
and release it prior to the revised June 
18, 1991, registration deadline/audit 
commencement date. 

EPA requested that the environmental 
effects/release cases focus on areas that 
industry believes are problematic in 
terms of what is reportable under 
section 8(e). In order for EPA to respond 
more completely about the section 8(e) 
reportability of the provided 
environmental effects/release 
information cases, EPA also asked if the 
information is required to be submitted 
to another governmental authority and, 
if so, the identity of that authority and 
the timeframe for the reporting. The 
rationale for EPA's conclusions and 
responses concerning the 
appropriateness of reporting will be 
provided as part of the section 8(e) 
reporting guide described above. EPA 
will make every effort to complete the 
guide in early June and release it prior to 
the revised June 18, 1991, registration 
deadline/audit commencement date. 
However, if necessary because of a 
delay in completion of the guidance on 
the environmental effects/release 
information. reporting of this 
information under the TSCA Section 8(e) 
Compliance Audit Program will be put 

106 

on a specific schedule which will be 
determined later based on when EPA 
completes and disseminates the 
guidance in this area. 

Thus, to reflect the availability of the 
TSCA section 8(e) reporting guide, the 
second portion of the CAP Agreement 
language at Unit Il.B.1 has been 
modified to read as follows: 

.... Upon Registration for the TSCA Section 
8{e) Compliance Audit Program. the 
Regulatee will receive a copy of the TSCA 
Section 8(e) Policy Statement, the publication 
numbers of publicly available and previously 
published Yolumea of Section 8(e) "Status 
Reports" available through the National 
Technical Information Service. copies of 
Question and Answer documents developed 
in response to specific questions involv·ng 
section 8(e), a document entitled 
"Substantiating Claims of Confidentiality," 
and the TSCA section 8(e) reporting guide. 

EPA believes that the actions 
described above emphasize the 
Agency's strong commitment to making 
the TSCA Section 8(e) Compliance 
Audit Program a successful initiative. 
EPA hopes that providing the selected 
case histories and the section 8(e) 
reporting guide will enhance 
understanding of the TSCA section 8( e) 
program, and assist the regulated 
community as they participate in the 
TSCA Section 8(e) Compliance Audit 
Program. 

III. Conclusions 

EPA has announced modifications to 
the TSCA Section B(e) Compliance 
Audit Program and the CAP Agreement. 
Any further information regarding this 
Audit Program·or the CAP Agreement 
may be obtained from the contact 
person noted above. 

Dated: April 24, 1991. 
Victor J. Kimm, 
Acting Assistant Administrator for Pesticides 
and Toxic Substances. 
[FR Doc. 91-10065 Filed 4-2&-91; 8:45 am] 
1111.UNG CODE IMO-to-F 
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ENVIRONMENTAL PROTECTION 
AGENCY 

[OPTS-800158; FRL-3932-1] 

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

AGENCY: Environmental Protection Agency 
(EPA). 

ACTION: Notice. 

SUllllARY: This Notice, pursuant to sections 
15 md 16 of the Toxic Substances Control 
Act (TSCA), 15 U.S.C. 2601 et seq., 
announces the availability.of.the..TSCA 
section 8(e) reporting guide and modifications 
to EPA's TSCA Section 8(e) Compliance 
Audit Program and the Agreement for the 
TSCA Section 8(e) Compliance Audit 
Program ("CAP Agreement"). The 
modifications to the TSCA Section 8(e) 
Compliance Audit Program and the CAP 
Agreement include the extension of the 
registration deadline until July 1, 1991, t?e 
addition of provisions for listing of certam 
types of previously reportable TSCA se:ction 
8(e) information now in EPA's possession, 
and modification of EPA's guidance for 
reporting information concerning 
"widespread and previously unsuspected 
distribution in environmental media'' and 
"emergency incidents of environmental 
contamination" under TSCA section S(e). 

DATES: The Registration period for the TSCA 
Section 8(e) Compliance Audit Program 
closes on July 1, 1991. All persons interested 
in registering for the TSCA Section S(e) 
Compliance Audit Program must request a 
CAP Agreement and submit a signed CAP 
Agreement to EPA no later than July 1, 1991. 

ADDRESSES: Copies of the modified CAP 
Agreement and the TSCA section 8(e) 
reporting guide may be obtained from the 
TSCA Assistance Information Service, 
Environmental Assistance Division (TS-799), 
Office of Toxic Substances, Environmental 
Protection Agency, 401 M SL, SW., 
Washington, OC 20460, (202) 554-1404, 
TDD: (202) 554-0551. 
FOR FURTIER INFORMATION CONTACT: 
David Kling. Acting Director, Environmental 
Assistance Division (TS-799), Office of 
Toxic Substances, Environmental Protection 
Agency, 401 M St., SW .. Washington, OC 
20460, (202) 554-1404, TDD: (202) 554-
0551. 

SUPPLEMENT ARY INFORllA TION: 

I. Background 

In the Federal Regmter of February 1, 
1991 (56 FR 4128). EPA annmmced the 
opportunity to register for the TSCA Section 
8(e) Compliance Audit Program. The TSCA 
Section 8(e) Compliance Audit Program is a 
one-time vohmtary compliance audit program 
developed to obtain outstanding TSCA 

section 8(e) data and foster compliance with 
the statutory obligations of TSCA section 
8(e). 

On April 26, 1991 (56 FR 19514), EPA 
modified the TSCA Section S(e) Compliance 
Audit Program and the CAP Agreement. The 
modifications included extension of the 
registration and termination dates, the 
opportunity to petition EPA for a case-by­
case extension of the termination date, 
modifications to the CAP Agreement 
provisions regarding admission of a violation 
of TSCA section 8( e) and waiver of right to 
a hearing. and EPA's developmmt of a TSCA 
section 8(e) reporting guide. 

. , JL.T.SCASec:tion..8(e.) .Reporting .Guide 

Since the April 26, 1991 modifications 
were armounced, EPA completed 
development of the TSCA section 8(e) 
reporting guide. The guide contains useful 
reporting and implementation guidance and 
includes two major indices. The first index, 
which refermces approximately 150 section 
8(e) "Status Reports," is arranged by 
toxicologic study type with subheadings 
related to section 8( e) reporting criteria. The 
second index is cumulative and is arranged 
by type of study for all initial submissions 
received under section 8(e) from January 1, 
1977, to October 1, 1990. 

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

Most of the guide is presented in a basic 
question and answer format reflecting 
primarily the most common questions asked 
about section 8(e) ofTSCA. The guide also 
contains EPA' s comments regarding the 
TSCA section 8(e)-applicability/reportablity 
of a number of toxicologic ''case studies'' 
provided to the Agency by the Chemical 
Manufacturers Association (CMA). 

Copies of the TSCA section 8(e) reporting 
guide may be obtained from the TSCA 
Assistance Information Service, 
Environmental Assistance Division (TS-799), 
Office of Toxic Substances, Environmental 
Protection Agency, 401 M SL, SW., 
Washington, OC 20460, (202) 554-1404, 
TDD: (202) 554-0551. 

m. Modiftcations to the TSCA Section 8(e) 
Compliance Audit Program and the CAP 
Agreement 

A. Registration Requirements 
The registration deadline/audit 

commmcemmt date has been extended for 

108 

approximately two weeks to July 1, 1991. 
Thus, Units I.B and D of the CAP Agreement 
have been modified to read as follows: 

B. To register for the TSCA Section 8(e) 
Compliance Audit Program, the Rcgulatec must, no 
later than July l, 1991, sign and return this CAP 
Agreement by certified mail-return receipt 
requested to .•.• 

D. The TSCA Sea.ion 8(e) Compliance Audit 
Program shall commence no later than July 1, 
1991. 

No other modifications to the 
"Registration Requirements" portion of the 
CAP Agreement have been made. 

B. Terms <f Agreement--TSCA Section 8(e) 
· · Compliance Alldit "Program ·aniJ Civil 

Penalties Concerning Late Reporters 
EPA has received inquiries regarding 

instances of late reporting of section 8(e) 
information when such studies or reports 
were (1) received by the Office of Toxic 
Substances (OTS) on a "For Your 
Information" ("FYI") basis and included in 
the formal ars "FYI" filing system. or (2) 
submitted to EPA pursuant to a mandatory 
reporting obligation under a statute 
administered by EPA. By late reporting, EPA 
is referring to information received beyond 
the 15 working days deadline as set forth in 
Part IV of EPA's March 16, 1978, 
"Statement of Interpretation and Enforcement 
Policy; Notification of Substantial Risk" (43 
FR 11110) ("TSCA Section 8(e) Policy 
Statement"). After evaluation of the issue, 
EPA has determined that a reduced penalty 
scheme is appropriate for instances of late 
reporting of section 8(e) information when 
the studies or reports were (1) submitted in 
writing to and received by EPA prior to June 
18, 1991, pursuant to a mandatory reporting 
obligation under TSCA or another EPA­
administered statute, or (2) received by ars 
on an "FYI" basis and included in the formal 
ars "FYI" filing system, prior to June 18, 
1991. This approach meets EPA's TSCA 
Section 8(e) Compliance Audit Program goal 
of obtaining, in the context of an enforcement 
initiative, outstanding section 8(e) 
information. Instead of resubmitting copies of 
these types of studies or reports, the 
information may simply be listed under the 
TSCA Section S(e) Compliance Audit 
Program and identified by cover letter. A 
$5,000 stipulated civil penalty will be 
assessed for each study or report listed. Thus, 
Unit Il.B.1.c has been added to the CAP 
Agreement to read as follows: 

c. Olla tbll would have been rcponablc under 
TSCA Section 8(e) when initially obtained by the 
Regulaiee, and that sublequent to the section 8( e) 
reporting deadline (111d bcfOtC June 18, 1991), were 
(i) IUbmincd in writing to and received by EPA 
pursuant to • mandatory reponing requirement 
under TSCA or anochcr statute adminUtercd by 
EPA, or (ii) received by the Office of Toxic 
Substances (OTS) on a "For Your lnfonnation" 
("FYI") basis and included in the formal OTS 
"FYI" filing system: The Regulatec will list the 
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llDdy or rqiort punuant to Unit Il.B.3 «this CAP deacribed above md referenced in the CAP involving significant environmental 
AgrecmmL Only information that meetll the Agreement. contamination should be submitted under the 
n:quiranc:nu of Unit n.B. l.c is eligible for this TSCA Section 8(e) Compliance Audit 
lilting provision. D. Reporting of Information Referenud in Program. or under section 8(e) in general, 

Unitll.B3 has been added to the CAP Parts V(bXI) and V(c) <! EPA's Seaion B(e) regulatees should make a reasonable 
Agreement to read as follows: Policy Stalemenl judgement whether such infonnation meets 

3. The following provisions lhail govern the list TSCA section 8(e) requires reporting of the statutory standards of TSCA section 8(e) 
required to be submined under Unit II.B.1.c of this information which reasonably supports the instead of relying on Pans V (b X 1) or V ( c) of 
CAP Agreement: conclusion that a chemical substance or the TSCA Section 8(e) Policy Statement. 

L For each smdy or rqiort listed, the listing must mixture presents a substantial risk of injury Even though EPA is suspending the 
comply wilh the n:quiremc:nu «Unit ILC of this to the environment. EPA provided guidanc.e applicability of Pans V(bXl) and V(c) of the 
CAP Agreement, must de.cribe the dale of the fulfill · · 8( ) 
sabmission and (i) the mmdalory reporting on how persons could thetr secbon e TSCA Section 8(e) Policy Statement, persons 
n:quiremc:nt of TSCA or another EPA...tministered reporting obligations in the TSC~ Sec~on. are still responsible under TSCA section 8(e) 
IWUte under which the smdy or report wu 8(e) Policy Statement. However, m reviewing to report information that reasonably supports 
l1lbniued, or (ii) the Office of Toxic Subatancea this guidance in connection with the TSCA a conclusion of substantial risk of injury to 
"FYI" filing systan numbei'forthe submission.: · · •Section 'IJ(e)Compliance'Audit·Program.-EPA · ·the environrnent:This·in continuing 
Wllbin 360 days af1er submission« the list, EPA has determined that Part V(b)(l) statutory obligation. Thus, to reflect this 
may n:quest the Rqubtee to submit any« the (''widespread and previously unsuspected change, Unit II.B.1 of the CAP Agreement 
tilled infonnatioo in _order to determine if~ distnbution in environmental media'') and has been modified to read as follows: 
Rqubtee correc:tly lilted ntber than submitted the Part V(c) ("emergency inciden1s of 
llUdy or report. . tal . . ") f th TSCA 1. In cooduding the TSCA Section 8(e) 

b. The Regu]aree agrees to pay the following envS ~S(en) p conli tanunallonS eedo addie . . nal Compliance Audit Program, the Regulatee shall 
l1ipu1ated civil pc:nahy for information lilted under ecbon e o cy tatement n bo follow the atamtory language of TSCA section 8(e) 
lhil audit u data !hat would have bec:n reponable clarification and that possible and EPA'• guidance on section 8(e) in the March 
under TSCA Seclion 8(e) whc:n initially obcained misinterpretation with regard to the guidance 16, 1978, "Sta1ement of Interpretation and 
by the RegulalCC, and that subsequc:nt to the section in these sections could lead to overreporting Enforcemc:nt Policy; Notification of Substantial 
8(e) n:poning deadline u specified in Part IV of under the TSCA Section 8(e) Compliance Risk" (43 FR 11110) ("TSCA Sec:tion 8(e) Policy 
the TSCA Section 8(e) P~ ~c:nt (~d . . Audit Program. Statemc:nt "), with the exception of Parts V (b Xl) 
bef<R June 18, 1991), were (1) submitted m wntmg Therefore, EPA plans to initiate a review and V(c) «the TSCA Section 8(e) Policy 
to and received by EPA punuant to a mandatory of the reporting of information on widespread Statement, to determine whether the reviewed 11t11dy 
tq>Olting n:quiremc:nt under TSCA or anocher . tal dis "bu · d or rqiorl is: · · • · _ _.__,_, __ _.'""'EPA ("") . ed by th envuonmen tn bon an emergency 
atamte llUllUlllMCRU '? , or 11 rece:iv e . ,_,_b f · ental · · N th odifi · th ''T f Office of T · Subltancea (OTS) 00 an •'FYI'• me ...... ,... o envuorun contaminallon o o er m 1callons to e erms o 
buia and in=ded in the formal OTS "FYI" filing under TSCA section 8(e) and other Federal Agreement" provisions of the CAP 
ay11te111: SS,000 per study or report. statutes in order to determine what Agreement have been made. 

information of these types should continue to 
C. Additions to the TSCA Section B(e) be considered for submittal under section IV. Conclusion 

Reporting Guide 8(e). The review may involve discussions EPA believes that the actions described 
In response to a written request from the with other EPA program offices, EPA above emphasize the Agency• s strong 

Chemical Manufacturers Association (CMA) Regional offices, other Federal Agencies, commitment to making the TSCA Section 
for additional guidance on the section 8(e) State Governments, members of the regulated S(e) Compliance Audit Program a successful 
reportability of certain types of health effects industry• environmental interest groups, and initiative. EPA believes that providing the 
and environmental effects/release others. All interested persons will have the section 8(e) reporting guide 15 well as the 
information. EPA agreed to perform an opportunity to comment on any proposed results of the Agency's review of several 
expedited review of a limited nwnber of case revisions to Parts V(bXl) and V(c) of the toxicologic case studies will enhance 
studies submitted by CMA. The Office of TSCA Section 8(e) Policy Statement that understanding of the TSCA section 8(e) 
Pesticides and Toxic Substances (OPTS) result from this review. program, and assist the regulated community 
established a panel of EPA toxicologists, In the in1erim, regulatees auditing their 15 they participate in the TSCA Section 8(e) 
biologists, chemists, medical and public files for reportable environmental risk Compliance Audit Program. Any further 
health experts, enviromnental scientists, information under the TSCA Section 8(e) information regarding this Compliance Audit 
TSCA policy staff, and legal md enforcement Compliance Audit Program should be guided Program or the CAP Agreement may be 
staff to perform an expedited review of the by the statutory language of section 8(e) and obtained from the contact person noted above. 
case studies which were submitted by CMA. Part V(b)(2) through (bXS) of EPA's TSCA 
EPA reviewed the cue studies involving Section 8(e) Policy Statement. In assessing Dated: June 18, 1991. 
reportability of health effects information, and whether information or studies involving Vidor J. Kimm, 
provides an analysis of the toxicologic widespread and irevious unsuspected ActU., A.uistalll Administralor /or Puticidu and 
significance md TSCA section 8(e)- environmental distnbution, emergency TazicS""8t011Cu. 
reportability of the health effects case studies incidents of environmental contamination, or [FR Doc. 91-7777? Filed 77-77-91: 8:45 am] 
in the TSCA section 8(e) reporting guide other previously unknown situations •UJNG CODE ~ 
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APPENDIX E 

1 of 2 
Support Information for Confidentiality ~lai~s 

Information submitted under specific reporting require~e~ts 
of t~e Toxic Substances Control Act (TSCA) or in support of YSCA 
is subject to the provisions of Section 14 of TSCA and to EPA's 
R.eoulations on the Confidentiality of Business Information (see 
40-CFR Part 2). You must comply with the following procedures to 
assert a claim of confidentiality for the information solicited 
in the attached letter. Failure to follow these procedures fully 
at the time vou submit the information to EPA will be interpreted 
by the Agency as a waiver of your claim of ,confidentiality. 

Asserting a Claim 

Information claimed as confidential must be clearly narked 
by boxing, circling or underlining. All pages containing such 
information should also be stamped "CONFIDENTIAL". Care should 
be taken to ensure that these markings do not obscure the sub­
mission's text. 

Sanitized Copy 

Two copies must be submitted of any documents containing 
information claimed as confidential. One copy should be com­
plete, with the information being claimed as confidential marked 
in the manner described in the preceding paragraph. The other 
copy should have all of the information claimed as confidential 
excised. This version will be placed in EPA's Public Files. 

Substantiating Claims of Confidentiality 

Detailed written responses to the following questions must 
be provided at the time you submit information for any portion of 
the information you claim as confidential. Your responses should 
be as specific as possible, with examples as appropriate, and 
should provide substantiation arguments for all types of informa­
tion (e.g., sales or production/importation volumes, chemical 
identity, company identity) you claim as confidential. 

l. For what period of time do you assert this claim of 
confidentiality? If a claim is to extend until a 
certain event or point in time, please indicate that 
event or time period. Explain why the information 
should remain confidential until such event or time. 

2. Have there been any confidentiality determinations made 
by EPA, other Federal agencies, or courts in connection 
with this information? If so, please enclose copies. 
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3. Has any of the information that you are claiming as 
confidential been disclosed to individuals outside your 
company? Will it be <1isclosed to such persons in t'.l.e 
future? If so, what restrictions, if any, apply to use 
or further disclosurP. of the information? 

4. Briefly describe any physical or procedural restrictions 
within your company relating to the use and storage of 
the information you are claiming as confidential. What 
other steps, if any, have you taken to prevent undesired 
disclosure of the information during its use or when an 
employee leaves your company? 

5. Does •·the,•information claimed as ;con·f,identiel-,,appear or 
is it referred to in any of items listed below: 

- advertising or promotional materials for the chemical 
or the end product containing it; 

- safety data sheets or other similar materials for the 
chemical or the end product containing it; 

- professional or trade publications; or 

- any other media available to the public or to your 
competitors. 

If you answered yes to any of the above questions, you 
must indicate where the information appears and explain 
why it should nonetheless be treated as confidential. 

6. Would disclosure of this information be likely to result 
in substantial harm to your competitive position? If 
so, you must specifically describe the alleged harmful 
effects and indicate why they should be considered to be 
substantial. Also, you must describe how disclosure of 
the information would cause the harm. 

7. If the information in question is "health and safety 
data" pursuant to 40 CFR Part 2.306(3)(i), do you assert 
that disclosure of the information you are claiming as 
confidential would reveal: 

a) confidential process information; 

b) confidential proportions of a mixture; or 

c) information unrelated to the effects of the 
substance on human health or the environment? 

If your answer to any of the above questions is yes, you 
must explain how such information would be revealed. 
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