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A

pursuant to the applicable tariff, Board of Govemnors of the Federal Reserve  voting shares of First Bank of the
notwithstanding demand for payment.  System. February 3, 1902 Villages. Lady Lake. Florida.

This proceeding has been assigned to  Jennifer |. johmeon, D. Federal Reserve Bank of Chicago
Administrative Law Judge Charles E- Associcte Secretary of the Board. (David S. Epsteirt. Vice President) 230
Morgan [“Presiding Officer”). Hearing in  [FR Doc. 92-2008 Filed 2-8-82; 8:45 am) South LaSalle Strest, Chicago. Ilinois
this matter, if any is beld, shall LING COOL S290-41F 00800:

commence within the time limitations
prescribed in 48 CFR 502.81. The hearing
shall include oral testimony and cross-
examination in the discretion of the
Presiding Officer only upon proper
showing that there are genuine issues of
material fact that cannot be resolved on
the basis of swom statements,
affidavits, depositions, or other
documents or that the nature of the
matter in issue is such that an oral
hearing and cross-examination are
necessary for the development of an
adequate record. Pursuant to the further
terms of 48 CFR 502.81, the initial
decision of the Presiding Officer in this
proceeding shail be issued by February
3, 1993, and the final decision of the
Commission shall be issued by juns 3,
1993,

Joseph C. Polking,

Secratary.

|FR Doc. 922908 Filed 2-8-82; 8:45 am]
LG COOE S730-0-0

e ———————
FEDERAL RESERVE SYSTEM

The notificant listed below has
applied under the Change in Bank
Control Act (12 US.C. 1817(j)} and §
225 .41 of the Board's Regulation Y (12
CFR 225.41) to acquire a banlvor bank
holding company. Tha factors that are
considered in acting on notices are st
forth in paragraph 7 of the Act (12 US.C.
1817(j)(7)).

The notice is available for inmediate
inspection at the Federal Resarve Bank
indicated. Onca tha notice has besn
accepted for processing. it will also be
available for inspection at the offices of
the Board of Governors. Interested
persons may express thair views in
writing to the Reserve Bank indicated
for the notice or to the offices of the
Board of Governors. Comments must be
received not later than March 3, 1982

A. Fedaral Reserve Bank of Atlanta
(Robert E. Heck. Vica President) 104
Marietta Street, NW., Atlanta, Ceorgia
30303:

1. Carios Saiman, Miami. Florida; to
acquire an additional 11.30 parcent of
the voting shares of Terrabank Hol
Corporation, Miami, Florida, for a to!
of 20.57 percent. and thersby indirectly
acquire Terrabank, N.A.. Miami. Florida,

—

U.3.8. Holding Co., nc., st al;
Formations

The companies listed in this notice
have applied for the Board's approval
under section 3 of the Bank Hol
Company Act (12 U.S.C. 1842) and
225.14 of the Board's Regulation Y (12
CFR 225.14) to becoms a bank hol
company of to acquire a bank or
holding company. The factors that are
considered in acting on the n'pplicnuom
are set forth in section 3(c) of the Act (12
U.5.C. 1842(c)).

Each application is available for
immediate inspection at the Fedaral
Reserve Bank indicated. Once the
application has been accepted for
processing, it will aiso be available for
inspection at the offices of the Board of
Governors. [nterested persons may
express their views in writing to the
Reserve Bank or to the offices of the
Board of Governors. Any comment on
an application that requests & hearing
must include a statement of why a
written presentation would not suffice in
lieu of a hearing, identifying specificaily
any questions of fact that are in dispute
and odug\.mlﬂm "t:u evidencs that
woul presented at ¢ hearing.

Unless otherwise noted, comments
regarding each of these applications
must be recaived not later than March 3,

1902
A. Federa] Rassrve Bank of New York
{William L. Rutledge, Vice President] 33

Liberty Street, New York, New York
10048:
LUSA Inc.

.cq

\{ 3001

1. F & M National Corporation,
Wmm:‘n&w.:lcquinlm
percant voting shares of Farmers
& Merchants Bank of Keyser, Kayser,
Woest Virginia.

C. Federal Ressrve Bank of Atlats
(Robert E Heck, Vice President) 104
Marietta Street, NW., Atlanta, Ceorgia

1. Vill on. Inc.,

ml:wpomt.i Lady

company by acquiring 100 parcent of the

1 Fairmount Banki Company.

:n:munh llldill'l'::y to me a bank
0 company by acquiring 100

percent of the voting m The
Fairmount State Bank, Fairmount.
Indianas.

Board of Governors of the Federa! Resetve
System. Fabruary 3 1992,
Jennifer ]. johaeon,
Associate Secretary of the Board.
{FR Doc. 92-2087 Filed 2-6-02: 8:45 am|

a——

,DEPMTHWO'HEALTHAND
HUMAN SERVICES

Agency for Toxic Substances and
Disense Ragistry

[ATSOR-47]
Procedurs for Conducting Volurtary
Ressarch

AQENCY: Agency for Toxic Substances
and Disease Registry (ATSDR). Public
Health Service (PHS), Department of
Health and Human Services (HHS).

AcTION: Notice.

summany: This notice announces the
procedure for volunteering to conduct
research as part of the ATSDR
Substance-Specific Applied Research
Program authorized by the
Comprehensive Environmental
Response. nsation. and Liability
Act [CERCLA), as amended. The
voluntary research will be conducted by
the private sactor to fill priority data
needs for hazardous substances that are
the subjects of the ATSDR Toxicological
Profiles. To dats, the priority data needs
for 38 hazardous substances have been
identified and announced by ATSDR in
the Federal Register (56 FR 52178} on
October ";:,m' 3.. part of lum
procadure for conducting voluntary
research, the Agency has developed a
model agreement. Memorandum of
Understanding (MOU), that will be
signed by ATSDR and the interested
private sector organization(s)

referred to as the Company,

Einale MOUY ot o i ltation of th

to the tiation o &
voluntary research. The public is invited
to comment on this procedure for
conducting voluntary research. and the
model MOU.

GENG 005253
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DATES: The ATSDR considers this
voluntary research effort to be of
significant importance to the continuing
development of the Substance-Specific
Applied Research Program. Therefore.
public comments concerning this
Federal Registat notice will be accepted
throughout the Agency’s involvement
with voluntary research.

ADORESSES: Corunents on this notice
shouid bear the docket control number
ATSDR-4" and should be submitted to
the Division of Toxicology. Research
Implementation Branch. Agency for
Toxic Substances and Disease Registry.
Ma.!stop E-29, 1600 Clifton Road NE.,
Atlanta. Georgia 30333. Requests for a
copy of the model Memorandum of
Understanding should be addressed
similarly.

Comments on this notice will be
available for public inspection at the
Agency for Toxic Substances and
Disease Registry. Building 33, Executive
Park Drive, Atlanta, Georgia (nota
mailing address). from 8 a.m. unnl 4:30
p.m.. Monday through Friday. except for
legal holidays.

FOR FURTHEN INFORMATION CONTACT:
The Division of Toxicology. Research
{mplementation Branch, Agency for
Toxic Substances and Disease Reyistry,
Mailstop E-29, 1600 Clifton Road NE.,
Atlanta, Georgia 30333. Telephone: 404~
839-~A015 or FTS 236-8013.
SUPPLEMENTARY INFORMATION:

Background

The Comprehensive Environmental
Response, Compensation. and Liability
Act (CERCLA) (42 U.S.C. 9804(i)), as
amended by the Superfund Amendments
and Reauthorization Act (SARA) (Pub.
L. 99-499). requires that ATSDR: (1)
Develop jointly with the Enviroomental
Protection Agency (EPA) a list of
hazardous substances found at National
Priorities List (NPL) sites. (in order of
priority). {2) prepare Toxicological
Profiles of these substances. and (3)
assure the initiation of a research
program to fill identified data needs
associa'»Jd with the substances,

The ideatification of the priority data
needs for 38 priority ous
substances was described in the Fedaral
Register (October 17, 1991, 58 FR 52178),
public comments were invited. and
Companies were invited to volunteer to
conduct research to fill specific priority
data needs during the public comment
period for that notice. Puture Federal
Register notices will announce (1) the
final iist of priority data needs for the 38
hazardous substances after public
comments on these priority data newds
have been addressed, (2) & second call
for voluntarism to conduct research to

fill priority data needs, and (3) the
names of Companies that have
volunteered to fill specific priority data
needs.

The major p\:zou of this ATSDR
Applied Research Program is to
supplement the substance-specific
informational needs of the public and
scientific community: and to supply
necessary information for conducting
comprehensive public health
assessments for populations living in the
vicinity of hazardous waste sites. This
g:ognm will also provide data that can

generalized to other substances or
areas of science, including risk
assessments of chemicals. thus creating
o scientific base for filling a broader
range of data needs.

Procadure for Conducticg Voluntary
Rasaarch

CERCLA. as amended in section
104(i)(5)(D). states that it iy the sense of
Congress that the costs for conducting
this research program be borne by the
manufacturers and processors of the
hazardous substances under the Toxic
Substances Countrol Act (TSCA) and
registrants under the Federal
Insecticide. Fungicide, and Rodenticide
Act (FIFRA), or by cost recovery from
responsible parties under CERCLA. To
effectuate this statutory intent. the
ATSDR has developed a plan whersby
portions of this CERCLA Substance-
Specific Applisd Research Program will
be conducted via atory
mechanisms (TSCA/FIFRA), private
sector voluntarism, and through the
direct use of CERCLA funds.

Amm?il intende i:, enter ‘i:to ‘vo!;not:lyry
research projects in ways that les
10 high quality scientific work. This
necessitates review of study
protocols and results consistent with
CERCLA section 104{iX13). CERCLA
requires the peer review panel to consist
of three (o seven peer reviewers who (a)
are selected by the Administrator of
ATSDR, (bll hl:l dbtntono:‘od n'dnuﬂc
experts, (c] have & reputation for
scientific objectivity, and (d) who lack
institutional ties with any parson
(nvolved in the conduct of the study or
research review

under A

mAma is lwmdd u::nam
wi s0ma segments public
regarding volontary research conducted
by Companies with vested interests in
the nmmh.'hf.o this u::. the Agency
sncourages comment on
ATSDR» uua;?n“!cu conducting
voluntary research in this notice.
Additionally, for each research project
conducted voluntarily, the MOU (signed
by ATSDR and the interested
Company). the ATSOR approved
plan. past reviewers' comments. and

final research report will be available

for public nspection at the location anda
times indicated in the ADORRSSES
section of this notice.

The ATSDR encourages Companies to
volunteer to conduct research on
priority data needs that were announced
in the Federal Ragister notice
“Ident.fication of Priority Data Needs
for 38 Priority Hazardous Substances”
(October 17, 1991, 58 FR 52178) and on
priority data needs to be subsequently
announced by the Agency. Interested
Comparies are asked to submit concept
proposais (1-2 pages, not detailed

.protocols) during the October 17, 1991~

january 15, 1982 public comment penod
for tha above-mentioned notice, and for
subsequent Federal ter notices.
The concept proposal should inciude (1)
the name of the interested Company. (2)
the specific priority data need(s) to be
filled. (3) a summary of the Company's
experiencs in conducting research
similar to that in the concept proposal,
and (4) & statement about the laboratory
and other resource capabilities for
conducting the proposed research.
Interested Companies may submit
concept proposals that address
substance-specific data needs or, where
appropriate, concept propasals for
research that will provide information
relevant to clasves of chemical
substances or which may be generalized
to othar areas of science.

A tri-agency review committes
compnsed of scientists from ATSDR
National Toxicology Program (NTP). and
the EPA will review these concept
proposals. The commities, chaired by
the Director of the Division of
Toxicology, ATSDR, is charged with
coordinating and ass the
appropriate evaluation of research
conducted to fill priority data needs of
ATSDR's priority hazardous substances
relevant to the objectives of CERCLA,
as amended. The pal

bilities of the committes are to
(1) provide a forum to discnss
substance-specific research activities
being carried out via TSCA/FIFRA.
vate sector voluntarism, or CERCLA
(2} coordinate knowledge of
research activities to avoid duplication
of research being conducted in other
programs and under other authorities,
and (3) maintain a scheduled forum that
provides an overall review of the
ATSDR Superfund Applied Research
Program. Based on the review
committes’s recommendations. ATSDR
will determine which, and how, specific
voluntary research projects will be
pursued with volunteering Companies.
In instances where volunteered research
initiatives are considered by the tri-

gENC 009279
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agency committes to be more
appropriate for EPA response. EPA may
negotiate directly with the interested
Company.

If ATSDR decides to pursue a specific
voluntary research project submitted in
a concept propotal by s Company, the
Agency will enter into a MOU with the
interested Company. or where
appropriate. a single MOU will be
entered into with multiple Companies.
ATSDR recognizes that two or more
companies or & consortium of interested
firms may elect to enter into
collaborative efforts in pursying one or
more concept proposals. Following the
signing of the MOU and prior to the
initiation of the research. the interested
Company will negotiate with ATSDR to
agree upon an approved study plan
including testing protocols. The content
of the MOU is described below.

(1) Identification of the party or
parties comprising the Company which
enters into the MOU-——this section
consists of the name and address of
each party responsible for the conduct
of the ressarch.

(2) ldentification of the substanca(s)
subject to research requirements under
the MOU-—=this section consists of the
name and Chemical Abstract Service
(CAS} Number of the chemical
substance(s) that is the subject of the
MOU. The chemical substance(s) to be
tested shall be as pure as reascnably
can be attained. Alternate langua
be substituted when the subject of the
research is a human population, as in
epidemiologic studies.

(3) Identification of the effects or
charactaristics for which research is to
be conducted—in this section, the health
effects, environmental fates or other
characteristics for which research is to
}n ::sfdncud under the MOU shall be

ist

(4) Schedule for submission of study
plans, initiation of ressarch and
submission of interim and final
reports—the Col shall submit to
wesi siier signing the MOU. The study
weeks after s .
plan shall include test ls and a
schedule with reasonable timetable and
deadlines for initiation and completion
of each test and submiseion of interim
and final re, The test protocols will
be reviewed by an ATSDR-appointed
peer review panel. If ATSDR
disapproves the study plan. it will
inform the Company of the deficiencies
of the plan. The Company may request
reconsideration of the study plan.
resubmit a modified study plan, or slect
to terminate the MOU with no further

obligation of either under the
MOU. In the svent that the Compan
resubmits a modified study plan a.nx

ATSDR disapproves it, the Agency may
elect to terminate the MOU.

The starting date of the research
project may be negotiuted depend:':liﬂn
the type of ressarch being conduc
However, as a general guideline. the
research effort shall be initiated within
sight weeks of the approval of the study
plan and attendant test protocols.
Written notification of the starting date
of the test will be submitted to ATSDR
by the Company. The completion date of
the study will be established from the
approved study plan. Interim progress
reports shail be submitied to ATSDR
within six months after the initiation of
testing and thersafter within six months
in:ter submissi o%;f t;luw&:!x previous the

terim report. report on
results of testing shall be submitted to
ATSDR no more than 20 weeks
following the end of the study. ATSDR
acceptance of the final report will be
contingent upon approval by ATSDR
following the peer reviewery’
recommendations. consistent with
CERCLA section 104(1){13) peer review
requirements. All results of ressarch
conducted pursuant to the MOU and all
supporting data associated with the
research will be ded to
ATSDR made available by the
Agency 1o the public as part of its
implementation of sections 104{i} (3) and
(5) of CERCLA. Final re will not be
acceptad if the data is designated

dential Business Information (CBI)
or otherwise restrictad from public

disclosure.
[ihevprrye ki iy
g::;;n inmtl?ldl uodﬂ'y. .tudy
y to as
plan, or schadule that was
approved by ATSDR, it must notify
ATSDR in writing of the
modifications reasons , I
Amnmdmmnum
the time established for
completion of the tests shall be re-
negotiated and appended to the existing
MOU. If ATSDR disapproves the
Company's requast and the Company
does not accept ATSDR's decision to
disapprove the modified study plan, the
Company may terminate the MOU.
(8) Observancs of Good Labors
Practices—all research agreed to in

Inspactions—the
cn(:a}udutmmw

ATSDR is permitted. at reasonable
times and in a reasonabls mannar, to {j)

gtk pidrofear gvoesl ﬁ
smployes of

inspect any research or testing facility
thet is conducting research pursuant to
the MOU. and (ii) inspect (and 1n the
case of records, copy) any records and
specimens required to be maintained in
connection with research performed
pursuant to the MOU.

{8) Submission and publication of
data—al) dats and reports submitted to
ATSDR pursuant 1o the MOU shall be
sent to ATSDR. in duplicate. at the
address indicated in the ADORESSES
section. Acceptance of the final report is
contingent upon approval by ATSDR
following the peer reviewers’
recommendations, consistent with
CERCLA peer review requirements. The
Company maintains all rights to
publication of dats and results. however
all results of research conducted
pursuant to the MOU and all supporting
date associated with the final research
report will be provided to ATSDR and
mcde available by the Agency to the
public as part of its implementation of
Section 104(i)(5) of CERCLA. The fina!
report will not be accepted by ATSDR if
the data is designated Confidential
Business Information {CBI} or is
:hdthcrwlu restricted from public

osure.

(9) Psyments of costs and expenses—
each company shall agree to pay sll
costs, direct and indirect. associated
with the research programs and which
are not consid part of ATSDR's
administrative costs.

(10] Events constituting & breach of
the MOU-—Failure by the Company to:

(a) Submit a study plan that receives
ATSDR's approval following the peer
reviewers, recommendations:

(b) Initiate any test nﬁud to in the
MOU by the data established pursuant
to the MO

(c) Adhera to GLP standards,
established test procedures or accepted
practices of science to the extent
that these standards and practices

(d) Submit any interim report required

under the MOU by the date established
t to the MOU; or

(e) Submit any final report that
receives ATSDR's approval following
pesr reviaw conducted by the Agency.
shall constitute a breach of the MOU. In
the event of a breach. ATSDR will not
impose any claim to damages. but at the
HOUW'. discretion may terminate the

{11) Termination~~since the MOU is
entared into voluntarily by ATSDR and
the Company, termination by ATSDR is
not considered reviewable agency
action pursuant to the Administrative
Procedure Act or any other applicable
Federel law, and there will be no appeal

GENC 009272
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process beyond that set out in the MOU.
The Company may elect to terminate the
MOU at any time.

(12) Statutory compliance——consistent
with section 104(i)(12) of CERCLA. as
amended (42 U.S.C. #812), nothing in the
MOU shall be construed to delay ot
otherwise affect or impair the suthority
of the President. the Administrator of
ATSDR or the Administrator of EPA to
exercise any of their authority under
any other provision of law. including
TSCA and FIFRA. or the response and
abatement authorities of CERCLA.

The results of the research conducted
via this ATSDR Substance-Specific
Applied Research Program will be used
for public health assessment purposes
and to reassess ATSDR's substancs-
specific priority data needs. It is the
intention of the Agency, at this time, to
re-evaluate the priority data needs for
the listed hazardous substances every
three years.

Dated: February 3, 1502
Waltar R. Dowsdls,
Acting Administrator. Agency for Toxic
Substances and Disease Registry.
{FR Doc. §2-2978 Filed 2-8-02; 8:45 am]}
LG CODE 4 vid-T0-M0

Alcohol, Drug Abuse, snd Mentsl
Heaith Administration

Suspension Lifted; Laboratory Again
Meets Minimum Standards To Engage
in Urine Drug Testing for Federal
Agencies

AQENCY: National Institute on Drug
Abuse. HHS.

AcTion: Notice.

SuMMARY: The Department of Health
and Human Services notifies Federal
Agencies of the laboratories currently
certified to meet standards of Subpart C
of Mandatory Guidelines for Federal
Workplace Drug Testing Programs (53
FR 11988) dated April 11, 1988. The
following laboratory’s certification to
engage in urine drug testing for Federal
Agencies was suspended on October 15,
1991 (56 FR 54582, October 22, 1091) and
was reinstated effective February 4.
1902

HealthCare/Preferred Laborstories. 24451
Telegraph Road. Southfield. MI 48034, S00-
225-0414 (outside M]), 800-328-4142 [inside
Mi).

FOR FURTHER INFORMATION CONTACT:
Mona W. Brown. Press Officer, National
Institute on Drug Abuse. room 10-A-39,

5800 Fishers Lane, Rockville, Maryl
20857: Telephone (301)-443=8245.
Richary A. Millstuin.

Acting Director. Notional Institute on Drug
Abuse.

(FR Doc. 52-3088 Filed 2-6-02: :45 am|
SILLING COOE 4909--28

National institute of Mental Health;
Meetinge

Pursuant to Public Law 92-4483. notice
is hereby given of the mestings of the
advisory committees of the National
Institute of Mental Health for February/
March 1992,

The initial review groups will be
performing review of applications for
Federal assistance; thereforw, portions of
these meetings will be closad to the
public as determined by the
Administrator, ADAMHA, in
accordance with $ U.S.C. 552b(c)(6) and
5 U.S.C. app. 2 10(d).

Summaries of the meetings and
rosters of committee members may be
obtained from: Ms. Joanna L. Kieffer,
NIMH Committes Management Officer.
Alcohol, Drug Abusa, and Mental Health
Administration, Parklawn Building,
room 9-108, 5600 Fishers Lane.
Rockville. MD 20857 (Telephone: 301~
443-4333).

Substantive program information may
be obtained from the contacts whose
names, foom numbers, and telephone
numbers are listed below.

Committee Name: Mantal Health Small
Business Ressarch Review
Committee.

Meeting Date: March 2-3, 1092

Place: Washington Marriott, 1221 22nd
Street, NW, Washington, DC 20037,

Open: March 2, 9-10:30 a.m.

Closed: Otherwise. -

Contact: Gloria Lavin. room 9C-14,
Parklawn Building, Telephone (301)
“3-1367.

Committee Nome: Treatmmant
Assessment Review Commiittes.

Meeting Date: March 2-3, 1902,

Place: Embassy Suites. 4300 Military
Road. NW, Washington, DC 20015.

Open: March 2, 8:30-9:30 a.m.

Closed: Otherwise.

Contact: Barbars Campbell, room 9C-02,
Parkiawn Building, Telephone (301}
H43-4800.

Committee Name: Child
Psychopathology and Treatmant
Raview Committes.

Meeting Dote: March 9-11. 1962,

Place: Holiday Inn Chavy Chase, 5820
Wisconsin Avenue, Chavy Chase. MD
20818,

n: March 9, 9-10 a.m.

Closed: Otherwise.

Contact: Doris Lae Robb, room 9C-15,
Parklawn Building, Telephone (301) &
443-8470. .

Committee Nome: Behavioral, Clinical.
and Psychosocial Subcommittee of the
Mental Health AIDS and Immunoiogy
Review Committes.

Meeting Date: March 11-12, 1992,

Place: Holiday Inn Chevy Chase. 5520
Wisconsin Avenue, Chevy Chase, MD

20815,

Open: March 11, 8:30-0:30 a.m.

Closed: Otherwise.

Contgct Regina M. Thomas. room 9C-
15, Parklawn Building. Teiephone

 (301) 443-8470.

Committee Name: Psychobiological.
Biological. and Neuroscience
Subcommittee of the Mental Health
AIDS and Immunology Review
Committee.

Meeting Date: March 11-12, 1992,

Ploce: Holiday Inn Chevy Chase, 5520
Wisconsin Avenue, Chevy Chase. MD
20818.

Open; March 11. 8:30-9:30 a.m. '

Closed: Otherwise.

Contact: Rehana A. Chowdhury, room
9C-18, Parklawn Building, Telephone
(301) 443-8470.

Comunittes Name: Clinical -
Subcommittes, Mental Health Special
Project Review Committee.

Meeting Date: February 28, 1992.

Place: Holiday Inn Crowne Plaza. 68
Hale Avenue, White Plains. NY 1

Open: February 28, 8:30-9 a.m. m.

Closed: Otherwise.

Contact: Gewn Artis, room 8=C18,
Parklawn Building, Telephone (301)
443-3944,

Dated: Fabroary ¢, 1982

Poggy W. Cockrill,

Committee Management Officer. Alcohol.

Drug Abuse, and Mental Health

[FR Doc. 913024 Filad 2-8-92: 8:45 am|

SILLIN CODY 4 W20

Ceonters for Disease Control
National Committes on Vital and

This notice announces the
cancellation of a previously announced

maeeting. . .
Foderal Register Citation of Previous
Announcement: 57 FR 3038, January 27,
19002,
Previously Announced times and
Dates: 1 p.m.-8 p.m., February 20. 1992. 9
a.m.~8 p.m.. February 21, 1992
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DATS!¢ March 4, 1992

SUBJECT: Screening-Level Testing of TRI Chemicals
CEAIRMANM: Charlie Auer

COODINATOR: Carol Glasgow

SUPPORTING DOCS.: Briefing paper on TRI Testing Proposal

BACKGROUND:

The RM1 meeting was held to discuss options for acquiring
screening-level testing data on high-production-volume high-
release (HP/R) chemicals listed on the Toxics Release Inventery
(TRI). The goal of this effort is to identify and acquire a
consistent minimum set of screening data on the HP/R TRI
chamicals to help set priorities for further testing, assessm nt,
and risk reduction activities, as needed, on TRI chenicals.

HP/R TRI chemicals were defined by applying the proposed
section 4(a) (1) (B) peoli releasa criteria to the TRI list of
cheaicals (1.e., production volume over one aillion pounds, and
release over one million pounds or over 10% of productien). Th
list will be adjusted to reflect any changes in the final
published *B policy" criteria.

The original list of 90 HP/R TRI entries, vas pared d wn to
73 chenicals at an initial RM1 meeting-on April 3, 1991, by
excluding the metals categories, inorganic acids and bases, and
cyanides category. This list was reviewed to deternine th
avallability of test data of various types. Data gaps for the
chenicals were estimated from a matrix, prepared by OPPT's Health
and Environmental Reviev Division, showing the availability of
endpoint data on TRI chemicals (attached). This document
includes a discussion of the method used to construct the matrix;
judgments of data availability and adequacy would need
confirmation to support formal section 4 rulemaking.

The list was annotated to indicata high-priority chemicals
included on the CAA’s Air Toxics list (S TRI chemicals), the
Superfund Amandments and Reauthorization Act §110 (ATSDR) list
(10 TRI chemicals), or scheduled for handling under phases 1 to 3
of the Organization for Economic Cooperation and Developnment’s
(OECD’s) Screening Information Data Set (SIDS) program to obtain
screening-level testing on international high production v lure
chemicals (9 TRI chemicals). The resulting table (attached) was
considered at tha March 4, 1992 RM1 nmeeting.

GEMC 0052%7
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Recisions/Recopmandatjong
a. The SIDS test set was selected for tha TRI screening
atfort.

b. . For the 9 TRI chemicals being handled under the OECD's
SIDS program, thers is no need for action at this tinme
beyond that which is underway with OECD.

c. Fourteen (14) chemicals are high priority for testing
under the Air Toxics and ATSDR efforts. Pendi
develcpment of the testing needs for these chemicals
under those efforts (principally health effects and
some fate testing), thay should ba i{ncluded within th
TRI screeaning testing effort for those endpoints (m st
likely ecotox and possibly some fate testing) net
covered by these other programs. The chenicals
identified for the TRI screening effort should be added
to the Master Testing List,

d. The remaining 64 chemicals will be handled as d‘scribcd
in (e) and (f).

.. A SIDS "dossier®™ (HFV form 1) needs to be prepared for
each of the chemicals t¢ summarize the available data
and to match data gaps with the SIDS teat set. Options
for this step are:

1 -~ Approach i{ndustry about veoluntarily handling this
responsibility, either independently or as an adjunct
€5 the OECD S§IDS progran.

2 « Use IEPA contractor resources to determine the
availability and adequacy of the data.

£. Folloving this step, testing needs to be undertaken to
provide a full SIDS set on the HP/R TRI chenjcals.
This could be realized via voluntary testing link d to
the OECD SIDS effort, one or more consent orders, or a
test rule. No decision was made at the RM1 pesting as
to the course of action for obtaining the testing.

g. Following discussion with. industry, itam (e) (SIDS
dossiar preparation) should be initiated in som form,
after which steps will be takXen to ensure the
development of the needed SIDS data using one or more
of the options noted under (f).
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SUPPORT DOCUMENTATION FOR THE SARA TITLE 1II,
SECTIONS 313/322 TOXICITY MAIRIX

Preparad by:

Clenent Associetes, Inc.
9300 Lee Highway
Fairfax, VA 22031

August 17, 1988
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LECISIATIVE BACKGROUND
The Toxic Emissions Inventory was established by Congress under Ticle III,

Section 313 of the Superfund Amendments and Rsauchorisation Act (SARA). The
Invancery is coaposed of chemicals on the list appearing in Committee Princ
Nuasber 99-169 of the Sanate Committes on Environment 4nd Public Works encitled
*Toxic Chemicals Subject to Section 313 of the Iaergency Planning and Community
Right-to-Know Act of 1986.° The Imventory includes texic chemicals originsllr
listed under the authorities of the States of Nev Jersey and Maryland.

Any person may petition the Administrator of the Envirormental Protection
Agency (EPA) to add or delete & chemical from the inmventory. Cheamicals say be
;qdod to the Eaissions Inventory {f the Adainistrator determines that there is
sufficient evidence to estsblish that the chemical {s known to cause or can be
reasonably anticipated to cause ons of the !oliwia.:

. Adverse acute human health effects at levels reasonably liksly to
exist beyond site boundaries as a result of continuous or frequently
recurring releases; .

» Cancer or developmental toxicity or serious or {irreversible
-+ Reproductive dylfuuua_u.

--  Reurological ‘“-““"'
-« Heritable genetic sutations and chromosomsl sutations, snd

.= Octher chronic health eoffecta; or

. offects on the environment caused by a chemical's
tz.ieuy.

= Tricity and persisctence in the environsent, and
«s  Toxicity and biosceunulation {n the snvironasnt.
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PROJECT PROPOSAL
Section 322 of SARA allows manufacturers and processers to declare

chanicpl identity trade secret and further tequires that vhen a cheaical
mmcm; is declared tradse secret, IPA shall identify the adverse bealch and
environmental effects associated wvith the toxic chemical. In providing chis
hazard information, EPA is ebuueod-u provide this information in a manner in
wvhich trade secret information can not be revealed. Descriptiona of tasts,
effective dose levels, citatiens, and certain other information ars believed
capable of "fingerprincing® chemical identity, and tharefore, these types of
data can not be provided ia fulfillment of Sectiem 322,

~ In an efferc to analyze the fev svailable optiens possible under Section
322, the Agency utilized the results of an early screening exercise conducted
by EPA in October 1986 to capture and dsscribe the rationale used by New Jersey
and Maryland in the development of their respective lists and developed an
expanded toxicity daca satrix for the coabined list of 329 toxic chesicals (EPA
1987). The matrix vas intended to idencify those adversse health and
¢nvironmental effects that have been reported to be associated with each toxic
chemical. For ths purposes of analysis, chemicals vere separated inte :h.| EPA
trade secret categories proposed in the Fedaral Register notice of June 4, 1987
and 1isted by CAS registry mmber and nsse. The health and envirommental
endpoints § in this analysis vere limited to thoss indicated {n Section
33: nteiEﬂy. heritable genetic and chromoscmal mutations,
davelopmental tozicity (imcluding teratogenicity), reproductive toxieity, acute

and chronie toxicity, nou:omlctt;. environmen'al toxieity, and persistence

and bicaccumulation in the environmens.




The original toxicity matrix vas & summary presentation of informacion

publicly available through a mumber of accessible databases [Hazardous
Substances Dacabank (MSDB), RTECS, GENETOX, AQUIRE, ENVIROFATE, Log P database,
and CHEMIRACK]. Agents for vhich availadble dats suggested sufficient evidance
that exposure to the agent potentially results in eor {s "ressonadly
anticipated® to result in one or more health er envirormental effect wers
indicaced vith an “X" in the appropriate fislds on the matrix. Ths absence of
an *X* for a particular health or environmental effect did not suggest that a
chesical is not s potential husan or snvirommencal texicant but that either
data to suUpport a concern wers not available st this time or chat the available
data did not suggest sufficient evidence of peun.eul tozicity. The sour e(s)
of data from which the "X® vas detarminad vas documented se that it vas
possible to alter the 1ist if nev dats ars 1dentified or 1f 1t vas decerninad
that any particular data source vas {napprepriace er inadequate. It should bs
noted chat Clement did not validate the data reported in tha datsbases and that
sone of the databases exasmined vers not peer reviswved. An *X° indicated the
availabilicy of data relative to an effect: {t ¢id n.ee indicate severity or
validity of concern. 1In addition, a prime nusber program vas developed vith
which an analysis of °uniquenesa® within esch trade secret category could be
conducted., Thia allowed the Agency te determine whether it would be ravealing

trade socre ty by giving requesters a category name and the specific

toxicitliea ;cnd with a specific chemical within that category.

In an of!;;t to proevida a u.u!:ul tool in developing options for meeting
the requiresents of SARA 322 and in disseminating sumsary toxieity information
of released chemicals, Clement updated the original toxfeity matrix to ensure

that the information presented {n the satrix is confirmed, documented, and
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reflects current information and Agency decisions. This entailed assuring the
Agency that an *X" {s listed wvhen appropriste by examining additionsl, recent
sourcas of {nformation not previously examined vhen the original texieicy
natzix vas prepared. Further, the updated matrix includes a reviev of toxicity
data on chemical compounds within the 21 Section 313 chemical categories
dsfined by LPA (EPA 1987). |

EREPARATION OF THE UPDATED TOXICIIY MAIRIX

The health and envirormental concerns examined are those scated (n
Section 313 of SARA [carcinogenicity, heritable genstic and chromosomal
sutation, develepmental toxieity (including teratogenicity), reproductive
toxieity, acute toxicicy, chromic (systemic) toxicicy, neuretoxicity,
snvironmental toxieity, tendancy to biocaccumulate in the environment, and
persistenze in the envirorment]. The updated toxicity matrix is & summary of
toxicology information available in a mumber of recent reviev documents
prepared primarily by EPFA and the Agency for Toxic Substances Disease Registry
(ATSDR). These documents provided “S.l from vhich to confirm that an "X" is
listed vhere appropriate and to add sn "X® to the matrix if the data suggest
that thers {s & concern. The documents revieved by Clesent include EPA Health
Assessnent Docunents, Drinking Water Criteria Documents, Health and
Environaen ects Documents, Heslth and Environmentsl Pffects Prefiles,
Amblent h%tq Criteria Docunents, and Health Iffects Assesssent
Docunents md ATSDR Draft Toxicolegical Profilas. WVhen an “X" wvas confirmed
for a c‘.ullul from data svailable 'm the reviev decument, the original
database refersnce vas Teplaced vith the appropriste document veference. If

the original °X"® could not be confirmed from data in the reviewv document, the
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original database refarence was retained. A detailed discussion of thy

eriteria used to list agents for each endpoint and the databases that were
oruiun; ssarched follows,

HEALTHE AND ENVIRONMEINTAL ERDPOINTS

For the purposes of generating and updating che texicity mstrix fer SARA
Sections 313 and 322, chresholds or limitacions wers established for sach of
the health and environmental endpoints evaluated. thu.o chresholds eor
liaicacions vere used to determine if the available data potentially support

concern for a given chemical hazard.

A.  Carxginogenicify
This cacegory provides information on the known or potential humsn
carcinogenicicy of a chemical. For this endpoint, an *X" indicates that the
available data support a concern for a chemical’s carcinogenic potential {f one
or more of the following 'muod:
(a) A positive result vas reported for that chamical in ens or sore
aninal species in an NCI er NTP bicassay;

(b) The chemical vas classified by NTP as a known earcinegen or as &
chemical anticipated to be a carcinogen;

(¢) The IARC carcinogen classification for that chemical s 1, 2A, 2B, or
3 1imited svidance from animal studies) or the IARC cercinogen
¢ cation 18 human positive or human suspacted and/or anisal

or n!.nl. suspected;

(d) m‘ EPA carcinogen classification for that chenical is A (human
carcinogen), Bl or B2 (prébable human careinegiwn), of C (potential
human carcinogen); er :

(o) The Gane-Tox carcinogen evaluation of that chemical is sufficienc
positive or lisited positive evidence of carcinogeniciscy.
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The NIP? bicasssy vesults, NTP classification, and IARC, EPA, and Gene-Tox
classifications for sach agent are presented i{n the toxicity matrix under the
appropelace column heads. The carcinegen bicassay results and classificacions
vere obtained frem the following sources:
e NIP? bioassay results--CHEMTRACK database;
¢ NTP carcinogen classificacion--NTP Fourth Annual Repert om Carcinogens;
o IARC classification--RTECS database, IARC Degrees of Evidence for
Carcinogenicity in Humans and Experimsncal Animsls and Overall
Evaluations of Carcinogenicity te Humans fer Agents Rvaluated in IARC
Monographs Volumes 1-42 (1ARC Monographs Supplement 7), and List of NTP
and IARC Carcinogens lssusd as Appendix to OSHA Program Directive
CPL. 2-2.38A: .

o EPA (Carcinogen Assessment Group) classification--CHENTRACK database,
IRIS database, Technical Background Docullu: to Support Rulemaking
Pursuant to cncu Section 102; and

* Gena-Tox uzctno;on svaluation-+-GENITOX database.

The NTP, EPA, IARC, and Gena-Tox carcinogen classifications are based on
weight-of-evidence schemes in which the carcinogenic potential of a cheamical is
evaluated. The NTP bicassay evaluatien is limited te the results of carcinogen
bicassays in experimencal animals conducted by NTP and reflect vhather a

cheaical vas found td be positive or negative in the bicassay.

B. Hexitable Genetic and Chromogomal Mutagien
For this endpoint, an "X* indicates that the svailable dats supperc

concern tha “cheaical has the potential to produce heritable mutatiens in

husan gers ¢ Valid pesitive results from studies en heritable sutation
events (of any kind) {n germ cells.vere sufficient evidence to indicate a
potential positive response. In addition, svidence that an agent interacts
vith gernm-cell DRA or other chromatin constituants er that it induces

such endpoints such as unscheduled DNA synthesis, sister-chrosatid exchange, r
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chromosomal aberrations in germinal cells vas sufficient evidence to indicace o

potential positive response. The criterion used to {ndicate s positiwve

responss for an agent vas & positive result in one er more of the follewing

bicassays as veporcted {n the results table for each chamical in the GENEIOX

dacabase or in the appropriate section of an EPA or ATSDR reviev document:

(s)
(v)
()
(&)
(e)
¢4}

(®

Drosephila melancogassar sex-linked recessive lethal test;
Drosophila melancgastar beritable (reciprocal) translocation tasct;
Mouse heritable translocation teat;

Drosophils melancogastar sex chrm;m gain/loss (ansuploidy);
Rodent dominant lethsl tast;

Unscheduled DNA synthesis, sister-chromatid exchange, or chromesomal
aberrations in germinal cells; and

Mouse specific lecus teat (germ eonl)..

C. Davelopmental Toxisisy
For this endpoint; an "X" indicstes that the availadle data support

concern that the chemical {s known to cause or can reascnably be anticipated teo

cause developmental toxicity in humans. Developmental texicity is any

detrimental effect produced by exposures to daveloping organisms during

ecbryonic stages of development and includas embryetoxicity, fetotoxicity, and

ceratogenicity. The major manifestations of developmental toxicity include:

(1) prenatal ¢

(3) altered

ly postnatal death; (2) structural abnormalities;

(usually {a the form of grovth retardstion); and (&)

functional deficits vhich msy {ncluds reduced pulmenary function, reduced

{myunological competence, neurobehavioral deficits such as learning dis tders

or mental retardatien, ete. The exposure period may be prior te conception

(either parent), during prenatal development, or postnatally to the time of
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sexual maturation. Developmental effects. however, may be detected gt any time
in the lifespan of the organisa.

An "X* is indicated for an agent if the avallable dats provide evidence
that :hc- agent produces developasntal toxicity at boedy doses of loss chan or
equal to 1 g/kg/day. The HSDB and q_wropruu sections of the EPA and ATSDR
reviev docunents vere sxamined for data on the developmental toxicity of an
agent folloving inhalation, oral, er darmal exposurs. When necesaary, exposure
doses vers converted to body doses using the refersnce valuss for body weight,
inhalation rate, water consumption, and food factors for each spacies

recomsendsd by EPA (1983).

D. Reproductive Toxicity

For this endpoint, an "X" indicates that :ho svailable daca cuppox;:
concern chat the chemical has adverse sffects on male or famale reproductive
performance. Endpoints of concern includs, but are not limited to, effects on
gonadal function, ucrous. cycle. mating behavior, conception, parturitioen,
lactation, and veaning.

An "X" {s i{ndicated for an agent if the available data provide evidence
that the agent causes reproductive dysfunction or reproductive damage at body
doses less than or equal te 1 g/kg/day. The HSDB and appropriate sections of
the IPA and reviev documents vere examined for daca on the reproductive
toxicity of '.onr. folloving {nhalation, oral, or dermal exposure. Vhen
necessary, oxpu\.;u doses vere converted to body doses using the reference
values for body wveight, _1nluhun.uu. vater consumption, and food factors

for each species recomaended by EPA (19835).

GEMC 009314




E.  Acute Toxicicy
For this endpoint, an *X" indicates that the available data supper:

concern :.!ut short-terw exposure to the cheaical by the inhalation, eral, eor
deraal route has been determined to cause death.

An "X* is indicated for an agent {f vhe svailable data provide evidence
that the reported sedian of the lethal concentration (u:,o) !p: ths agent
.folloving inhalation expesurs for § hours or less was less than or equal to
S ag/liter (5,000 I‘/I’); the reported sedisn of the lethal dose (LD“) £t the
agent folloving oral exposure vwas less than or equal te 250 mg/kg: or the Ly
for che agent folloving dersal exposure vas less than or equal to 500 sg/kg.
The RTECS database and appropriace sections of the EPA and ATSDR reviav
docunents were examined for data on the acute texicity of agents (Lcso or LD,
values) {n samaals folloving shert-term tnluluiou. oral, or darmal exposure.
When necessary, doses expressed in ppm vere converted te n;./l3 using the idaal
gas lav (MVenRI),

F. ¢hronic Toxicigy
Chrenic effects for the purpoaes of Section 313 (SARA) reporting are any
* adverse effects other tham cancer ocbserved im humans or animals resulting froe
long-ters exposure to a chesical. 1In chronic toxicity studies, animals are

usually exposs ? a test chesical by {nhalation, dermal, or oral routes fer
more than ; . ths (90 days). Thus ths observed adverse effects are dus to
continuous or frequently recurring Suule of target organs with relatively
snall doses or low concentrations for a prolenged period of time.

An "X* is indicated for an agent if the available dn-; provide evidance

that the chemical produces adverss health effects at body doses of less than or




equal to 1 g/kg/day following {nhalation, oral, or dermal expesurs for gore
than 90 days. The HSDB and appropriate sections of the EPA and ATSDR reviev
docusents were exaainad for data on the chronic texicity of an agent. When
mcuur.y. exposure doses wers converted to body doses using the reference
values for body weight, inhalation rate, water consumption, and food factors
for each species recommendad by EPA (1985).

Neuzosoxicigy

Neurotexicity is any adverse effect on the structure or function of the
central and/er peripheral nervous systea related to axposurs to a chemical
substance. Neurotexic effects may bes morpholegical (neuropathological effects,
biechenical changes) or functional (behaviersl, electrephysielegical, or
neurochenical effscts). '

An "X" is indicaced for an agent if the available data provids evidence |
that chronic (at least 90-days) {nhalatien, eoral, or dermal exposure to the
chenical is reported c; result {n sorpholegical or functional neurotoxic
effects at body doses of less than or equsl to 1 g/kg/day. Reported
biochenical changes in the sbsence of functional or histopachological effects
vas not censidered am adequate basis for listing & chemical. The HSDB and
appropriste sections of the EPA and ATSDR reviev documents wers examined for

data on the E:nleit’ of an agent following long-ters exposure. When

necessary, uﬁ':o doses vers converted to body doses using the reference
values for dody vaight, inhslation rats, vater consumption, and food fact rs
for each species recommendsd by EPA (1983).




H. [Eovironaantal Toxicity
Section 113 of SARA allowa the Agency to add a chemical to the Imnigsions

Imuneor_y if it {3 knowvn to cause oFf ¢an reasonably be anticipated to cause a
serious, significant sdverse effect on the envirorment. The judgnent msay be
based on toxicity alons or toxieicy and a consideration of eithar parsistance
in the environment or tendsncy to bicacecumulate in the envirormsnut. The
raxieiry matrix contains informacion on cthe acute toxicity. biocaccumulation,
and persistence of an ageat. An u:so valus of less than er equal to 100 ppm
vas considered to suggest sufficient evidence that a cheaical {s s potential
envirormental toxicant. For aquatic species, an *X* is indicated for an agent
based on environmental texicity £f che available data provids evidence that the
reporced Lcso for an agent for less than or equal to 96 hours i{s less than or
equal to 100 ppm; if cthe reported u:,o for an a.;ont is lass than or equal to
100 ppa and the chemical has a half-1ife of greater than or equal to & days; of
if the reported uc,o for an uoac_h l1ess than or equal to 100 ppm and the
chemical has a log bioconcencration factor greater than or equal to 3, a
measured leg P of greater chan or oqu} te 4.35, or an estimated log P of
greater than or equal to 5.5.

The environmental toxicity column that indicaces !.cso valuas of less than
or equal to 10 ppw is included ia the matrix becsuss chemicals that are
reported to h’w” values of less than or equal ts 10 ppm are of greater
concern as p*ill toxicants, and chis informsticn say be used to set
prioricies for further teviev. 'l'ho. data in this column are net i{ntluded in the
slgorithn analysis. The data for envirormental toxicity vere obtained from the
following dats bases: AQUIRE (scute aquatic toxicity), ENVIROFAIE

(bioconcentration factors, half-1ives) and log P (measured log P vslues) and

11
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from the appropriate sections of che EPA and ATSDR reviev documents. 7The
AQUIRE database contains revievs of aquatic texicity studies and ranks the
reliahilicy of each study on & scale of 1 ce 4. A study reliadilicy of 1
indicates that che study is reliable, relisbility 2 indicstes that the study is
generally satisfactory, reliabilicy 3 indicaces that the study is not reliable,
and reliabilicy & {ndicates that the AQUIRE entry is a reviev of a study
abstract or summary from & foreign paper. Ths reliability of the data obtained
from the AQUIRL database used to determine an °X" for an enviremmental toxicant
is docunented on the satrices; vhen pessible, the mest reliable dats wvers used

to determine an "X.*

DOCUMENTATION

The sources of the data found in the toxicicty matrix are docuonnt‘l
(codad) so that it {s possible to alter the list if nev data are {dentified or
1f {t is determined that any particular data source 1s inapprepriate er
{nadequate. A list of notes detailing the sources of daca and the NIP, IARC,
EPA, and Gene-Tox carcinogen evaluations accompanies the toxieity mactrix

provided to the Agency.

DATA SOURCES
For thr-ruun of the initial matrix., a mmber of databases vere

ssarched lore that set the appropriate criteria to indicate a pesitive
response ¢n the matrix for an agent. The search strategy for each database is
presented belov, Hard copy ¢£ nel; of the database searches and the
appropriste sections of each EPA or ATSDR reviev document wers samuslly

revisved for health er envirensencal dats that mset the EPA-proposed criteria

BEMC 0035315




for a pesitive raspense.

RTECS SEARCHING SYSTEM (VERSION 6.5/14.2 JANUARY 1986)
The RTLICS database vas accessed and searched for IARC earcinogen

classification and scute toxicity data (orsl or dermal 1D,, or inmhalatien

u:so).
GENETOX (VERSION 1.3/2.0 AUGUST 1984)

GENEIOX was accessed and ssarched for tha results of bicasssys {ndicative
of heritable genetic or chremosomal mutactions. The rosults table {s & sumsary
og genetic assays conductpd on each chomical and the reporced results. In

addition, the table provided the Gene-Tox carcinogen evaluatien.

AQUIRE DATABASE (VERSION 1.6/3.0 APRIL 1983)
The AQUIRE dactabase vas asccessed for acute aquatic toxiecity. The nuamber
of entries vas limited to thoss entries that topouod lechal cmontuum

(Lcso values). Study reliability and exposurs regimen were also reported.

ENVIROFATE (VERSION 1.3/1.0 AFRIL 1984)
The ENVIROFATE database was accessed and searched for bicaccusulation
(biocenconug facter) and persistence in the environment (half-life).

HAZARDOUS SUBSTANCES DATABANK

HSDS wvas svarched for reported information on davelopsental toxicity,
reproductive toxieity, chronic toxicity, and neurotexicity for each chemical.

The texicity excerpts and toxicity values fields reported dsscriptions of

13
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studiss in vhich the toxicicy of each chemical vas examined.

LOG P DATABAST (POMONA COLLECE AND TECHNICAL DATABASE SERVICE, INC.)

For each chemical on the Emissions Inventory for which a bicconcentration
factor that met the acceptable criterion was sot found, :ho log P database vas
searched. The log P is the log of tho octancl/water partition coefficient

which has been correlated with bioconcentration.

CHEMTRACK (TESTING STATUS OF CHEMICALS ON THRE SARA 313 LIST FROM TME TESTING
PRIORITY COMMITTEE DATABASE)

The CHEMTRACK database for the Imissions Inveatory chemicals was supplied
by the task msanager, Mark Townsend of EPA. The database vas manually searched
for sach chemical for the EPA (CAC) carcinogen classificatien and NIP bioassay

resules.

MATRIX ANALYSES

The number of chemicals listed undsr each endpoint {s summed and presanced
on the last line of cthe table. If the .lotus spreadsheet is accessed with
autossatic recaleulation (s feature of the Lotus program), the sus of che

chenicals under each endpoint will be automatically recalculated to reflect the

addition or daletion of a positive response or the listing or delisting of
chenicals. uifgany-u of "un{queness” vas also conducted for the matrix teo
deteraine uni:i' patterns of toxicity. Each endpoint except for environmental
toxicicy based on an u:so valus of less than or equal to 10 pps (envirommental
toxicity column 1) vas assigned a prise nusber cther than 1. For esach
cheajcal. the algoritha assigns the appropriate prime nuadbers for each recorded

positive response and sultiplies the series of prime nusbers. Vhaze neo

|
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positive response vas recordsd, the mumber one (1) was assigned for thar

endpoint. Similar patterns result {n identical values; uniqus pattarns result
in unique mumbers. The resulcs of this analysis are presented in tabular
forsat i{n a column at the far right of each table. If the lotus spreadsheet is
accessed vith lu:o-ltle‘roellculltlen. the product of prime mumbers will be

suctomatically recalculated to reflect the addition eor daletien of a positive

response.

CONCILUSIONS

It should be noted that there are inherent limitations in the use of the
1nforn;cion provided {n the toxicity satrix. [Existing databases vers used to
c;lpllto the original matrix. Some of the (nformatiom contained in the
databases {s not pesr-reviewed. Toxicity data {n the matrix i{ndicate that a
particular endpoint vas reported folloving exposure to given chemical undsr
cerzain conditions. HMHowaver, no information {s provided regarding the severircy
of the effect, the nunhoé of species {n vhich the effect was cbserved, the
appropriateness of the study sethod, or vhether there are conflicting results.
D.:or;inntion of overall hazard petential will require revisv of gvailable

{nformation and the developasent of chemical-specific hazard assessaments.
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FOOTNOTES TO REVISED TOXICITY MATRIX

IARC classification. Sufficient evidance to establish & ecsuss)
relationship betvesn the agent and human cancer; sufficient human
evidence and/or ne dats, i{nadequate data, or limited data of
carcinogenicity in animals.

IARC classification. Probsdle evidence of carcinogenieity vo
humans; at lsast limited evidence of carcinogenicity in humans.

IARC classification. Prodable evidence of carcinogenicity to

hunans: sufficient svidence in animals and {nsdequate data in

IARC classification. Chemical could not be classified as to its
carcinogenicicy {in bumans; chemicals were listed for carcinegenicicy
1f there vas limitsd evidence of carcinogenicity in animals.

EPA classificacion--Human Carcinegen. fu!ﬂehn: evidsnce froa
epideniologic studies to suppeft a causal association betweon
exposures and eancor.

Animal, positive.

AQUIRE database (Version 1.6/3.0 April 1985, Chesicsal Informatioen
System). Reliabilicy 1 - reliable study.

AQUIRE database (Version 1.6/3.0 April 1985, Chemical Information
System). Reliabilicy 2 - generally satisfactery scudy.

AQUIRE database (Version 1.6/3.0 April 1985, Chemical Information
System). Reliadbilicy 3 - not roliable sctudy.

AQUIRE database (Versiem 1.6/3.0 April 1988, Chemical Informatien
System). Reliabilicy & - abstract of s study or summary of a

foreign paper.

Aninal, suspected.

oA 3 :

) y for Texic Substances Draft Toxicological Profile.
xﬂlou: Vatsr Qualicy Criteria Decument.

EPA classification.-Probable Human Carcinegim. Limited evidence of
carcinogenicicy in humans from epidemiologi. studles.

EPA classification--Prebadble Husan Careinogen. Sufficient evidence
of carcinogenicity in anisals, inadequate evidence of
carcinogenicity in humans.

EPA classification--Possible Human Carcinogen. Limited evidence of
carcinogenicity in animals.
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Chenical considared by WIP to be a knewn carcinogen.

Chemical considered by NTP %o be a suspect carcinogen, i.s., may
reasonably be anticipated to be a carcinogen.

IPA Drinking Wacter Criteris Documant.

INVIROFATE (Version 1.3/2.0 April 1984, Chemfcal Informatien
Syscen). ) '

GENLTOX (Versieon 1.3/2.0 August 1984, Chemical Information Systes).
IPA Health Lffects Assessment Document.

EPA Health Effects Assessment Document.

EPA Health and Envirormental Effects Document.

EPA Health and Lavironmental Effects Profile.

Husan, positive.

Human, suspectad.

Hazardous Substances Datsbank (Available through TOXNIT of the
National Library of Medicine).

Hazardous Substances Databank (Available through TOXNIT of the
National Library of Medicine). [Effective dose not specified.

Lisitad positive; indicates results obtained in Gene-Tox
carcinogenicity panel tests shov indication of tumer induction but
thet tests vare too limicted to be conclusiwe.

log P Data base (Available through Pomena College and Technical
Database Service Ine. 1983, 1983).

Indicates & positive response {n at least one anisal species in an
K1? ot NKCI bioassay.

T .
g data base (Version 6.5/16.2, Chemical Information System).

#icient positive; indicates results obtained in Gene-Tox
carcinogenicity panel tests shov indication of tumer induction and
that sufficient tests have been performed to be conclusive.
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