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TSCA PRIORITIES AND PROGRESS

EXECUTIVE SUMMARY

This report, prepared by the Office of Toxic Substances
(OTS) of the U.S. Environmental Protection Agency (EPA), updates
OTS' January 1982 report, "Priorities for OTS Operation." It
describes the OTS' progress 1n carrylng out the agenda anncunced
1in the 1982 report, the Office’s current approach to implementing
the Toxic Substances Control Act (TSCA), and new directions for
the future. The policies and i1nitilatives thils report announces
have not been formally reviewed or approved by other EPA offices
or the EPA Administrator. It was developed to provide 1nternal
guldance to OTS staff on the general status of TSCA programs and
on priorities for future operations. The report 1s now beiny
made available to the public for the same purpose. OTS welcomes
comments from members of the public and from i1nterested groups on
any aspect of this report.

I. Introduction

OTS remains committed to the broad program goals announced
1n the 1982 "Priorities" document: to provide better guidance
for OTS 1mplementation of 1ts new and existing chemicals

programs; to develop more cost-effective means for achieving
induscry compliance; and to strengthen OTS operations. Wisfiln

this broad framework, OTS has considerably refined, focused, and
1n some cases redirected 1ts activities. In doing so, 1t 1S
working toward si1x broad program objectives:

o0 To ensure the development of adequate data on both new
and existing chemilcals.

0o To monitor the commercial development of new chemicals
more closely after they have completed premanufacture
review.

0 To use TSCA regulatory authorities more flexibly and
effectively to ensure that existing chemical hazards are
promptly reviewed and controlled.

© To refine and expand the analytical and technical tools
used 1n support of the OTS' regulatory programs.

o To share information developed under TSCA more
effectively and to promote technical exchanges with other
agencies and the public.

o To i1ntegrate OTS' new and existing chemicals programs
more closely.



II. New Chemicals Program

The basic framework of OTS' new chemicals program, as
outlined in the 1982 "Priorities" document, 1s now 1n place,
flinal premanufacture notice (PYN) rules for new chemicals have
been 1ssued; OTS 1s more frequently taking action on new
chemicals to control exposure and to ensure that adeguate agata
are developed; broad-based exemptions from PMN requlirements have
been proposed for certain polymers, site-limitea 1ntermediates,
and low volume chemicals; and a case-speclfic new chemicals
followup proyram has been 1ncorporated within the new chemicals
review process. With this framework 1in place, OTS will be
concentrating 1ts efforts for the next year on the following
activities:

o Premanufacture review of new chemicals, with continued
use of §5(e) and other mechanisms to encourage data
development and control exposure to new chemicals of
concern.

o Development of a general §8(a) followup rule for new
chemicals, based on proauction volume, to complement the
current case-speclfic new chemicals followup progran.

o Use of Advisory Circulars to communicate the rationale
behind new chemical decisions and to provide gyuidance to
new chemical notice submitters.

o Refinement and validation ¢©f tecnnical tools usea by OTS
1n PMN review, including the development of data bases
and analytical techniques based on structure-activity
relationships.

ITI. Existing Chemicals Program

Since publishing the January 1982 "Pricrities" document, OTS
has developed an integrated existing chemilcals program, capable
both of i1dentifying potential proolems and of bringing them to
resolution. Approximately 60 substances have been or are now
under review 1n this program. About ocne-fourth have been dropped
from active review; two-thirds have been targeted for further
analysis and preliminary decisions with 12 months; and tive have
moved 1nto regulatory development.

The basic objectives of the existing chemicals program
are: (1) to identify potential risks through TSCA mechanisms;
(2) to ensure the development of data adequate to assess those
risks; (3) to ensure that these risks are addressed under the
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appropriate regulatosry authority: and (4) where that authority 1is

TSCA,

t0o ensure that appropriate action 1s taken. Examples of

recent activities are:

o}

An Advance Notice of Proposed Rulemaking (ANPR) on MBOCA
(4,4'-methylenebis(2-chlorobenzeneamine)), a curilng agyent
used 1n plastics, which has been snown to be carcinogenic
1n several speclies oL animals.

Designation of “DA (4,4'-metnhylenedianiline), a nigh-
production volume chemical intermediate for high priocrity
review under §4(f) of TSCA.

Establishment of an 1nteragency Federal Asbestos Task
Force to coordinate federal activities concerninyg
asbestos; promulgation of a §6 rule requiring school
inspections for asbestos and a §8(a) rule requirilng
1ndustry to submit 1nformation on asbestos manufacture,
processing, and disposal.

Promulgation of §6 rules governing certain aspects of the
use of PCB's (polychlorinated biphenyls).

Proposal of a §8(a) reporting rule for chlorinated
terphenyl and a §3(a)(2) significant new use rule for
cnlorinated naphthalenes.

Within the next si1x months, OTS anticipates three to five
additional actions from 1ts exlsting chemicals program.

In carrying out this program, OTS has adopted a flexible
approach, making full use of TSCA regulatory and information-
gathering authorities. Among the major features of this program

are:

Identification of candidates for action primarily throuyn
basic TSCA mechanisms, such as §4 rules, §8(e) notices,
§21 petitions, and PMN review.

When rulemaking 1s approprlate, earlier publication of
Advance Notices of Proposed Rulemaking, before the
details of the various possible regulatory approaches
have been completely worked out, to allow greater puolic
participation and more timely rule development,

Close coordination with other regulatory agencies where
responsibilities overlap.



© Wwhen 1nmediats regulation 1s not warrancted or feasible,
use of the §5(a){(2) "significant new use" authority to
prevent existing chemicals of concern from expandiny 1n
production volume or use vithout prior EPA reaview.

o Use of nonregulatory mechanisms, such as Risk Management
Advisoriles, either by themselves or 1n connection ~ith a
rulemakling, to bDring prodblems more promptly to the
public's attention.

As a complement to the existing chemicals ccntrol program,
OTS' §4 test rules program 1s now operactiny effectively. The
Office has successfully met a court-ordered schedule tfor
responding to a packlog of Interagency Testing Committee (ITC)
recommendacions for test rules, ana i1t 1s responding to current

ITC recommendations within the statutory l2-month period. 1In
total, by the end of 1983, OTS wi1ll have responded to ITC
recommendations on 64 chemicals or chemical categories. As the

backlog of ITC chemicals 1s eliminated, OTS will develop test
rules on substances not designated by the ITC. The Office
anticipates that 1t ~1ll begin 1ts first §4 efforts on a non-ITC
chemical within the next year, with proposal i1in fiscal year 1984,

To support these programs, OTS conducts a wide ranygye of
chemical monitoring activities. These activities 1nclude studies
monitoring the level of PCB's and other chemicals 1n human tissue
samples, monitoring asbestos in schools and public buildinygs, and
1dentlfying and evaluating exposure to specific chemicals unaer
raview. These monitoring activities are closely i1ntegrated with
the QOffice's existing chemicals program, and they provide qirsct
support to OTS' regulatory agenda. Within the next year, they
wlll pe used to 1dentify candicates for botn testing and control,

and they will provide exposure information necessary for ongoing
OTS reviews.

OTS 1s also taking steps to ensure that 1ts new and existing
chemicals programs are coordinated. It has now developed or will
soon be developing 1n the near future a number of mechanisms to
promote a more unified overall program. These 1include:

o Use of the PMN review process to identify chemicals for
review 1n the existing chemicals program.

o0 Use of generic assessments developed in the PMN process
to support existing chemicals review.

o Use of physical-chemical estimation, structure—-activity-
relationship, and modeling techniques developed for the
PMN review process 1n existing chemicals review.



o Use or health and environmental effects data developed
under other TsCA authoritilies tO support tne review OL new
chemicals.

o Use of the §5(a)(2) significant new use authority to
place a limit on the growth of existing chemicals until
adequate data are developed or their safety 1s otnerwise
ensured.

IV. Technical Developments

A major priority of OTS has been developing analytical tools
-- such as computerized data bases, environmental fate models,
SAR (structure-activity-relationship) technigues, standardized
test methodologies, and quality assurance procedures =-- to
support 1ts chemical risk assessments and regulatory
activities. During the next year, the Office will commit
significant resources to the further development of these tools
and will continue to 1ntegrate them 1nto the decisionmaking
process.

Several 1mportant areas of development are:

o Data systems. OTS 1s developing several 1lnternal systems
to provide ready access to data submittea under TsCA and
to data on specific areas of OTS concern, such as Jgenetlic
toxiclty, aguatlc toxicity, ana cnemical race. These
1nclude computerized data bases such as SPHERE and
systems for i1ndexing and organizing TsSCA supmissions
under §8(d) and §8(a).

o Models ana analytical tools. OTS uses a broad range of
estimation technigues to predict the physical-chemical
properties of chemicals from their structure, and 1t has
developed a number of computer models to estimate
environmental fate, populatcion exposures, and healtn
risks. Several projects are now underway to rafine ana
expand these tools.

o SAR development and validation. OTS 1s now conducting or
sponsoring a series of projects to refine and validate
its use of structure—activity relationships 1n chemical
review. These actlvities are essential 1n determining
the level of confidence that should be assigned to
specific techniques, and they will significantly expand
the Office's present capabilities.



O Priority-setting methods. Along w~1th other Jroups sucnh
as the ITC, OTS nas encouraged and sygonsorec cone
development of chemical scoring ana priority setting
systems to aia 1n selecting chemicals for rurther
evaluation from among large numbers of candidates.

O Quality of data. To ensure the 1ntegrity of 1ts qacta,
OTS has developea health, environmental effects, and
cnemical fate test:ing juidelines; 1t wi1ll soon Dde
orescribing good laboratory practices for TSCA testing;
1n cooperation with the Food and Drug Administration, 1t
periodically 1nspects and audits laboratcories conducting
tests under TSCA; and i1t 1s conducting a Gene-Tox Program
to evaluate the current status of genetic toxicology.
OTS also has an active guality-assurance program to
assure the 1ntegrity of data developed 1n 1ts monitoring
projects.

V. Information Sharing and Technical Exchange

TSCA gives EPA unique authority to gather or regqulre the
development of a wide range of production, exposure, and health
and evironmmental effects data on commercial cnemicals. Mucn of
the 1nformation collected under TSCA 1s potentially of jreat
value to the public, states and local governments, EPA reglons
and other EPA offices, other federal agencies, and other
nations. From the beginning, OTS has assigned a high priority to
sharing such i1nformation and promoting technical excnanges.
Current 1nitiatives 1n thilis area 1include:

o Developing Risk Management Advisories for selecteaq
exi1sting chemicals and advisory Circulars for new
chemicals.

o Publishing quarterly reports 1dentifying chemicals under
evaluation 1n the existing chemicals program.

O Providing access to a number of OTS data bases now under
development, such as SPHERE.

o Promoting technical exchanges with states, federal
agencies, and foreign nations (such as the current OTS
agreements with the Federal Republic of Germany and the
Michigan Department of Natural Resources to share
computational and modeling capabilities).

o Publishing nonconfidential aggregations of data from
confidential data bases (sucn as reports on asbestos or
ITC chemicals submitted under §8(a)), so that the public
has as much access as possible to this information.
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o Entering 1nto agreements with other regulatory agencies
that provide them restricted access to TsCA confidential
information.

o Establishing a program to ensure petter 1nformation
exchange and coordination between OTS and the toxics
programs of i1naividual staces,.

o Exploring the possibility of using the TSCA i1nformacion-
gathering authority (for example, §8(a)) to support other
EPA offices and other federal agencies.

Addendum

OTs 1s now exploring several acditional initiacives that are
early in their planning stages ana have not yet been fully
articulated. Betfore decisions are made to pursue these
lnitiatives -- or how far to pursue them -- their policy, legal,
and resocurce wmplications will require further review. For this
reason, some Of the 1nitiatlves may not be adoptea wnile others
may De phasea 1in Jgradually as the Office continues to Jain
experience 1n 1ts new and existing chemicals programs. However,
tnese 1nitlatives represent alternative routes that OTS 1s now

exploring to reach 1ts overall proygram goals:

o Place categories of substances that have raisea concern
in the PMN process on the §5(b){(4) "risk list."

o Issue §4 test rules for chemical categories that have
raised concern 1n the PMN process.

o Develop a "me-too" SNUR automatically extending the terms
of §5(e) orders to subsequent manufacturers ana
processors.

o Issue §8(a) followup rules toyether with new chemical
significant new use rules.

o Develop a TSCA biotechnology program to ensure that risks
from TSCA uses of genetically engineered material are
apprepriately controlled.

o Issue triggered §4 rules to regqulre testing of low
production volume/exposure/release chemicals for wnich
existing data indicate a need for testing 1f production,
exposure, Or release were to 1ncrease.
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Issu2 significant new use rules on §4 chemicals to ensure
that procuctlion does not Lncrease or new uses develop
oefore testing 1s compleced.

Upcdate the TSCA Chemical Supbstance Inventory through a
§8(a) rule.

select existing cnemicals tor OTS evaluation by "cluster
analysis, a priority-setting system that would assign
agygragate measures of risk to categories of chemicals
With similar uses or structures.
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PREFACE

In January 1982, the Office of Toxic Substances (OTS) 1ssued
a report, "Priorities for OTS Operation," describing the ygeneral

goals and objectives of the Office 1n implementiny the Toxic
Substances Control Act (TSCA). The report focused primarily on

OTS' new and existing chemicals programs, conducted under §5, §6,

and §8 of the Act. It described the Office's basic strategyy for
tdentifying and controlling risks from both new and existling

chemicals, and 1t defined priorities for future QTS activitlies.

In the year and a half since this report was prepared, OTS
has substantially accomplished the program goals that the report
announced. Furthermore, OTS' experience during this period has
confirmed the basic principles stated 1n the 1982 document and
the general framework 1t laid out for both the new and existing
chemicals programs. In conducting 1ts ongolng programs, however,
OTS has come to i1dentify possible refinements within the general
program framework, goals toward which more attention should be
focused, and new 1nitiatlves that should be explored. The
present report, "TSCA Priorities and Progress," updates the 1982
"Priorities"” document, by describing the Office's proyress 1in
carryling out the agenda announced 1n that aocument, OTS' current
approach to i1implementing TSCA, and new directions for the future.

In addition to updating the 1982 document, the present
report significantly broadens 1ts scope. The 1982 "Priorities"

document was for the most part limited to OTS' new chemicals

review program under §5 of TSCA and i1ts existing chemicals
control program under §6 and §8. The present report describes

progress, refinements, and new 1nitiatives within these

programs. However, 1t also adds a discussion of OTS' activitles
under §4, which gives EPA the authority to reguire health and

environmental effects testing of chemicals. At the time of the

earlier report, OTS §4 testing program was faced with a series of
court-ordered deadlines, and therefore 1ts priorities were

clearly set. As these deadlines are met, however, OTS will have
greater flexibility to implement §4 more broadly. In addition,
the present report discusses OTS 1nitiatives 1n two major areas
central tec its mission -— technical tool development and
information exchange with other Federal agencies and the

public. The Office devotes considerable resources to these
areas, which are vital to the success of 1ts overall program, and
expects significant progress 1n both.

The report also i1ncludes an Addendum describing possible 0TS
1nitiatives 1n the future. The 1nitiatives described 1in the
Addendum have not been fully developed, and some may not be
possible given current resource constralnts, but they represent



alternacive rcutes OTS 1s now exploring to reach 1ts overall
program goals.

This report has not been formally reviewed or approved by
otner EPA offices or the EPA Administrator. It 1s an OTS staff

document developed to provide 1nternal guidance to OTS stai: on
the general status of TSCA programs and on priorities for future
operations. The report 1s now belng made availaole to the public
for the same purpose. OTS w~elcomes comments from members of the
public anc from 1nterested groups on z2ny aspect of thls report.



CHAPTER I

OVERVIEw OF OTs INITIATIVES

In January 1982, OTS announced a coordinated program to
1denti1fy and control chemical hazardas unaer the Toxlc Substances
Control Act. At that time, OTs 1adentifiea three major program
50als:

\_’

o To provide bettzr guldance for OTS 1mplementation of 1its
new and ex1sting chemicals programs.

o0 To develop more cost-effective means for achieving
1ndustry compliance.

o To strengthen OTS operations.

In the past year and a half, OTS has taken significant sceps
1n achieving these program goals. At the same time, the Otffice's
day-to-day experience 1n carrying out this agenda and 1in
conducting 1ts new and existing chemicals progyrams has allowed 1t
to refine, focus, and i1n some cases redirect 1ts activities. On
tne basis of this experience, OTS has i1cdentified six major
program objectives for the next year, as well as a series ot
1nitiatives designed to accomplish each:

© Ensuring adequate data development on both new ana
exl1sting chemicals. OTS wi1ll continue to use 1ts §5(e)
authority more frequently on new chemicals, limiting
production of chemicals of concern pending the development
of data, and 1t will encourage premanufacture notice
suspensions to allow health ana environmental effects
testing before manufacture begins. The Office 1s also
exploring the possibility of listing categories of new
chemicals under TSCA §5(b)(4) or i1ssuing §4 test rules on
selected new chemical categories to ensure adequate data
submissions under the PMN program. In addition, OTS will
continue to use the §4 authority flexibly to eliminate
OTS' court-ordered testing backlog and to respond promptly
to future Interagency Testinyg Committee (ITC)
designations. Finally, OTS will begin to aevelop test
rules on chemicals 1dentified through mechanisms other
than the ITC.




Using TSCA regulatory authorities more effectively and
flex1oly to ensure that exilstlng chemical risks are
promptly reviewea and controlled. The overall goal 1s to
resolve problems 1dentifiea through standard TSCaA
mechanisms more guickly and more effectively. Important
strategies for achieving this goal are close coordination
with other regulatory agencies where responsibilities
overlap; earlier publication of Advance Notices of
Proposed Rulemaking, betore the details of the various
possible regulatory approaches have been completely workeaq
out: the use of the §5(a)(2) "significant new use"
authority to prevent existing chemicals of concern from
expanding 1n production volume or 1n uses without prior
EPA review; and the use of nonregulatory mechanisms, such
as Risk Management Advisories, tO bring problems more
promptly to the public's attention,

More closely monitoring the commercial development of new
chemicals after they have completed premanufacture
review. OTS will continue tc implement a case-by-case
followup program, under the "significant new use"
authority of §5(a)(2) and the §8(a) information-gatheraing
authority. The Office also 1ntends to develop a general
§83(a) new chemical followup rule, which would require
companies to notify EPA when the annual production volume
of a new chemical reached a certain level. This wil]l
provide a general safety net, giving EPA the opportunity
to reevaluate new chemicals atter they nave completed
premanufacture review and have grown 1n the marketplace.
In addition, OTS 1s considerinyg a "me-too" §3(a)(2) rule
that would automatically extend restrictions imposed on
PMN submitters uncer §3(e) to other companies that might
manufacture or process the new chemical.

Further developing analytical and other technical tools to
support the regulatory objectives of the Office. OTsS now
has several projects underway to retine and expand 1ts use
of structure-—-activity analyses, which 1n the absence of
complete data help to i1dentify potential health and
envircnmental effects of new chemicals that will require
further evaluation; to develop computerized and other data
bases specifically adapted to OTS needs; to design and
carry out field monitoring studies to support chemical
regulation and to i1dentify potential problems; and to
implement quality assurance procedures to ensure the
integrity of scientific data under review. OTS'
commltment i1n this area includes not only the refinement
and development of these tools, but also their full
integration into the OTS decisionmaking process.




o More effectively sharing 1nformation develooed unaer TSCA
and promoting technical exchanges wlith oStner agencles and
the public. TSCA provides OTS unigue ability to collect
rnformation on commercial chemicals and chemical risks,
and 1t 1mposes a corresponding responsibility on OTS to
share this information with other agencies and the
public. OTS 1s committed to expanding 1ts mechanisms for
sharing data with other Jroups. These include agreements
wlth other regulatory agencles allowing them access to
TSCA confidential business i1nformation, to the extent this
can be done under the Act; dissemination of
non-confidential data through the National Technical
Information Service and other mechanisms; tecnnical
exchanges at the state, regional, national, and
international levels; and the use of Risk Management
Advisories and Advisory Circulars to communicate data or
the results of OTS analyses more promptly. In addition,
OTS 1s committed, where appropriate, to using TSCaA
information-gathering authorities (such as §3(a)) to
support other EPA program offices or other regulatory
agenclies. For example, OTS 1s exploring the possibility
or updating the TSCA Inventory, 1n part because of the
support 1t ~ould would provide to the EPA Urfice of Solid
Waste, the EPA regions, and otner offices.

o More closely i1ntegrating the new and exlsting chemical
rograms. Thils 1ncluaes referral to the ex1isting

chemicals program of categories of chemicals that have
repeatedly proved of concern 1in the PMN program, and the
use of §5(a)(2) significant new use rules on existlng
chemicals, pbringlng them unaer §5 authority. VTS 1s also
working to ensure the ready access ot both programs to the
data, analyses, ana analytical tools ot eacn.

The remainder of this report discusses the status of OTS'
programs, 1ts general progress 1n implementing a coordinated TSCA
program, and 1ts specific progress i1n the initiatives descriped
above.



CHAPTER II

NEW CHEMICALS PROGRAM

A. Introduction

In "Priorities for OTS Operation" (January 1982), CTS

announced an 1ntegrated new chemicals program based on four major
elements:

o Completion of the final premanufacture notice (PMN) rule,
with a mandatory form for new chemical notices, specifying

minimum 1nformation requirements needed for a preliminary
review of the chemical.

© Priorit laced on review of PMN's, with 1ncreased use of
Yy p

§5(e) to 1nduce the development of data and to control
exposure,

© Development of PMN exemptions under §5(h){4) to reduce the
notice review burden for low-risk chemicals,

0 Establishment of a followup program through §5(a)(2)
significant new use rules and §8(a) reporting rules to

monlitor the develcopment of selected new chemicals of
concern,

Since the preparation of the 1982 repcort, OTS has taken
major steps toward 1mplementing this program. These steps
1nclude the promulgation of a final PMN rule; the continued
operation of an effective PMN review program, with a more
aggressive approach toward requiring data on new chemicals and
controlling exposure 1n cases of potential risk; the proposal of
limited PMN exemptions for selected site-limited intermediates,
low volume chemicals, and polymers; and the development of a new
chemical followup process, with several significant new use rules
proposed or under development. Together these steps implement

the basic framework of the new chemical program ocutlined i1n the
"Priorities" document.

Equally important, 1n 1ts almost four years of new chemicals
review, OTS has gained invaluable experience that has led to a
more effective review of new chemicals, allowed the refinement of
the current program, and indicated directions for further
development. Recent experience has confirmed the basic
observations on new chemicals review made in the "Priorities"”
document, while providing a clearer focus 1n certain areas. With
the perspective of an additional year and a half of new chemicals
review, the following observations can now be made:



The number of new chemical notices submitted for review 1s
increasing steadily and nas now reached the rate of about
1,200 a year. The large number oL PMN's received nas
necessitated not only & carefully coordinated review
process, but also a reliable 1institutional memory.

The review of new chemicals must be undertaken 1n an
atmosphere of considerable uncertainty, even when a base
set of toxicity data 1s available. Near certainty can
only be attained from a wide range of acute and chronic
tests for both health and environmental effects. Such
testing is not practical for most new chemicals. For this
reason, 1t has been necessary 1n PMN review for OTS to
rely on structure-activity analyses as a screening tool to
help in estimating potential for hazard, and to assume
reasonable worst cases 1n assessling potential exposure.
The amount of test data received on new chemicals has
remalned relatively constant and has generally focused on
physical-chemical properties and acute toxic effects.
While this may be appropriate 1n some cases, 1n others the
lack of data complicates the Office's review. Lack of
data on specific PMN chemicals has led to review
suspensions, requests for the voluntary submission of
additional data, withdrawn notices, and 1n some cases
regulation under §5(e).

Because of the wide variety of new chemicals received in
the program, decisions on what data are approprlate on a
given new chemical, for the most part, are best made on a
case-by-case basls. Given the diversity of new chemicals,
generic approaches to data 'development are less
approprilate.

OTS experience continues to indicate that a significant
number of new chemicals now subject to PMN are of
relatively low concern and do not warrant extensive
testing at the time of PMN submission. Many of these
chemicals can be eliminated early from PMN review. The
proposed exemptions for certain site-limited
intermediates, low volume chemicals, and polymers would
allow the earlier commercialization of many of these
chemicals with no increase in risk over the current
approach.

At an early stage 1n their life cycle, most new chemicals
are particularly vulnerable to additional costs. Testing
costs imposed at such a stage will impede chemical
innovation to some extent. Therefore, OTS must impose



such costs prudently and take care to avoia 1mpedlng tnis
inaovation unduly. Also, 1n conaucting 1ts new chemicals
program, OTS shoula attempt to channel 1nnovation towara
safer substitates for existing nazards.

© At the time PMN's are reviewed, 1t 1S otten difficult to
know which new chemicals are likely tc be commercial
successes, and how circumstances oOf exposure miync
change. As a result, any successriul new cnemicals
followup program must i1ncluae a relatively broad-based
followup reguirement, as well as cnemical-speciric actions
targetea at specific concerns.

As the remainder of this chapter discusses, these observations
are reflected 1n OTS' current new chemicals program, anad the
lessons drawn from them have shaped 1ts future directions.

B. Premanufacture Review Program

Since the beginning of the premanufacture review program,
EPA has reviewed more than 2,300 new chemicals -- approximately
1,300 since the release of the "Priorities" qocument 1n January
1982. The effective review of these chemicals remains the first
priority of the overall new chemical program. Conseguently, OTS
has gevoted significant resources to refining tne PMN raview
process, to developing appropriate analytical tools for new
chemicals review, and to reviewing and 1f necessary regulating
new chemicals.

l. PMN Rule

In the earlier "Priorities" document, OTS statea that i1t was
moving ahead to 1ssue a final premanufacture notice rule,
clarifying the §5 new chemical notice regulirements. EPA nad
published proposed rules in January and October 1979 ana was
operating the new chemicals progyram under an interim policy
statement.

The final rule, together with a mandatory notice form, was
1ssued 1n May 1983 (48 FR 21722). The rule reflects almost four
years of OTS experience in PMN review and i1ncorporates extensive
comments from public 1nterest groups and industry. It includes
the following baslc requirements:

¢ Information requirements for premanufacture notices (e.g.,
chemical i1dentity; production volume; use; information on
manufacture, processing, and disposal; avairlable test
data). These requirements, which follow the statutory
requirements specified 1n TSCA §5(d)(1l), provide enough
information for an i1nitial EPA screen of new chemicals,



o Use of a mandatory form by notice submitters. (An
Instructlons Manual has also been developed to assist
submitters 1n completing the form.) By standardiziny
notice submissions, this form simplifies OTS' review,
facilitates the entry of data 1nto automated data bases,
and promotes consistency i1n decisionmaking; 1t also
provides a clear standard to 1ndustry concerning data
requlirements.

o0 Configentiality procedures, 1ncluding 1nstruccions on
claiming 1nformation confidential and a requirement that
companies provide "sanitized" versions of confidential
submissions for 1nclusion 1n the public file. The
confidentiality procedures, whlch ensure consistency 1n
the handling of confidential business information, are
designed to achieve a balance between public access to
information and the protection of legitimate trade
secrets.

o Specification of notice review procedures, 1ncluding
definition of "incomplete submissions,"” which fail to meet
the basic statutory requirements and therefore are not
considered PMN's.

O Submission of a Notice of Commencement of Manufacture by
companles when they begin production of a substance that
has completed PMN review. Thls requlirement allows EPA to
add new substances to the TSCA Inventory when production
begins, establishing them as existing chemicals not
subject to PMN review.

In addition, OTS 1s working to clarify key statutory terms,
such as "research and development" chemicals, which are exempt
from PMN review, and to provide guidance on other requirements,
such as the level of detail that must be provided on test data
submitted 1n PMN's.

OTS 1s also developing a rule under §8(a) that will require
companies to notify 1t before they make a new chemical solely for
export. Because export-only new chemicals are not covered by §5
prenotice requirements, this rule will fi1ll a gap 1in PMN
coverage.

Through these and other provisions, the PMN rule sets the
basic framework of the new chemicals program, providing l1ndustry
with clear standards for compliance, simplifying EPA's review of
new chemicals, and contributing to the program's consistency.
With this rule 1n place, OTS 1s now able to focus more of 1its
resources on other aspects of the new chemicals program.



2. New Chemicals Review

In addition to i1issuing the PMN rule, which w11l stanagarcize
i1nformation submissions and notification procedures, OTS has
focused and refined 1ts new chemicals review process so that 1t
can more effectively review the large number of notices now
received. Important refinements that have been 1nstituted or are
now under development 1nclude process modifications to eliminate
low concern chemicals from review early; the development of acata
Jases to allow ready access to 1nformation; the preparation ot
S neric assessments of recurring concerns 1n the PMN process; and
the development and use of structure-activity-relationship (SAR)
techniques to identify chemicals for further evaluation.

The major modification 1n the new chemicals review process
1s the establishment of a staged approach, reflecting the fact
that a large number of new substances are of low concern not
requiring 1n-depth review. In the earlier process, most
substances were subjected to a standard 45-day "initial screen,"
which meant that consideraple resources were commltted to the
review of low—-concern chemicals. OTS now drops these substances
from review after a preliminary review of chemical 1identity,
avallable test data, use, and exposure factors. To i1dentify such
substances effectively, UTS has 1nstituted an early aecision
meeting attended by senior OTS decisionmaxkers; as a result, up to
40% of substances are aropped from review by day 16 of the
process. The meeting also serves to focus the further review of
substances that are not cropped. This approach has allowea the
Agency to use 1ts resources more effectively and to concentrate
them on chemicals of potentially greater concern.

OTS 1s also taking 1mportant steps to ensure that its
accumulated experlience 1n new chemicals review 1S brought to bear
fully on each case. Because most "new substances" seen under
TSCA belong to chemical or use categories that have been subject
to past review, the retrieval of information from these reviews
has been particularly important 1n the PMN program. Similarly,
access to data received under other TSCA authorities or analyses
performed by other OTS programs also contribute significantly to
PMN review. As more PMNs are received, and as more data are
submitted under §4, §S5(e), §8, and other authorities, the
Office's accumulated experience wlll become 1ncreasingly
important 1n the review of PMN's, and the ability to call upon
this experience readily will become essential 1n ensuring the
consistency of OTS decisions. The following 1nitiatives begun 1in
the past year will contribute significantly to this goal:

o Automation of data from previous reviews. OTS has
developed an automated PMN file, to allow ready access to
1nformation from previous reviews. This data base, which

is discussed more fully 1n Chapter IV, 1s now being



substantially upgraded to i1nclude summaries of past OTS
reviews and the xey findings of those reviews.

o Development of generic analyses of recurrent 1ssues. OTS
has conducted several "generic" analyses of technical
1ssues arlsing repeatedly 1n PMN review, 1ncluding studies
addressing specilfic 1ndustry sectors, chemical categories,
and similar topics. For example, the Agency has completea
a study of technical 1ssues raised 1n the review ot
certain dyes. These studies provide OTS staff with in-
depth analyses that typilcally could not be performed 1n
the statutory time frame for PMN review. Also, they have
served as starting points for discussions with i1ndustry.
The Agency has met with 1ndustry ygroups to discuss l1ssues
ralised by several assessments and to encourage i1ndustry to
provide data that could resolve Agency concerns. For
example, certain azo dyes and certain lubricant additives
known as ZDDP's are now under discussion with 1ndustry
groups. Cooperation with i1ndustry and other groups on
these broader 1ssues may 1n some cases encouraye data
development more effectively than case-by-case
requlrements on PMN's,

o Development of data systems allowing ready access to data
obtained 1n other OTS activities. OTS 1s developing
various data bases allowing quick access to information
submitted under TSCA or used 1n OTS analyses. These
1nclude SPHERE, w~hich will allow on-line access to a wide
range of physical-chemical properties, health ana
environmental effects, and other data; and a Global
Indexing system for §8(d) submissions and other OTS
documents.

o Development of a nonconfidential tracking system for the
PMN program. OTS has developed a tracking system that
provides the status of PMN's under review and the schedule
for the reviews.

In addition, OTS 1s now refining 1ts use of SAR techniques
1n evaluating the adequacy of data submitted 1n PMN's. These
techniques (which involve the analysis of chemical structure for
1nsight 1nto physical-chemical properties and toxicity) are
particularly important because of the variety and number of
chemical substances received in the PMN program, as well as the
limited amount of data generally received on new substances. At
one extreme of the new chemicals seen 1n the program are
substances that belong to chemical classes, or have structural
features, that make them highly suspect toxicologically. At the
other extreme are chemicals belonging to classes that are
generally recognized as low 1n toxicity. No one level of testing
would be appropriate for all of the chemicals falling within
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these extremes. Determining the appropriate level of testing for
a given chemical, and the nature of that testing, therefore,
dependas i1n part on an evaluat:ion of chemical structure and analog
data -- that 1s, on SAR analysis. This analysis 1s not a general
replacement for testing; rather, SAR considerations, along wilth
such exposure factors as manufacturiny process, use, and
production volume, 1s used to determine whether a new chemical
has been adequately tested and, 1f not, what further tests woula
be appropriate.

SAR analysis occurs at several different levels during PMN
review. rirst, OTS has organized and developed technigues to
estimate certain physical-chemical properties critical to
exposure assessment (e.g., vapor pressure, octanol-water
partition coefficient, water solubility) from a chemical's
structure. These techniques, which are discussea in Chapter 1V,
are routinely used 1n PMN review to supplement test data on the
new chemical. Second, OTS relies primarily on the professional
judgment of senlor sclentists to i1dentify chemicals of possible
health or environmental concern. These judgments are based on
available test data, the chemical's structure, analog data, and
similar factors. Examples of the kind of structural factors that
might 1ndicate a concern with a chemical are:

o The substance 1s structually analogous to a chemical of
known concern or a member of a class of substances some
members of which are known to exhibit toxic properties.

o The molecule has substltuent groups that are often
assoclated with a toxicological response of concern.

o The substance 1s likely to be transformed to metabolites
that are structurally related to substances that have
demonstrated effects of concern.

o The molecule has characteristics that may 1ndicate
potential toxicity, based on known mechanisms of action.

The review of such factors i1n the case of any given chemical
requlires conslderable expertise and the knowledge of a wide range
of toxicological data. The development of systems that allow OTS
scientists ready access to a wide range of data will greatly
enhance their ability to perform these reviews.

In the final analysis, the use of SAR 1n the review of new
chemicals reflects the recognition that existing literature and
past experlience with chemical substances are powerful sources of
1nsight 1nto the potential toxicity of chemical substances and

that such i1nsight should be used to focus evaluation of new
chemicals.



~-11-

OTS has several projects underway to refine, expana, ana
vaildate 1ts use of SAR 1n PMN reviews. These projects are
discussed 1n Chapter 1IV.

3. Regulatory and Other Actions

In the earlier "Priorities" document, OTS 1ndicated thac 1t
would rely 1ncreasingly on 1its §5 regulatory authorities and
other mechanlsms 1n conducting new chemicals review. The recent
record of the PMN program demonstrates the Otfice's commitment to
this policy. From the beginning of the PMN program in 1979
through June 1983, the Agency has 1ssued nine §5(e) orders
banning or controlling exposure to 20 chemicals, pendinyg the
development of additional data; four of these orders have been

1ssued this year. In addition, ei1ght to ten more orders are now
being pursued and may Ye 1ssued 1n the next two months,
indicating a sharp increase 1n activity. Also, the notice review

periods for 30 substances are currently under suspension to allow
further OTS review or to give the submitter an opportunity to
develop additional data. Further testing has been or 1s being
performed for 29 substances.

This 1ncreased activity reflects i1n part the fact that the
PMN review process, after several years of operation, 1s working
smoothly and efficirently. With 1ts experience i1in new chemicals
review and regulation, OTS can now act more quickly to 1dentify
potential problems or gaps i1n data. More important, perhaps, the
1ncreased activity reflects several operating assumptions derivea
rom the Office's recent experience 1n reviewling rMN's:

o Section 5(e) orders banning or limiting production are
a.propriate when the toxicity of a new chemical substance
1S not well characterized and exposure i1s likely to be
relatively high, or when the potential aaverse effects are
likely to be serious, even 1f exposure 1s likely to be
relatively low.

o The Office originally focused most of i1ts attention on
carcinogenlcilty, mutagenicity, and teratogenicity.
Without reducing 1ts attention to these effects, 1t now
considers action under §5(e) because of other potential
effects. One recent §5(e) order, for example, prohibited
the use of two new chemicals 1n consumer products until 1t
was tested for eye 1irritation at likely concentrations 1n
consumer products. In PMN review, OTS 1s also placiny
increased emphasis on neurotoxicity, reproductive
toxicity, and other effects.
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© OTS now 1ssues §53(e) orders to ensure that submicters
maintain exposure c¢ontrols that they acopted voluntarily,
erther on their own inltliatlve Oor as a result of
negotiation with OTS during the PMN review perioa. Unless
a §5(e) order 1s Lssued 1n these circumstances or other
ragulactory action 1s taken, the manutacturer would not be
regquired to malntain these controls. Because these
controls are part of a §5(e) order, they are monlitorea Dy
EPA's enforcement office.

o OTS increasingly empnasizes "significant or substantial
exposure"” and "significant release" 1n deciding to take
§5(e) action. Where these standards are met, and where
health and environmental effects data are i1nsufficient for
a reasoned evaluation, EPA can act to control a new
chemical, pending the development of data, even 1n the
absence of affirmative evidence of potential risk. EPA
recently 1ssued a §5(e) order controlling the manufacture
of new shale o1l products under this standard.

To put these principles 1nto practice, OTS has adopted a
more flexible approach to §5 regulation. Two developments =--
voluntary notice suspensions pending the development of data and
the negotiation ot consent orders under §5(e) -- have proved
particularly fruitful.

First, OTs frequently encourages companles to sSuspena notilce
review periods voluntarily when 1t has 1aentified data gaps, so
that the companlies can cdevelop additional data to meet its
concerns. OTS has founa tnat companies are often willing to
suspend the review period 15 these cases 1f data gaps are
1dentified early 1in PMN review. This 1S especilally true 1n the
case of data that can be developed promptly —--— such &s adata from
acute health effects tests, 1n vitro carcinogenicity screens, and
ayuatic toxicity tests. If the company 1s 1nformed of data gaps
early, it can complete the tests and submit the results for OTS
review without major delays 1n commerclialization {assuming the
tests confirm the chemical's safety). Consequently, OTS has
taken procedural steps to ensure that senicr decisionmakers
confirm data needs early in PMN review and that these needs are
promptly communicated to notlce submitters.

In one case, for example, OTS was concerned that an
imported, fiber-reactive dye for cotton fabrics was potentially
carcinogenic. Concern focused on exposure to workers i1nvolved 1in
dy=1ng operations 1n textile mills and releasus to drinking water
during the dyeing. Because of the nature of the new chemical and
data on exi1sting analogs, OTS concluded that short-term screeniny
tests would provide a reasonable 1indication of carcinogenic
potential. At OTS' request, the manufacturer suspended the
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review period and conducted carclinogyeniclty screenlny tests on
the dye molecule and a hydrolysis proauct, to which the PMN
substance might be converted 1n drinking water. In both cases,
the tests proved negative. The notice review period nas now
recommenced; after 1ts expliration the submitter will be free to
import the dye.

Second, OTS has found that negotiated §5(e) orders are the
most appropriate mechanisms for ceveloping limitea §5(e) oraers,
which allow controlled production of the new chemical. OTS'
first §5(e) orders were unilateral actions, banning the
manufacture of the new chemical pending the deveiLopment of
data. In each of these cases, the manufacturer chose to forgo
production of the chemical rather than to conauct the tests
necessary for EPA to lift or modify the order. While UTS remains
committed to taking such actions when necessary, 1t also
recognlizes that restricted production of a new chemical may be
appropriate, pending the deveiopment of data necessary to
evaluate uncontrolled uses. 1In these cases, §5(e) oraers are
often best developed through negotiation with the submittcer,
leading to a binding consent order. In many cases, the notice
review period 1s suspended, allowing for a more reasoned pace 1n
developing the order.

An example of this approach 1s the §5(e) consent oraer OTS
recently negotiated with a major shale o1l developer, who will
soon be produciny this country's first commercial shale-derived
petroleum substitutes. This order, which was based on an
extensive OTS review of analytical and health and environmental
effects data provided by the developer, requlres worker exposure
and waste disposal controls during production of the synthetic
crude o1l. It also requires the developer to provide OTS the
r- sults of ongoing environmental ana chronic health effects
tests, and 1t reserves for OTS the right to regulate the
production or use of the synthetic crude o1l further under 1ts §5
authorities 1f the results of the tests raise concerns. 1In
aadition, to add ess potential problems i1dentified auring PMN
review, the shale o1l developer, the state of Colorado, EPA's
regional office, and EPA's Office of Research and Development
reached an agreement that ensures EPA participation 1n Colorado's
review of the developer's research and environmental monitoring
plans. This negotiated consent order 1i1llustrates the flexibility
ot §5 1n addressing complex technical and regulatory 1ssues, 1ts
unique authority for ensuring the development of data on new
chemicals (and 1n this case, new 1ndustries), and OTS' commitment
-- discussed more fully in Chapters III and V of this report --
to coordinate 1ts work with other offices and regulatory
agencies.
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At the same time, OTS 1s exploring ways 1in whicn 1t can more
effectively communicate the cechnical rationale for 1ts decisions
on new chemicals. To the extent thact OTS can articulate 1its
decisions and concerns, 1t can proviade the chemical indusctry with
lmportant i1insight 1nto how the Agency has dealt with specific
1ssues, and i1t <can promote greater public oversight of 1ts new
chemical reviews.

Toward this end, OTS 1s developing a new chemicals Aavisory
Circular system. The Office wi1ill periodically publish circulars
summar:izing actions on specific categories of new chemicals or
describing specific decisions. For example, for certain
categories of new chemicals, OTS has generally 1mposec controls
pending completion of short-term carcinogenlclty screens, 1f such
tests had not already been conducted. By stating this ract in an
Advisory Circular, the Agency wlll provide greater certainty on
1ts standards for action; this would be particuiarly useful for
companies submitting notices on chemicals within these
categorles.

OTS will also use Adviscory Circulars to announce decisions
or legal 1nterpretations related to new chemicals review. In
response toc speclfic requests, OTS frequently reaches decisions
on such guesticons as the applicability of PMN requirements to
certain substances, the line between research anc gevelopment
(R&D) and non-R&D commercial activities, and the kind of qcata
appropriate for a test-marketing exemption application. These
decisions, however, are yenerally communicated only to the
company making the 1nguiry. By announciny such declsions 1in
Advisory Circulars and explaining their implications, OTS w1ill
provide important guidance to the public, and 1t w1ll .contribute
significantly to more consistent §5 submissions and a broader
awareness of the new chemicals program.

c. PMN Exemptions

As explained earlier, OTS' PMN experience 1ndicates that
many new chemicals are of relatively low concern, eilrther because
of low exposure or low toxicity. Review of these substances 1s
often completed before the 90-day PMN period has ended. As a
result, OTS believes 1t 1s appropriate to exempt certain
categories of low risk chemicals from full 90-day PMN review,
reducing the reporting burden and allowing earlier
commercialization. Such relief should significantly promote new
chemical 1nnovation without 1ncreasing risks to health and the
environment.

EPA took a major step toward a brocad exemption policy 1n
August 1982, when it proposed limited PMN exemptions for certain
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site-limited i1ntermealates, low volume chemicals, and polymers --
categories of chemica.s that have gjenerally been Of low concern
1n the PMN process. The proposals would establish the basic
framework of OTS' exemptions program, as outlined 1n the January
1982 "Priorities” document. Exempt chemicals would generally
undergo a shortened review and woula be subject to reduced
information requirements. Because of the diversity of chemicals
that could be produced uncer the exemption, however, EPA 1ncluaed
a series of safeguards 1n the rules. For example, certain types
of polymers w~ould be automatically excludea from the polymer
exemption, and low volume chemicals and site-limited
1ntecmediates (proauced at more than 1,000 kg/yr) would unaergo
review by an industry "qualified expert" and would be
automatically excluded from the exemption 1f they were possible
carcinogens or teratogens.

EPA 1s now developing final rules based on these proposals
In developing these rules, the Agency 1s considering technical
and policy comments rrom i1ndustry and public 1nterest groups, as
well as 1t own 1mpact analyses and risk assessments. OTS
estimates that 36-49% of new chemicals would be potentially
eligible for at least one of these exemptions, assuming the final
rules follow the basic framework of the proposal. Because of the
restrictions bullt 1nto the exemptions, however, many
manufacturers of potentially exempt chemicals may choose to
submit PMNs 1nsteaaq.

By reducing notice requirements for certain low volume
chemicals, site-limited i1ntermediates, and polymers, these
exemptions would provide important relief for a broad range of
new chemicals. 1In the future, OTS expects exemption requests for
chemicals that would not be eligible tor the proposed exemptions,
or for which the exemption applicant 1s requestling greater
relief. The Off ce anticipates that these exemption requests
w1ll be for narrowly focused categor:ies of chemicals -- defined
eilther 1n terms of exposure or chemical class. Depending on the
category, the exemption might be from all PMN requirements, from
certain i1nformation requirements, from the full S9U-day review
period, or from other PMN requirements. Because the applicants
would be requesting greater relief than that provided i1n the
basic exemption framework proposed by EPA, OTS will place the
primary burden of defining and justifying the exemption on the
applicant. It will be up to the applicant to:

o Specifically define the exemption category.

o Provide the necessary supporting data on toxiclity,
exposure, and other factors.
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O Make the case, based on a risk assessment, that the exempt
chemicals ~111 not present an unr<asonable risk.

OTS, of course, has the final responsibility for identifying the
¢ tegory, defining the terms of the exemption, and making the
finding of no unreasonable risk. However, 1t must be the
responsibility of the exemption applicant to perform the basic
4Ork necessary to support an exemptlion.

In addition to 1ssulny PMN exemptions uncder §5(n){d), OTs
grants test-marketing exemptions under §5(h)(l). To grant a
test-marketing exemption, OTS must tind that the substance will
not present an unreasonable risk to human health or the
environment under test-marketing conditions. Exemptlions must Dbe
granted or denied 1n 45 days. OTS now places the burden on the
exemptlion applicant to provide sufficient 1nformation for the
Office to make the "no unreasonable risk" finding. Where the
information 1s insufficient, OTS will deny the exemption. In a
forthcoming Advisory Circular, OTS will specify the kinds of

1nformation that are necessary. OTS also carefully scrutinilzes
test-marketing exemption applications submitted at the same time
as PMN's on the same chemical. Unless the applicant company can

clearly demonstrate that 1ts test-marketing activities are
legitimately distinguished from subsegquent commercialization and
that 1t 1s not simply shortening the PMN review period by 45
days, these applications will be denied.

D. ©New Chemicals Followup

In the January 1982 "Priorities" document, OTS announced 1its
commitment to developing an effective new chemicals followup
program. The rationale for the program remalns valia: OTS'
review of new chemicals at the premanufacture stage generally
focuses on 1ntended methods of manufacture and use described 1n
the PMN, and 1t 1s based on toxicity and exposure data that the
manufacturer has develcped before commercialization. After a
chemical has been entered on the TSCA Inventory, however,
unrestricted commercialization 1s possible without further data
development or EPA review. For this reason, a credible followup
program 1s an essential element of OTS' new chemicals program.

Since the 1982 "Priorities" document, OTS has begun to
implement 1ts followup program. New chemicals review now
includes a process for 1dentifying followup candidates; a new
chemical SNUR has been proposed; and several other case-specific
followup rules are undergoing i1nternal EPA review. OTS
anticipates that six new chemical SNUR's and one followup §8(a)
rule will be proposed by the end of FY83 and that 1n the future
approximately 10 followup rules will be 1ssued a year.
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In conducting thlis program, OTS has developed several
general principles, which are now guiding 1ts followup
activities:

0 The major advantage of SNUR's 1s that OTS has the full
range of §5 authorities to regulate or require data on a
substance when a SNUR notice 1s received. They are an
appropriate followup mechanism where concerns are focused
on specific health effects and OTS has been able to
ldenti1fy possible new uses or growth 1n the marketplace
likely to i1ncrease risk.

O SNUR's are frequently necessary 1n connection with §5(e)
orders, because the order applies only to the notice
submitt--r. The order can 1n effect be extended through a
SNUR to other manufacturers and to processcrs, who
otherwise could make or process the chemicalL wlithout any
restrictions. As a result, OTS has adopted a policy of
issuing SNUR's together with §S5(e) orders. The triggers
for reporting under the SNUR generally follow the terms ot
the §5(e) order.*

0 Where concerns are not focused, or where 1t 1s less clear
what the next step should be when followup data are
recelved, §8(a) rules are jenerally more approprriat.: for
followup than are SNUR's.

OTS 1dentifies candidates for followup action on the basis
of toxicity concerns and possible changes 1n exposure that could
l ad to 1ncreased risk. Such changes 1n exposure i1nclude a wide
range of situations. Several examples are:

o Change from 1ndustrial to consumer use. For example, one
proposed SNUR would require notification of EPA before two
PMN chemicals, which are 1ntended for use 1n 1ndustrial
cleaners, are manufactured or processed for consumer
use. The chemicals are known to be eye 1i1rritants, and
they have a clear potential for use 1n consumer
products. However, they have not been tested for eye
irritation in consumer strength formulations.

*OTS 1s also exploring the possibility of a "me-too" SNUR that
would automatically subject all §5(e) chemicals to SNUR
requirements. Thlis possible approach 1s discussed in the
Addendum.



-18-

© Change 1n circumstances of use. A SNUR now under internal
EPA raview would requirs notice before a specific PMN
chemical was used 1n metalworking rfluids. OTS 1is
concernea about possible nitrosamine formation (ana
therefore carcinogenicity) 1f the PMN chemical 1s used 1n
metalworking tluids together with nicrosating agents.

o Change 1n formulation, such as change from liguid to
powder form. Another SNUR under aevelopment w~ould reguire
notice before a specific P4V chemical was manufactured or
processed for use 1n powder form. OTS5 1s concerned that
the chemical, which 1s a dye intermeairate i1ntendea for use
as a wet solid, might have carcinogenic potential 1f
1nhaled or 1ngested. Manufacture or processing of the
intermedliate as a powder would significantly increase the
possibility of 1nhalation exposure.

OTS' case-by-case approach to followup =-- which 1s driven by
ldenti1fiable toxicity concerns and 1s generally focused on
specific new uses -- allows the Office to concentrate on
circumstances of legitimate concern without 1mposing broad or
odurdensome reporting requlirements on a wide range of chemicals.
The considerable resources needed to i1mplement case-by-case new
chemical followup makes 1t difficult to deve.op more than a
relatively few Eollowup rules a year (compared to the total
number of PMN's). However, because new chemicals tend to be
specilalized and have limited potential for new uses, OTS believes
that 1ts current projection of 10 case-by-case followup actions a
year (primarily significant new use rules) represents an
appropriate li-vel of effort. At the same time, given the
1nevitable uncertainties buillt 1nto new chemicals review, OTS may
ml1sSs possible concerns that could develop as a result 2f che
commercilalization of specific new chemicals. As a result, OTS
lntends to supplement 1ts current case-by-case followup program
with a broader approach.

To establish this broad-based program, OTS intendsS to 1ssue
a general §38(a) rule requiring companies to submit followup
reports on new chemicals when the chemicals reach a given annual
production volume. The report would contain limited i1nformation
on production, exposure, and potential risk, such as estimated
future production volume, uses, and available health and
envirommental effects data. Under one approach -- suygested
originally by the Chemical Manufacturers Association* --

*CMA suggested this approach i1n its comments on the proposed PMN
rules and 1ts 1981 report First Four Years of the Toxic
Substances Control Act. An alternative approach would be to
require automatic followup reporting only on selected categories
of new chemicals.
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reporting would be required for all new chemicals at the same

proauction volume (e.g., 50,000 kilograms a year), regardless of
the category of chemical. Alternatively, OTS 1s considering an
approach 1n which the production volume trigger would vary
depending on the chemical category. For example, the volume

trigger might be lower for typically low volume chemicals, such
as photcgraphic chemicals or fragrances, and higher for typically
nigh volume chemicals, such as lubricant additives ana
surfactants., This approach would provide greater flexibility,
and 1t takes more direct advantage of UTS' experience 1n the PMN
program.

Under either alternative, the §8(a) followup rule would
provide an 1mportant supplement to the current new chemicals
followup program. OTS would be able to track new chemicals as
they developed commercially, and, in cases of concern, 1t would
be able to take steps to requlire data development or to regulate
speclfic chemicals before they were well established in the
marketplace. This would provide a general safety net, allowiny
OTS to address potential new chemical concerns that were not
anticipated during PMN review. At the same time, OTS would set
the production volume trigygers at a level at which the new
chemicals could support the costs of notification. Therefore,
the rule would 1mpose little burden on industry. The impact of
the rule would oe further limited because many new chemlcals fail
commercially and relatively few would reach the production volume
trigger.*

The general §8(a) followup rule woula also allow OT5 to
evaluate submitter estimates 1n PMN's and OTS' own conclusions
during PMN review concerning likely production volume, future
uses, health and environmental effects, and similar guestions.
The ability to conduct such an evaluation will lead directly to a
more effective new chemicals program.

*OTS now recelves Commencement of Manufacture Notices on
approximately 55% of new chemicals within 2-3 years of PMN
submission. As a result, OTS believes that a significant
proportion of new chemicals do not enter commerce.
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CHAPTER III -- EXISTING CHEMICALS PROGRAM

a. Introduction

Since publishing the January 1982 "Priorities" aocument, OTS
has developed an 1ntegrated existing chemicals program, capaple
both of 1dentifying potential problems ana of oringing them to
resolution. This program 1s now firmly established, with several
li1itiatives uncerway anc 2a clear dirrection for the future.

In developing this program, OTS has facea the same practical
and technical difficulties that have hindered existing chemicals

regulation under TSCA 1i1n the past. The most 1mportant of these
are described below.

o Over 60,000 commercial chemical substances are potentially
subject to TSCA regulation. Many are known to be hazards,
potentially warranting some degree of control, while the
risks of others are poorly characterized. At the same
time, new health and environmental effects data are
continually being developed on commercial chemicals by
government, industry, and universities. The task ot
1denti1fying priority candidates for data development ana

ragulation from this jreat number of chemicals could ne
never-ending.

o Technical 1ssues ralsed during existing chemical
regulation can be extraordinarily complex. These 1ssues
1nclude the assessment of risk, the i1dentification and
evaluation of appropriate control options, the
identification of substitutes, and the analysis ot the
economic 1mpact of possible controls (or of failure to
control). Consequently, rulemakings on existling chemicals
are often extremely complex and must be supported by
extensive technical analysis.

O Because society frequently has a stake 1n the production
and use of existing chemicals -- expressed 1in profits to
1ndustry, Jobs for workers, and benefits to customers --
regulatory controls on existing chemicals often have
considerable economic and social i1mpact. Frequently, the
more serious the problem (e.g., because of widespread use
and exposure), the greater the 1mpact of regulation.

o There 1s considerable overlap between OTS' authority to
regulate existing chemicals under TSCA and the authorities
of other federal and state agencies. Most 1i1dentifiable
chemical hazards potentially addressed under TSCA fall at
least partially under other authorities as well. As a
result, it is often difficult to 1dentify the proper role
for TSCa.
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Despite these difficulties, TSCA nevertheless gives EPA tne
responsibillity to address a broad spectrum of cnemical risks,
both to humans and the environment, and 1t provides EPA with an
opportunity to take the initiative 1n existing chemicals control.

o TsCA gives EPA authority, unigque among regulatory
agencles, to gather existing data on chemical risks and to
require the chemical i1ndustry to test supbstances Of
concern. No otner regulatory agency, for example, can
require manufacturers to test general commerc:ial cnemicals
for a full range of human health and environmental
effects.

o TSCA gives EPA unigue flexibility i1n addressing chemical
risks. Not only does the Act provide a wide variety of
regulatory mechanisms; 1t gives EPA the authority to
address all phases of a chemical's lifecycle (e.g.,
manufacture, processing, distribution, use, and
disposal). Other authorities typilcally address specific
categories of chemicals, specific meaia (such as air or
water), or specilfic circumstances of exposure (such as
occupational risks).

o The authorities listed above, the coordination provisions
of §9, and the data-sharing provisions of §10 give EPA a
central role among federal agencies 1n cooralnating
approaches to the assessment and control of commercial
chemicals.

OTS' current chemical control program aims at a reasoned and
flexible exercise of these authorities, aa;usted to the realities
of existing chemicals. The major principles underlying this
program flow directly from the points listed above, as well as
from several years of experience in existing chemicals review,.

©0 Broad-based priority-setting exercises, designed to
1dentify the "best" candidates for regulation out of the
universe of existing chemicals, can be counterproductive
1f they divert resources away from clearly 1identified
problems.* Candidates for OTS action should be 1dentified
primarily through basic TSCA mechanisms, such as §4 rules,
§8(e) notices, §21 petitions, and PMN review. In

*Priority setting exerclises have an important role 1i1n 1dentifying
substances for testing and in assigning resources to exlstlng
chemical problems 1dentified through TSCA mechanisms. This
activity 1s discussed in Chapter IV.
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addition, monitorling 4ata are importanc 1n 1aentitfying
high-exposure chemicals as potential canaidates for
regulation.

O Any eftective existing chemlcals progyram must be commltted
to resolving problems, not simply to identifying and
evaluating them. An appropriate response to a problem
might not always mean regulation; 1t could involve
nonregulatory approaches to risk reauction, referral to
another authority, or dropping from review. Howevear, a
credible .xistimng chemicals program cannot allow chemicals
to remain under active review i1ndefinitely.

o In considering action uncer TSCA, OTS must De tlexible ana
creative. Because the level of OTS concerns, the nature
ot the evidence, and the 1mpact of controls will vary,
actions will vary as well. They could range from
immediate control of i1mminent hazards under §7 or
regulatory action under §6 to clrculars advising i1ndustry
and the public of potential risks. They might also
1nclude joint action with other authorities.

o The program should address manageable risks; apparently
1ntractable problems should be addressed 1n smaller
segments. Rather than attemptliny to Cevelop comprenensive
analyses of all the possible risks from a specific
chemical, OTS first should focus more narrowly on
particular effects and exposures of concern.

O Because of the coordinating role assignea to EPA by TSCA
and because of OTS' responsibility to seek resolution of
problems 1dentified through TSCA mechanisms, OTS shoula
promote cooperation wlith other regulatory agencies and
other parts of EPA. Where appropriate, OTS ana other
agencles should take joint action to characterize or
control particular hazards.

Together, these principles adefine the basic objectives of

the current exl1sting chemicals program: (l) to 1dentify
potential risks through TSCA mechanisms; (2) to ensure the
development of data adequate to assess those risks; (3) to ensure

that these risks are addressed under the appropriate regulatory
authority; and (4) where that authority 1s TSCA, to ensure that
approprlate action 1s taken. OTS' approach to achievingy these
objectives, both now and 1n the near future, 1s discussed 1in the
sections below.
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B. Exlsting Chemicals Regulation

1. Identification of Regulatory Canaigates

One of the major problems with the existing chemicals
grogram 1n the early years of TSCA was the absence of a
coorainated process for identifying and characterizing potential
ri1sks, selectinyg those that warranteda OTS control, and bringing
speclflc 1ssues to resolLutlon. There was no Office-wilide system
for selectiny candidates for review, ana speclfic chemicals often
ungderwent long-term assessment with no regulatory (or
nonregulatory) outcome 1n sight.

OTS addressed these 1ssues 1n an October 1982 report
supplementing the 1982 "Priorities" document. In thls report,
OTS laid out principles for selectirny regulatory candidates:
attention goes to chemicals or categories of chemicals (1) on
which test data have been received under §4; (2) which are the
subject of §8(e) substantial risk notices; (3) on which test data
have been received from such sources as the National Toxicoloyy
Program or §21 petitions; or (4) which have consistently raised
concerns during PMN review. The report also recommendea the
establishment of a task force to 1mplement a process not only for
selecting chemicals for action, but also for 1nitiating action.

In response to these recommendations, OTS established an
Existing Chemicals Task Force 1n the rall of 1982. The Task
Force to date has conducted (or i1s now conducting) reviews of
560 substances, 1cdentified through the mechanisms above. About
one—fourth of these substances have been dropped from active
revi:w (e.g., because data needed for a full assessment are
currantly under development, because other authorities are
addressing the risks, or because risks do not warrant control);
at the same time, about two-thirds are targeted for further
analysis and preliminary declsions within twelve months. Five
have already moved 1nto regulatory development. Recent
regulatory actions emerging from this process inciude an Advance
Notice of Proposed Rulemaking (ANPR) for MBOCA (4,4'-methylenebis
(2-chlorobenzeneamine)) and a §4(f) "significant risk"
designation for MDA (4,4'-methylene dianiline). Within the next
s1x months, OTS anticipates three to five additional actions.

2. Existing Chemical Control

The scope of OTS's chemical control program and the nature

of control options now under consideration are best i1llustrated
by examples of current activities:
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o OTS nas recently 1ssuea an ANPR on MBOCA, a curing agent
usec 1n plastics which nas oeen shown to be carcinoyenlc
in several species of animals. Although the chemical 1i1s
not now manufactured 1n the United States, two firms are
considering domestic manufacture, and 1t 1s 1mported at
1-3.5 million pounds per year. The primary risks from
MBOCA appear to be to plastics formulators, jenerally
working 1n small establishments exempt from Occupational
Safety and Health Administration (OSHA) 1nspections.
There 1s no OSHA stanaard for this chemical, anad no otner
federal authority 1s directly adaressing these risks. As
a result, after consulting with USHA, EPA has 1l1ssued an
ANPR suggesting a range of regulatory options, including =2
ban of certain uses of MBOCA. The ANPR also asks the
gubllc to provide 1nformation and recommena alternative

pproaches. The reason for OTs action on this chemical,
which 1s primarily a workplace concern, is TSCA's unique
authority and the absence of current OSHA activities.

© OTS has designated MDA for priority review under §4(f) and
1s considering the possibility of joint regulatory action
with OSHA. MDA, a high-production volume chemical used
primarily as an 1ntermediate, was designated for §4
testing consideration by the Interagency Testing Committee
(ITC).* The ITC =2xpressed concern for a range of
potential effects. However, a recent test conducted Dby
the National Toxicology Program already i1ndicates serious
carcinogenic potential; therefore, OTS has 1nitiatea
priority review of the chemical uncer §4(f).** Because
MDA risks are primarily a workplace 1i1ssue, OTS 1is
coordinating 1ts action with OSHA.* Dependiny on the
nature of subsequent activity (for example, 1f the best
altarnative 1s to set workplace exposure levels), 1t may
be appropriate for OSHA to take the lead. 1In any case,
the §4(f) mechanism has been critical 1n ensuring prompt
regulatory attention to this potential hazard.

*The role of the TSCA Interagency Testing Committee 1n
designating candidates for §4 testing consideration is discussed
1n the next section of this report.

**Section 4(f£) requires that, upon receipt of data indicating
that there may De a reasonable basis to conclude that a chemical
substance presents or will present a significant risk of serious
or widespread harm to humans from cancer, gene mutations, or both
defects, the Administrator shall within 180 days, 1nitiate
appropriate aciton under §§5, 6 or 7 to prevent or reduce the
risk, or publish a finding in the Federal Register that the risk
is not unreasonable.
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O Asbestos has been the subject of OTS activities since the
¢arly years of the proyram. Recently, however, OT5 has
taken 1mportant steps toward consolidatimg i1ts efforts
toward asbestos and ensuring a coordinated approach by tuae
various regulatory authoritlies concerned with this
material. These steps 1ncluce:

- Issuing a final §6 rule (1n May 1982) requiring
inspection of public and private elementary and
secondary schools for friable asbestos-containilng
materials. The compliance date for this rule was June
1983. EPA Regional Offices are providing technical
assistance to school districts 1n conducting
inspections. In July 1983, OTS will begin a survey of
local education agencies responsible for compliance to
determine the rule's effectiveness.

- Publication, together with the Consumer Product Safety
Commission (CPSC), of an Asbestos i1n Homes Booklet,
providing guidance for detecting and aealiny wlith
asbestos 1n homes. This and similar efforts at public
outreach are discussed i1n Chapter V or this report.

- The establishment of an i1nteragency Federal Asbestos
Task Force to coordinate federal efttorts concerniny
asbestos. The Task Force, ~hich w~as established last
year, 1s chaired by OTS, and 1ncludes representatives
from OSHA and CPSC. During the next year, OTS will be
~sorking with the Task Force to coorainate asbestos
control.

- To support the Federal Asbestos Task Force, OTS 1ssued
1n July 1982 a §8(a) reporting rule requiring
information on major aspects of asbestos manufacturing,
processing, and disposal. This i1nformation 1s now
coming 1nto the Agency; both CPSC and OSHA have received
TSCA confidential business 1nformation clearance and
have access to 1nformation appropriate to their
authority. 1In addition, summaries of the information
will be available to the public.*

In connection with these activities, OTS 1s now developlng
an overall regulatory strategy for asbestos, which will
identi1fy specific asbestos uses for possible regulatory
action or other controls. This strategy will be completed
by the summer of 1983.

*Intormation-sharing and the problems of confidential business
information are discussed 1n Chapter V.
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In 1979, OTS 1ssued rules 1mplementing the TSCA §6
provision danning polychlorinated biphenyls (2CB's). 1In
October 1980, the U.S. Court of Appeals for the District
of Columbia ordered EPA to revise two aspects of these
rules: one defined electrical uses of PCB's as "totally
enclosed," excluding them from the ban; the other excludea
from regulation PCB's 1incidentally generated at 50 ppm or
less., In response to the court decision, OTS nas 1ssueaq
during the past year a rule governing the use cf PCB's 1n
electrical equipment andé a rule adaressing one aspect of
the 50 ppm 1ssue -- under this rule, processes that can De
characterized as closed and controlled waste manufacturing
processes have been excluded from the 1979 ban. OTS 1is
now developing a rule addressing the remaining lssues
rairsed by the 50 ppm regulatory cutoff. The Agency
recently receilved a proposed approach for dealing with
these 1ssues, prepared jointly by the Chemical
Manufacturers Association, the Natural Resources Defense
Counc1il, and the Environmental Defense Fund. A proposed
rule 1s scheduled for December 1983.

Chlorinated naphthalenes and chlorinated terphenyl,
organic chemicals with a wide range of potential uses,
were designated for §4 testing consideration by the ITC
because of gossible carcinogeniclty and other conceras.
However, the use of cnlorinated naphthalenes has declinea
to low levels, while chlorinated terphenyl 1s no longer
used 1n the United states. As a result, OTS concluded
that test rules were ncot justified at this point. But, to
ensure against renewed production or expansion of use
wlthout adequate data, the Office 1s proposing to monitor
these chemicals through followup rules. Chlorinated
napthalenes, which are now i1mported and used 1n relatively
small amounts, are the subject of a proposed SNUR;
chlorinated terphenyl, which i1s not now producea or
imported, 1s the subject of a proposed §8(a) reporting
rule.

These examples of omgoing activities 1llustrate the

flexibility TSCA provides OTS 1n choosing among regulatory
options. The full range of options now considered by OTS and the
advantages of each are summarized more directly below:

®

Section 6 regulatory action. As 1llustrated by OTS
asbestos activities, this authority provides the Agency
considerable flexibility. In the future, OTS wi1ll use §6
more effectively by moving promptly to publish ANPR's, as
it did 1n the case of MBOCA. The Office will 1ssue ANPR's
when data indicate that regulation may be needed to reduce
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a potential unreasonable risk, but before the details of
the regulatory approach have been worked out. Earlier
publication of ANPR's wi1ll alert the public to a potential
concern, encourage public participation, and speed up the
rulemaking process.

Section 4(f). Section §4(f) 1s designed to compel EPA's
priority attention to situations of significant risk ot
"serious or wide spread harm." For this reason, 0TS
believes that the threshola for action under this sectlion
1S higher than simply a potential for "unreascnable
risk.” A §4(f) situation should be one that 1s an
especially serious one, because of either the number of
persons potentially at risk or the likelihood of 1njury.

MDA was designated for priority review under §4(f) 1n
major part because of its carcinogenic potential and the

lack of any workplace regulations.

Information gathering under §8 or control under

§5(a)(2). Section 8(a) reporting requirements and
§5(a)(2) significant new use rules are generally most
appropriate for existing chemicals when they are used to
complement broader regulatory activities, such as OTS'
test rules program and 1ts 1nvestigations of asbestos, or
to menitor the development of pctential risks -— such as
chlorinated naphthalenes or chlorinated terphenyl -- that
do not warrant i1mmediate action. These sections provide
OTS flexible 1nformation-gathering and rejyulatory
authorities that are an important complement to 1ts other
authorities. Section 8(a) 1s useful for more general
information gathering or to provide data 1n support of
speci1fi1c regulatory actions, while §5(a)(2) aliows EPA to
prevent i1ncreases 1n exposure to chemicals of concern
before necessary data can be developea.

Referral to other agencies. Many potential risks
1dentified through TSCA may be more effectively controlled
by other agencies. OTS will defer to these agencies and
offices when their statutory authority 1s sufticient to
control the risks adequately and when they are actively
addressing the risks. (However, as explained above, OTS
intends to act jointly with other agencies when TSCA's
regulatory authority uniquely protects against risks).

Voluntary approaches. The 1982 "Priorities" document gave
high priority to voluntary approaches to existing chemical
control. While OTS continues to believe that voluntary
actions are useful 1n specific circumstances, 1t has not
vyet found 1t appropriate to negotiate "voluntary controls"
with a specific company or trade organization.
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© R1sk Management Advisories. In one area, UTS sees
conslaerabl:: promlse i1n a "voluntary" approach: thne
Office will be publishing Risk Management Advisories
focusea on specific problems associated with specific
substances. These Advisories wlll describe toxic effects
of concern, routes cf exposure, ana altsernative mechods of
reducing risks; they will be published after consultation
wlth i1nterestea parties, which coula 1nclude 1ndustry,
public 1nterest groups, or other agencies. Risk
lanagement aAdvisories, OTS anticipates, will De an
important nonregulatory endpoint of the existing chemicals
process; they will be particularly useful where an
1ncreased awareness of risk 1s likely to lead to
meaningful precauticons. Risk “anagement Advisories will
not be a substitute for rulemaking; 1n fact, they may 1in
certain cases be i1ssued 1n connection with rulemaking
activitlies -- for example, together with an ANPR --= 1n
order to alert 1ndustry and the public as soon as possible
to potential risks.

In the coming year, OTS will assign high priority to
reviewlny chemicals identified by TSCA mechanisms under the
exi1sting chemicals process and, where appropriate, will promptly
lnitliate action under the regulatory options discussed above. As
noted earlier, one of the most i1mportant triggers for action will
be data recelived under §4 test rules, Wwithin the next few years,
significant amounts of these data will beccme available,

C. Section 4 Testing Program

Section 4(a) of TSCA authorizes EPA to l1ssue rules regulring
chemical manufacturers or processors to test specific chemicals,
categories of chemicals, or mixtures for pctential health ana
environmental effects. To requlre testing, EPA must £ind that
(1) the substance may present an unreasonable risk of 1njury to
health or the enviromment, or 1t 1s or will be produced 1in

substantial quantities and there 1s or may be substantial
environmental release or significant or substantial human

exposure; (2) data and experience are 1insufficient to determine
the potential effects of the manufacture, processing,

distribution, use, or disposal of the substance; and (3) testing
1s necessary to develop data concerning these potentiral effects.

TSCA also establishes a priority-setting mechanlism to ensure
that potential hazards are addressed expeditiously under this

authority. Section 4(e) sets up an Interagency Testing Committee
(ITC), composed of representatives from the major federal

agenclies concerned with health and the environment. This
commlttee recommends substances to EPA for priority consideration
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for testing under §4(a). The ITC may also "designate" gyriority
chemlcals -- not to exceed 50U at any one time. EPA must respond
within 12 months to a chemical's designation, either by
1nltlating rulemaking uncer §4 or by publishing 1in the Federal
Register 1ts reasons for not 1nitiating a rulemaking.

Through 1ts twelfth report, 1ssued 1n May 1983, the ITC has
designated 69 1ndividual chemicals or categories of chemicals for
testing consideration.* Two additional categories have been
recommended without designation for response within 12 months.
EPA's testing program inltially got off to a slow start, as the
Agency failed to meet three statutory deadlines with responses
that the court considered to be legally sufficient. This lack of
action led to a lawsuit 1n 1979, which resulted 1n a court

schedule for Agency responses to the 37 backlogged ITC
designations.

Since 1mposition of the court-ordered schedule 1n 1981, the
main priority of OTS' testing program has been to eliminate the
backlog within the court-ordered time periods and to respond to
additional ITC designations within the one-year statutory
deadline. As a result, OTS has complied with the statutory
deadline for all new ITC designations, and has responded to the
required number of backlogged designations 1n 1981 ana 1982. The
Office anticipates eliminating the backlcoyg by December 31, 1983,
as required by the court. 1In total, by the end of 1983, OTS wiil
have responded to recommendations on 63 designated chemicals or
chemical categories and one noncdesignated category.

In responding to ITC designations, OTS places considerable
importance on developlng needed test data rapidly, so that
potential risks can be 1i1dentified as soon as possible. As a
result, where appropriate, the Office will accept negotiated
testiny programs submitted by manufacturers or 1naustrial
consortia. rather than proposing test rules to obtain these
data. This 1s often 1n 1ndustry's 1nterest as well as EPA's
because, according to i1ndustry, ITC designations can place
chemicals at a competitive dilisadvantage. Therefore, i1ndustry has
an i1ncentive to complete testing ana to clear up any
uncertaintles as soon as possible. EPA believes that neygotiated
testing programs are 1in the public interest and are preferable to
rulemaking where they will provide the needed test data

substantially sooner than coula be accomplished through
rulemaking.

*One category, alkyltin compounds, was withdrawn by the ITC.
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Generally, as much 1nformation 1s proauced under negotlateaq
agreements as woula 2e reqguir2a 1n a3 test rule. Furthermore,
negotiated agreements provide greater flexibpility than test
rules, particularly 1n facilitating tierea testinij. In a rule,
tlered testing 1s feasible only where automatic trigyers for
followup testing can be defined ahead of time =-- as 1n the case
of mutagenicity testing. Tiered schemes that rely on judgment
often do not lend themselves to test rules, because criteria for
further testing cannot be readily w~ritten 1nto the rule
language. Consequently, 1t 1S necessary 1ln these clrcumstances
to require the full range of testing 1n the 1nitial rule.
Negotiated agreements, however, are flexible enough to aliow
tiered schemes that depend on judgment by providing for i1nterim
review of adata and staged decision points.

Negotiated test agreements with 1ndustry have been
criticized by some public interest groups as unenforceable and as
excluding outside parties from EPA's decisionmaking process.
While OTS agrees that negotiated agreements are legally
unenforceable, the Office believes these agreements are generally
entered 1nto i1in good faith. Furthermore, the threat of
rulemaking under §4 wi1ill ensure that the chemical 1ndustry
adheres to 1ts agreements. OTS will learn of departures from the
agreements, because tests conducted under negotiated agreements,
as well as tests conducteda unaer §4 rules, will pe monitored
through OTS' laboratory audits, and because periodic reports are
required 1n the negotiated agreements.* If the Office has reason
to believe that 1ncustry has not acted i1n gooa faith, 1t will
promptly 1nitiate §4 rulemakiny.

OTS also takes steps to ensure an adeguate opportunity for
public participation i1n negotiated testing agreements. There 1s
an opportunity for written comment, and two public meetings are
held on each ITC chemical before OTS develops a response to the
ITC recommendation. Furthermore, 1r a negotiated approach 1s
chosen, public i1nterest groups are given an opportunity for
updates and discussions on the status of negotiations. As a
result of these procedures, outside groups actually have a
greater opportunity to participate 1n the Agency's decisionmaking
1n negotiated agreements then they do 1n rulemaking.

Overall, negotiated test agreements have achievea their
major purpose -- to speed up the development of data on ITC
chemicals. OTS estimated earlier that on averaye 1l to 1.5 years
may be saved through negotiation. This 1s proving to be the

*The laboratory audit program 1s discussed in Chapter IV.
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case. In 1982, the Office received 95 testing studies Lrom
negotlated agreements; under test rules, these studles proovably
would not have been completea unti1l 1984, OTs anticipates chat
another 195 studies wi1ll pe received by the enad of 1983 ana 250
1in 1984, all from negotiated agreements. Where they 1ndlcate
adverse effects, these data wi1ll De usea py the exlisting
chemicals program to cdetermine the need for additional data or
regulatory action.

OTs, however, has also found that certain chemicals are not
appropriate for negotiation. For example, where there are
numerous manufacturers of a chemical, testing needs are
extensive, or complex lssues prevent agreement, rulemaking 1s
often necessary. In responding to the original court schedule
for addressing the backlog, OTS first picked those cnemicals tnat
could be most rapidly addressed. Many of these, lent themselves
to negotiation; however, many of the remaining chemicals do
not. Therefore, the percentage of chemicals on the backlog list
that go 1nto rulemaking 1s likely to 1ncrease significantly. In
1982, OTS proposed one test rule, negotliated ten testing
agreements, and decided that testing was not required on eight
chemicals or chemical categories. In the £irst half of 1933, OTS
has negotiated testing agreements for one ITC chemical, proposed
test rules for six chemicals or chemical categories, and deciced
that further testing 1s not regulired on one chemical.

As the backlog of ITC chemicals 1s eliminatea, OTS will
gevelop test rules on substances not designated oy tne ITC. For
example, these might include substances shown to nave signlricant
human exposure by OTS' meonitoring activities or classes of
substances 1dentified as potential concerns 1n the PMN review
process. OTS anticipates that 1t will begin 1ts first §4 efforts
on a non-ITC cnemical within the next year, Wlth proposal 1in
FY8S5.

D. Monitoring Chemical Exposure

To complement the §4 testing program and to support 1ts
overall existing chemicals program, OTS conducts a wide range of
chemical monitoring activities. These activitilies are
particularly 1mportant because accurate data on chemical exposure
are needed to support regulatory decisionmaking, and because
information on exposure to existing cheémicals, where available,
1s often unreliable or difficult to 1nterpret. OTS' general
monitoring activities are designed to address these problems by
providing actual levels of human and environmental exposure to
specific compounds. The major goals of these activities are:
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To support the assessment ana possiple regulation of
SpecliLic cnemlcals oy orovialn, human ang environmentcal
exposure data, ~hich are necessary to estimate the
magnitude of risk and evaluate the effectiveness of
different control measures.

To i1dentify potential candidates for testing under §4,
control under §8, or other regulatory action (for example,
chemicals may be approprirate for §4 or §6 action 1f they
ar2 found in nhigh concentrations or ars wsidespread in the
environment or 1n human Scdy fluids or tissue).

To establish baseline levels of human exposure to
chemicals of concern, so that OTS can measure trends over
time and 1dentify populations, geograghic areas, or other

groupings for which exposure 1s higher than the baseline
level.

Cne of the most important direct contrlbutions of these

activitlies 1s to provide ongolng support to long-term OTS
projects, such as the Oftice's work on asbestos and PCB's.
Examples of this support are described below.

o

OTS recently conductea an asbestos monitoring study 1n one
school district. This study was designed to indicate the
levels of asbestos 1n school builaings anc to evaluate a
formula that had been developed for determining when
asbestos-containing materials shoula e removed from
schools. This effort has led to the 1i1adentification of an
important factor to be considered 1n removal decisions,
and 1t has served as a basis for OTS technical guidance to
schools 1n monitoring for asbestos ana in removing
aspestos—-contalning materials.

OTS will be conducting a similar survey 1n "habitable"
public buildings, such as hospitals, libraries, and
housing projects. This one-year project willl provide
information critical tc assessing risks associated with
the presence of asbestos-containing materials 1n public

buildings. As a result, thlis work may directly support
future QTS activities.

OTS will evaluate permit applicaticns, submitted 1n
accordance with TSCA §6 PCB regulaticons, to dispose of
PCB's by 1ncineration or other means. OTsS' review of
these applications will address the adequacy of the
applicants' monitoring plans for determining that the
PCB's are 1n fact destroyved and that they are converted to
harmless materials.
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Monitoring activities and exposure analyses have also been
thoroughly integratea 1nto other asgects of OTS' existing
chemicals program -- particularly the review of regulatory
candidates and the 1dentification of control options. As part or
the existing chemicals program, OTS has developed mechanisms that
allow prompt, focused monitoring support for existing chemicals
review. These mechanisms ensure the development of exposure data

needed to support regulatory decisicnmaking. Two examples
tllustrate this support:

o OTS 1s now reviewlng the risks posea by a specific class
of paint additives., Monitoring activitles 1n connection
with this review 1nvolve (1) the identification of paints
on the market that contain these additives, ana (2)
experimental work to determine the levels of exposure that
can be expected to result from commercial or consumer use
of these paints. This 1nformation 1s essential 1n
estimating the magnitude of risk and the feasibility of
different control options.

©0 OTS is also reviewling risks that may be associated with
the use of reclaimed 1ndustrial solvents 1in 4eneral
commerclal and consumer products. At present, no
regulatory authority 1s addressing possible risks to
consumers and commerclal users from these solvents,
although the solvents may be hazardous themselves and they
may contain toxic 1mpurities. To get a clearer plcture of
the risks, OTS 1s now conducting a pilot scudy to
determine the nature of the recycled solvents market,
collect samples of products containing selected high-
production-volume solvents, and analyze these samples for
impuritlies. The 1nformation will be necessary to define
the extent of the problem, i1dentify possible control
strategles, and support regulatory decisions.

In addition to these ad hoc projects, which support specific
existing chemical assessments, OTS 1s conducting more broaa-based
studies to 1dentify potential regulatory candidates and to define
a baseline of exposure to specific chemicals of concern. The
most important of these projects are described below:

o As part of the National Human Adipose Tissue Survey, OTS
is monitoring the level of PCB's i1n human fatty tissue.
This survey, which has been underway since 1967, has
provided a direct measure of the human body buraen of
PCB's since 1972. Results recently published by OTS
indicate that the percentage of the U.S. population having
higher levels of PCB's has decreased since a high point

was reached in 1977. This trend reflects the banning of
PCB's under TSCA 1n 1976.
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o OTS 1s beginning a one-year monitoring project 1n which
fhuman tissue samples will oe analyzec for a broaa spectrum
of chemical substances. The project, which involves a
representative sampling of the U.S. population, stratified
geographically and demographically, will allow OTS to
1aenti1fy chemicals with high or widespread body burdens 1in
humans. This i1nformation will De used 1n defining future
TSCA ambient monitoring programs anda in 1dentifyiny
candidates for testing under §4 or regulatory controls
uncer other authorities,

The major significance ¢f the monitoring activities
1llustrated above 1s that they are closely 1integrated with the
Office's existing chemicals program and that they provide direct
support to OTS' regulatory agenda. Monltoring by EPA
traditionally has been aimed at measuring the degree of
compliance with specific regulations -- for example, determining
whether certain process emissions meet specific standards. OTS'
monitoring program, however, 1s designed more to &asslst 1in
1aenti1fying risks and developing control measures than 1t 1s to
determine compliance or noncompliance. This focus 1s reflected
1n the direct impact of OTS monitoring activitlies on the existing
chemicals program. Within the next year, these activities will
contribute 1nformation important 1n the 1dentification of
candidates both for data development and for control, and they
~#11ll provide exposure 1nformation necessary 1n onging OTS
reviews.

E. Coordination OL New and Exlsting Chemicals Proyrams

One of the major operating assumptions of TSCA 1s that new
and existing chemicals warrant separate treatment. The
difficulties and controversies assoclated with controlling
existing chemicals should not stand 1n the way of a strong Ayency
commitment to preventing new hazards from occurringy —-—- regardless
of whether they appear to be less serious than some existing
hazards. At the same time, however, OTS 1s taking steps to
ensure that 1ts new and existing chemical programs are well
coordinated and that together they contribute to an integrated
program of chemical hazard identification and control.

Chapters ITI and III of this report have discussed several
places where OTS' new and existing chemical programs 1ntersect.
OTS 1s committed to strengthening these points of i1ntersection,
and 1t has now developed or will be developing in the near future
a number of mechanisms to promote a more unified overall

program. The most i1mportant of these mechanisms are described
below:
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Use of the PMN review process to 1denti1ify chemicals for
review by the existing chemicals program. Certain
categories of chemicals have repeatedly raised some level
of concern 1n the PMN process, suggesting that there may
well be hazards associated with existing chemicals 1in
those categories. In several of these cases, the
categorlies have been referred to the existing chemicals
program for evaluation. In other cases, new chemicals
have not been regulated under §5 because their
introduction i1nto commerce would 2e likely to leaa to a
net reduction of risk, since they would be used as
substitutes for potentially more hazardous existlng
chemicals. In such cases, the exi1sting substances may be
appropriate subjects for evaluation.

Use of generic assessments developed 1in the PMN process to

support existing chemicals review. As discussed 1n
Chapter II, OTS has developed generic assessment of
certain i1ndustries, classes of substances, routes ot
exposure, and other factors that have repeatedly raised
some level of concern i1n the PMN program. These
assessments have 1n turn proved useful 1n existing
cnemicals review.

Use of physical-chemical estimation, SAR, and moceling
techniques developed for the PMN review process 1n
existling chemicals review. For example, these techniques
are useful 1n the 1nitial evaluation of existing
suhbstances 1dentified as potential nazards through TSCA
mechanisms such as §8(e). Conversely, monitoring and
exposure data developed 1n connection with the existing
chemicals program are useful 1n estimating likely exposure
to new chemicals.

Use of health and environmental effects data developed
under other TSCA authorities to support the review of
PMN's. OTS' evaluation of new chemicals depends 1n part
on a review of data on analogous chemicals. Data on
exl1sting chemicals submitted to OTS 1n accordance with §4,
§8(d), and §8(e) among other authorities, are often useful
as analog data 1n new chemicals review. With the
development of SPHERE and other OTS data retrieval
systems, these data will become more readily available for
PMN review. (The development of these data systems 1is
aiscussed 1n Chapter 1IV.)
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o Use of the §5(a)(2) significant new use authority to place
a limit on the gyrowth of existing chemicals until ageguate
data are developed or their safety 1s otherwlse ensured.
Cne example of this appreoach 1s the proposed SNUR on
chlorinated naphthalenes. Under the SNUR, any production
in the U.S. and any 1mportation above 100,000 1b/vyr would
be subject to EPA review under the full authoricties of §5.
Therefore, the SNUR would 1n effect chanye the status or
chlorinated naphthalenes from existing to new chemicals.
OTS will explore similar uses of the SNUR autaority 1n the
future.

Through these mechanisms, OTS has taken significant steps
within the last year toward coordinating 1ts new and existilng
chemicals programs. In the future, OTS wiil continue to

emphaslize the use of these and similar mechanisms to ensure an
lntegrated program.



-37-

CHAPTER IV =-- TECHNICAL DEVELOPMENTS

A, Introduction

The effective 1mplementation of TSCA depends, ultimately, on
the quality of the science that supports regulatory decisions,
Recognizing this fact, Congress provided EPA W~1th specilflc
responsibility under TSCA §10 to develop methodoloygies, collect
and disseminate data, and conduct research to support 1ts
actlvities; the purposes of the Act, the House Report stated 1in
describing §10, would be "ennanced by allowing the development ot
proper tools" (TSCA Legislative History, pp. 699-700).

Developing these tools, 1ncluding computerized data bases,
environmental fate models, SAR technigues, standardized test
methodologies, and guality assurance procedures, has been a
priority of OTS. The Office wi1ill commlt major resources toward
these activities during the next year and will continue to
integrate them 1nto the decisionmaking process.

B. Data System Development

In assessing risks ot pcth new and existing chemicals, OTS
depends on the ready availability of a wide range of aata,
including data on physical—-chemical properties, nealth and
environmental effects, and chemical exposure. The stancard
bibliographical and scientific data bases are an 1invaluable
source of references, abstracts, and data concerning chemical
ri1sks; 1n 1ts aday-to-day operations, however, OTS nas tound that
exlsting systems have 1mportant limitations for some of 1ts
purposes. As a result, OTS 1s taking steps to supplement these
systems with 1ts own data bases, which are designed to (1)
provide enhanced access to data previously submitted to OTS under
TSCA or obtained i1n the course of an OTS analysis, and (2)
provide access to critical scientific and technical data.

Ready access to data extracted from the literature, as
opposed to literature references or abstracts, 1s particularly
1important for OTS, given the nature of its programs. In the PMN
program, for example, OTS must make rapid decisions (usually
within two weeks) concerning which of the approximately 100 new
chemicals reported every month warrant more detailed review, and
which can be dropped from further consideration. To make these
judgments, OTS looks not only at the data submitted on the
chemical 1tself, put also at available aata on analogous
cnemicals. It 1s essential that data on analogs be readlly
retrievable and, to the extent possible, that enough i1nformation
be provided for the reviewer to understand the validity of these
data. Standard bibliographical data bases cften do not allow
this, because of the time required to obtain the references, to
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extract the data, ana 1n some cases to determine thelr relevance
to the review. Similarly, OTS penefics sreatly trom reacy access
Lo <data 1n 1its existing chemicals program, both 1n conducting
preliminary assessments of data submissions -- for example, under
§8(e) -- and 1n selecting potential candidates for testing or
regulation from among the larje number of existing chemicals.
Finally, access on computerized data bases to a wide variety or
a-ta tacilitates the development ana validation of 5SAKR.

for these reasons, OTS hzs made 2 major ccmmltment to
developing computerized and other data systems that are deslynea
to support 1ts own regulatory programs. The Office's focus has
bDeen primarily on data submitted under TSCA or obtainea 1n the
course of OTS reviews -- 1n other words, the goal has been to
develop an 1nstitutional memory -- althcugh OTS has also devotaa
s1gnificant resources to developlng data bases on specific areas
or OTS concern, such as geneticC toxiclty, aguatic toxicity, and
chemical fate, particularly where available data are difficult to
obtain or are not well wvalidated. Several representative data
bases under development by OTS are discussed below:

o TDIS (Technical Data Indexing System) 1s an automated PMN
file, containing data from PMN's such as chemical
lrgentity, production volume estimates, use categories, and
kinds of test data submitted. The system, ~hlch contains
almost entirely confidential 1nformation, 1s designea to
allow quick access to previous PMN reviews and a ready
overview of the PMN program. It 13 now in use within OTS
and 1s constant.y belng updakea. OTS has also 1nstituted
& project o upgrade TDIS by including key findings and
summarlies of past reviews.

O GENE-TOX contalins results of short-term mutagenic and
related assays on about 2,700 chemicals reported 1n the
scientific literature. The major significance of this
system 1s that the data 1t contains have been validated by
national experts as part of OTS' Gene-Tox Proyram,
described more fully 1n Section F below.

© AQUIRE covers world literature on the toxicity of
chemicals to freshwater and marine organisms. This data
base, which has been under development sSince 1981,
currently contains over 30,000 studies on 2,700 chemicals
and 1,800 organisms. The project, which 1s a joint effort
of OTS and the EPA Environmental Research Laboratory 1in
Duluth, Minnesota, represents an OTS 1nltiative 1n an area
poorly covered by existing data bases, but of critical
importance to OTS analyses.
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The SPHERE system, which 1s currently under development by
OTS, 1nt=grates a aiverse range of UTS and other
scienti1fic data bases, i1ncluding GENE-TOX and AQUIRE. It
w1ll contain data on physical-chemical properties, health
effects, environmental effects, and environmental fate,
derived eirther from submissions to OTS or from the
literature. In addition to final test results, the system
will 1nclude 1nformacion on test protocols and other
details, so that the applicability and usefulness of the
rasults can De gquickly assessed. At the moment, SPHERE 1s
being developed as an 1n-house tool to assist i1n PMN ana
other reviews. However, because of 1ts breadath ana 1its
1inclusion of aata not readily available elsewhere, 1t will
be an invaluable tool to ocutside users. Several SPHEKRE

subfiles wi1ll soon be available through the NIH/EPA
Chemical Information System.

A Global Indexing System has been developed by OTS to
allow quick access to various OTS document collections.
The system now covers the OTS public file records (17,000
documents); other collections, such as unpublished health
and safety studies on ITC chemicals submitted under §3(d),
w1ill soon be adaed. While 1ndividual collections dircfer
1n content and physical state, they do have common traits
and 1nformation that can be categorized at a level above
their primary use. The data elements 1n the Global
Indexing System were developed to capture this common
information. The data elements, which are primarily
bibliographic, i1nclude document title, author, date,
publication title, chemical name, CAS number, document ID
number, and microfiche number.

An Asbestos Information System has been established for
information submitted to EPA under the §8(a) asbestos
reporting rule, discussed in Chapter III. This data base
atlows EPA to analyze the volume of asbestos processed,
the use of the materials produced, the companies that are
producing asbestos-containing materials, and similar
questions. The data base 1s confidential, but
nonconfidential aggregations of data will be developed.
(For a discussion of confidentiality, see Chapter V.)

OTS has also developed a data base of 1nformation received
under its §8(a) preliminary assessment 1nformation rule.
Information can be retrieved through a number ot data
elements, such as production volume, manufacturer,
customer uses and products, and worker exposure. Like the
Asbestos Information System, this data base 1s
confidential, but aggegrates will be made available to the
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public. This data base will be expanded in the future to
include processor reports as well as data collectea on
chemicals added i1n the future to tne §8(a) rule.

These systems generally i1llustrate the nature of the data
bases now under development at OTS, and they 1ndicate several
general principles now guiding OTS' work: (1) the Office's first
priority, at this point, 1s to enter TSCAa data i1nto its own
systems, 1n 2rder to develop an i1nstitutional memory; (2) as 2
second priority, OTS wi1ll enter Qata on areas of specific conczarn
that are 1nadequately represented 1n existing cata bases; (3) 1t
1s 1mportant to have rapid ana direct access to data, as w~ell as
references and abstracts; ana (4) 1t 1s important for sufficient
information to be provided so that data can be 1nterpreted ana

used appropriately. These principles will continue to juiae OTS
activities 1n the future.

C. Models and Analytical Tools

To complement these data bases and to provide yguicance where
data are missing, OTS 1s using a broad range of techniques, based
on chemical structure, to estimate physical-chemical properties
and computer models to evaluate potential environmental fate and
2 Xposure, environmental effects, and health risks.

OTS estimation technigques for calculating basic physical-
chemical properties were developed during the last few years
under a contract jointly funded by OTS and the Department of the
Army. Wwithin the last year, OTS has developed or made 1nternally
available two programs, CHEMEST and CLOGP, which computerize
techniques for predicting water solubility, boiling point, vapor
pressure, soll absorption coefficient, bioconcentration factor,
octanol/water partition coefficient, and other properties. These
propert:.es are critical 1n estimating potential human and
environmental exposure, as well as 1n some aspects of health and
ecological effects analysis. As discussed in Chapter II, the
estimation techniques are not a complete substitute for actual
data; however, they are useful i1n pointing to areas of potential
concern requiring further assessment,.

The techniques are now being upgraded to include additional
properties, and an extensive l1nvestigation of the accuracy of the
predictions and limits of applicability 1s beiny conducted. In
addition, because the use of these techniques 1s limited to
classes of compounds for which structure-activity data are
avallable, several projects are now underway to expand these
techniques to include additional chemical classes. These
activities are discussed briefly 1n Section D below.
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In addition to estimation technigques, OTS has develcoped a
number of computer models to estimate environmental fate and
population exposures. These models can be used to evaluate ayrr,
land, surface water, or groundwater releases. They are
applicable to both new and existing chemical reviews, both as
screening tools to focus further assessment and as evaluation
tools to provide exposure data for quantitative risk
assessments. The environmental fate and exposure models have
been 1ntegrated in a computer system, the Graphical Exposure
Modeling System (GEMS), making them more accessible to OTS
users. GEMS 1s a set of 1nterrelated computer programs
(including CHEMEST and CLOGP) allowing OTS to estimate physical-
chemical properties based on chemical structure; to predict
environmental fate and exposure through environmental simulation
models applicable to air, water, and land release; and to develop
quantitative or qualitative exposure estimates through a
population data retrieval program. The system 1includes
statistical analysis as well as mapping and graphics display
capabilities to allow the presentation of modeling results 1in the
most useful form possible.

For use in conjunction with derived or observed exposures
and observed effects data, primarily in the health arena, OTS has
acquired or developed a variety of computerized health risk
assessment tools. These tools have been used to date primarily
with cancer data, but expansion and use with other adverse health
effects data are anticipated. Capabllities encompass models
designed for use with dichotomous or prevalence data (MULTI8O0G,
GLOBAL 83, MANTELAN, ONE HIT MD) and with incicence or so=-called
“"time-to-occurrence" data (RANK TIME, MRS.T). These models
permit OTS to make educated projections about the potential
health risks of substances at exposures below those that have
been studied.

D. SAR Development and Validation

As discussed in the section above and in Chapter II, SAR
techniques play an important role in OTS' implementation of TSCA
== particularly i1n new chemicals review, where SAR has proved to
be a useful tool in identifying potential areas of concern. The
systematic use of SAR in estimating physical-chemical properties
and health and environmental effects, however, is a relatively
new technique sti1ll under development, and 1t has raised
significant controversy. OTS 1s now conducting or sponsoring a
series of projects to refine and validate 1ts use of SAR; these
activities are essential 1n determining the level of confidence
that should be assigned to specific techniques and will lead to
significant expansion of the Office's present capabilities. OTS'
general activities in this area include:
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© Projects to expand and validate the techniques for
estimating physical-chemical properties based on chemical
structure. These efforts include (1) refining current
capabilities through validation studies, (2) developing
techniques for estimating additional physical-chemical
properties, and (3) extending the techniques to categories
of chemicals not now covered. ©One of the most important
efforts 1s a joint project with the Umweltbundesamt of the
Federal Republic of Germany, which will be funding several
major refinements of the CHEMEST program in return for
access to that program and any future 1mprovements to it.

© Projects to develop or refine SAR techniques for aquatic
and mammalian toxicity. For example, the Office of
Research and Development (ORD) laboratory 1in Duluth 1is
conducting several studies to support the development of
quantitative techniques to predict aquatic toxicity from
chemical structure. In addition, several OTS or ORD
projects are aimed at strengthening SAR capabilities for
selected classes of chemicals or selected classes of
chemicals or for selected effects.

© Reviews of available literature to refine SAR-based
judgments 1n specific areas. These reviews generally
focus on specific categories of concern (for example,
categoriles that repeatedly raise concern during PMN
review); routes of exposure of concern, such as dermal
apsorption, to allow better predictions of likely doses;
and effects of concern, such as the comprehensive review
of literature on mutagenicity conducted under the OTS
Gene-Tox program,

O Projects to validate the use of SAR within OTS regulatory
programs. For example, OTS 1s designing an experimental
program to evaluate 1ts use of SAR during new chemical
review. The basic approach would be to test a sample of
PMN chemicals for specific physical-chemical properties
and health and environmental effects and to compare these
test results with OTS estimations. This project, 1f the
design proves feasible, would provide important
information on the use of SAR as part of PMN review.

To support this general activity, OTS technical staff with
program responsibility have been meeting with ORD researchers to
direct further research on SAR development and validation. Both
OTS and ORD will commit significant resources to defining and
carrying out this research over the next year; the results will
be directly applicable to OTS' review of new chemicals, and will
provide important guidelines for selecting testing or regulatory
candidates from existing chemicals.
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E. Priority Setting ™ethods

OTS has, along with other groups such as the ITC, encouraged
and sponsored the development of chemical scoring and priority
setting systems to ald in selecting chemicals for further
evaluation from among large numbers of candidates. One such tool
1S be1lng evaluated for use wWwith existing chemicals at preliminary
stages of assessment. The system depends on experts to assign
scores to chemicals pased on known or suspect health or
environmental effects and exposure potential. The scores are
intended to assist 1n deciding which chemicals 1n a set ot
1dentified possible chemical problems present the Jreatest
concern regarding potential risk. If shown to be consistent and
valid, this approach may be used 1n assigning resources to
exlsting chemical problems brought to OTS' attention through
§8(e) notices of substantial risk, §4 test data, and other
current testing data.

F. Quality of Data

Regardless of the strength of OTS' analytical tools and the
scope of 1ts data bases, the quality of 1ts decisionmaking will
rest finally on the 1ntegrity of the data being analyzed or
retrieved. OTS, as a result, has committed considerable
resources since the passage of TSCA to ensuring tne guality of
data developed or reviewed under the Act.

1. Test data

Frequently, available toxicity ana environmental effects
data can be difficult to evaluate or compare with other data,
hecause of differences 1n test methods, 1nadequate statistics,
poor characterization of test substances, poor control of test
conditions, or similar problems. While data from such tests can
often provide 1mportant 1nsights 1nto the potential toxicity of a
substance, they may form a weak basi1s for making regulatory
decisions. To address this problem, OTS at a minimum promotes
the 1nclusion of test method documentation 1n 1ts data bases,
such as SPHERE, to allow users to evaluate the validity of test
results for their particular purposes. In addition, OTS 1s also
working with other national and i1nternational organizations to
ensure, to the greatest extent possible, the use of standardized
test procedures, leading to acceptable, reproducible data.

Several OTS activities i1llustrate the Office's continued
commlitment 1n this area:



- -

Testing juldelines. for several years, OT3 has Deen
engagea 1n a ma)or =2rLffort to cevelop testing guidance
"prococols" for a wide variety oOf health and environmental
ecfects. In August 1982, UTS publisnea 96 stangardlzed
suldelines for conducting basic healcn etffeacrcs,
environmental effects, and chemical fate tests. The
puplication of these guildelines (available tnrouyn the
National Tecnnical Inrormation Service) will promote
consistent data submissions under TSCA. The ju:idelines,
which wi1ll De referenced 1n §4 test rules, w~ere Jeveloped
1n close coordination with other tederal agencies and tne
internaticonal Organlzation £or wconomic Looperation and
Development (QECD). They are consistent wWiLtn the testling
sjuldelines recently zublisned by thne OECD. OTS 1s now
developing additional guidelines for other tests, such as
short-term screenling tests where no wldely accepted
methodologies exist. OTS will perform an annual update of
published guidelines, based on public comment, to ensure
that they reflect the most current testing practices,

Gocd Laboratory Practices {(GLP's). OTS will be publishing
in the fall of 1983 a rule specifying "good laboratory
practices" that must be observed 1n developing health ana
environmental effects data under TSCA §4 test rules. This
rule will specify recordkeeping ana data handling
procedures, animal care, perscnnel gualifications, and
stmillar practices that laboratorias conducting tests in
compliance witn TSCA will be required to cbserve., The
rules wi1ll =nsures acceptable practices by testing
laboratories and will serve as a basis for audits under
OTS' laboratory audit program. These GLP reygulrsmencs
w1lll also be 1ncorporated 1nto negotiated testing proygrams
and used in evaluatling testing pertormed to responda to
§5(e) orders. '

Laboratory aAudit Program. In cooperation with the Food
and Orug Adminlstration, OTS performs periodic 1nspections
and audits testing programs conducted under TSCA. Such
inspections are now being performed on tests carried ocut
under negotiated testing agreements; they will also apply
£o §4 test rules and will be extended to 1nclucde testing
performed under §S5(e) orders. Inspections and audits will
be conducted botn through a program of periodic review of
test facilities performing TSCA tests and as targeted
reviews of specific studies and test facilities, based on
the 1mportance of the test or indications of test
problems.
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o Gene-Tox Program. This program, sponsored by OTS, 1s
aesigned to evaluate the current status OL Jenetlc
toxicology and 1ts applications 1n testing chemicals for
potential mutagenicity and carcinogenicity. OTS personnel
and outside experts have evaluated availaple literature on
selected mutagenicity and relatea assay systems to
document their performance 1n testing different chemical
classes ana their ability to differentiate carcinogens and
noncarcinogens. From this work, an Assessment Panel will
prepare position papers recommending test patterlies tor
generalized screening; for testing specific classes of
chemicals; for estimating risk; and for i1dentifying
potential carcinogens. The papers are scheduled for
publication 1n 1984. The program as a whole will provide
valuable i1nformation 1n 1nterpretinyg e€xl1sting genetic
toxicity data and will provide guidance 1n selecting
appropriate tests 1n the future.

2. Exposure and monitoring data

Like health effects data, available monitoring and exposure
data can often be difficult to evaluate, for example, because of
guestionable experimental design, 1mproper handling of materials,
or 1nappropriate chemical analysis. Reliable exposure data,
however, are essential 1n 1dentifyling potential problems, 1n
estimating the magnitude of risk, 1n choosing among control
options, and 1n measuring the etffectiveness of regulation or
other controls. For this reason, OTS has 1instituted a guality
assurance program desligned to ensure that monitoring data
sponsored by EPA are reliable.

This proygram, whicn 15 conducted under an EPA-wlide quality
assurance program administered by the Office of Research and
Development (ORD), 1nvolves close OTS scrutiny of quality
assurance plans developed for each monitoring project under 1ts
sponsorship. These plans typically address experimental design;
sampling procedures; handling, packaging, and shipping ot
samples; laboratory quality assurance; data processing
procedures; and similar elements. As a result of 1ts care 1n the
review of these plans, and in the design and conduct of 1ts
monitoring projects, OTS can rely on the 1integrity of i1ts data,
and be confident 1n their use as a basis for regulatory
decisionmaking. The success of this program was recently
acknowledged by ORD and the Administrator, which 1i1dentified OTS
as a leader within EPA 1n several areas of quality assurance.*

*The EPA Administrator's First Quarter FY83 Accountability
Results singled out the OTS quality assurance program as a leader
in statistical and experimental design and data processing.



-46-

CHAPTER V —- INFORMATION SHARING

AND TECHNICAL EXCHANGE

A, General Background and Current Actlvitles

In developing TSCA, Congress clearly recognized the need for
broad public access to data on commercial chemicals and chemical
hazards, and 1t charged EPA with specific responsibility for
sharing data obtained under the Act with 1nterested parties -- 1n
particular, otner federal agenclies responsible for the protection
of health and the environment.* EPA's i1nformation-sharing
responsibilities are especially i1mportant because of 1ts unique
authority under TSCA to gather or require the development of data
on commercial chemicals. In the course of 1i1ts operations, OTS
has accumulated a significant body of health and environmental
effects data potentially of great value to other government
bodies and the public. Much of this i1nformation 1s not readily
available elsewhere. 1In addition, the information gathering and
data-development authorities EPA possesses in §4 and §6 of TSCA
could potentially be of great value in supporting regulatory
programs other than OTS. Similarly, the assessment methods and
technical tools described 1n Chapter IV may be useful to local,
state, and federal authorities responsible for public health and
environmental quality.

Examples of i1nformation and technical capabilities OTS now
nas available, or will soon be developing, 1include:

o Data submitted under §8(a). Section 8(a) of TSCA
authorizes EPA to requlre chemical manufacturers and
processors to submit certain available i1nformation on a

*The Interagency Toxic Substances Data Commlittee (ITSDC), jointly
chaired by the Office of Pesticides and Toxic Substances and the
Council on Environmental Quality, is responsible for implementing
§10(b) of TSCA, which requires the development of (1) "an
efficient and effective system" for collecting, disseminating,
and using data developed under TSCA, and (2) "an efficient and
effective system" allowing EPA and other agencies to retrieve
toxicological and other scientific data. The major
accomplishment of the ITSDC to date has been the establishment of
the Chemical Substances Information Network (CSIN), which allows
access through bibliographic data bases to more 200 data bases
providing chemical information.
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chemical substance or mixture's 1dentity, human and
environmental exposure, and health and environmental
effects. Within the last year, OTS has 1ssued a §8(a)
asbestos rule, described i1n Chapter III, and a §8(a)
preliminary assessment 1nformation rule, which has been
used to obtain data on ITC chemlcals and selected §8(e)
chemicals.* Data bases containing i1nformation submitted
under these rules are discussed in Chapter 1IV.

o Data submitted under §8(e). Section 8(e) requires
chemical manufacturers, processors, and distributors to
submit to EPA i1nformation that reasonably supports the
conclusion that a chemical substance or mixture presents a
substantial risk of 1injury to health or the environment.
Since this regquirement went 1nto effect in 1977, OTS has
received almost 500 submissions. In addition, OTS often
receives test reports submitted for 1ts 1nformation rather
than as formal §8(e) submissions. Like §8(d) health and
safety studies, these submissions are a valuable source of
recent data on chemical risks, most of which are
unavailable elsewhere.

o Data submitted under §8(d). Under §8(d), EPA can require
persons to submit to the Agency health and safety studies
on specific chemical substances or mixtures. Under this
authority, OTS has obtained over 4,000 reports on nealth
and safety studies, collected primarily to support OTS'
evaluation of asbestos and chemicals recommended by the
ITC for testing consideration under §4(a). These reports
are generally unpublished, but for the most part are not
confidential.

o Analytical capabilities developed by OTS for estimating
exposure and physical-chemical properties and moceling
exposure. These capabilities, which 1include OTS' CHEMEST
and GEMS systems, are discussed in Chapter IV of this
report.

In addition, OTS 1s considering several initiatives under
§8(a) and other authorities, which would provide important new
information on commercial chemicals. These include a general

*In June 1982, OTS 1i1ssued a preliminary assessment information
rule under §8(a) requiring information on approximately 250
chemicals. Future ITC designations and recommendations will be
automatically added to this list; other chemicals may also be
added in the future through notice-and-comment rulemaking.
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§8(a) followup rule for new chemicals, described in Chapter II,
and an Inventory updating project. The Inventory update project,
which 1s described 1n the Addendum to this report, would update
groduction volume and manufacturing site information for a subset
of chemical substances on the TSCA Chemical Substance

Inventory. This information would be 1nvaluable not only to 0TS,
but also to the other EPA offices and regions that use the TSCA
Inventory.

From the beginning, OTS has assigned a high priority to
sharing these types of 1nformation and promoting technical
excnanges, both with government agencies and the public.
Examples of current activities 1n this area include:

o Direct transmission of i1nformation obtained under TSCA to
approprliate organizations, e.g., routine forwarding of
copies of preliminary OTS evaluations of §8(e) submissions
to other federal agencies.

o Publication of technical material through the National
Technical Information Service, e.g., the TSCA test
guidelines for health and environmental effects and OTS'
chemical fate and preliminary evaluations of §8(e)
submissions,.

© Encouragement of public participation 1n OTS' evaluation
of testing candidates recommended by the ITC.

© Publication of technical guidance documents, such as the
Asbestos 1n Homes Booklet and asbestos risk abatement
gulidelines.

o Technical assistance to states and local organizations,
e.g., 1n monitoring and sampling techniques.

In several important respects, OTS wi1ill be expanding its
information-sharing activities in the near future:

© As discussed 1n Chapters II and III, OTS will be
developing Risk Management Advisories for selected
existing chemicals and Advisory Circulars for new
chemicals. These documents wi1ill provide the public and
industry information on risks 1dentified 1n OTS reviews
and wi1ll describe control measures.

0 OTS will publish quarterly reports identifying chemicals
under evaluation in its existing chemicals program, and 1t
will seek greater public participation 1n its preliminary
evaluations of existing chemicals.
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0 OTS wi1ll be making a number of its data bases now under
development available to pupblic users. The TSCA Inventory
aata base 1s already available now through the NIH/EPA
Chemical Information System (CIS); as SPHERE, described in
Chapter 1V, becomes operatiocnal, 1t will also be available
through this system.

o EPA w1ill promote technical exchanges with states, federal
agencies, and foreign nations. OTS has already arranged
to share computational and modeling capabilities with the
Federal Republic of Germany and the Michigan Department of
Natural Resources. The EPA Office of Research and
Development, Office of Water, Office of Solid Waste, and
Office of Policy and Resource Management have also
expressed i1nterest 1n using OTS modeling capabilities in
their own work.

The major barrier to broader public and governmental access
to data obtained under TSCA is the need to protect confidential
business information. Much of the 1nformation received by EPA
under TSCA -- particularly information related to chemical
identity, production volume, manufacturing processes, and use =--
1s claimed as confidential by the submitter. For example,
approximately 94% of PMN's have at least some 1nformation claimed
confidential.* Section 14 of the Act contains strict provisions
for protecting confidential business i1nformation.

In conducting its operations, therefore, OTS must constantly
balance the need of other organizations and the public for access
to TSCA data with 1ndustry's need, reflected 1n §l14, for the
protection of commercial secrets. In practice, this has meant
strict safeguards to prevent 1nadvertent disclosure of
confidential business information together with an affirmative
commitment to share as much 1nformation as possible on commercial
chemicals and potential hazards. OTS 1s pursuing this commitment
primarily in two areas: (1) agreements with other government
agencies to give them access to confidential information relevant
to their authority, and (2) publication of confidential business
information 1n an aggregated or otherwise masked form that will
not divulge commercial secrets.

*Generally, claims of confidentiality are made for only some of
the information in a notice. Claims are made most frequently on
chemical identity (74% of PMN's), process information (67%),
manufacturer's identity (64%), site of manufacture (55%), and use
(49%) .
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In the past, OTS has developed clearance procedures allowing
employees of other feceral agenclies access to confidential
business i1nformation -- for example, 1n 1ndividual PMN's --
particularly wnen thelir expertise nas 2een needed 1n OTS' own
reviews and regulatory decisions. In the future, OTS will be
gathering an i1ncreasing amount of information directly relevant
to the regulatory efforts of other agencies. The Office
believes, as a result, that 1t will become necessary to develop
agreements with these agencies, giving them access to
confident:ial data and governing their use cof the data. These
agreements, which will be announced 1in the Federal Register, will
ensure that confidential i1nformation 1s appropriately protected

by the agencies with which 1t is shared. Two current examples
Lllustrate the nature of these agreements:

© OTS has formally agreed to provide CPSC with limited
access to confidential PMN 1nformation and to certain
information reported under the §8(a) Preliminary
Assessment Information Rule. In both cases, CPSC 1is
interested 1n information on consumer uses of chemical
substances. These agreements were announced last year in
the Federal Register (47 FR 17860, 48 FR 504).

© OTS has also agreed to provide OSHA limited access to
confidential business 1nformation concernling occupational
exposure to asbestos obtained under the §8(z) asbestos
reporting rule. This agreement was announced 1n the
Federal Register 1in February 1983. OTS 1s alsc in the
process OLf negotlating an lnteragency agreement with OSHA
for sharing other TSCA confidential business i1nformation.

As further data appropriate for sharing are developed, OTS
wlll explore the possibility of additional 1nformation-sharing
agreements, both with these and cother government agencies.

In addition, OTS 1s committed to providing relevant
information to the public in summary or masked form so that it 1s
no longer confidential. Toward this end, for example, the Office
routinely publishes summaries or descriptions of confidential
business i1nformation contained in premanufacture notices and
other TSCA submissions =-- these descriptions include "generic
names" describing the chemical type, descriptions of use,
production volume ranges, and similar masked descriptions, which
provide the public with information on the nature of the
confidential data. OTS also routinely publishes aggregated data,
such as the number of new chemicals that fall into a specific use
category or production volume range. The Office is now committed
to refining and expanding its aggregation techniques, so that it
can increase the public availability of data that otherwise would



~51-

be confidential. Two current activities 1llustrate this
commi tment:

o The Agency has recently announced in the Federal Register
a methodology for aggregating production volume
information reported for the TSCA Inventory. Persons or
organizations wlithout access to confidential business
information may now ask EPA to provide aggregated
Inventory production volumes for specific chemicals. 1In
the past, published production data for Inventory
chemicals have reflected only nonconfidential reports;
therefore, they may considerably underrepresent the total
production volume of a given chemical. The published
methodology allows far more accurate figures, generally
reflecting confidential as well as nonconfidential
reports.

o OTS is also developing aggregation methodologies for data
submitted under the §8(a) preliminary assessment rule and
the §8(a) asbestos rule. OTS' procedures for aggregating
data from these rules were published in the Federal
Register 1n June 1983.

These examples 1llustrate the general nature of OTS'
information-sharing activities. More broadly, the Office 1is
beginning a comprehensive review of 1nformation sharing and
technical exchanges under TSCA, and 1t will form an OTS workgroup
to explore how it can more effectively promote these goals. In
particular, the group will 1i1nvestlgate:

o The further development of agreements with other EPA
offices and federal agencies allowing access to
confidential data. (The initial goal will be to 1identify
what data OTS has to offer other agencies, and what data
they can share with OTS.)

o The feasibility of joint data development with other
agencies in addition to information sharing.

o The feasibility of using TSCA information—-gathering or
development authorities (e.g., §§4 or 8) for other EPA
programs or other agencies.

o The sharing of information and technical capabilities with
industry, labor unions, public interest groups, and
states. (Again, the initial goal will be to identify
appropriate recipients of TSCA data, and to identify data
held by other organizations that might be of importance to
OTSQ)



In connection with these activities, the Office w~111 be
setting up a program to ensure better i1nformation exchange and
coordination between OTS and 1ndividual states. Many states have
developed or are now developing their own toxic substances
programs under which they are collecting chemical monitoring and
epirdemioclogical data, conducting chemical risk assessments, and
1n some cases making TSCA-type control decisions. These programs
may benefit significantly from general toxicity and exposure data
gathered under TSCA, chemical risk assessments conducted by OTS,
site-speci1fic TSCA Inventory data or other site-specific data
gathered under §8(a), §8(e) reports by plant sites, OTS modeling
and monitoring expertise, and simllar OTS capabilities and
information. At the same time, 1ndividual states may have data
or analyses of importance to OTS -- for example, data on
workplace practices and exposure, monitoring date,
epidemiological data, and chemical risk assessments. In the next
year, OTS will be working to ensure more effective coordination
wilith state toxics programs and to promote more effective
information sharing and technical exchanges.

B. International Activities

Since the passage of TSCA, OTS has actively participated 1in
a range of 1nternational programs concerning toxlc substances
control. OTS' participation in these programs 1s important
because toxic substance i1ssues often transcend national
boundaries, 1nternational chemical regulation affects trade 1in
chemicals and national chemical i1ndustries, and nations can
benefit significantly from the exchange of aata and assessment
technigques. Not only does OTS contribute significantly to the
success of these programs through 1ts technical expertise ana 1ts
experience 1n chemical review and control, but OTS participation
also contributes significantly to the effectiveness of 1ts own
operations and to chemical control 1n the United States.

The goals of OTS participation in international programs
include:

o0 Exchanging data and assessment methodologies and sharing
expertise gained 1n national toxlc substances programs.

o Protecting health and the environment 1n the United States
and contributing to i1nternational environmental quality
through cooperation with other governments on
environmental problems of an international or global
nature.

o Developing testing and assessment methodologies that are
recognized internationally.



0 Conservling scarce testing resources by avoiding
duplicative testing.

o Eliminating or preventing the development of ocbstacles to
trade.

Representative examples of OTS' work with international programs
and organizations are discussed briefly below.

1. OECD Chemicals Program

Perhaps the most visible and successful of OTS'
1nternational efforts has been 1ts participation in the Chemicals
Program of the Organization for Economic Cooperation and
Development (OECD), an international group composed of the major
industrial trading partners. Because national laws regulating
hazardous chemicals can create barriers to international trade in
chemicals, the OECD began a program in 1977 to harmonize 1ts
member countries' approaches to toxic substances control. The
OECD Chemicals Program focuses primarily on the elimination or
reduction of barriers to international trade in chemicals and the
sharing of technical expertise.

A major accomplishment of the OECD program has been the
adoption 1n May 1981 of the Decision on Mutual Acceptance of
Data. This decision commits member states to accept data
developed 1n other member countries according to the OECD Test
Guidelines and Principles of Good Laboratory Practices.

More recently, OTS has participated actively 1n the new OECD
lnitiative on existing chemicals. As part of this activity, the
Of fice chairs the Switchboard Project, a referral system which
w1ll improve access by member countries to unpublished
information held in other member countries. In addition, OTS
experts made significant contributions to the development of a
common format for chemical reviews, which will facilitate the
exchange of i1nformation, and to the development of methods for
setting priorities in the selection of testing candidates.

2. United Nations Programs

OTS participates in several United Nations programs, such as
the International Register of Potentially Toxic Chemicals (IRPTC)
of the U.N. Environmental Program (UNEP). The basic objective of
thls register 1s to promote more efficient use of national and
1nternational resources in the evaluation and control of chemical
risks. Toward this end, the IRPTC provides access to existing
data and distributes i1nformation on national and 1international



regional policies, regulatory measures, and standards. OTS
supports the Register by notifying the program of chemical
L1ncidents and proposed regulatory actions and by responding to
foreign ingquiries relayed through the IRPTC.

OTS 1s also participating i1n a UNEP project to develop a
Glopoal Ozone Protection Convention. Once adopted, this
convention will provide for better coordination and greater
cooperation among nations i1n research, monitoring, and
information exchange concerning stratospheric pollution ana
potential modification of the ozone layer. OTS has played an
important role 1n the development of the U.S. positions at
international deliberating and drafting sessions and has been
part of the U.S. delegation to these sessions.

In connection with these activities, OTS 1s playing a
central role in 1nternational efforts to improve global
monitoring of the earth's ozone layer. OTS currently chairs a
working group composed of representatives from other U.S.
agencies and international research organizations, including the
U.N. World Meteorological Organization and the Chemical
Manufacturers Association (CMA) Fluorocarbon Program Panel. OTS
and the CMA Fluorocarbon Program Panel have jointly funded a
project to establish seven automatic ozone monitoring stations
around the world. Scheduled to be completed in 1984, this global
network will collect important data on the vertical distribution
of stratospheric ozone that can be used to assess the status of
the ozone layer and to detect any abnormal changes that may be
taking place. Ultimately, such i1nformation should play an
important role i1in future decisions by the U.S. and other nations
on actions to protect stratospheric ozone.

3. Bilateral Activities

Many of OTS' 1nternational activities involve direct
relations with other nations or regional organizations, such as
the European Economic Community (EEC). Since 1978, OTS has been
regularly discussing toxic substances issues with the EEC
Commission. Initially discussions focused on OTS' i1mplementation
of TSCA -- particularly in the area of new chemicals -- while the
EEC was still making plans for its Directive, commonly known as
the Sixth Amendment. More recently, as experience has been
gained on both sides, discussions have focused on problems
arising from differing approaches to chemicals management under
TSCA and the Sixth Amendment.

In addition, as mentioned in Chapter IV, OTS has developed
an agreement to exchange technical i1nformation with the
Umwe ltbundesamt (UBA) of the Federal Republic of Germany. The
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UBA has been particularly interested in OTS' progress 1n
developing capabilities for exposure modeling through its GEMS
program and 1n compiling, characterizing, and computerizing
methods for predicting the physical-chemical properties of
chemicals.

As part of the OECD Hazard Assessment Project, OTS has
provided the UBA with a computer model developed by OTS to
predict the environmental partitioning of a chemical. The UBA
plans to use this model, as does 0TS, 1n 1ts new chemical
assessments. In return, the UBA has provided OTS with
information on the practicability and limitations of OECD test
guidelines developed through i1nterlaboratory comparisons. The
UBA has also shared with OTS preliminary reports describing the
formulation of 1ts approach to hazard assessment. Most recently,
the UBA has proposed a cost-sharing program with OTS to enhance
OTS' CHEMEST computer program for estimating various physical-
chemical properties. These are similar programs will
significantly improve the ability of OTS and of foreign
governments to evaluate and control chemical hazards.



ADDENDUM

Possible OTS Initiatives

The main text of this report describes the present status ot
OTS' programs, the major program objectives for the near future,
and 1nitlatives to which the Office 1s now committea. This
Addendum briefly discusses several additional i1nitiacives that
OTS 1s now exploring, but that the Office has not yet acopted.
These 1nitiatives are earlier 1n their planning stages than those
discussed 1n the main report, and generally they have not been as
completely articulated. Before decisions are made to pursue them
-- or how far to pursue them -- they w1ll require more review,
both 1n terms of both policy and legal 1mplications and 1n terms
of more practical procedural details. Furthermore, some’of these
1nitiatives may not be possible given current resource
constrawints. For these reasons, certaln 1nitiatives may not De
adopted, while others may be phased 1n gradually as the Office
continues to galn experience 1n 1lts new and exl1sting chemicals
programs. In any case, however, kthnese 1nitiatives represent
alternative routes that OTS 1s now explorinyg to reach 1ts program
goals.

I. New Chemicals

A. Data Development

Lack of health and environmental effects data 1n PMN's 1n
many cases complicates OTS review of new chemicals. In a few
cases, 1t has led to suspensions of the review period pending the
development of data, withdrawal of notices, and §5(e) actions.
Many of the problems leading to such actions would have been
avoided 1f more data had been provided on the chemicals 1in
guestion 1n the first place. For this reason, the Office 1s
considering several alternatives that would more directly
encourage the development of data on categories of new chemicals
ldentified as a concern.

Initiative 1. Place categories of substances that have raised
concern in the PMN process on the §5(b)(4) ®"risk list."

Discussion. Section 5(b)(4) of the Toxic Substances Control Act
(TSCA) states that the Environmental Protection Agency (EPA) may,
by rule, compile a list of substances with respect to which it
finds that the manufacture, processing, distribution 1n commerce,
use, or disposal presents or may present an unreasonable risk to
human health or the environment. If a PMN (or a SNUR notice) 1s
submitted on a chemical listed under §5(b)(4), the submitter must
provide data that he Dbelieves show that the substance (or the new
use) will not present an unreasonable risk. As a result, under



§5(b)(4) the burden 1s shifted to the manufacturer to show that
a1s product will not present such a risk; 1n a typical PMN, tne
submitter 1s not requirea to provide data demonstrating the
safety or reasonableness of his producet.

Under this 1nitiative, OTS would place categories ot
chemicals tnat had consistently raised concern during PMN review
on the §5(b)(4) list. These categories might be gefinea in terms

of chemical structure, exposure factors (such as wuse), Oor bdotn.
The rule would specify the nature of the EPA concerns, and the
kinds of data that might address them. As a result, 1t would

provide guidance to notlce submitters on the data that EPA
believes would be appropriate.

Although this approach would not reguire companles to
develop adaitional data on new chemicals belonging to listed
categories, 1t would provide a strong 1ncentive to do so,.
Furthermore, 1t would require notice submitters directly to
address the potential risks of these substances as they developed
their PMN's. At the same time, the approacn 1s consistent witn a
case-by-case review of new chemicals. The specific amount of
data appropriate for any given member of a listed category will
depend on 1ts exact i1dentity, toxlcity potential, proauction
volume, uses, and similar factors. Both the manufacturer bhetore
notice submission ana EPA during PMN review would address these
factors on a case-by-case baslis 1n determining the proper level
of testing.

To i1mplement this approach, OTS will have to, first,
identify appropriate categories for listing, and, secondg,
establish 1n the context of a rulemaking that they met the
standards for listing under §3(b)(4).* This effort could reguire
considerable resources. However, previous PMN detailed reviews
will provide significant portions of the supporting analysis.

*In listing a substance under §5(b)(4), EPA must find that 1its
manufacture, processing, distribution 1n commerce, use, oOr
disposal presents Oor may present an unreasonable risk of 1injury
to human health or the environment. To make this finding, EPA
must consider all relevant factors, i1ncluding (l) the effects ot
the substances on health and the magnitude of human exposure, and
(2) the effects of the substances on the environment and the
magnitude of environmental exposure.



Initiative 2. 1Issue §4 test rules for chemical categories that
have raised concern in the PMN process.

Discussion: Under this 1nitiative, OTS would develcp §4 test
rules on categories of new chemicals 1dentifled as concerns 1n
the PMN process rather than (or i1n addition to) listing the
categories under §5(b)(4). The rules w~ould regquire companies to
develop specific health or environmental effects data on new
chemicals 1n these categories of concern dDefore submitting a PuN.

This 1nitiative would be a considerably stronger action than
initiative 1, because notice submitters would have to provide
data specified by OTS in the rulemaking, whereas under 1nitiative
1l the submitter would only be required to provide data that he
believed showed that the material would not present an
unreasonable risk. It might also save OTS review resources.
Under 1nitiative 1, 1f EPA found the data were 1nsufficient, 1t
would take action under §5(e). Because the data requirements
would be specified by rule, initiative 1 would reduce the need
for individual §5(e) orders. The disadvantage of this approach
is 1ts 1nflexibility. It would be difficult to specilty the exact
level of testing approprirate for all members of the category,
and, 1f a tiered approach were developed, to define objective
criteria for moving to the second tier of testing.

B. New Chemical Follow-up

Initiative 1. Develop a "me—too" SNUR automatically extending
the conditions of §5(e) orders to subseguent manufacturers and
processors.

Discussion. The terms of a §5(e) order restricting the
manufacture, processing, use, or aisposal of a new chemical
substance apply only to the PMN submitter. Once the submitter
begins commercial manufacture, the substance 1s entered on the
TSCA Inventory and can be manufactured or processed by other
companlies without restriction. For this reason, when OTS 1ssues
a limited §5(e) order, 1t also routinely develops SNUR's
requiring companlies to notify EPA before they manufacture or
process the substance outsidelthe terms of the §5(e) order.

Although this approach generally protects against unreviewed
use of the PMN substance outside the terms of the order, there
are two difficulties with 1t. First, because of the time needed
to develop a rule, there 1s 1nevitably a gap between expiration
of the PMN review period and proposal of the SNUR. This leads to
at least the possibility that new uses of concern may occur
before proposal of a SNUR. Second, 1t requires considerable
resources to develop SNUR's on a case-by-case bpasls as §5(e)
orders are 1issued.



To address these difficulties, OTS 1s considering the
pOossidility of develcping a "me-too" significant new use rule,
which woula autcmatically 1mpose SNUR notice reguirements on all
importers, manufacturers, or processors of chemical supbstances
subject to limited §5(e) orders. As a result of this rule, tne
restrictions Of §5{(e) oraers would apply lnaustry-wlae.

Initiative 2. Issue §8(a) follow up rules together with SNUR's.

Di1scussion. VNew chemical SNUR's focus on specliic uses Or
exgecsure scenari1os that have been 1centilfied as a concern.
SNUR's woulda generally prevent these uses ILrom occurring without
prior EPA notice.

There 1s always the possibility, however, that uses ot
concern might not be reported. For example, manufacturers or
processors might in good faith misinterpret the trigger -- for
example, 1f 1t were something like "manufacture for consumer
use," they might misunderstana the meaning of consumer use == oOr
they might fail to recognize the exact nature of their own
activities or those of their customers. Furthermore, 1t 1s also
possible that uses of concern might occur that had not been
anticipated during PMN review, and theretfore would not be subject
to SNUR notice requlrements.

To address these problems, OTS 1s exploring the possibility
of developing §8(a) rules 1n conjunction with SNUR's. The rules
m1ght, for example, regulr2 companias MmanNULacturing Or processling
a chemical subject to a SNUR to provide EPA certain limited
1nformation on that chemical every few years. This w~ould allow
OTS to ensure that significant new uses, as defined by the rule,
did not 1i1nadvertently occur, and 1n addition, that no
unanticipated new uses of concern developed.

These rules would require few OTS resources to develop
beyond those already needed to develop the SNUR's they
accompany. However, they would 1ncrease the reporting purden on
industry. 1If EPA develops a general §8(a) follow-up rule, the
need for 1ssuing §8(a) rules together with SNUR's would be
somewhat reduced.



C. oOrher Initiatives

Initiative 1. Develop a TSCA biotechnology program to ensure
that risks from TSCA uses of genetically engineered material are
appropriately controlled.

Discussion. Bilotechnology has until very recently been a
laboratory-scale phenomenon; however, commercial uses potentially
subject to TSCA regulation are now under development. (Examples
1nclude microorganisms used 1n pollution control, mining and
petroleum drilling, controlling o1l spills, etc.,) Signiticant
risks may be associated with some of these uses of biotechnical
substances, particularly as a result of their release 1nto the
environment. OTS is now reviewing the applicability of TSCA to
these products and is considering the possibility of a broader
effort to ensure that health and environmental risks they may
pose as a result of TSCA uses are appropriately characterized and
controlled.

Preliminary analysis 1ndicates that OTS has jurisdiction
over biotechnology under TSCA and that new genetically engineered
substances may be new chemical substances subject to PMN
requirements. However, any review of biotechnical material by
OTS under TSCA authority =-- 1n particular the new chemical
authority -- w1ll raise a series of technical and policy 1ssues,
which the Ofrfice 1s now acdressing:

o Assuming OTS jurisdiction, shoula OTS aadress all of
oi1otechnology or only genetic engineering?

o} HYow well adapted are TSCA regulatory mechanisms and thne
current TSCA regulatory structure for the review and
possible control of risks posed by biotechnical
material?

o} Where should the line be drawn between "naturally
occurring" life forms, which are not subject to PMN, and
"new" life forms, which arguably are?

o) How can differences at the DNA level be described
(1.., how would a new life form be characterized for
Inventory and PMN purposes)? Can these differences be
evaluated i1n terms of health and environmental concerns?

0 Assuming an OTS role in this area, how 1s the Office
going to obtain the necessary expertise to address
biotechnology risks? How should 1t ensure coordination
with other regulatory and research agencies?



In reviewing the possinility of a TSCA role 1n
characterizing and controlling risks from yenetically engineered
material, OTS will ne beginningy a dialogyue w~1th other regulatory
or research groups who are now 1nvolvead 1n plotecnnology or may
be in the future (e.g., NIH4, FDA, HHS, and NIOSH). Options and
recommendacions ~11ll be prepared for OT5 management by tne fall
of 1983,

II. Existing Chemicals

Initiative 1. Issue triggered §4 rules to require testing of low
production/exposure/release chemicals for which existing data
indicate a need for testing if production, exposure, or release
were to increase.

Discussion. OTS has found that several ITC chemicals do not
warrant §4(a) rulemaking because of low production or highly
limited exposure and release. In some instances, OTS has
developed or 1s considering the development of §3(a) reporting
rules or §5(a)(2) SNUR's to ensure that 1t 1s alerted to
commercial changes that would warrant OTS reconsidering the need
for testing. A posslible alternative 1n such cases 1s to develop
"triggered" §4(a) rules that would take effect only when
Jroduction volume, exposure, or release criteria contained 1n the
rule w~ere exceeded. These rules could oe developed alone or 1in
conjunction witn §$8(a) or §5(a)(2) rules.

This approach would provide jreater assurance that EPA would
Jet the needea test data 1f productlion volume, exgosure, oOr
release 1ncreased. It would also trigyger the cost sharing
provisions of §4, so that all manufacturers of the substance,
rather than simply the nmanufacturer who exceedea the groduction
volume trigger, would be responsible for funding the testing.

Initiative 2. Issue significant new use rules on §4 chemicals to
ensure that production does not increase or new uses develop
before testing is completed.

Discussion. Section 4 test rules (and negotiated agreements)
generally do not control human or environmental exposure to the
substances under test, nor do they prevent further commercial
development before the test data are developed. For example, the
production volume of a §4 chemical could increase significantly
while long-term tests were underway, lncreasling the extent of
human and environmmental exposure (and therefore, potentially,
risk) and possibly complicating subsequent regulation. One way
to prevent thls occurrence would be to 1ssue a §5(a)(2)
significant new use rule requiring notification of EPA before
production volume 1ncreased or new uses developed.




Such a rule would effectively set a cap on uncontrolled
commercialization of §4 chemicals. Companies would have to stay
within the bounds defined by the SNUR until the §4 test data were
developed, thereby preventing the chemicals from securing a
larger market before data sufficlient to assess their risks had
peen developed.

The simplest triggers for notificaticon 1n these SNUR's would
=g production volume limits. While other triggers might L1n some
cases be feasible, they would be difficult to develop,
particularly Decause most chemlicals considered for test rule
development are alreacy widely used. As a result, new =nd uses
would be relatively unlixely, and therefore a SNUR for such uses
would be unnecessary.

Initiative 3: Update the TSCA Chemical Substance Inventory
through a §8(a}) rule.

Discussion. In compiling the TSCA Chemical Substance Inventory
-- a list of chemical substances in U.S. commerce -- EPA
collected supplementary data on production volume and site of
manufacture. These data are now used for such purposes as
conducting preliminary screens of chemicals (e.g., in selecting
ITC testing candidates) and i1dentifyving manufacturers (e.g., for
analyzing the impact of §4 test rules and the §8(a) preliminary
assessment rule). In addition, the Inventory 1s also used by
other EPA offices (e.g., the Office of Solid Waste, Cffice of
Emergency Response), EPA regions, and the states as a source of
production and plant site information on chemicals of concern.
However, Inventory data on production volume and manufacturing
sites, which were collected between 1377 and 1979, are becoming
obsclete. For this reason, OTS is considering the possibility of
updating the Inventcory or a subset of chemicals on 1t.

Toward this end, OTS plans to 1ssue an ANPR, which will
solicit public comments on updating information on a subset of
the 60,000 chemicals now on the Inventory. The subset could be
developed by excluding certain chemicals, such as high-molecular
weight polymers or certain inorganic substances generally found
to be of low concern. 1In addition, the rule might be restricted
tc certain categories, such as chemicals produced at more than a
certain production volume, §8(e) chemicals, and former PMN
chemicals. In this way, the reporting requirements would be
focused on chemicals more likely to be of concern.



Initiative 4: Select existing chemicals for OTS evaluation
through a priority-setting system, which would assign aggregate
measures of risk to categories of chemicals with similar uses or
structures.

Discussion: At the present, OTS efforts on existing cnemicals
are triggered largely 2y TSCA §3 reporting mechanilsms (esgec1‘-i]
§8(e)) and through literature reviews. A [ew exXx1stlng cnemical
drojects result from referrals from other EPA progyrams and other
acencies. As a complement to tnese procedures, OTS 1s 1ow
exploring the possibility of develoring a gquantitatively Dased
prioritization system that would 1ndicate the relative hazard
posed by different categories of existing chemicals, such as use
categorlies.

Under this prioritization approacn -- unlike most earlier
OTS approaches -- chemicals woula pe categorized. The categories
(or "clusters”) could ne based on similaricty of use or other
characteristics, such as chemical structure. A measure of the
degree of risk posed by each cluster would pe developea on the
basi1s of parameters such as production volume, number of workers
exposed, and toxiclty measures for eacn chemical 1n the
cluster. When total risk values were developea for each cluster,
the clusters would bDe rankea. OTS review would then D2egin on the
chemicals within the highest zriority clustsr, proceecing to
those 1n the second highest priority cluster, and so on.

The use of cluster analysis tO set prioritles amonyg 2X1stlng
chemicals has several advantages. First, such a system would be
useful in 1dentifying major categories of potential concern,
warranting review under the existing chemicals program. Second,
the system 1s essentially gquantitative, sSo that subjectivity 1s
limited. Third, the use of chemical clusters based on use or
chemical class permits the evaluation of chemical substitutes at
the same time. Fourth, this method tenas to 1ncrease the
efficiency of reviews, because data are gathered and analyses
performed on chemicals with similar uses or structure at the same
time. If such a system appears feasible, OTS believes that it
would provide a useful complement to 1ts current approach
identifying candidates for exlisting chemicals review.



