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EXECUTIVE SUMMARY

TSCA Includes Unique Data Collection Provisions

Prior to the enactment of the Toxic Substances Control Act (TSCA), no one knew the number or
identity of chemicals in commerce in the United States, much less had information on their production,
distribution, use, or heaith and environmental effects. TSCA has provided an extensive set of tools to
coliect just such information from industry. If the information does not already exist, industry can be
required to develop it. Thus, TSCA is 2 unique and extremely imporiant source of information that 1s
potentially valuable not only to the United States Environmental Protection Agency (EPA) for its own
regulatory efforts, but also to other federal, state, and local programs.

The data collecied under TSCA also have the potential 10 benefit the scientific community as it
attempts to better characierize environmental concerns, and industry as it works toward reducing risks of
its chemicals. This information further has the potential to benefit workers and the public who risk the
consequences of being exposed to any harmful cbemical in commerce. Significant amounts of TSCA
data are unavailable anywhere else, and TSCA provides the only comprehensive view available of what is
known (and not known) about the commemnl flow and/or environmental effects of commercial
chemicals.

I Clsi rel t

Under TSCA, large amounts of potentially valusble data have been collected and are being
maintained by EPA. However, most of the data are unavailable 10 scientists, public interest groups, or
the general public, because they are being heid as confidential business information (CBI). While there
are several circumstances under which data submitted by companies are and should be handled as
legitimate trade secrets, the majority of the confidentiality claims affecting data submitted under TSCA
have not been substantiated, and a8 significant fraction of these claims would appear not to be
supportable under the statute.

; Maintaining large volumes of dats as CBI not only denies access 10 interested outside users, it also
leads to high costs for the Office of Pollution Prevention and Toxics (OPPT), which administers TSCA,
10 keep the data secure, impedes the program's ability to develop regulations openly, and makes it
difficult for other federal officials 10 use the data. It also prevents OPPT from sharing the knowiedge it
gains from reviewing such data about the chemical attributes that give rise o significant health and
environmental risks. Thus, TSCA CBI is impeding government regulstory programs, scientific research,
industrial chemical stewardship programs, worker and community right-to-know, and industrial
accountability. The history of EPA regulation of asbestos provides a telling case in point.  The public
and interested parties were precivded from meaningful panicipation in rulemaking, because the
documeats developed by EPA o support its proposed rule were covered by CBI claims, and couid not
be made public.

Potential users of TSCA data are not only hindered by the lack of access 10 the data, but they are
also undermined by an inability 10 ascenain the scope of the dawa that are being held as confidential In
ther words, there is 0o way for outside users to know whether or not EPA is in possession of data
relevant to their interests. Therefore, few groups or individuals, aside. from industry, have sought to
obiain TSCA daa.

iii
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The amount of TSCA data claimed and held as CBI is sizeable by any standard. and includes
» more than 90 percent of all premanufacture notices for new chemicals,
« mote than 95 percent of 3ll polymer exemption submissions,

» more than 25 percent of all substantial risk notifications (80 percent of those submissions with
claims make such claims for chemical identity), and

» more than 20 percent of all reporied health and safety studies.
That these TSCA CBI claims are excessive is shown by the following examples:

« Data collected under TSCA’s Preliminary Assessment Information Rule have at least 10 times as
many coafidentiality clasims, and probably more than 1,000 times as many claims as Toxics
Release Inventory Data submitted to the same EPA program under the Emergency Planning and
Community Right-to-Know Act (EPCRA) for a comparable set of information and reporting
entities.

+ For the limited number of submissions that EPA has had the resources to challenge, submitters
have seldom been able to substantiate their claims. (This includes nearly all the substantial risk
notices with chemical identity claims.)

+ Many of the claims clearly fall outside of what may be claimed as confidential under the explicit
provisions of TSCA (e.g bealth and safety dats submitted by industry). Examples include:

o Claiming chemical ideatity as CBI on a substantial risk notice, because of concern that
toxicity data might be *misinterpreted.”

o Claiming submitter identity and plant site information as confidential, aithough this
information was publicly svailable, to avoid embarrassment over inadequacies in a medical
surveillance program.

«  When up-front substantistion requiremeats for CBI ciaims were dropped in 1982 for new
chemical premanufacture notificstions, the percentage of submissions subject to such claims rose
noticesbly,

» A review of health and safety data on 20 chemicals that have been designated as an internationai
priority for evaluation and control indicsted that EPA is holding as confidential five studies
submitied under Section 8(d).

EPA cannot prevent firms from making CBI claims under TSCA, and must go through a series of
labor-intensive steps to declassify any data that «t believes do not meet the swututory criteria for such
cisims. Therefore, only Coangressional action cas truly solve the problem of excessive CBI under TSCA.
However, there are 3 limited sumber of adminmtrative actions that appear to be available 10 EPA to
make TSCA data more availadle 10 the public.
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Alternatives to Congressional Action

Should Congress decide not to amend the CBI provisions of TSCA, EPA does have some additonal
alternatives to discourage inappropriate CBI claims, These might include:

+  Publicly disclosing who is making what type of invalid claims (without divuiging any confidenual
specifics); :

Reporting aggregate statistics on information covered by CBI claims, so that at least generic
information on risks is available;

Requiring up-front substantiation for all TSCA CBI claims;

Instituting procedures that would require re-substantiation of claims after the expiration of fixed
periods.
» lmposing fees for CBI claims,
Reform of TSCA CBI procedures, and the elimipation of abuses, is possible to some extent without
Congressional intervention. However, Congressional action would greatly expedite such reform, and is

absolutely necessary to address certain issues, such as access to TSCA CBI by suate governments and the
ability to prohibit certain classes of CBI claims.
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Legisiative Options

Congressional action will probably be required 10 modify TSCA before the information reporied and
generated under the Act can serve more than its current limited regulatory uses 10 promote
environmental health. Congressional options include:

« An explicit legislative restriction on the classes of information that may legitimately be claimed *
as CBI (eg prohibiting claims on specific data elements, such as the identity of chemicals for
which substantial risk notices are submitied, or on combinations of dawa elements, such as
claiming both the chemical and the submitter identity as CBI).

» Following the successful pattern for confideatiality claims demonstrated in Toxics Release
Inveatory reporting under EPCRA:

o requiring up-front substantistion of CBI claims;

o mandating that claims be made by a senior corporate official;

o providing criminal and civil penalties for false claims of confidentiality;

o limiting claims to a narrow range of data elements;

o requiring that each submission covered by a2 CBI claim be made available to the public with
a generic name for each confidential element, 0 that users of TSCA data can know the
exact nature of data covered by CBI claims.

e An explicit authorization for EPA to share data with state governments, and a specification of
security requirements that would facilitate data-sharing with other federal agencies.

« Providing EPA with more specific guidance on appropriate provisions for the protection of CBI
(eg specifying sunset periods beyond which additional substantiation of CBI claims would be
required).

Options Available to EPA

EPA does have a number of alternatives available 1o it to limit inappropriate CBI claims, which
would supplement Congressional action. These actions by EPA would aiso have some salutary effects
evea in the absence of Congressional action. These include:

« Anempting to develop class determinations defining circumstances when EPA considers CBI
claims to be invalid;

« Discussing (forcefully) the peed to limit inappropriate CBI claims with industrial groups and
chief executive officers and seeking voluntary changes from them;

« Continuning the current campaign to challenge those claims least likely 10 be susuinable, and, in
egregious cases of invalid claims, atiempting 1o invoke 18 USC 1001 covering faise claims to the

governmest;

o Making internal reforms, under the terms of the consent decrees currently in force, 10 decrease
the administrative burdens of TSCA CBI (several of these are being implemented).
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- INTRODUCTION

As recently as fifieen years ago. the American public had virtually no information on the risks posed
by toxic chemicals in commerce, despite the fact that they were being exposed to these chemicals in the
workplace, at home, and outdoors. In addition, neither the scientific nor regulatory communities had the
information they needed to assess and control the risks posed by 10xi¢ chemicals. Indeed, information
was not even available on what, or how many, chemicals were in commercial use in the United States.
Adequate information to assess health risks was available for only a tiny portion of the universe of

chemicals to which people might be exposed.

The initial proposal for a Toxic Substances Control Act (TSCA) was developed in 1971 in the
context of a series of unforseen discoveries of the toxic potential of chemicals in commercial use. These
discoveries included the widespread contamination of fish with the hesvy metal mercury, and the
identification of serious health risks associated with conwamination from polychlorinated biphenyls
(PCBs), which had been widely used in electrical equipment As the Administrator of the United States
Environmental Protection Agency (EPA), Russell Train, noted:

Most Americans bad no idea, until relatively recently, that they were living so dangerously. They
had no idea that when they went 10 wark in the morning, or when they ate their breakfast--that
when they did things they had to do to earn a living and keep themselves alive and well--that
when they did things as ordinary, as innocent, and as essential as eat, drink, breathe, or touch,
they could, in fact, be laying their lives on the line. They had no idea that, without their
knowiedge or consent, they were engaging in a grim game of chemical roulette whose result they
would not know until many years later.!

During the six years of debate over the legislation before final enactment of TSCA, there was a
seemingly endless stream of revelations regarding chemical risks, including:

liver cancers in rubber workers induced by vinyl chloride;

contamination of Lake Superior and water supplies drawn from the lake with asbestos-like fibers;
plasticizers in blood, coming from plastic blood bags;

polybrominated bipheayl (PBB) poisoning of aastle in Michigan;

kepone poisoning of workers and the James River in Virginia;

"Tris® cancer concerns, from its use as a fire retardant in children’s sleepwear; and

stratospberic ozone depletion induced by chlorofluorocarbons and other chemicals.

* @ L] . * ® L]

TSCA was enacted in 1976, in an effort w identify the risks posed by chemicals in commercial use,
and to ensure that the risks of damage 1o human bealth and the eavironment from the manufacture and
use of woxic chemicals would be minimized. The Act gives EPA broad authority 10 collect information
on chemicals from manufacturers, processors, and importers throughout the United States. It was hoped
that by making this information available to the public, informed choices could be made by everyone
concerning chemicals and their use, TSCA also gives EPA the poteatial 10 regulate any chemical at any
stage in its life cycle from synthesis and development through commercialization, sale, and use, 10
disposal upon 3 finding by the Agency that the chemical may pase an unreasonsble risk.

One impetus for the passage of TSCA was (o fill existing gaps in the federal government’s authority
to regulate risks from toxic chemicals. Earlier environmental laws had focused on particular
cavironmental medis (air, water) or industrial and commercial practices (waste disposal). TSCA

' Legisiative History of the Toxic Substances Coatrgl Act, U.S. Congress, November 15, 1976, at
p- 161.
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addressed the entire lifecycle of a chemical substance, from synthests 10 disposal. Howewver, rather than
simply filling regulatory gaps, most provisions in the Act were intended 10 provide informanon needed 10
assess the risks of chemicals, and, thus, to foresrall problems, rather than correct them. Reporting
provisions for existing and reasonably ascenainabie information were broadened from the initial Nixon
Administration proposal, as were authorities 10 require testing to develop new dawa.  Finally,
premanufacture notification requirements were added to the Act

The concern was clearly to provide the information needed to support sound regulation of toxic
chemicals, but even more so to provide perspectives on chemicals that would move the entire country
away from a reacuive approach to unknown problems towards a fuller understanding of chemical health
and eavironmental risks. As stated in the Report of the House of Representatives, “the bill provides for
the collection of information regarding commercially produced chemicals so that the total exposure 10 3
chemical and its wotal effect on health and the environment can be monitored and evaluated.® TSCA
was drafied obtain information peeded on the effects of chemicals and on humaa and environmental
exposures to chemicals.

n »
Public access 10 the data collected and generated under TSCA was recognized as being essential to
the achievement of the stuatute’s ambitious goals. For example, one of the major sponsors of the
legislation, Senator Hartke of Indiana stuted,

I think the essential element of this legislation is that it has sttempted to provide for the
individual--pot only who works, but for the rest of American society, the right 10 know what is
in store as far as the toxicity of chemicals is concerned.

The fact of it is that not only do workers not know and the general public not know, but in
many cases the manufacturers and distributors and business people do not know.?

An eample of Congress's recognition of the need for public access to data on toxic chemicals is its
- decision to add Section 8(d) and related reporting provisions to TSCA. Congress decided 10 require that
“health and safery information be reported by all companies under TSCA rules and 10 make all health
and safety studies publicly accessible. Thus, Section 8(d) offered the scieatific community (and the
public) a window into a pool of unpublished health and safety studies that some have estimated t0 be
larger than the entire published literature. Other provisions of TSCA, such as Sections 8(a) and &(e),
also require the reporting of data on the beaith and safety effects of chemicals.

TSCA contains broad reporting and information provisions. Under Section 8(a), the EPA
Administrator can require industry to report almost sny existing or reasonably ascertainable (non-
financial) information about the chemicals fis produces, processes, distributes, nses, or disposes. Such
information can be required about specific chemicals and uses or about brosd classes of chemicals and

*  Legislstive Historv of the Toxic Substances Control AQt, US. Congress, November 15, 1976, at
p. 405.

3 Lergislative History of the Toxic Substances Control Acl, U.S. Congress, November 15, 1976, at
p- 218
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uses. n fact, such reporting requirements can be constructed 10 encompass any logical class of
chemicals, uses, or other groupings, excapt the group “all new chemicals."

Under Section 8(b), EPA was required 10 exercise its reporting authorities to obtain an inventory of
all exsung chemicals in commerce, EPA acted in 1977, and supplemented the inventory with reporting
on the site and amount of manufacture (or import). (The inventory is regularly updated and the
production information has been updated rwice since.) '

In addition to Section 8(d) authority, mandating that EPA collect unpublished health and safety
studies from industry, two other important authorities in Section 8 allow EPA to require reporung of
health and safety data. First, under Section 8(¢), industry is required to report to EPA any additional
data that “reasonably supports the conclusion that a substance presents a substantial risk of injury to
health or the eavironment® Under Section 8(c), EPA is to establish rules for industry 10 maintain and
report records of adverse reactions to health or the environment of its chemicals and of allegations of
such adverse reactions. )

Finally, TSCA graats EPA authority to require industry 10 generate any missing data that are needed
on new chemicals (under Section §) and existing chemicals (under Section 4 test rules). For pew
chemicals, if EPA determines that a chemical may pose an unreasonable risk to human health or the
environment, it can require any studies necessary 0 make a risk determination. Under Section 4, EPA
can develop rules that require any testing that may be needed to develop information on chemicals
already in commerce.

TSCA’'s information-gathering tools cover the entire universe of old and new chemicals, and the
entire range of uses of any chemical, unless the chemical is already regulated as a pesticide, food or food
additive, or drug. These tools cover all stages in the commercial flow of such chemicals, from
production, processing, distribution, and use, to trestment and disposal. They embrace information on
production, use, exposure, and eavironmental release, as well as bealth and environmental effects. In
fact, TSCA covers virtually any type of information about chemicals in commerce and their effects.

By collecting information under TSCA, EPA can better set priorities for its regulatory and
enforcement activities under all its statutes. By making such information publicly available, as required
by the Act, EPA provides producers and users (both commercial snd private) with the ability to make
better decisions regarding chemicals, and requires producers to be publicly accountable for their actions.
As has been illustrated by the impact of the Emergency Plagning and Community Right to Know Act of
1936 (EPCRA) on corporate practices, such publicly available information may be a far more powerful
influence on eavironmental quality than direct EPA regulation.

Unique Aspects ol TSCA Data

TSCA is not the only, nor even the major source of informstion on toxic substances. Thousands of
trade publications and the huge body of scientific literature contain much information about toxic
substances. However, there are two aspects of the TSCA data are both imporiant and unique.

Firsy, significant amounts of TSCA data are unavailable anywhere else. Under TSCA, EPA aan
require companies to submit information on their production, distribution, uses, and disposal of
chemicals, as well as information relating to their possible health or environmental effects. An
important portion of the information that companies have on their chemicals has pot been published.
Therefore, TSCA is receiving data not svailable anywhere outside of the companies submitting them. In
addition, if such data do not exist, but EPA finds that the chemical may pose an unreasonable risk or
that the chemical has large production and has significant or substantial exposure, then the Agency may
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require companies 10 generate such data. Thus, TSCA informauion-gathering authonities can and do il
key gaps in information about chemicals. For example, for hundreds of chemicals designated as high
prionty for testing by the Interagency Testing Committee, TSCA has been used by EPA first to obtain
all unpublished health and safety data and then to have industry conduct 1esis to [ill key gaps in these
data.

Second, TSCA provides the only comprehensive view available of what is known (and not known) abour
the commercial flow andior environmental effects of commercial chemicals. For example, nowhere else is
there a complete overview of what chemicals are being produced, in what quantities, and where.
Nowhere else are there complete compilations of the existing heaith and safety dawa on important
environmental chemicals, including large databases containing unpublished data. Nowhere else is there 2
complete overview of what new chemicals have been developed and introduced into commerce in the
U.S. And, nowhere else is there a complete overview of the commercial uses of chemicals that pose
high risks, such as lead and asbestos.

As a result of these information-gathering provisions, OPPT has an absolutely unique overview on
chemicals. For example, it has no equal in knowledge of the chemical features that give rise to health
and environmental concerns from having collected and reviewed thousands of published and unpublished
heaith and safety studies on chemicals with similar structural features. This is information of value not
only to EPA in its oversight of new chemical development, but also to research scientists in their efforts
t understand mechanisms of toxicity and drug action and to industry in its efforts to design and develop
safer chemicals.

Confidentis] Business [nformation

Manufacturers, processors, and users of chemicals protect many trade secrets from disclosure to one
another. Such trade secrets may involve for exampie: the nature of their research programs and
marketing plans, the specific formulation of their products, the details of their process steps, or the
economics of their operations. Disclosure of such trade secrets may allow domestic and foreign
‘competitors to avoid the time and expease to independeatly develop such information, and, thus, can
result in such competitors’ obtaining an unfair competitive advantage over the company whose secrets
have been disclosed.

Recognizing the legitimate concerns of companies over unneceasary disclosure of such trade secrets,
TSCA contains provisions limiting disclosure of confidential business information. However, given
TSCA's overall thrust of improving the public’s access to information, such provisions place narrow
limitations on what information is to be publicly withheld. In particular, Section 14(a) of TSCA mirrors
the provisions of the Freedom of Information Act (FOLA), which allow *any information® submitted or
obtained under TSCA 1o be claimed as confidential, but limit what may be held confidential 10 data
needed to protect “trade secrets or financial information.*

Moreover, under Section 14(b), the range of submitted data from health and safery studies that can
be protected as CBI is far more limited. Even information that would normally be protected from
disclosure under FOIA may be disclosed under this provision of TSCA. Only data that disclose

*processes used in the manufacturing or processing of a chemical substance Or mixture or, in the case f
a mixture, .. any dats which discloses the poruon of the mixture comprised by any of the chemical
substances in the mixture” is prohibited from release.

That Congress did not intend for these limitations 10 restrict information necessary to protect public

health and safety is demonstrated by the fact that Section 14(3) also contains a provision for disclosure
of information that would otherwise be entitled to protection as TSCA CBI under several seis of
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conditions. CBIl may be disclosed if doing so is necessary 10 prevent upreasonable risk. Officers and
employees of the United States and contractors may review confidential informauon if it 15 necessary to
perform their duties in protecting health and the environment Or for specific law enforcement purposes
(for example, if worker exposures are possible, officials of the Occupational Safety and Health
Administration (OSHA) are entitled to review TSCA CBI, in order to carry out their duties under the
Occupational Safety and Health Act). Disclosure is also allowed when relevant 10 a proceeding under
TSCA, although all efforts must be made to preserve the confidentiality of substantiated CBI to the
extent practicable, In addition, Congressional committees may review confidential information obtained
under TSCA upon written request by the committee seeking information.

Purpose and Scope of This Report

This report examines whether the CBI provisions of TSCA, either as explicitly mandated by the
statute or as put into practice by EPA, have had a deleterious effect on the implementation and impact
of the law. [t considers procedures for claiming CBI and the number and nature of CBI claims thas
have been made regarding information submitted to EPA under TSCA. Subsequent sections examine the
validity of the claims that have been made, the impacts of CBI claims on the utility of TSCA
information for EPA and the public, and the advantages and disadvantages associated with some
proposed alterations of TSCA CBI procedures.

This assessment of TSCA CBI is based upon a review of the legislative history and other legal and
historical documents to identify the statutory, regulatory, and case-law constraints on confidential claims
under TSCA. Statistical apalyses of TSCA data contained in EPA databases were performed to quantily
and document the scope of CBI claims through FY 1990. As a finai component of the assessment,
interviews were conducted with EPA siaff and outside parties interested in data submitted under TSCA,
to ascertain the extent of the problem caused by claims of confidentiality. These interviews also sought
opinions on the utility of various poteatial modifications of EPA confidentiality procedures.
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CLAIMING CONFIDENTIAL BUSINESS INFORMATION

Claiming information as confidential is a simple procedure under TSCA. Informanon submitted is
claimed as confidential business information by marking the specific information with a label such as
“confidential,’ *proprietary,” or “trade secret.” Under some sections of TSCA, EPA has provided for
information to be claimed as confidential by simply checking 2 box on the appropriate form (eg. new
chemicals under Section 5). Under other sections, written substantiation of the confidentiality of the
claim is required. For example, claims associated with Inventory reporting require detailed answers for a
list of questions specified under 40 CFR 710.7(a) and (b).

For several types of submissions (including Premanufacture Notices, health and safety studies, and
records of significant adverse reactions), the regulations issued under TSCA specify that two copies of
the information are submitted. The first copy must contaia all the information required for reporting.
This copy of the submission is used internaily by EPA. The second copy (also known as the “sanitized
version®) must conuin only information ot claimed as CB! and is placed in an open file available to the
public. These sanitized copies of submissions frequently do pot indicate either the nature or amount of
CB! information from the original submission that has been omitted. If the submitter fails to supply a
sanitized copy, EPA notifies the submitier who then has either 15 or 30 working days (depending on the
applicable section of TSCA) to submit the second copy. If EPA does not receive this second copy, the
confidentiality claim is waived and the information is placed in the opea file,

There are no penalties under TSCA for false claims of confidentiality. In surk contrast, the
penalties applicable to EPA staff or contractors who reveal CBI (even if the CBI claim is frivolous) can

be substantial

Because the information submitted to EPA under various sections of TSCA differs, the nature of the

information likely to be claimed as CBL, and the presumptions regarding CBI, differ somewhat in the
programs corresponding to these sections of the Act.  The section below analyzes CBI claims that are
clearly important from a health and safety point of view.
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THE LARGE AND INCREASING VOLUME OF CBI CLAIMS FROM 1977 to 1990

Since FY 1982, there has been a massive increase in the number of CBI claims affecung information
submitied to the EPA under TSCA. In pan, this reflects a nearly exponential increase in the number of
documents submitied to EPA under the statute. However, the increase in the number of CBI claims
also reflects changes in CBI claim patterns from the early years of TSCA to more recent umes. This
increase in CBI claims affects many types of submissions, including Premanufacture Notices submitted
pursuant to Section 5, substantial risk notices submitted pursuant to Section 8(e), health and safery
studies submitted under Section 8(d), and so forth.

Reports from databases maintained by EPA’s Office of Pollution Prevention and Toxics (OPPT),
which administers TSCA, were used to track the number and nature of CB{ claims over the last 14 years.
These non-CBI reports presented counts of the numbers of each type of document submitted in any
fiscal year, the pumbers of each connzining any CBI ciaims, and the numbers containing CB! claims for
each of several key data fieids (eg chemical identity, submitter identity, use, etc.). Most of the relevant
data are contained in the Document and Personnel Security System (DAPSS), although data on PMN
submissions were obsined from the PENTA database. Data from FY 1977 through FY 1990 were
analyzed.* Submissions for each class of documents are described below.

It is important 10 note that increases in the proportion of CBI claims for any submission type
suggest an increase in the number Of unnecessary, and therefore iovalid, claims. There is no reason to
expect, a priori, that submitters’ need to protect truly confidential information has increased over the
past 14 years; one would expect the proportion of dats subject to legitimate confidentiality concerns to
fluctuate somewhast, but not to markedly increase or decrease. If the proportion of submissions with CBI
claims increases, the most probable explanation is that information of a type and level of sensitivity that
was pot previously claimed as CBI is being so claimed

The New Chemicals Program (Section )

Section 5(a)(1) of TSCA establishes the Pre-Manufacture Notification (PMN) program which

. fequires manufacturers or importers to provide 90-day notification prior to introducing a new chemical
into commerce. A ‘new” chemicsl is defined as a commercial chemical not listed on the TSCA
Inventory. Manufacturers are required to submit svailable risk-related data including results of relevant
health and safety studies, projected production or import volumes, exposure estimates, and intended
methods of disposal. (See Appendix A for a copy of the PMN form.) Based on the information
provided in the PMN, EPA must assess the risks to ascertain if the chemical may or will pose an
unreasonable risk to buman bealth or the eavironment.

When EPA receives the PMN, a number is sssigned and 2 aotice is sent 10 the submitter identifying
the PMN number and the date or which the review period begias (40 CFR 720.65). The standard
review petiod is 90 days. The procedures for claiming any reported information as confidential are
consistent with the general procedure. Claims of confidentiality for the chemical identity apply only t0

¢ OPPT aiso has compiete dats for FY 1991, but these have not been included in our analysis. In
1991, EPA's Confidential Systems Section phased out the use of DAPSS, replacing it with the
Confidential Business Informstion Tracking System (CBITS). Because data for 1991 are contained
in two scparate systems, and the degree of overlap between the sysiems is unclear, it would be
impossible 10 analyze these data without individually examining each record for FY 1991 in each
system.
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the period prior t0 commencement of manufacture or import for commercial purposes (40 CFR
720.85(a)).

If the chemical identity of the new chemical substance is claimed as confidenual, the submitter must
provide a generic name at the time of the claim. Once a generic name is accepted by EPA and the
submitter, it is published in the Federal Register. .

Exemptions to the PMN process are made for polymers (40 CFR 723.250) chemicals developed
solely for use in research and development (40 CFR 720.36), chemicals distributed solely for test market
purposes (40 CFR 72038), and chemicals produced in low volumes (less than 1,000 kilograms per year
(40 CFR 723.50). A company may aiso be exempt from reporting if the new chemical is identical to one
listed with EPA under a generic chemical name. EPA will reveal that the chemical is already on the
inventory list once the company establishes that it has a bong fide intent 10 manufacture the chemical.
(Additional information on the new chemicals program is included in Appendix B.)

A company must send 2 Notice of Commencement of Manufacture 10 EPA no later than 30 days
after it begins manufacuring or importing the chemical substance for commercial purposes. This notice
reports such information as the chemical identity, pre-manufacture notice number, and the date when
manufacture or import started. If the submitter would like t0 maintain the chemical identity as
confidential, he or she must reassert and substantiate the claim, or else the chemical identity is placed
on the public inventory without notice (40 CFR 720.102(¢)). A submitter may not claim the chemical
identity confideatial after manufacture or import unless a claim of confidentiality was made prior to
manufacture or import (40 CFR 720.85 (b)(1))- Although the statute is not explicit on other claims, it
is EPA practice to maintain any other information claimed in the PMN as CBI after the Notice of
Commencement has been received by EPA, without requiring further substantiation.

PMN Submixsions

As can be seen from Figure 1, the sumber of PMN submissions to OPPT has increased substantially
over the past decade, from 35 submissions in 1979 (the first year in which any were reported) to a
maximum of 2,645 in 1988 (the drop in FY 1589 to 1150 submissions presumably reflects EPA’s
imposition of a processing fee, with submissions that might have been expected in 1989 being made in
1988 10 avoid the fee).

In FY 1983, the absolute number of PMN submissions nearly doubled from the preceding year (from
709 to 1,342). At this time, there also appears to be a significant incresse in the proportion of PMN
submissions affected by CB! claims, relative 10 the preceding three years (from 70% to 79%). Definitive
data are not available for overall CBI claim rates, but claims on chemical identity increase from 70% t
79%, and this higher claim rate is maintained in subsequent years. Similar, but smaller, increases in CBI
. claim rates are seea for use, process, piant site, and chemical property data.  One explanation for these
changes can be found in the procedures specified by EPA for ssserting CBI claims. Prior 1o FY 1983,
EPA had an ‘*interim® policy that CBI claims be substantiated at the time they were asserted (Cup-front®
substantistion). This policy was discontinued in a notice published toward the end of FY 1982 (47 FR
28969, 7/2/82) (coafirmed in the Final Rule pudlshed duning FY 1983; 48 FR 21722, 5/13/83).

Polymer, Low Volume, end Tent Markat Exemption Submissions

EPA has scparately tracked Polymer and Low Volume Exemption Submissions since FY 1985.
These chemicals are presumed t0 be associated with a lower probability of posing substantial risks, in
that polymers tead 10 be chemically non-reactive, while chemicals produced in low volumes should have
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correspondingly low exposure potential. -As illustrated in Figure 3 (Polymer) and Figure 4 (Low
Volume), a substantial number of each type of submission bas been received, an average of 260 polymer
submissions per year (maximum of 360), and an average of 297 Low Volume submussions per vear
(maamum of 592). While the rate of Polymer submissions is relatively sieady, Low Volume exemption
apphications increased significantly in FY 1990,

As is also evident from Figures 3 and 4, both classes of submission are almost uniformly covered by
CBI claims (95 percent or more of Polymer submissions and berween 78 percent and 93 percent of Low
Volume submissions). For Polymer submissions, CBI claims relate mostly to chemical identity, with
roughly half the submissions claiming submitter identity, and half claiming use information, with lower
claim proportions for other key data fields. For Low Volume submissions, approximately three quarters
of the submissions claim chemical ideatity as CBl, with claim rates for other key data elements similar 1o
those for Polymer submissions.

Test Market Exemption sybmissions do not follow the general pattern of a consistent increase in
submissions, but rather show a peak in 1983 (169 submitted) and 1984 (168 submitted); the proportion
covered by CBI claims is consistent, and high (greater than 90 percent for alf years except FY 1985).
None of the individual key data elements alone accounts for this high rate. Chemical identity, submitter
identity, and use information are claimed on more than 50 percent of the forms for most reporting years.

Bona Fide Submissions

If, on the basis of a generic chemical name on the TSCA inveatory, a submitter who would
otherwise have 10 submit 8 PMN believes that a chemical it intends 10 manufacture or import may
already be in commercial use, it submits 10 the EPA a declaration that it has a bona fide intent to
manufacture or impon the chemical. On the basis of this submission, the EPA is able 1o divuige
whether or not the subject chemical is or is not on the inventory.®

A moderate number of bona fide sudmissions were received by EPA between FY 1979 and FY 1982
- (Figure 5). There was a substantial increase in these submissions in FY 1983 and FY 1984, with some
decline thereafter. Nearly all of the bona fide submissions are affected by CBI claims, although the

proportion so affected has declined since 1985,

As noted above, Section 8 of TSCA provides EPA with a variety of mechanisms 0 obtain
information on the potential health and eavironmental risks sssociated with chemicals once they have
entered into commercial use. Beyond the basic commercial information contained in the chemical
inventory mandated by Section 8(b), EPA is provided with mandatory reporting of information indicating
substaptial risks (Section 8(e)), the ability to require submission of any heaith and safety data (Section
8(d)) or repores of sigunificant adverse reactions (Section 8(c)) that must be maintained by a
manufacturer or importer, and the ability to promuigate additional rules that require recordkeeping

§ This represents an interesting approach o the protection of business-related information, in that
knowiedge regarding the identity of a cheatical that has been claimed as confidential by the current
manufacturer or importer is made available ony 10 that company’s direct competitors (those
proposing to manufacture or import the same chemical). All that is reported is the fact that the
chemical is in commerce.
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and/or reporting by manufac i and importers (Section &(a)). Addwional informauon on the
provisions of Section 8 are pr..ided in Appendix ¢

8(e) and FYT Submissions

Under Section 8(e) of TSCA, manufacturers, distributors, and processors must notify EPA
immediately if they obtain information indicating that a chemical presents "a substantial nsk of injury to
health or the environmenL® As discussed in a subsequent section, legal analysts at EPA have taken the
position that "health and safery data®, as specified in the statute, are nof limited to the health and safety
studies covered by Section 8(d). Data reporied under Section 8(e) also meet the definition of a health
and safety study under the Act, and are therefore subject to the limited CBI protection of Section 14(b).
However, 10 date EPA has dealt with CBI claims on such submissions according to the general
procedure, following Section 14(a).

In addition to the 8(c) notices specified in the Act, EPA receives 3 significant number of similar
submissions, termed *FYT" (For Your Information) notices. These notices represent cases in which the
submitier asserts that the information reported is not subject 10 mandatory reporting under Section 8(e).
but is reponed voluntarily. It could be argued that the information reported in FYI notices would more
properly be incorporated into 8(e) notices; this is a matter of judgement that EPA has left 10 the
discretion of submitters. From the point of view of CBI claims, they can be treated similarly.

A key fact to remember in reviewing CBI claims for 8(¢) and FY1 notices is that unlike notices
received under the new chemicals program, for which one can not g priori assume that a chemical poses
any risk at all, 8(¢) notices by definition deal with substantial risks, and FY] notices with risks of
sufficient magnitude that the submitter believes EPA should be apprised of them.

The number of 8(e) notices received by EPA 10 date has been far lower than the number of notices
under the new chemicals program, with fewer than 150 such submissions in any year prior 10 FY 1990.
Relatively few such submissions were received by EPA between 1977 and 1982 (an average of 15 per
. year), with the number of submissions per yesr jumping up 10 a higher level for 1983-1986 (average of
- 126 per year), decreasing from 1987-1989 (64 per year), and increasing consideradbly in 1990 (256

submissions) (Figure 6).

However, the low numbers of 8(¢c) submissions received to date may not accurately reflect a lack of
information indicating substantial risks associsted with chemicals in commerce. EPA bas taken the
position that many submissions that should hove been made under Section 8(c) were not, in fact, made.
The Agency recently instituted a peaalty cap program to eacourage submissions of these “missing” 8(¢)
notices. The announcement of this program may account for the substantial incresse in 8(¢) submissi ns
seen in FY 1990; EPA expects a significantly increased number of 8(¢) submissions in the near future;
OPPT discussions with industry bave indicated that as many as several thousand may be received.

One would expect, in view of the explicit limitations on CBI claims for health and safety data
contained in Section 14(b), that the proportioa of 8(e) notices affected by CBI claims would be far less
than that for new chemical submissions. The proportion of 8(¢) submissions containing any CBI claims
is, in fact, much lower than that seen in the new chemicals program, with the proportion of CBI claims
decreasing in 1983, when the absolute pumber of submissions first increases substantially, Of the
submissions since 1983, fewer than SO percent contain any CBL in contrast to the grester than 90
percent ciaim rate for PMNs. A 50 percent incidence of CBI clsims, however, is still substantial,
particularly in view of the fact that these submissions deal with chemicals that have been judged 1o
potentially present a substantial risk of harm to human health or the environment, and the fact that the
burden of substantiation for CBI claims on such submissions was intended by Congress to be greater

10
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than for other submissions. As Figure 7 illustrates, a substantial number of the CBI claims assocjated
with 8(e) notices concern chemical identity; moreover, the assertion of CBI claims regarding chemucal
idenuty in 8(e) notices appears 10 increase {rom FY 1985 onward. As is discussed in greater detail
below, the inability of potentially exposed persons to determine the identity of chemicals that pose
substantjal risks severely restricts their ability to take actions 10 protect themselves from those risks. As
15 also discussed below, EPA's recent program challenging CBl assertions in 8(e) notices indicates that a
substantial fraction of these CBI claims may be invalid under the statute.

FYT submissions in significant numbers are first recorded in 1987, and have remained relatively
constant at 150 10 200 per year (Figure 8). Until 1990, the aumber of FYIs exceeded that of 8(ejs by a
ratio of five 10 two; in 1990, more &(e)s than FYIs were submitted (256 vs. 158). EPA staffl have
speculated that submitters have filed FYIs in preference to 8(e)s in order 10 avoid the stigma associated
with 2 finding of *substantial risk.* as well as to avoid the procedural requirements of 8(e) notification.

A relatively low proportion of FYIs contain CBI claims (9 to 19 percent), but there has been 2
steady increase in claims from 1987 through 1990, and many of these claims concern chemical identity.
These increases are of particular interest because these submissions are ostensibly voluntary. However,
the proportion of FY1 submissions in which chemical identity is claimed as CBI has remained
consistently lower than the corresponding figure for 8(¢) submissions (10 to 20 percent vs. 30 10 45
percent over the same four years). Again, this may reflect the perceived stigma associated with an 8(¢)
submission.

Significant Adverse Reactions (Section 8(c))

EPA defines significant adverse resctions as those “that may indicate & substantial impairment of
normal activities, or long-lasting or irreversible damage to health or the environment” (40 CFR
717.3(i)). Section 8(c) of TSCA requires manufacturers, processors, and distributors of chemicals or
mixtures to keep records of significant adverse reactions to health or the environment alleged to have
been caused by their chemicals. Firms must make records of allegations available 1o EPA upon request.
Any person who is submitting copies of these records is allowed 0 assert 3 confidentiality claim, by
submitting both compiete and non-confidential (“sanitized”) versions of the sudbmission (40 CFR 717.19).

Almost all (21 of 26) of the 8(c) submissions réquested by EPA were received in 1988. Again, one
would expect 3 low incidence of CBI claims, because these reports satisfy the definition of a health and
safety study, and would be covered by the limited CBI provisions of Section 14(b). Roughly half of
these submissions to EPA contain CBI claims. These reports by defininion deal with records of significant
adverse reactiops. When claims were made, they geperally covered all key data elements,

Health and Sgfaty Studias Submitied Under Section 3(d)

Any manufacturer, processor or distributor of 3 commercial chemical must submit bealth and safety
studies concerning that chemical that it has conducted or that are ressonably ascertainable to it (Section
8(d)). Section 3(6) of TSCA defines a hesith and safety study ss “any study of any effect on a chemical
substance or mixture on hesith or the eavironment or on both, including underlying data and
epidemiological studies, studies of occupationsl exposure 10 a chemical substance or mixture,
toxicological, clinical, and ecological studies of a chemical substance or mixture, and any test performed
pursuant to this Act*

Section 14(b) of TSCA explicitly precludes claims of confidentiality on these heaith and safety

studies (and underlying data), except where disclosure of the information would reveal processes used in
the manufacture, imporning, or processing of a substance, o, in the case of 3 mixture, the portion of the

11

CMA 052229




mixture comprised by any of the substances in the mixture. Any information contained in a study which
is clearly personal data (for example, individual medical records), the disclosure of which would tnvade
personal privacy, is exempt from disclosure under FOLA as provided in Title 5, United States Code,
Secuon 552(b)(6). Interestingly, the regulations promulgated by EPA for such submussions (40 CFR
716.55(a)(3)) appear to offer protection for CBI that are nor included in the statute, in that claims of
confidenuality are allowed for company name and address, financial statistics and product codes used by
a company.

A large number of health and safety studies (more than 5,000) have been submitied to the EPA
under Section 8(d) since 1986, with large peaks in 1987 and 1989 (Figure 9). Prior to 1990,
approximately 25 percent of these contain some CBL When a CBI claim of any type is made, chemical
identity is almost always claimed to be CBI (more than 96 percent of the submissions with CBI claims
assert such a claim for chemical identity; Figure 10). Substantial pumbers of CBI claims were also
asserted for submitter identity (provided for in the CFR), use, toxicity, exposure, and environmental
release data. The exception is that in 1986 (the first year with 8(d) reporting), a very low percentage of
the forms claimed toxicity data to be CBL

The key point to note is that under the explicit language of Section 14(b) of TSCA. most of these
CBI claims are prima facie invalid. Congress explicitly intended 10 make such health and safety data
publicly available; doing so represents the entire rationale of Section 14(b). The only claims that Section
14(b) permits are those that disclose "processes used in the manufacturing or processing of a chemical
substance or mixture® or, in the case of a mixture, disclose *the portion of the mixture comprised by any
of the chemical substances in the mixture.’ Even under the more lenient Janguage of the regulations
(40 CFR 716.55), only company name and address, financial suatistics, product codes, and information
that *would clearly be an unwarranted invasion of personal privacy." Claims on yse, toxicity, exposure,
and environmental release data are clearly not permitted either by the statute or by regulations.

CAIR Submissions

The majority of submissions under the Comprehensive Assessment Information Rule (CAIR) were
feceived in 1989 (660), followed by 45 in 1990. Fewer than 30 percent of the original submissions
contain any CBI claims, although in almost all cases, it is chemical identity that is claimed as CBL As
CAIR reporting applies 1o a pre-defined set of chemicals, thase CBI claims are curious.

PAIR (3(s) Lavel &) Submisxions

Because data on submissions under the Preliminary Assessment Information Rule (PAIR) are
mainwined in a scparate datebase, the DAPSS system contains information on only a small fraction of
submissions made pursuant to this rule. These submissions, and CBI claims associated with them, are
discussed in detall in a subsequent section, in comparison 10 reporting of comparable information under
alternstive statutory suthority. Accordingly, they are pot considered here, except to notc that 3
significant fraction of PAIR submissions conuin CBI claims.
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Testing of Existing Chemicals (Section 3)

Section 4 of TSCA authorizes EPA 10 require manufacturers or processors of chemicals in commerce
10 test the effects of those chemicais on human health and the environment. EPA may exercise this

authority by rule only upon a finding that:

+ a particular chemical may present an unreasonable risk of injury to health or the environment;

« there is insufficient data available to perform a reliable risk assessment; and,
« testing of the chemical is required in order provide the necessary information. (4(a)(1)(A)

A finding that a chemical may present an unreasonable risk, and a consequent test ruic, need not be
based upon a finding that a chemical may be toxic, but may rather be based on substantial production
and exposure to humans or the eavironment, in addition to findings of insufficient data and the need for
testing (4(a)(1)(B)). A test rule promulgated under Section 4(a) must: identify the chemical, include
tesiing standards for the development of test data, and specify the duration of the testing period.

The key purpose of Section 4 is the generation of studies that address the potential of identified
chemicals 10 have adverse health and safery effects. Accordingly, the results of such studies would be
reported to the EPA pursuant to Section 8 of TSCA. However, Section 4(c) provides for applications
for exemption from testing that would otherwise be required. EPA has received a significant number of
such applications. Because test rules under Section 4 deal with identified chemicals, many of which are
in widespread commercial use, it is interesting to consider CBI claims associated with these Section 4(c)
applications.

Section 4(c) applications were submitted comparatively rarely berween FY 1981 and FY 1986, with a
significant increase in the number of submissions in FY 1987 (triple the number from FY 1986), and a
noticeable peak in 1989 (Figure 11). This represents anotber instance of the increasing overall
information processing load on OPPT stff Prior to FY 1987, nearly all such submissions contained
CBI claims. When the absolute number of submissions increased, the proportion containing CBI claims
dropped considerably (in effect, the absolute number of Section 4(c) submissions with CBI claims has
remained relatively constant), Again, it is notable that for a class of submission that deals with already
identified chemicals that are generally in widespread use, many of the submissions with CBI claims make
such claims for chemical identity.

Once EPA finds that 8 chemical poses an unreasonable risk 10 human heaith or the environment, it
has 8 variety of options under Section 6 o coatrol the commercial use of that chemical. EPA may
apply any of these options by rule “to the extent necessary 10 protect adequately against such risk using
the least burdemsome requirements. Among these options are two that require the public dissemination
of risk-relevant information (emphasis added):

»  requiring that the chemical subsiance be labelled with ciear and adequate warnings with respect 1o
its uwse or disposal; and,

requiring manufacourers or processors of the chemical subsiance or mixture o provide notice of
unressonable risk of injury 1o anyone who may come in contact with the chemical substance, io

give public notice of such risk and 10 replace or repurchase the chemical substance or mixture,
_ whichever is chosen by the person (0 which this requirement is directed.
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One class of chemicals, polychlorinated biphenyis (PCBs), is explicitly addressed 1n the statutory
language of Section 6(c). Section 6 also provided the Administrator with the authority to promulgate
rules regulating other chemicals and chemical classes. Much of the Agency’s efforts to date have been
focused on regulating asbestos (see Appendix D).

Section 6 Submissions

There is no routine reporting to EPA required under Section 6, but OPPT has logged a significant
number of documents sent 10 it under this pan of the statute, ranging from 13 in FY 1981 to 202 in FY
1987. As Figure 12 indicates, the number of submissions 1o EPA significantly increased from 1980
through 1988, with a subsequent decrease in 1989 and 1990. Through 1986, aimost all of these
submissions contained CBI assertions, but the proportion with such claims has dropped steadily from
1986. Again, a significant fraction of the CBI assertions concern chemical identity (nearly all since
1987). As in the case of Section 4 reporting, this inspires curiosity, because these submissions
presumably deal with identified substances that have been the focus of public rulemaking.

Chemical [nventory Reporting

As noted earlier, Section 8(b) of TSCA required EPA 10 compile, maintain, and publish a list of the
chemical substances which are mapufactured or processed in the United States. Any substances not
listed in the inventory are subject 10 premanufacture notice requirements under Section 5, and are added
to the inventory as they eater commerce. Chemical substances which are manufactured, imported, or
processed in small quantities solely for the purpose of scientific experimentation or analysis or chemical
research for the development of a product are exempt from reporting to the inveatory
(40 CFR 710.4 (b)(3)). )

The initial inventory was compiled in 1977. Reporting under Section 8(b) provides for CBI claims
& the following types of information (40 CFR 710.7):

company name;

sitg;

chemical identiry;

whether the chemical substance is manufactured, imported, or processed;

whether the chemical substance is manufactured and processed only within one site and not
distributed for commercial purposes outside that site; and,

+ the quantity manufactured, imported or processed.

Writtea substantiation was required for claiming chemical identity as confidential; all other claims could
be substantiated by simply checking the CBI box and thea atiesting to the claims made by providing a
signature on the form. To claim the chemical identity as confidential, businesses were required 10
compiete, sign, and submit EPA inventory report Form C (EPA Form No. 7710-3C) (40 CFR 710.5

®)N)-

Invensory Dutn

A review of CBI identification fields in the Chemicals in Commerce Information System (CICIS)
indicates that the initial compilation of the TSCA inventory was significantly less affected by
confidentiality claims than recent submissions to EPA tend to be. Of the 141,018 records for which
information on CBI claims is available (data flags are musing on 3.6 percent of the records), CBI claims
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range {rom 2 low of 1.8 percent (2,608 records) with the “site-limited® ficld indicated as CBI, 10 a mgvh
of 27.2 percent of the records (39,742) for which production volume was claimed to be CBI. For mosi
data fields, roughly 10 percent of the records indicate an assertion of confidenuiality

Summary of CBI Claims

Since FY 1982, there has been a massive and increasing number of CBI claims affecting information
submitted to the EPA under TSCA. In pan, this reflects a nearly exponential increase 1n the number of
documents submitted 10 EPA under the statute. Much of this increased information load has come
through the new chemicals program uander Section 5 (PMNs and related submissions), but significant
increases bave aiso been seen for substantial risk (Section 8(¢)), FY], and other health and safery related
submissions, including health and safety studies submitted under Section 8(d). Evea programs that do
not require routine reporting, such as the Section 6 regulatory program, have generated large numbers of
submussions in recent years. To a lesser extent, the increase in the number of CBI claims reflects
changes in CBI claim patterns from the early years of TSCA to more recent times, such as the increase
in CBI claims on PMN submissions after the *up-front® substantiation requirements were dropped.

Those submissions under Section 8 that deal with health and safery studies and findings of
substantial risk would be expecied to have a much lower frequency of CBI claims than do submissions
under Section 5, because they are subject to the stricter limitations of Section 14(b). These submissions
do have a lower proportion of CBI claims than is seen in the new chemicals program, but there are still
a significant number of CBI claims affecting these submissions. This aumber is far in excess of what
might be expected on the basis of the specific limitations imposed by Section 14(b) on CBI claims
regarding health and safety studies. For 8(d) submissions, aumerous CBI claims are being asserted on
dats elements (such as chemical identity) that appear to be preciuded from such claims under Section

14(0).

The high rate of CBI claims in submissions since 1979 stands in stark contrast to that seen for the
data in the original inventory, More than 90 perceat of the PMN data are covered by CBI claims, while
less than 30 perceat of the records in the original inventory are affected by such claims.

CBI claims have decreased in some areas in recept years. For eample, claims oa submitter identity
for PMN, bona fide, Section 4(c), and Section 6 submistions decreased between 1986 and 1990.
Uanfortunately, these decreases in claims on submitter ideatity have been offset by increasing claims on a
more critical data element, chemical identity. A significant concern is the increase in the proportion of
8(e) (substantial risk) notices, and related FYI potices, in which the identity of the chemical is claimed
as CBL Overall, the decrease in some specific claim types is dwarfed by the general increase in CBI
claims.

Taken together, the increase in CBI ciaims in the new chemicals program and the significant
sumbers of claims affecting other submission fypes (particularly under Section 8, where the statute
restricis claims) suggests that there may be a significant number of CBI claims that are not valid under
the sutute. The sext section of the repont addresses the procedures used by EPA 1o review CBI claims
and ensure that they are properly substantiated
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SUBSTANTIATION AND REVIEW OF CBl CLAIMS

As the previous section has shown, the number and scope of CBI claims made for information
submitted 10 EPA under TSCA is extremely large. This huge volume of CBI, taken together with the
IncTeases over time seen in CBI claim rates and the relatively high claim rate on submissions subject 10
the stnct provisions of Section 14(b), suggests that a significant fraction of the CBI claims that have
been made may not be necessary to protect true trade secret information and may not be valid under the

statute.

Although TSCA and its implementing regulations specify explicit requirements regarding the
substantiation of CBI claims under TSCA, OPPT does not routinely require submitters to substantiate
claims. The penalties for wrongful disclosure are far stronger than those for making invalid claims, and
OPPT resource limitations mesn that only a small fraction of submissions can be reviewed and/or
challenged. Where OPPT has had the resources 1o challenge CBI claims, these claims are regularly
withdrawn. V.

taty » i

As specified in its regulations (40 CFR 2.203 er seq.), EPA must make a preliminary determination
as 10 whether or not the business information is entitied to confidential trestment when responding to
Freedom of Information Act (FOIA) requests, or if it is likely that EPA will be required to disclose the
information at a future date. EPA is also authorized 1o review any claim that has been submitied, in
order to easure that it complies with TSCA and its implementing regulations. Business information is
entitled to confidential treatment if (40 CFR 2.208):

1) The business has asserted a claim which has not expired by its terms, nor been waived nor
withdrawn;

2) Thbe business has sstisfactorily shown that it bas taken reasonable measures 10 protect the
confidentiality of the information, and that it intends to continue 10 take such measures;

3) The information is not, and bas not been, reasonably obtainable without the business’s consent
by other persons (other than governmestal bodics) by use of Jegitimate means (other than
- discovery based on a showing of special need in a judicial or quasi-judicial proceeding),

4) - No statute specifically requires disciosure of the information; and cither -
8) the business has satisfactorily shown that disciosure of the information is likely to cause
substantial harm 10 the business’s competitive position; or
b) the information is voluntarily submitted and its disclosure would be likely to impair the
governmeat's ability 10 obtain necessary information in the future.t

" When responding t0 a FOIA request, this determination must be made within a 10 working-day period.

Under 40 CFR 2.205(s) EPA's legal office (defined as the Office of General Counsel in 40 CFR
2.306(e)) is responsibie for making the final determination on confidentiality. If a claim is reviewed,
EPA offices attempt 10 obtain the affected business's consent 1o disclose useful portions of records while
protecting the information which may be entitied 10 confidentiality (eg., by withholding such portions (

¢ These criteria apply only to information that has not been explicitly excluded from protection as
CBI because the constitute health and safety data (40 CFR 2.306).
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a record that would identify a business, or by disclosing dawa in the form of industry-wide aggregates or
totals, or some similar form)(40 CFR 2.202(f)). Under 40 CFR 2.205(f)(2). if EPA determines that the
information is sot entitled to protection as CBI, then the EPA office waking action on the claim and the
Office of General Counsel issues a notice of denial (by certified mail) stating the basis for the
determination and that the decision constitutes final Agency action. The information is made available
10 the public on the 31st calendar day after the date of the business’s recsipt of the written notice,
‘unless the EPA legal office has first been notified of the business's commencement of an action in a
Federal court to obtain judicial review of the determination, and 10 obtain preliminary injunctive relief
against disclosure® (40 CFR 2.205(f)(ii)(2)). Any prior determinations of confidentiality may be changed
due 10 changes in facts or law, or becausc the carlier determination was clearly ¢rroneous (40 CFR
2.205(h)).

Statutory Pensitjes for CBI

As previously noted, the statute assigns no penalties to companies that submit faise or invalid CBI
claims. Strict penalties are, however, specified for any EPA suaff or contractors that reveal confidential
information. When TSCA CBI is wrongfully disciosed it is treated as a misdemeanor. Under Section 14
*wrongful® disciosure occurs when an authorized person in possession of CBI material is aware that
disclosure is prohibited and intentionally discloses the CBI material to an unauthorized person. Anyone
guilty of wrongful disciosure may be subject to a fine of not more than $5,000 and/or not more than one
year of imprisonment (Section 14(d)). Wrongful disclosure of CBI by an EPA employee can also be
grounds for dismissal, suspension, fine, or other adverse personnel action. Intentional disclosure could
also result in criminal prosecution (40 CFR 2.211(c)). The Code of Federal Regulations also states that
any authorized possessor of CBI must take “appropriaze® measures to properly safeguard the information
and o protect against its disclosure.

Resource Considerntions and Actus] Practice

: Given the vast number of CBI claims received by EPA, it is impossible for EPA staff 10 review cach
claim thoroughly to determine its validity, and, st the same time, process the claim in an expeditious
manner. The result is that actual practice differs from what the statutory and regulatory language would

lead one to expect.

Although the statutory language places the burden of establishing the confidentiality of information
upon the submitter, and provides the Agency with the ability to disclose information not properly
protecied by the submitter, the obligation of the Ageacy to protect legitimate CBL, and the imbalance in
peaalties for wrongful disclosure as opposed to isvalid claims, has lead OPPT to go 10 considerable
lengths to protect any claimed CBI from disclosure. For cample, OPPT staff indicate that it is 3
common practice t0 review the “sanitized® copies of CBI documents, 30 that submitters can be notified of
inadequate attempts at sanitization, rather than simply placing the sanitized copies in the public docket.
While EPA is required 10 notify submitters of insdequate sanitization it has detecied, there is no
obligation to eamine documents for this purpose.

In pracuice, except for the 8(d) / 8(e) Challenge Program and challenges at the time a Notice of
- Commencement is received, the vast majority of claims submitted are not reviewed. Unless OPPT staff
bave information that leads them to believe the claim is invalid, the claim is not reviewed. Indeed, it is
DOt Agency practice 10 even request submission of substantiation materials for CBI claims. OPPT
employees noted that they generally request substantiation of a CBI claim only when a FOLA request for
relesse of the information has been received. Only when a persistent requestor insists upon release of
the data is the submitter contacted to substantiate the claim.




Submitt men Claims when Challe

For the past year, OPPT has reviewed each 8(d), Health and Safery Study, and 8(e), Notice of
Substantial Risk submission, and has elected to chalienge submitters to substantiate a significant number
of CBI claims affecting such notices.” Berween September 1990 and May 1991, 106 8(¢) submissions
were reviewed and 52 (49 percent) were challenged. Over the same period, 351 8(d) submissions were -
reviewed, and 77 (22 perceat) were challenged. In essence, all CBI claims associated with these
submissions have been challenged. The fact that, in every case w date, the submitter bas amended the
submission when challenged, indicates that EPA is correct in chalienging the validity of these CBI claims.

In many cases, the invalid CBI claims appear to cover information that is potentially embarrassing 10
the submitter, but pot entitied to protection under either Section 14(s) or Section 14(b). Rather, the
effort is to prevent disclosure of precisely the sort of information the framers of TSCA wanted made
public. For example:

« Ope submitter claimed its identity, and the identity of the chemical substance, as CBI, because they
were concerned that potential customers would interpret toxicity data reported in an 8(e) notice in
such & way as 10 conclude the substance was unsafe (the submitter believed this 10 be a
misinterpretation). Notwithstanding the submitter’s desire to put a “spin® on the study, these data,
including the identity of the chemical, are precisely the sort of information that the framers of TSCA
sought 1o make available 10 the public.

In 2 similar case, the submitter wished to withhold its identity (which included the name of the
subject chemical), as well as the chemical ideantity, because it believed that effects seen in a toxicity
study were pot compound-related. Again, TSCA explicitly includes the daza from toxicity studies in
its reporting standards, and does not permit regulated persons 10 submit only their interpretation of a

- study. The submitter of this study had ample opportunity to defend its judgement that the effects
were not caused by the chemical, and could have made s convincing case, but instead chose 10 make
an invalid CBI claim.

In one case, the submitter made a CBI clsim on its identity, and that of its trademarked commercial
product, on an 8(¢) documenting advenie heaith effects in workers exposed to an apparent
breakdown product, produced under unusual circumstances. Again, the submitter could have made
public the very limited conditions under which such an adverse effect occurred, as well as the fact
that it appeared to have made diligent fforts io ensure thas such effects would not occur again, and yet
instead chose to make an invalid CBI claim.

Yet another example dealt with a study that identified inadequacies in the medical surveillance
program of a submitter. The submitter's identity and plant location were claimed CBL There
seemed to be no evideace that the fact that the submitter used the chemical at that facility was an
undisciosed trade secret.  Rather, it might reasonably be inferred that the submitter wished 1o avoid
embarrassment regarding the insdequacy of its occupational besith program, or w forestall
difficulties with its work force.

7 Discussions with OPPT staff indicate that 3 aumber of factors, beyond the presumptive validity of
the CBI claim, are considered in deciding whether or nolL 10 issue a challenge. Accordingly, it
would not be appropriate to infer that the fraction of CBI claims that is not challenged represents
valid CBI claims.
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A recent 8(¢) submission, claimed as-CBI, was an EPA Order filed under CERCLA. The Order
noted, as a Finding of Fact, that a particular facility and its surrounding area had been contaminated
by a hazardous substance manufactured by the submitter/respondent. Also noted were the facts that
the submitter and others would initiate a cleanup, and that local shelifish had been contaminated.
The submitter claimed both company identity and chemical identity as CBI, even though the original
EPA Order was not claimed as CBI, and therefore the information was available. Following
negotiations, the submitter dropped all CBI claims on chemial identity.

+ In another 8(e) filing, a submitter claimed submitter ideatity and chemical identity as CBI, because it
considered the health effect it was reporting to be *highly unusual,® and believed that release of the
information prior to conducting additional research might cause “premature and possibly unnecessary
concern.® This represents yet another example of a CBI claim used not to protect commercial
information, but rather to conceal exactly the information that Congress intended to make public by
way of 8(e) submissions.

= Lastly, a submitter provided the fipal draft of a study of the effects of working for prolonged periods
with particular chemicals. This draft study had been provided to union representatives of the
submitter’s workers prior to submission to the Agency. Despite the fact that all of the relevant
information had thus been made public, the submitier claimed company name, union name, plant
sites, and chemical identities as CBL Following discussions with EPA, the submitter agreed to drop
all CBI claims for chemical identities immediately, and to drop all other claims once the final report
bad been fled with the Agency. -

To the exient that these examples are typical, they illustrate an apparent reliance on CBI claims to
avoid embarrassment or adverse public reaction, rather than 10 protect trade secret information from
competitors. However, TSCA was enacted precisely to facilitate informed decision-making by the public,
such that market forces could lead to the replacement of unsafe chemicals with better aliernatives.
Invalid claims of the type described above subvert a fundamental goal of the statute.

Although EPA has had tremendous success in challenging inappropriate claims, these challenges

- have placed strong demands on Agency resources. While some challenges (very few) may require as

" litde as a singie five-minute telephone call, others have consumed as much as 40 person-hours. OPPT
staff indicate that the majority can be dealt with using two hours of staff time. Thus this effort, dealing
with & type of submission of which the Agency generally receives fewer than 200 per year, requires a
major investment of effort by OPPT staff. More extensive challenging of submissions does not appear,
therefore, 10 be feasible for all sections of TSCA. For exampie, there are approximately 10 times as
many PMNs as there are 8(e) notices submitted in the sverage year. At present, OPPT simply lacks the
staff resourves to challenge all of these. Given the expected massive increase in 8(¢) submissions under
EPA’s “penalty cap,’ it is not clear that OPPT will be able 1o maintain jts comprehensive challenge
program for these submissions.

It is impossible, without an ongoing review of other TSCA submissions, to know the degree to which
the pattern of insppropriste CBI claims seen in 8(d) and 8(e) notices is typical of other types of
informstion submitted to EPA. The fact that such claims are made in submissions that explicitly deal
with substansial risk, however, is not encouraging.
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SIMILAR DATA ARE NOT CONFIDENTIAL UNDER RELATED STATUTES

The statutory and regulatory language clearly provide EPA with the ability 1o deny invalid
confidentiality claims. However, they also specify a very broad range of data that may be entitled to
protection as CBL This places the Agency in the position of having 10 decide whether any parucular
CBI claim is in fact valid. As the preceding section shows, in those instances where EPA has challenged
the validity of claims, the claims have proven not to be valid. Without examining each claim
individually, it is not possible to conclude that a majority of CBI claims are invalid. However, a
comparison of data collected under TSCA with similar data collected under another statute with less
liberal confidentiality provisions indicates that CBI claims under TSCA are far in excess of what is
needed to protect true trade secrets.

More recent statutes have taken a narrower view than does TSCA of the types of information that
are potentially subject to confidentiality claims. For example, TSCA provided EPA all the authority
needed to collect information substantially identical to that reported and made public on the Toxics
Release Inventory (TRI) under the Emergency Planning and Community Right to Know Act of 1986
(EPCRA) and the Federal Pollution Prevention Act of 1990. However, these latter statutes contain
provisions governing public disclosure of the data and information reporned 10 EPA that differ from
those in TSCA in important ways.*

These differences are apparent when comparing reporting under TSCA's Preliminary Assessment
Information Rule (PAIR) with reporting to TRL Reporting under these two statutes is similar in that
1) both deal with pre-defined sets of chemicals, and 2) PAIR requires reporting on the quantity of
chemical lost, while TRI requires reporting on release to the environment. The reporting on releases to
the environmeat for TRI is actually considerably more detailed than the loss reporting required under
PAIR.

TRI reporting differs from PAIR npﬂng in that confidentislity claims for TRI are much more
restrictive; claims can only be made for chemical ideatity, and TRI has explicit provisions to discourage
frivolous claims:

'« a requirement that the submission be reviewed and signed by a top corporate official;

. arequirmenuhauﬂmdemdﬂmbeﬁmpnhdbymomuon 1o substantiate the claims,
at the time that they are madc;

» & limitation that only chemical identity can be claimed a trade secret,’ thereby releasing the rest of
the content of the reporting form to the public, inciuding the identity of the claimant and the
magnitude of any relesses and transfers (thus, there is potential public accountabdility for any trade
secret claimas being made);

'  Indeed, TRI-like dam have been reporied for several hundred chemicals under TSCA since the
carly 1980%, but in contrast to TRI's programs of active public disclosure, the same data under
TSCA have been held by EPA in confidential databases.

* Under TSCA, it is possible to claim chemical identity as CBI in a submission that is .not a health
and safery study. Although chemical ideatity is esseatial to the full understanding of such studies,
it bas pot been EPA practice to chalienge CBI claims on chemical identity, even when the
submission was a health and safety study, A few interviewees indicated that precise chemical
identity information was not needed to interpret these studies, although the majority did not endorse
this view.,
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+ penalties (comparable to those imposed under TSCA on government employees who release TSCA
CBI dawa) for corporate officials making a false trade-secrecy claim under EPCRA.

It is impossible to tell the extent to which each of these four provisions individually is resulting in
the insignificant aumber of claims of trade secrecy under EPCRA.  What is clear, however, is that the
combination of these four policies results in a dramatic decrease in the number of trade secret claims
being received under EPCRA as compared to TSCA. For the 1988 TRI data, there were only 23 trade
secret claims, out of more than 70,000 TRI forms.

To obuin a more direct comparison between PAIR and TRI reporting, a subset of 37 chemicals
were selected ot which reporting was required under both PAIR and TRI, and for which at jeast one
report had been made for both. Using this subset eliminates discrepancies attributable to differences in
the particular chemicals subject to reporting. Because PAIR affects a parrower class of potential
submitters than does TRI, statistics were obtained not only on overall TRI reporting for these chemicals,
but also for submitters who indicated (in the use category of the TRI reporting form) that they were
producers or importers of the chemical being reported Thus, one can be assured that there is
significant overlap berween the facilities reporting under PAIR and under TRI. Table 1 presents the
summary data for these chemicals.

There were a total of 13,164 TRI facility reports for these 37 chemicals in 1988, 463 of which
represent producers or importers of the chemicals. As noted above, only a tiny fraction (0.03 percent)
of the TRI forms are affected by trade secret claims; even if all of these claims affected the 37 chemicals
selected, the claim rate wouid be less than 0.17 percent. If one makes the even less plausibie
assumption that all of the confidentiality claims not only concern these 37 chemicals, but also were made
by producers or importers, the claim rate is less than 5 percent.

For the same set of chemicals, there were 302 PAIR forms submitted. This aumber is on the same
order of magnitude as the number of producers/importers reporting to TRI, although it is substantiaily
lower (35 percent fewer forms). The difference may reflect the fact that the threshold quantities for
reporting under PAIR are higher than those under TRI; facilities with quantities falling between the two
thresholds may account for these missing forms.

Although the specific information that can be claimed ss CBl on PAIR forms differs from what can
be claimed as confidential on TRI forms, these claims can be quantitatively compared as equivalent fnpes
of information. (On PAIR forms, claims can be made for "quantity lost®, while on TRI forms the
quantity released must be reported and it is the chemical ideatity that may be claimed as a trade secret.)
Using the subset of 37 chemicals demonstrates that over 50 percent of the PAIR forms had CBI claims.
When compared to the TRI confidentiality claims (.03 percent of all TRI forms), the CBI claim rate
under PAIR is more than 1,500 times higher than the trade secret claim rate under TRL Even if one
makes the very unlikely assumption that all of the TRI trade secret claims are contained on those forms
in the subset, CBI claims under PAIR are being made at 10 ames the rate of trade secret claims under
TRL®

* This is admittedly a wide range of possible claim ratios. The difficulty in narrowing this range
arises from the very limited number of trade secret claims made for TRI data. OPPT staff indicated
that supplying anmy data on the number of these claims affecting the chemicals used in this
comparison might compromise the security of the trade secret data
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These daia st: . suggest that the CBI claims made under PAIR are far in excess of what 1s truly
required to safegu.  trade secrets. They also suggest that if the restrictions on CBI claims under TSCA
were lightened to r=.cmble those of EPCRA, the proponion of submissions affected by CBI claims
would drop substanually. Moreover, the comparison above suggesis that many of the CBI claims on
chemical loss data made under PAIR are no longer valid, if in fact they ever were. The existence in the
public record (TRI) of substantially identical information would invalidate the CBI claims.

It may not be appropriate 10 make a quantitative extrapolation from the analysis of PAIR daa to
reporting under other provisions of TSCA. However, the daia do support the conclusion that CBI
claims under TSCA would not meet the requircments for trade secret claims under EPCRA. and that
more stringent requirements for substantisting CBI claims could have the effect of reducing the
proportion of TSCA data covered by such claims.
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LEGAL AND TECHNICAL CONSIDERATIONS

The preceding section illustrates the extent 10 which statutory controls on frivolous confidentiality
claims can influence the number of such claims that are made. Under TSCA's lenient CB1 prowisions,
far more claims are made than under the strict provisions of EPCRA. It has not been demonstrated
that the more restrictive confidentiality provisions of EPCRA have resuited in competitive harm to any

submitter.

Recent analyses by legal staff in EPA’s Office of Pollutios Prevention and Toxics indicate that
Agency practice in accepting CBI claims bas, in fact, becn more lenient than the statute (or its
implementing regulations) requires. As was noted above, while Section 14(a) of TSCA does not restrict
confidentiality claims on a wide variety of informatioa submitted to EPA, Section 14(b) narrowly restricis
CBI claims on information from health and safety studies." For such health and safety studies, the only
prohibitions on public release of information are on data that disclose “processes used in the
manufacturing or processing of a chemical substance or mixtwure or; in the case of a mixture, releasing
any data which discloses Whe portion of the mixture comprised by any of the chemical substances in the
mixture.” Moreover, the statute incorporates a broad definition of a health and safety study (TSCA
Section 3(6)):

The term *health and safety study’ means any study of any effect of a chemical substance or
mixture on health or the environment or on both, including underlying data and epidemiological
studies, studies of occupational exposure to a chemical substance or mixture, toxicological,
clinical, and ecological studies of a chemical substance or mixture, and any test performed
pursuant 10 this Act

This language is quite broadly inciusive. Moreover, EPA, in developing regulations on reporting

health and safety data, has noted that Congress did not intend to restrict the definition 10 formal studies:

It is intended that the 1erm (health and safety studies) be interpreted broadly. Not only is
information which arises as a result of a formal, disciplined study inciuded, but other
information relating to the effects of a chemical substance or mixture on health and the
environment is also incladed. Any data which 2r3 on the effects of a chemical substance on
health or the environment would be included. (-i.R. Rep. No. 94-179, 94th Cong., 2nd Sess. 58
(1976) (Conference Report), as cited in 47 FR 38782, September 2, 1982.)

Thus, the statute would appear to automatically disallow many CBI claims that have gone
unchalleaged by EPA uatil recently. This is particularly true of key data elements such as the identity of
chemicals for which heaith and safety data have been reporied under Section 8(d) (health and safety
studies) and Section 8(e) (noticas of substantial risk). As noted by OPPT attorneys, dsta that allow a
determination of substantial risk inherently meet the statuie’s definition of a bealth and safety study.
These considerations have lead EPA recently to institute a program of routine challenges to CBI claims
on these submissions.

The sections of the Code of Federal Regulasions that implement TSCA follow the statute both in
restricting the range of CBI claims that can be made for health and safety studies and in defining such
studies broadly. In particular, as OPPT attorneys have pointed out, chemical identity can only be
claimed confidential in a bealth and safety study when the submitter can demonstrate that knowledge of

1" The regulstory language implementing these provisions of the statuie can be found at 40 CFR
2.203 er seq., and st 40 CFR 2.306.
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identity per se is sufficient (0 disclose a process of manufacture or portions of a mixture, a condition that
would almost never be true,

Information from health and safery studies is submitted to EPA not only under Section 8 of TSCA,
but also under Sections 4 and 5. It is particularly worth noting that since PMNs must include any health
and safety data known to, or reasonably ascertainable by, the submitter, 3 substantial fraction of PMN
submissions would be subject to the strict CBI provisions of Section 14(b). This would mean that the
broad CBI protection currently extended to entire PMN submissions would be dropped from those
portions of each submission that constitute health and safety daa.  Only those PMN substances for
which no health and safety data were available would be eligible for the broad protection currently being
afforded to all PMNs. This is likely to be a relatively small subset of PMN submissions. Moreover,
EPA scientists could easily support the argument that such submissions would be subject to regulatory
action under Section 5(¢), for lacking adequate information to permit a determinatjon of risk.

There is an explicit exemption provided for data that are not necessary to interpret the health and
safety study data.  OPPT attorneys have argued that it is rarely the case that chemical ideatity
information could legitimately be covered by such an exemption. It is unlikely that any reputable health
or environmental scientist could be found who would argue that it is ever the case that chemical identity

is unnecessary to interpret health and safety data.

This reasoning leads to the conclusion that a significant amount of information that EPA has
received over the past decade, and has protected as CBI (ct Figures 7 and 10), is not in fact entitled t
such protection under the statute. It is aiso true that in order 10 be protected under Section 14(a) of
the statute, the information (from a source other than 3 health or safety study) must be of such a nature
that if revealed, it would cause substantial competitive harm to the submitter (40 CFR 2.208).

As noted above, the statistical analysis of CBI cisims indicates that many $ubmissions contain
multiple CBI claims. One can question the extent to which, in such cases, it is necessary to protect all
of the information claimed as CBI in order 10 preserve the submitter from substantial competitive harm.
For example, if the key commerdial information is that a particular chemical substance has a ceruain use,
_ ne could safeguard this information by claiming eicher the identity or the use as CBI; there wouid be no
need to protect both items of information as CBL® Becsuse EPA has generally lacked the resources to
cvaluate each submission in the past, it is possible that many of the submissions containing mulnple CBI
claims are in fact making claims beyond those pecessary to protect the submitter from substantial
competitive harm.

It appears that if EPA appiied stricter standards to CBI claims, which could be done under existing
regulstions, and had the resources to review claims, a significant traction of the claims would be
dropped. It also appears likely that if procedures for submitting CBI claims under TSCA were made
m re onerous, as they are under other statutes, far fewer CBI claims would be made in the first piace.

. B Ag poted above, under Section 14(b), chemical Kdentity is not eatitled 10 protection as CBI when
it forms part of a health and safety study.
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CONSEQUENCES OF CURRENT CBI CLAIM AND REVIEW PRACTICES

A series of interviews with EPA employess, both within and outside of OPPT, officials in other
federal agencies with a potential need for access to TSCA CBI, state government employees familiar with
TSCA data, and representatives of non-governmental organizations including environmental groups and
labor umons, elicited a wide range of opinions on both thc nature and extent of the problems posed by
TSCA CBI practices. In general terms, interviewees tended 10 concentrate on two separate problems
posed by current CBI practices. Those within OPPT were generally, although not exclusively, concerned
primarily with the volume of CBI, and its implications for the use of their limited resources. Those
outside of OPPT were primarily concerned with more limited data sets that CBI claims had rendered
unavailable 10 them. In order to address the concerns identified by OPPT suaff, a significant reduction
in the absolute number of CBI claims would be required. For outside data users, concerns could
sometimes be addressed dy eliminating CBI claims on a very limited dats set (e.g. claims on chemical
identity in Section 8(¢) notices). The particular data set for which declassification was desired varied
among the inerviewees.

C a f
CBI Security Procedures are Strict

The statutory language of TSCA, and the regulatory language implementing it, specifies the rypes of
information submitted under TSCA that can be claimed as CBI, as well as the circumstances that
determine the legitimacy of CBI claims. Neither the law nor the regulations, however, contain any
detailed information regarding procedures empioyed 10 safeguard TSCA CBL These are covered by
guidance documents developed by OPPT.

These guidance documents, and the procedures described in them, were developed in the context of
two lawsuits brought against EPA by Polaroid Corporation, which were settled in 1985 by means of
consent agreements. The consent agreemeats incorporate the security requirements in the guidance
docurpents by reference, and require that adequate public notice be given by the Agency prior 10
implementing any significant changes in security procedures, and contemporaneously with the
implementation of any substantive changes.

The guidance documents developed by EPA establish a controlled environmeat for TSCA CBI
material 10 easure that a complete audit trail remains as to the location of any document at all times
and the identity of the person respomsible for the document if it bas been removed from the
Confidential Business Information Ceater (CBIC). Appendix E describes the procedures which EPA
staff, contractors, and subcontractors must follow to safeguard CBI material It is the consensus of the
EPA staff interviewed for this report (including several staff iovoived in developing CBI security
procedures) that the level of protection provided for TSCA CBI is equivalent 0 that provided 10
information deemed “secret” for national secusity purposes. Thus, the level of protection afforded TSCA
CBI exceeds apy rexsonably foresecable threat

CBI Security Pructicas arv Effective

There is ampie evidence that CBI security provisions are quite effective in preventing the release of
CBL No case has been documented in whick CBl was intentionally disclosed, and the number of cases
of accidental disclosure is quite limited. Fewer than two doz2en instances were identified in which
procedural violations were of such a nature that they were likely to result in disclosure of CBI to
unauthorized persons, such as mailing matenials containing CB! to the wrong submitter or discussing CBI
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at a public meeung (details are provided in Appendix E). No one has ever demonstrated that any
compeutive harm has come to any submitter from the disclosure of CBL. [t has been argued. both ty
EPA staff and outside observers, that the degree of protection afforded to TSCA CBI is. in fact,
disproportionate to the threat of wrongful disclosure. As noted below, EPA is exploring options to
decrease unnecessary burdens on users of TSCA CBI, without lessening protection against realisnc
threats to CBI security. :

CBI Security Entails Direct and Indirect Costs

Safeguarding information subject to CBI claims imposes significant costs on EPA’s Office of
Pollution Prevention and Toxics, including staff efforts invoived in CBI security procedures, whether
directly or by requiring extra efforts in processing information that is needed to perform regulatory
review, as well as explicit expenditures for security, duplicative information sysiems ranging from PCs 10
mainframe computers, and extensive background investigations on individuals who must have CBI access
to do their work.

It is difficult to quantify the costs 10 EPA of CBI security provisions, as many of the expenses
entailed in mainwining CBI security are not accounted separately by OPPT. In addition to security staff,
Document Control Officers, and Document Control Assistants within OPPT at EPA hesdquarters, stafl
in the regional EPA offices and EPA laboratories devote significant efforts to ensuring the security of
TSCA CBL No separate rental figures are available for office space used 10 provide CBI secure areas,
nor is there separate accounting for CBl-approved storage containers, special locks and electronic access
control systems, or duplicate computer systems and computer security software. Neither is it possible to
quantify the cost of not being abdle to use low-cost grantee workers for tasks ipvolving CBL

Moreover, CBI imposes significant changes in the work environment of OPPT stafl. Routine work
activities such as casual "hallway" discussions with colleagues, reviewing documents while riding the
Metro to work, taking notes at meetings, or writing a memo on the common office word-processor
become essentially impousible when CBI is involved. Instead, discussions must be held (only with

. colleagues who have CBI clearances for the particular section of TSCA) in secure areas where there is
'no chance of being overheard, documents can be reviewed only in secure environments, meeting notes
themseives become CBI documents and must be logged and guarded under lock and key, and computers
must have their memories and permanent storage media over-written after processing CBI. Even
typewriter ribbons must be secured until they are destroyed.

The internal cost savings that EPA could realize with respect to its regulstory efforts from decreased
CBI claims under TSCA depend critically not only on the extent of any reduction in claims, but aiso on
the patterns of reduction. Aa {tustrative example is provided by the new chemicals (PMN) program.
As has been shown sbove, most PMN submissions entail multiple CBI claims. It does not appear to be
unusual for 3 PMN to have balf 8 dozen or more CBI claims. [f each such document contained only 3
single claim (a reduction in total claims of more than 30%), the document would still have to be
protected using procedures substantially similar 10 those that would apply without any decrease in CBI
claims. Only in the case where substantial aumbers of PMN submissions were enrirely free of CBI claims
would a reasonable possibility exist fot freeing staff and resources from CBI procedures.

The situstion seems more hopeful in other program areas, where a smaller fraction of submissions
are affected by CBI claims. In these programs, any substantial reduction in the proportion of
submissions affected by CBI ciaims might enable the program 10 be run in a manner generally free of
CBI considerations and constraints; a small subset of program staff and facilities could address the
limited number of CBl-tainted submissions.
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OPPT is Improving its Efficiency in Processing CBI

In addition to its efforis to reduce the amount of informauon for which invalid CBI claims are
made, OPPT has initiated several efforts (o increase the efficiency with which it processes CBI martenal,
and thus reduce the burdens imposed by the need to safeguard CBI. For example, a pilot program is
explonng the use of an optical disk information storage system that would enable OPPT staff 10 review
submissions with fewer paper documents. This would both facilitate efforts o track access to CBI, and
reduce the risk of inadvertent disclosure through misplacement of documents. OPPT is also negotiating
with industry to have submitters prepare all of the copies of CBI documents that OPPT requires for its
review process. This would reduce the equipment and staff costs involved in assuring-security while
copying CBI materials.

EPA is exploring possibilities for reducing CBI security procedures that do not provide meaningful
- protection against realistic threats of CBI disclosure. For example, eacryption of data exchange lines for
Local Area Networis (LANS) contained entirely within space controlied by EPA may not be required,
even if such data lines pass through areas that have not been designated as CBI secure areas; the
protection provided by dedicated electrical conduits is considered sufficient. The threat of an intruder
being able enter EPAcontrolled space, tap into such data lines, and obtain meaningful disclosures of
CBI, is simply not a realistic one.

EPA is strongly considering changes in its procedures that would facilitate granting employees and
contractors access to TSCA CBI submitted under several sections of the law. While the Polaroid
consent decree requires that access 10 TSCA CBI be granted on a section-by-section basis, the nature of
information review involved in administering OPPT regulatory programs is such that most staff will
require access 10 information submitted under multiple sections of TSCA. For example, a routine
feature of PMN review by the Agency is a search of 8(¢) and FYT submissions for risk-relevant
information on compounds that are structurally similar to the PMN compound. Procedural changes in
this ares could climinate considerable unnecessary administrative overhead.

EPA Cosmis Aswociated with Invalid CBI Claims

Interviews with EPA staff revealed 3 variety of perceptions regarding both the proportion of CBI
claims that are invalid under TSCA and the impacts of such invalid claims on EPA's effectiveness in
administering the law. Some asserted that invalid claims were a serious problem, with a number of
outrageous abuses occurring, while others maintained that CBI requirements were serving as a scapegoat
for overall OPPT resource limitations. Interviewees also expressed a wide variety of views on the extent
to which CBI procedures refiected the institutional culture of EPA, as opposed 10 being required by the
statute.

In general, opinions on the number and consequences of invalid CBI claims tended to be correlated
with cach interviewee's role in the CBI process. Those invoived in the promulgation of regulations
regarding CBL, or in implementing procedures to ensure the security of CBI, were more likely to be
convinced that the bulk of CBI claims were legitimate, and to minimize the adverse impacis associated
with invalid claims. OPPT staff who required access to CBI in order to review the risks posed by
chemicals were far more likely o consider the number of claims excessive, and (0 reiste cases of
* egregiously inappropriste CBI claims, Their views were shared 10 a considerable extent by OPPT staff
involved in efforts 10 disseminate data 0 other federal agencics, state governments, and the public.

Another ares where 3 wide range of opinions existed concerned the utility of generic information

supplied for public dissemination when specific information was clsimed as CBl. To some extent this
varied according 10 the type of information; it aiso reflected the quality of the generic information
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supplied. For example, a number of interviewees (although not all) indicated that adequate generic
chemical identity information would be almost as useful as specific chemical identiies that are generally
covered by CBI claims; however, almost all indicated that the generic chemical identiry information
currently supplied by most submitters was essentially useless. A significant number of interviewees
indicated that for data on environmental releases, production volumes, and other exposure-relevant
information, order-of-magnitude range estimates might be nearly as useful as precise values.

As noted above, the available evidence indicates that many CBI claims were invalid at the time they
were asserted. A somewhat different problem is presented by claims that were legitimate at the time
they were asserted, but that bave been readered invalid by subsequent events. There was a widespread
consensus among interviewees that this description might apply to a significant fraction of the matenal
being safeguarded as CBI by EPA.  Although opinions differed regarding the extent 10 which one could
establish, a priori, 3 sunset or limitations provision for such claims, there was consensus that many CBI
claims would be dropped if there were an ongoing cost (o asserting the claim.

Avaiiability of Data Oytside OPPT

Over the life of TSCA, there have been repeated criticisms of the fact that much of the data
collected under the Act are unavailable outside of OPPT. The TSCA regulatory process has been
denounced as being closed to effective outside scrutiny. Thus neither the public at large, nor relevant
interest groups, have confidence in the TSCA reguistory process. Onpe indicator of this level of
dissatisfaction with TSCA was the pubdlic protest that accompanied EPA’s attempt 10 commemorate the

tenth anniversary of TSCA's passage.
Another criticism of TSCA CBI is that it hampers the dissemination of important information that

has beea submitied 10 EPA under TSCA to regulatory authorities outside of EPA. The statute clearly
provides for the provision of TSCA data to other federal officials for the purpose of protecting health
and the environment or law enforcement (Section 14(a)(1)). However, the operating principie appears
to be that such officials will get such data only if they request it; they are ot notified by EPA that
_information relevant 10 their duties has been submitted under TSCA. Moreover, OPPT has been
-insisting that such officials be explicitly issued CBI clearance. This criticism applies not only to other
federal agencies, but also to other program offices within EPA.

Ocher Offices Within EPA

Few of the EPA staff outside of OPPT have any familisrity with data available under TSCA.
Moreover, because there are significant difficulties associated with obtaining CBI clearance and handling
CBI dam, even those EPA staff outside of OPPT who are aware of the data attempt to make use of
them. This includes regional staff, eaforcement officials, research scientists, and toxics regulstors in the
other program offiom.

Octher Federul Agmmcics
Requests for TSCA CBI by federal officials owtside of EPA appear t0 be limited. This appears to
represeat two key factors. The first is lack of kaowiledge that OPPT is in possession of the information.

This was commented upon principally by OPPT sufl, who noted that there were no mechanisms in place
to faciliate data passing on a routine basis. Interagency coordination groups, such as the one for
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OSHA. NIOSH?Y, and EPA (ONE) address TSCA policy 1ssues, but do not serve as clearinghouses for
distribution of submissions among the agencies.

The second factor limiting access by other federal officials to TSCA CBI is the requirement that the
officials receiving the information continue to give it the same level of protection afforded by OPPT. As
oge OSHA official noted, some information would be entirely useless to his program if he were not in a
position to disseminate it This official reported several attempts to obain TSCA CBI, all of which were
unsuccessful, because some of the information would be incorporated into a public document. In fact,
this official would have been able 10 use generic or categorical reports, rather than the specific data that
EPA had collected as CBI, but was unable 10 obtain such information. This official was particularly
struck by the fact that OPPT staff appeared to be far more concerned with protecting CBI than with
disseminating information that the statute enabled it to share.

An official in another part of OSHA noted similar problems in obtaining TSCA CBL In the course
of a major rulemaking effort (promulgation of Permissible Exposure Levels), this official sought
exposure-related information possessed by OPPT. Although several OSHA staff members obtained
clearances for access to TSCA CBI, OSHA logistics preciuded establishing facilities that met the securiry
requirements for TSCA CBI within their offices. Accordingly, OSHA staff were only able to review
TSCA CBI within the confines of the Confidential Business Information Ceater at EPA.

More importantly, in order to support its ralemaking efforts, OSHA deemed it necessary to publicly
disclose exposure-related information, which would clearly have contravened the CBI provisions of
TSCA. In the end, OSHA was forced to conduct an independent survey of a sample of 6,000 firms, in
order 10 obtain data that were already in EPA’s possession. The survey obtained a response rate of
between 60 and 65 percent, leading the OSHA officials to conclude that a substantial fraction of the
TSCA CBI they had sought was not, in fact, rade secret information being protected from disclosure.

This finding is consistent with the comparisons noted above, in which data that have been claimed CBI
under TSCA have been made public in other contexts, and the fact that EPA's CBI challenge effors
have had such a high success rate.

A NIOSH officisl reported experiences similar to those of OSHA. Like OSHA, NIOSH has been
able to obtain TSCA CBI access for its staff, but the differing security procedures for trade secrews under
its regulations have preciuded NIOSH from taking possession of TSCA CBL NIOSH officials indicated
that they obtained duplicative reporting from industry, using NIOSH trade secret provisions, of
information that had been submitted to EPA as CBL In apotber case, serious conflicts with TSCA CBI
provisions were avoided because NIOSH decided not 10 publish guidance documents. NIOSH would
have becn unable to publicly divulge the rationale for the guidance, because it was based on TSCA CBIL

The NIOSH official also noted s successful collaborative effort with EPA, OSHA, and 3 chemical
manufacturer on a chemical that had been the subject of an &(¢) notice to EPA. Joint meetings of all
parties coabled the various agencies, with the cooperation of the manufacturer, 10 achieve a mutually
satisfactory ousome.  However, the NIOSH official aoted that if the manufacturer had not been
cooperative, NIOSH would bave had serious difficulties in discharging its responsibilities. No mechanism
is in piace w deal with such situstions; a draft Memorandum of Understanding addressing such cases was
apparently dropped when the specific sitaation was resolved.

Y The Natiopal Institute of Occupational Safety and Health




State Governments

State environmental programs are at least as diverse as those of EPA.  As a result, they have diverse
needs for information on poteatially toxic chemicals. With the exception of data on chemicals that are
submitted to EPA prior to the introduction of the chemical into commerce, there is no reason 1o believe
that any of the data collected under TSCA would be in any way less relevant 10 state environmental -

officials than 10 EPA stafl

The statutory language of TSCA provides an explicit, and very limited, specification of the persons 10
whom TSCA CBI may be disclosed; state officials are clearly not among those covered. Recognizing
these constraints, OPPT bas established a Chemical Desk to attempt to meet the needs of state (and

regional) officials seeking information on chemicals,

State officials provided a wide range of opinions regarding the extent to which their inability to
obtain TSCA CBI impeded performance of their duties. Most indicated that they had not attempted to
obuain TSCA CBL some indicated that this reflected the fact that they did not need the dawa, while

others indicated that they did not expect 10 receive the data they needed.

Those state officials who indicated that they were satisfied with their ability to obtain information
that OPPT holds as TSCA CBI were primarily concerned with obtaining toxic hazard data in order 10
respond to accidental relesses or spills of chemicals. They generally reported receiving the information
as voluntary submissions from companies to the responsible state health or emergency response officials.
Others noted that state laws provided a mechanism to obtzin data comparable 10 that submitted to EPA
under TSCA. It was noted as a source of potential concern, however, that state enforcement personnel
dealing with bazardous waste or water discharges, for example, would nor be able to get this sort of data.
Officials were quite concerned that EPA might be setting environmental discharge conditions for
chemicals at various facilities, but pot informing state officials responsible for moaitoring discharges to

the environment

One state official expressed exireme frustration over his attempts 10 obtain toxicity information and

- related data from heaith and safety studies from OPPT. He indicated that OPPT staff were completely
uncooperative with his requests for information, citing CBI requirements, despite the fact that his state’s
trade secTet provisions were as protective of confidentiality as those for CBI under TSCA. In the past,
his state has presented data-sharing plans to Congressionsl oversight committees, although this effort was
abandoned when TSCA resuthorization did not proceed.

Environmental Groups
Few attempts have appareatly been made by public interest organizations 1o obtain data submitted to
EPA under TSCA. Records of FOIA requests maintained by OPPT indicate that the overwhelming
majority of such requests have come from chemical companies and law firms that frequently represent
such companies. Relatively few requests have come from public interest organizations such as
environmeatal groups, or from other concerned parties such as labor unions. OPPT has presumed, and
there seems little reason to doubt, that the FOIA requesis trom chemical companies and their
representatives probably represent an attempt to obuin information thst would provide the requestor

with a competitive advantage.

Representatives of several nationally prominent environmental groups related their experiences with
TSCA and TSCA CBL. Most: of these environmental groups indicated that they had never sought

information submitied under TSCA. The comment was frequently made that TSCA played little role in
any of their acuivities, particularly in comparison to the Clean Air Act (CAA), Clean Water Act (CWA),
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Safe Drinking Water Act (SDWA), Comprehensive Environmental Response, Compensation, and
Liability Act (CERCLA or Superfund), the Superfund Amendmenis and Reauthorization Act (SARA),
the Resource Conservation and Recovery Act (RCRA), and the Federal Insecticide, Fungicide, and
Rodenucide Act (FIFRA). Interestingly, nearly every environmental group referred us to a single group.
and a single individual within that group, as the person 1o discuss TSCA. One other group did have
fairly extensive experience with the PMN program, but only with respect to biotechnology submissions.
Another interviewee noted that it had, on one occasion, requested data from a study of dioxins in 104
plants, and that OPPT staff had been instrumental in getting CBI claims autached to the study

withdrawn.

The environmental group involved in reviewing biotechnology has submitied a significant number of
FOIA requests to EPA regarding PMNs. The interviewee noted that EPA staff had been very
cooperative, but that the nature of the FOLA process, coupled with the fact that EPA does not request
substantiation of CBI claims on PMNs unsgl a FOLA request is recejved, meant that up to three years
could pass before information needed 1o evaluate the PMN was received. Meanwhile, EPA’s review
process had been completed, and in mapy cases the environmental reiease of genetically engineered
organisms had occurred. Thus, the process precludes any effective outside oversight of EPA's decision-
making process. The interviewee noted that in many cses, the PMN submitters had voluntarily supplied
desired data to the environmental group, because it was in their interest to do 30, in order to avoid
adverse publicity. It was noted that there was, at present, no effective alternative to reliance on the
cooperation of PMN submitters.

The group (and individual) with the most TSCA experience, t0 whom all the other groups directed
us, indicated that it had essentislly dismissed TSCA as a meaningful environmental statute, unless
significant changes were made in re-authorizing the Act. This group had had litde invoivement with
TSCA since 1988. For this group, CBI was only one concern among many regarding the effectiveness of
TSCA. Others include the fact that TSCA does not require even minimal safety testing for new
chemicals entering commerce, leading EPA to rely on highly speculative structure-activity predictions,
and, in particulars, the susceptibility of TSCA's “unreasonable risk® standard which is subject to a variety
of distortions from "cost-benefit* analyses (EPA bas receatly encountered this problem itself, with respect
- to the remand of its asbestos rulemaking).

Among the specific CB/ concerns noted by this interviewee was the fact that the group could not
provide meaningful public comment on EPA’s proposed asbestos phaseout rule (see below). It was also
noted that EPA's decision 10 seek substantiation of CBI claims only after a FOIA request was received
had lengthened the FOLA process to the point of ineffectiveness. The interviewee also noted that EPA
had, in promuigating CBI regulations, given an extremely broad definition of acceptable CBI claims
under Section 14(b). ,

Labor Organivations

Discussions with health and safety officials in organized labor indicated that, as in the case of
environmental groups, littie reliance had been placed on TSCA to supply the information needed to
protect their members from risks posed by chemicals. Unlike the environmentalists, however, labor
representatives appeared 10 be more specifically concerned with information affected by TSCA CBL In

icular, each of the labor officials focused on the 8(¢) program as particularly bearing on the concerns
of their members. Some also indicated a concern with PMN chemicals, including R&D chemicals, to
which their members might be exposed.

Each of the labor representatives comemented that the publicly disseminated information from 8(¢)
submissions did not contain sufficient information 10 be useful ta them. [n part, this did not refiect CBI
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concerns, but rather the fact that EPA was not routinely distributing all of the non-CBI informaton n
8(e¢) submissions to them, as the Agency apparently had in earlier years, Of greatest concern, however,
was the lack of specific data covered by CBI claims, particularly the identification of specific chemical
identinies, uses, or plant sites. This was judged key dawa to enable labor organizations to identify
potential risks to their members.

The labor organization officials, like the state government officials, did indicate that if they received
information to alert them to a potential problem, they had means (10 obtain the data they required
independent of TSCA. These included specific provisions of collective bargaining agreements, threats of
action before the National Labor Relations Board, and threats of adverse publicity. Only one case was
ideatified in which an attempt was made to obtain CBI from EPA. In that case, the organization had
learned that a panicular chemical had adverse health effects not reporied oo its Material Safety Data
Sheet. The union wanted to determine if the chemical had been included in the TSCA Inventory, but
the data were denied, because the union could not establish a bona fide intent to introduce the chemical
into commerce.

EPA Rulemaking (Asbestos)

As noted in the popular press, EPA’s regulations on asbestos have recently been remanded 10 the
Agency, reflecting 3 judicial finding that the Agency’s approach to regulation did not adequately consider
less burdensome alternatives. Less widely known is the fact that asbestos was the firsr chemical, other
than those specifically mentioned in statutory language, to be considered for regulatory action under
TSCA.

Ten years ago, EPA required industry to report on uses of asbestos; large volumes of data have been
eatered into a database. Such a large fraction of the dats were claimed as CBl, however, that EPA has
maintained the entire database as confidential

In the nearly fifteen years that this regulatory effort has been under way, public participation has
.been minimal, reflecting the fact that EPA has been unable to publicly release the analytical documents
that supponrt its regulatory decisions, particularly with regard to asbestos economics and potential
substitute materials This situstion clearly illustrates the “infectious® pature of CBI, in that even
government<conducted analyses that rely on CBI materials themselves become CBL It further
demonstrates the poteatial for CBI claims t0 have fundamental impacts on the regulatory process,

preciuding effective public oversight.

EPA Efforts &t Data Distribution

OPPT has recently initiated the *Going Public* program, in an attempt 10 make its reguiatory
activities more accessible 10, and betier undersiood by, the public. In many ways, this program offers the
promise t0 mitigase, if pot eliminate, some of the criticisms that have been made of TSCA over the past
decade. OPPT staff charged with making public prescntations, bowever, have noted that the Agency’s
own efforts 10 be open with regard o its regulatory activities are being frustrated by CBI claims. A
particular case in point that was noted concerned the attempt to pisce a meaningful RM1™ summary in
the public docket, for a chemical with very high aquatic 1omicity, when the identity had beea claimed as
CBL The generic pame provided for the compound was 30 generic as to be useless. Several OPPT stafl

¥ Under the OPPT "going public® program, this represeats an initial summary public report on actions
taken by the EPA 10 control a chemical risk.
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expressed the view that being forced 0 present such incomplete information to the public was damaging
10 their scientific credibility.

Limits on Information Dissemination Under TSCA

The interviews conducted for this study clearly indicate that CBI concerns have limited the
effectiveness of TSCA as a means of disseminating information on the risks posed by chemicis in
commerce. The ipterviews do not indicate a crisis in the availability of TSCA CBI outside of EPA,
primartly because the organizations contacted had independens means of obtaining thé datwa that they
sought. The ability of these organizations to obtain, by other means, information that is held as CBI
under TSCA suggests that EPA is protecting this information unnecessarily. In some of the cases
discussed above, the information was made publicly availabie, indicating that it was not, in fact, CBI. In
other cases, the more stringent security provisions provided for TSCA CBI, relative to the trade secret
provisions of the Occupational Safety and Health Act, various state lsws, or even voluntary
confidentiality agreements, appear to provide more protection than is deemed necassary by the
submitters of the data. Moreover, these distinctions between the security provisions of TSCA CBI and
those of other legal authorities have lead 10 an increased burdes on industry, in the form of duplicative
data submissions.

However, while state and federal agencies and organized labor do appear 10 have access ©
considerable amounts of data classified as CBI under TSCA, they still indicated concerns regarding the
reliability of these alternative means of obtaining CBL They also noted the possibility that they simply
were not becoming sware of data submitted under TSCA that would be of critical concern to them if
they knew of its existence.

Finally, it should be noted that the general public does no¢ have these alternative means of obtaining
access to information that is claimed as CBI under TSCA. This is of concern not only as it relates 10
the intent of the framers of TSCA, but also as it may have an adverse impact on EPA's credibility in
regulating risks under is TSCA suthority.

Missed Opportupities

Another approach to determining whetber CBI claims under TSCA are interfering with the
dissemination of information that is needed to protect human health and the environment is to compare
data beld by EPA as CBI under TSCA with key data needs identified by EPA and other authorities.
This study ideptified two sets of chemicals with such critical data needs; reports were requested from
gAMonrdmmdlumbnmdmmnﬂmthemwm“chuuisaffmedby

I claims.

One of these sets of chemicals comes from the SIDS (Screening Information Data Set) list of
chemicals compiled by the Orpanization for Economic Cooperation and Development (OECD). The
EPA represeats the United States on the relevant OECD Working Group. These 147 chemicals (53 in
Phase | and 94 in Phase II) were selected by OECD because:

1. Each is produced in an OECD member country in quantities exceeding 1000 metric tonnes per

year, and
2 ‘There is little or no available safety data for each chemical

The goal of OECD is to collect and/or generate data on risks 10 human bealth and the environment
posed by each of these chemicals, 50 as to assess their risks by the end of 1993. Of this list of 147
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chemicals, the United States (and the EPA) has primary responsibility for obtaining data on 20
chemicals (9 Phase I and 11 Phase [I); the specific chemicals are listed in Appendix F.

A second list of chemicals for which health and safety information is critical is represented by known
human caranogens. The Fifth Annual Report on Carcinogens (NTP 89-239), produced by the National
Toxicology Program in 1989 (the most recent such report available at the time of the study), lists 11
such chemicals or chemical classes (also listed in Appendix F).¥ The fact that these chemicals are
known to cause cancer in humans, while sufficient to identify them as being of great concern, does not
indicate that they are adequately characterized for health risks. A great deal of additional information is
needed to relisbly predict risks from specific exposures. i

Both lists of chemicals were submitted 10 OPPT, requesting data on the total number of 8(e) and
8(d) submissions regarding the chemicals, as well as op CBI claims affecting these submissions. This
information request only addresses a small subset of the daws collecred by OPPT; consequently, it is
possible that EPA has additional information on these chemicals beyond that which was requested.
While this information request could fail to locate a significant fraction of the information on these
chemicals in EPA's possession (both CBI and non-CBI), any information that was identified by this
search request would be critical 1o assessing the risks posed by these chemicals. Moreover, this search
focuses on submissions for which CBI claims would be covered by the strict provisions of Section 14(b).

EPA's search retrieved two Section 8(c) submissions, one each for a aarcinogen (benzene) and a
SIDS chemical (octamethyl cyclotetrasiloxane). Neither of these had any associated CBI claims. More
strikingly, the search produced 60 Section 8(d) submissions concerning five of these chemicals, two
carcinogens (asbestos and benzidine) and three SIDS chemicals (octamethyl cyclotetrasiloxane, methyl
ethyl ketone, and methyl isobutyl ketone).

For asbestos, there have been five 8(d) submissions. For three of these, all key data fields were
flagged as CBL For beazidine, there were three 8(d) submissions, all of which had all key dau fields
flagged as CBL For octamethyl cyciotetrasiloxane, there were 30 8(d) submissions, three of which had
CBI claims, only one of which claimed CBI for all fields. For methyl ethyl ketone, there were 19
. submissions, two of which claimed CBL None of the three submissions on methyl isobutyl ketone
contained CBI claims.

It is notable that for a list of only 31 chemicals with high priority data needs, EPA was already in
possession of bealth and safety data submitted under Section 8(d) on five. If this success rate applied to
all 147 SIDS chemicals, one would predict that EPA had health sad safety data on more than 20
chemicals. Moreover, the Ageacy received several submissions on most of these chemicals, and fully 30
submissions 0o one. Although the msjority of the Section 8(d) information held by EPA on these
chemicals is not covered by CBI claims, a significant fraction (nearly a fifth of the submissions) is- This
indicates that CBI claims on health and safety studies, many of which appear to apply to material
exciuded from CBI protection under Section 14(b) of TSCA, are preventing EPA from disseminating
data for which the international community has identified a pressing need.

5  Hexavalent chromium is one identified human Garcinogen; this represents chromium in a particular
valence suate, rather than a specific chemical compound. The report lists six bexavalent chromium
compounds as being of particular importance.

CMA 052252




EXCESSIVE CBI FRUSTRATES THE INTENT OF TSCA

The legislative history of TSCA presented earlier in this report, and the statutory language of
Section 14(b), make it quite clear that Congress intended to limit CBI claims with respect to information
beanng on health and safery concerns. Until very recently, EPA practices provided CBI protection as a
matter of course, rather than routinely reviewing claims to ensure that they could be substantiated,
Indeed, entire classes of data that appear to be denied protection under statutory language have been
treated as CBL. With the exception of the recently initiated process for reviewing 8(d) and 8(e) claims,
the only meaningful check on CBI claims is the goodwill of submitters.

Vast amounts of data covered by CBI claims have becu collected by EPA over the past decade. As
indicated both by EPA's recently initisted challenge effort and by comparison to reporting under other
statutes, many of these CBI claims appear 10 be invalid This huge quastity of CBI data has imposed
significant transaction costs upon EPA.

Attempts to find persons or organizations outside of OPPT that are making any significant use of
TSCA data have proven unsuccessful Most individuals, inside and outside of government, who indicated
that they had attempted to obtain TSCA data from OPPT poted that they had been frustrated in their
efforts. It is regsonable to conciude that the (realistic) perception that it is difficult to obtain data that
have been submitted to EPA under TSCA is a significant factor in the failure of TSCA 10 serve as a
means of disseminating information on the risks posed by toxic chemicals. Some of the data held as CB!
by EPA are needed to meet pressing demands for health and safety information on chemicals with high

exposure potential.

The lack of access 10 TSCA CBI outside of OPPT has potentially detrimental effects on public
health and safety in several ways. First, there is no way for the outside scientific community to review
the risk assessment decisions made within OPPT. While there is no reason 10 doubt the competence of
OPPT scientists, limited data access results-in limited review. As an example, the structure-activiry
prediction methods used by OPPT sclentists depend 10 a significant extent upon CBI daw; they therefore
can not be fully evaluated by outside scientists. Neither can an outside organization elect to test OPPT
hazard and risk predictions, becanse the information needed 10 select appropriate chemicals and toxicity
testing methods is covered by CBI claims.

Other organizations, inside and outside of government, that could play a significant role in reducing
exposures to and risks from toxic chemicals, do not receive relevant igformation from OPPT. Thus,
OSHA is not provided with information in a form it could use for promulgating worker protection
standards, and 1abor unions are unable to warn their members or 0 raise toxicity concerns in the context
of collective bargaining. Consumer and environmeatal groups are not able 10 address specific toxic
chemicals to which may threaten human bheaith or the eavironment

Lastly, current procedures for implementing TSCA CBI bave not provided, to the individual citizen,
m&uwrmm&mmﬂntmmmtsmmmumutheuuiatyotchemulsns
concerned.®
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STRATEGIES FOR REDUCING THE IMPACTS OF INAPPROPRIATE CBI CLAIMS

The language of the Toxic Substances Control Act allows broad classes of information to be claimed
as CBI, and places the burden on EPA to challenge invalid claims, even those that appear to direcily
contradict statutory limitations. [n order to issue and sustain such chailenges, EPA must go through a
series of time consuming and iabor intensive steps. This inherent bias of TSCA, favoring the protection
of invalid claims over the risk of disclosing wruly confidential information can only be fully addressed by
Congress.

While EPA has some administrative discretion under TSCA, any attempt to use it to reduce the
number of unnecessary CBI claims on submitted information must confront the bias of the current
statute in favor of the CBI claimant. For submissions that do not qualify as health and safery studies
covered by Section 14(b), any information deemed confidential by the submitter must be individually
challenged, a condition that contrasts markedly with the trade secret provisions of more recent statutes.
Thus, for any such claim, EPA must at least notify the submitter that it intends to deny a CBI claim,
and consider attempts by the submirter to substantiate the claim. While it can be argued that EPA has,
until recently, made it casier than necessary for submitters 10 assert CBI claims, it remains true that
when EPA challenges a CBI claim, it must match or exceed the efforts expended by the submitter in
defending the claim. Under the current statutory language, the ability of industry to generate
meaningless or boilerplate *substantiation® will always exceed EPA’s ability o review such materials.

Congresgional Options
Class Determinations

. One of the most direct approaches to resolving the imbalance produced by the current statutory
requirement for EPA to consider each individual CBI claim, regardiess of merit, would be to grant EPA
the authority to make class determinations of what will and will not be accepted as CBI and/or the
nature of the substantiation that is required for different types of dasta. This would enable the Agency to
~ preclude frivolous or clearly invalid claims at the time of submission. Without such authority, EPA is

. felegated to chipping away at the deluge of CBI claims with a series of narrow ad-hoc actions to
declassify information after the fact. To the extent that Congress has not provided explicit statutory
guidance, EPA would presumsbly make its own class determinations with notice and comment.

Adope the Succexsful EPCRA Trade Secrat Framewerk

As noted above in the comparison berween reporting under TSCA and EPCRA, the stringent
requiremeats for asserting trade secvet cisims under EPCRA bave Jead to 3 much lower claim rate than
that seen for TSCA CBL and bave pot caused submitiers 10 be harmed by disclosure of truly confidential
" information. The key distinguishing features of EPCRA are:

“Up-front” substantiation (ie at the time a claim is asserted)

Signed by High Level Official

Significant Pespalties for False Claims

A parrow definition of allowable claims, with a requirement for disclosure of generic information
on claimed information (so the public knows what is covered by confidentiality claims).




Auwthorize Sharing of TSCA CBI with Swie Governments

The current statutory language of TSCA clearly does not provide for the sharing of CBI with
officals of state governments, but only with other federal officials. A quiﬁc:uon of TSCA to permit
such sharing would address the needs of one cntical group of potential users of TSCA data for whom
accexs is currently precluded. Providing state government officials with access 10 TSCA CBI wouid
presumably enable them to act to control potential risks from chemicals subject 0 TSCA reporting,
using their authorities under state law. This would provide the public with another line of defense
against such risks. As state officials are fully as capable as EPA of protecting trade secret informauon,
no threat to the security of legitimately confidential information would arise. In itself, this modification
of TSCA would not do anything to reduce excessive CBI claims, but could mitigate their impacts. The
experiences reported above regarding current data sharing between EPA and other federal agencies
suggest that, in order to be effective, procedures for data sharing should incorporate routine notification
of both state and federal officials that EPA is in possession of potentially relevant data.

Establisk Additional Guidance

EPA would be helped by as much Congressional guidance or specification as possible of the types of
information that could, and could not, legitimately be claimed as CBI in submissions under TSCA
Congress could also, independently, provide further specifications to EPA of the conditions under which
a potentially valid claim would, or would not, be acceplable. For example, Congress could explicitly
incorporate “sunset® provisions on CBI claims, or specify routine periods for re-substantiation of claims.
Alternatively, the language of Section 14(b) could be amended to make it absolutely explicit thai CBIl
claims could not be asserted on chemical identity in such submissions. Such specific statutory language
would preciude possibly extended rulemaking procedures and judicial confrontations over class
determinations proposed by EPA.

EPA does have alternatives available 1o it to limit inappropriate CBI claims, whick would
supplement Congressionsl action. These actions by EPA would also have some salutary effects even in
the absence of Congressional action.

Class Determinations

Whether or not there is any change in statutory suthority, EPA would be wise 1o clearly specify
those classes of information that it believes do not meet current TSCA criteria for confidentiality. For
example, as noted sbove, OPPT legal analysts have determined that much of the information received by
EPA is subject 10 the strict limitations on CBI claims enumerated by Section 14(b) of TSCA. The
Agency could either endorse or reject this analysis.

If it s0 decided, EPA could simply put submitters on notice (perhaps via the Federal Register) that
beaceforth it would be employing the broad definition of heaith and safety studies specified in the law

- and regulations, and restricting CBI claims on those studies to the specific types of information
permitted under the statutory language of Section 14(b). This would eliminate & substantial fraction of

the claims documented in preceding sections of this report. OPPT attorneys have pointed out that the
decision in Teich vs. FDA is supportive of this sornt of action by a reguiatory agency.
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Such an approach, under Section 14(b) of the current statute, would enable EPA 10 release much of
the information of greatest interest (0 other agencies (federal and state) and the public, namely risk-
related information directly associated with a specific chemical. [t is possible that industry would respond
with blanket assertions that chemical identity reveals processes. In this case, EPA would need
knowiedgeable technical staff in numbers sufficient to counter such a paper onslaught. EPA remains
under obligation to notify the submitter individually in advance of CBI disclosure, if the submutter
responds to a request for substantiation.

EPA could take a similar stand with regard 10 other categories of information that it does not
believe to be eatitled to protection as CBL In addition, it would be wisc 10 identify those additional
classes of data which bave a significant probability of not being sustainable as CBI (e.g. the iaentity of a
chemical no longer produced by the submitter of exposures 0 a chemical more than five years ago.)

While development of such a framework may take some effort on the part of OPPT, such a
framework can be used by the Agency as part of any discussions with industry (see below), to guide
challenges by the staff, and develop otber policies (eg. fees [see below]). Moreover, EPA should be
prepared with such a policy viewpoint should Congress decide to make some class determinations on 2
statutory basis.

“Jaw Boning”

Through programs such as 33/50 and the Air Toxics Voluntary Reductions Program, EPA has
demonstrated the potential for effective voluntary actions on the pant of industry. Industry groups have
also made pubdlic statements of commitment to meaningful disclosure, such as CMA's Responsible Care
Program. This would iead one 10 expect that reasonable requests by the Agency to minimize
unnecessary CBI claims are likely 10 be given serious consideration. If such public commitments could
be obuined from industry, there are strong incentives for the regulated community 10 abide by them.

to date indicates that, to be most effective, such “jawboning” efforts would need to be
conducted at 8 high level Like the aforementioned programs secking voluntary actions by industry,
" efforts to obtain voluntary reductions in CBI claims should probably be well publicized by the Agency
and cooperating industries. An open question is whether inceatives for industry cooperation, such as the
incentive to reduce emissions provided by the public dissemination of TRI emissions data, exist for
excessive CBI claims.

Gat Tough on Egregious Cases

As poted above, the federal government has statutory authority to seek either civil or criminal
peaaltics against persons who knowingly submit false information. EPA has never yet sought any
penalties for the submission of imvalid CBI claims, 8o matter bow egregiously inappropriate. Selective
prosecutions, well publicized, could increase the perceived costs of submitting invalid CBI claims. This
approach could also be ased to "backstop® otber initiatives 10 induce more appropriste CB! claim
behavior. As a wol 10 facilitate this process, EPA could require CBI claimants 10 sign certification
statements regarding the accuracy of informatson submitted in support of CBI claims.

This approsch does not address legitimate disagreements, such as a situation in which the siatements
made in support of the ciaim are true, and yet the cisim is not valid under the statute (e.g

disagreements over whether Of BOU & given dats sei represents a bealth and safety study). Addressing
these situations requires EPA 10 provide clearer speaifications of legitimate and invalid claims. Also,
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adding a certification statement section fo reporting forms will involve a possibly extensive review
process.

Eliminate Overly Burdensome Administration of CBI

As noted above, OPPT is already taking steps to decrease the administrative burdens imposed on it
by CBI requiremenis. Many of these address internal EPA costs, but would not provide for greater
access 1o data outside of OPPT. One avenue 10 approach would be memoranda of understanding with

other federal agencies to facilitate data sharing.

EPA Options if Congress Does Not Act

If Congress does not amend TSCA, there are additional actions that EPA could take to further
discourage invalid CBI claims. Most of these would be superseded by the statutory changes discussed
above.

Report Cards

One suggestion for increasing the incentives for submitiers to assert as few CBI claims as possibie is
for EPA to publish a "report card® indicating for each submitter the number of submissions, the number
of CBI claims, and perhaps the number of challenges issued on these claims. The idea is that companies
making few claims would be rewarded by public acknowledgement of their openness, and public pressure
would incline submitters 10 reveal as much information as possible. This reasoning anticipates effects

that parallel tbose that have been observed. in chemical industry behavior as a consequence of the public
relcase of TRI data. It is not clear that this represeats a strong incentive.

Reporting of Aggveyaies and Genaric Dais

As noted above, when specific information is claimed as CBI, it is often possible to obtain generic
information regarding the same data elemeats. The quality of such generic information obuained thus far
has been called into question (see Appendix B). EPA could further strengthen such generic reporting be
analyzing its databases and reporting aggregated data in a form that would obscure specific CBI data
clements. Such an approach does not rely on any changes in submitter behavior, but is entirely within
EPA control. However, it has been forcefully argued that generic information is inadequate for many
purposes, and some bave questioned the ability of data agupuon techniques 10 adequately protect CBI
when only a limited acmber of submissions hsve been received.

*Up-frons® Subssantiation

While both statutory and regulatory language appear to place the burden of substantiating CBI
claims on the submitter, the onus is on EPA 10 challenge claims and/or demand substantiation. Under
most of the reporting provisions of TSCA, EPA has not asked companies to substantiste CBI claims
upon submission. Thus, companics have been free to make broad claims, and EPA has had to employ 2
post-facto chalienge process, a3 with 8(d) and 8(c) submissions. The one exception was for new chemical
Premanufacture Notifications under the interim reporting requirements in effect until 1983. After the
removal of this requiremeat, the amount of CBI submissions increased significantly. Experience with
EPCRA also suggests that up-front substantiation requirements can reduce confidentiality claims. To re-
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establish such a requirement would require EPA to go through a difficult, potenually time consuming,
and uncertain rulemaking process.

Moreover, this policy would only be effective to the exient that EPA could muster the staff resources
10 review a meaningful set of substantiation documents. As OPPT suaff have noted, challenging a claim
is a labor-intensive process. Submitiers can be expected 10 provide meaningful substanciation of their
CBI claims only to the extent that there is a realistic expectation that thesr substantiation materials wil
be reviewed. It may or may not be possibie to implement a sejective, yet unpredictable, review process,
in a manner analogous to IRS audits.

Sunsets/Resubgtantiation

There was a widespread consensus among persons contacted in this study that many data elements
for which a valid CBI claim had been asserted would not require CBI protection at some later date.
There was (ar less consensus regarding the feasibility of developing & workable “sunset® provision for
such claims. This approach provides the benefit of the doubt for submissions where there is a prima
Jfocie case that CBI protection is warranted (eg. on new chemicals not yet marketed), and is explicitly
supporied by Executive Order 12600 (June 23, 1987), for information submitted after January 1, 1988. A
key advantage of this approach, if it can be made to apply to earlier submissions, is that it would
automarically eliminate EPA's CBI backiog, unlike many other alternatives. However, requirements 10
provide individual notice prior 10 revealing material claimed as CBI make it difficult 1o institute sunset
provisions without statutory change.

EPA might have better success with periodic re-substantiation, which allows submitters to maintain
CBI claims as peeded, but drops protection for those that are ao longer substantiated. EPA’s Office f
General Counsel has determined that whenever 3 business has failed 10 furnish comments in response to
a request for substantiation by the specified due date, the information covered by the CBI claim can be
made public by OPPT without any further notice to the submitter or approval by OGC (Class
Determination 1-85). This would appear to provide the necessary basis for a comparatively automatic
declassification system. As in the case of pesticide re-registrations under FIFRA, submitters would have
to make a positive effort (if only the submission of routine substantiation materials) to maintain their
CBI claims. This is a relatively small cost 10 maintain these claims.

Faus en CBl Claims Bassd on Class Daterminations

Fees for TSCA CBI claims represent another mechanism to discourage unnecessary claims by
imposing costs oa the submitter. In this case, the costs imposed would be direct, rather than in terms of
increased effort or risk of penaity. The particular fec imposed could be selected to reflect EPA's degree
of interest in public dissemination of the data, or the strength of the statutory prejudice against &
particular ciass of claim.

This is one of the simplest mechanisms for imposing costs for frivolous submissions, and may
motivate the revicw of CBI claims by corporatc management (much as the economic losses represented
by TRI emissions seem 10 have lead 10 a de-compartmentalization of corporate evaluations). If treated
as 8 special "user fee,” which seems entirely reasonable, this could also belp to provide OPPT with the
resources needed 10 review CBI claims and safeguard legitimate CBL EPA's success in instituting 3
PMN processing fee seems 10 offer promise that this could be implemented without excessive difficulty.
Open issues involve the question of whether a fec structure could be devised that is both effective and

considered reasonsbie by submitters.
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CONCLUSIONS

A vast amount of information has been submitied to EPA under TSCA since the compilation of the
original TSCA Inveatory. A significant fraction of this information (50 percent or more) has been
subject to CBI claims. The proportion of data submitied under TSCA that is covered by CBI claims is
much greater than that for data submitted under other stitutes that collect comparable information, but
impose more stringent requirements for assening confidentiality claims, '

While it is impossible to eswablish the validity of any individual CBI claim without examining the
materials provided 10 substantiate that claim, all available evidence supports the proposition that much
of the information covered by CBI claims is not legitimately entitled to protection as TSCA CBL

« For those cases in which 2 direct comparison can be made to substantially identical information
reponied under TSCA and under EPCRA, the CBI claim rate under TSCA is ar leasr 10 times
higher than the rate of trade secret claims under EPCRA; more probably, the claim rate is more
than a thousand times higher under TSCA.

In those cases where EPA has had the resources to evaluate individual CBI claims, it has
determined that a significant fraction of the submissions (up to 50 percent or more of Section
8(c) filings) contained invalid CBI claims. When submitters of these claims were challenged,
EPA prevailed in every case.

Legal analyses by OPPT attorneys indicate that EPA has historically accepted CBI claims on
dats elements that are nor ensitled 0 protection as CBI under the sututory language of Section
14(b) of TSCA. Existing regulatory language, as well as the statute and the legisiative history,
supports this analysis.

Under existing procedures, EPA has no effective control on invalid or even frivolous claims, with the
single exception of the recently initiated program to review 8(d) and 8(e) submissions. Currently
available staff resources do not permit aoy significant expansion of this program, and anticipated
increases in 8(e) submissions may exceed available resources. EPA practices for safeguarding CBI have
effectively prevented damage to submitters from disclosure, but EPA appears to be providing protection
10 3 considerable body of data that is not entitied to such protection; thus resources that could be
applied to the protection of legitimate trade secret information are presumably being diverted for the
protection of frivolous claims. Notification provisions in the statute further complicate the process of
disclosing data that have been inappropriately claimed to be CBL Because EPA’s ability to winnow valid
CBI claims from frivolous claims, once the claim has been ssseried, i limited, EPA may wish to
concentrate its resources on devising mesns of discouraging the submission of invalid CBI claims.

In addition to the costs imposed by invalid CBI claims on OPPT internal functioning, the dau
covered by invalid CBI claims represent a valuable resource that could further the purposes of TSCA if
they could be more widely disseminated. Wider dissemination of this information would fulfill TSCA’s
intent of allowing the public to make informed decisions regarding chemical risks, and allowing market
forces to remove unnecessarily risky chemicals from commerce. Public interest groups, other federal
agencies, and state governments have all indicated that TSCA data could be very useful in their efforts
10 protect human health and the eavironment, if not protected by CBI claims. TSCA data could
represent a major information source 10 improve the scientific foundatioas of xicology and risk
assessment. Lastly, EPA’s own efforts 10 make its deqisions more comprehensible to the public would
also be considerably facilitated by the removal of imvahd CBI claims that obscure the reasoning

underlying Agency actions.
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All available administrative options to discourage the assertion of invalid CBI claims are likely to
impose significant costs on OPPT, at least in the short term. Any change {rom current policies, even
those that require no change from published regulations, seems likely 10 encounter inertia, if not
hostility, on the part of submitters. The current policy of leniency regarding CBI claims, notwithstanding
fairly strict regulatory language, appears to have been in effect almost from TSCA's inception. Thus, no
change in policy seems likely 10 succeed unless it is accompanied by a corresponding effort to review and
challenge CBI claims. Once submitters become accustomed 10 revised procedures, it may be possible (o
reduce the resources allocated to challenging invalid claims.

A first priority wouid appear to be the need to clarify the implementation of Section 14(b) of TSCA,
through the explicit specification of guidelines (and perbaps clarification of regulatory or statutory
language) regarding information that the Agency will treat as 2 health and safety study subject to that
section. Because much of the data of greatest potential use outside the Agency represent submissions
tbat appear to fall under this section, strict enforcement of the limitations on CBI claims under Section
14(b) might eliminate a significant oumber of negative consequences of invalid claims. A firm stand on
these statutory limitations to CBI claims would appear to offer grester promise than more general
attempts to impose costs for submitting invalid claims. This option may or may not require formal
rulemaking; ap explicit statutory clarification could greatly facilitate this revision. If necessitated by
continuing submissions of large sumbers of excluded claims, this policy could be backed by penaity
provisions (which appear to require the promuigation of new rule(s)). '

EPA appears to have numerous options to discourage invalid or frivolous CBI claims in the future.
While some of these require neither regulatory nor legisiative action, all enuil significant expenditure of
resources. Reducing the flow of invalid CBI claims will not, however, address the problem of claims
submitted in the past Data have been sccumulating in EPA files for more than a decade. In order to
address these data, EPA faces a truly massive commiument of effort 1o review and challenge activities. It
may lack the resources to make such a commitment. The declassification of these data might be more
effectively pursued through explicit legislative language in a resuthorization of TSCA.
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danerts s Une notian. You alurald toprmnd e tham antihies & sesbod

Panx @ = LIST OF ATTACQOMENTS

You shoukl stwh sddiVoas! shasin if you do wit hove eaeugh spam

on the lurm W ehewar & qeetios fully. Labyl asth eretiaausion shat
with U avvapsedieg uulisy duadiag s past 05, s thom aranchana,
ady vant dits ar sther dals and By spmioasl ininenanies th you iatiede
i thee sulan.

OPTION AL INFORMATION

You way iaciouts i the aathes any nieaatinn that yos went IPA ©
avasiier 3 evalusting U orw sobammein. The Lastventivns Mas ol
rbeniitem cuagerie of spieisl nbermaion ha Jos sy vant IPA @
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dapcyion poliomien pursvation s weyding ndeanalien yws By bve
reganiing e arw sabuianm.

Sinding Optinas s svbar w allmitwly tnphanet ok sasegre-ant

spuisns, [PA ssy wuh & ol s sty soder snsien ) ® @ ahe
areals garmns s Py saliaaneh 40 we, pradudiinh velame. Yl ve
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CONMMDENTIALITY CLAMMS

Yoo msy daim avy ialermagies i this vethes o avefidantial To awen o
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sobmimnion. Por aldWivesl lasreaens o daising elermdane o
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Frubl reporing bacees for s SOUNSTION Of UIEN 430 ® MSIUES 10 Averige 110 hours par (EIPON M NG Bne for revi—ang nymucnces
marching exiseng dats s, gethartng and mamnarung e dau nemied. and omplenng and renewng the collecon of wiormanon Sena
COUTanD frgarding the burdan asaINalr OF any oy AFFECT of tus colecDon of Kiormanan, Induding Tuggoaons tor teduang this busden,

r Qhiet. lnfarmagen Policy Bramch, PM(-Z23. US. Environmental Protecion Agency. 401 M. Se, S.W .. Wastungion, D €. 20460. and to the Otfice of
Managenent and Budge. Papmrwart Raducton At (2070-0012). Washuvgron, D C 2083

CERTIFICATION

- -

| certufy that ro the bt of tny knowledge and belief.

The company named in Part [, secdon A, subsaction 12 of thus notice form intends o manufacrure or im2ort for a
commercial purpose, other than in small quananes solely for resaarch and development, the substance identified in

Part |, Secoon B.
2 All information provided in this notice is complere and truthful a3 of the date of submission.

L.

3. | am submitting with this norice all test dass in My possssion or conerol and 2 description of all other data known o
or rexsonably ascerainable by me as required by §720.50 of the Premanufacrure Nonfication Rule.

Additional Certification Statements:

If you are subminting a PMN, (inchuding a polymer exemption nodce in accowdance with 40 CFR 723.2350), [ntermediae
PMN, Consolidamd PMN. or SNUN, chack the following user fee carification sacemnant that applies:

[0 T™e Company named in Part |, Section A has reminad the fee spuciSed in 40 CFR 700.45 (b), o

[0 The Company named tn Part 1, Section A is 3 snall busines concarn wndar 40 CFR 700.43 and has remitted
a far of 5100 tn acrordance with 40 CFR 70045 (b).

)
If you are submining & pelymer exemption noticn in accordance with 40 CFR 723250, chack the following:

[ T™he new chemical substance svests the dafinition of polyma, is not specifically exciuded from the exemprion,
© and mauty the conditions of the exsnption. :

i
If you are submitting a lew velume ecemption application in accordancs with 40 CFR 723.50, chack the following
corufication sGWDETS:

[ The manufacturer submitting this notice insends 1 manufacture or import the new chemical subseance for
commercial purposes, other than in small quantities solely for raearch and developaumt, under the werms

of 40 CFR 7D 50
] T™he manufacrarer is famitisr with the wrins of this sction and will comply with twose v and

[T The new chamnical subseance for which the notice is submined s all applicable examprion conditions.

-

-
>
»

The acaaracy of the sesuments you make in this aotice shauk! reviey vour best predicion of the spticipned fecs reparding the chemcal -
submace daried darein. Asy knowing sed willel SumamITrUeon @ w1 Ciinel pusity permaet © 18 USC 100L [ Contrdentes

Signature and title of Authorized Otficial (Original Signarury Required) Date

Signature of agent - (if applicable)
CMA 052280
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Part | - GENERAL INFORMATION

P Secuon A - SUBMITTER IDENTIFICATION |
Mark (O the "Confidental” BOY AEY IO ANy IUDWCREN you clum as conhdennal }
;

i Tiue

wamme of uthariad of sl

4 Pemon
Submitang
~oooe ‘opany
(o US)

Mading scdreas (numoey and sgee)

Gity. Sae. ZIP Coae

b Agemt (U Name of authonzes atbiaal Tide
[

appucable)

Company

Maing addres (number and scraet)

Gry. Sae. P Cade Ares Code Nugn bet
Telephone | ]

+ t

¢ 1f you srw mubmitang this notce e part of 3 ot surnmesn, urk 00 tus e

Jount Name of suthoraed offical { Tide
Subounea !
f sppucable) ___ !

Company

Maling address (numhiter and saew)

Ciry, State, ZIP Code

Company

Mauing sddras Gnonier sad sret)

g

Ciry, Summ, ZIP Codbe . AsenCode . Numbe
" Telepheme | .

Mark (X)L o D

3 U you have had s pronotes emmmenicasion (PC) eonarrming =+ v
o none

and EPA assgned & PC Nombin @ the notics. anter the suer o=

Mark ) e :

o none

f you Mave subtrunad an CEmmpRIaR sones/ appladan tor
he charuaal submanar covarwd by tis notice. evewr the eoe . = -
sumber asmpned by EPA. If you have withdrewn 2 previow - -
subourted PMN anter the PMN nushieer. Ll
r—.‘

——— e e

3 U you Rarve submnitted » ons Ade requat for the chatucal vet= .« ) Mark (X) 3
covered by thas nouce. ante v Jona Bde IFQUEM Pumier s o <2 J none el
by EPA —— - P
- T
i Mangl i 1 . tavpor [
it Tvpe of Noocr = Mark (X) Owy ' Oniy ‘ . D Berrn
[}
Bundung LT - : BunangOpnor
Masry tat L Mark ta) p -
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, Part | — GENERAL INFORMATION - Continued

|

P Section B - CHEMICAL IDENTTTY INFORMATION

| Mark (30 the ConSdental” ¥o3 next 1o Any 1mm you caum a3 confidencal

Compicm rithes imm 1 (Clasa | or 3 vabemnces) or 2 (Palymen) a0 approprur. Compiete all ether rema.

U anocher peran =il sabmit chemnuanl sdenoty thformatan for you (for muner iten | or 2), mack (X) the bos at v rght o
| — ]

Idenaly the NI CERDENY, And addreae of Uhat PEMON W & congnuagon sheet dennal
1. Clase | o 2 chamniesl robawmsess (for defirutons of class | and clam 2 subsmancm, we the Inszucnians Manual)

& Cam of subsanc ~ Mark (0 ID Cam! or 2 D Qam?
MMWyw-mzm

t

€ Maolesuiar frmuls snd CAS Repuary Nusnbar (if iovown)

CAS »

4 For s ciass 1 subsance. provide & seructural diagram. For » dass 2 sulmape - (1) List the immnedian precurior subsanas with thar
Numbsrs. (D Daxcyibe the sanae of the rescion or procms. (5) ndbas the runge of empostion and the |

rapwive CAS Reglatry
typal coxnpastiien (whare spproprissel. (0 Frovide & repraumadve sl disgram Of

CMA 052282
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- Part I — GENERAL INFORMATION = Continued
) Secuon B ~ CHEMICAL IDENTTTY INFORMATION - Continued

i
1
l

it Poiymers (For 4 definiton of polymer, ses the Lasgections Manual) Confi-
. dennal
; 1 bhdiate the number-svarage waight of the lowest tholeculsr waght compamom of the polymwr yau intend 10 anufacure. rmc—
irdicate mangrum waghl prant of low molecular =aght 3prae (nor induding reudull onomers, resctanta, of Wivents) teiow
! 300 and below 1,000 molecular weght of that cmpanoon. Deacribe the svetheds of mesmirement or the bases lor your
i eI orC Onivar Sgeatyl
- vt Ahiny svarage Sulsoalar waghc
- manuumn wagh % niow X0 suleuiy wdght
- mAREn vaght % il 10D eulsaular waght
[T Mark 0O tis e if yous artach s contnustion sheet.
b. You mamt make sepwram cmAdensiality daims for monomer o other resciars identity, canpousion nfermanon, and reudual
informadon. Mark 00 the “Confidental™ how next 1 my um you daim as confidestial
(1) = Provide the chamnical aame and CAS Regisgy Numbe of esch onamer or other resctungt used in the manufacrure of the polymer.
@ = Mark OO this columa if enstry in cohzaa (1) s confidandal.
0) = Indicaw the typical waight parcant of anch morceruir o othar resciunt i e palymer.
(4) ~ Mark 0O the identity einma If you want 3 sssasmer or other reacinat used ot twe weight percant or lass © be listed as part of the
pelymer dencription on the TSCA Chamxicul Sabsinace lavenary.
- mmudmumudmmummmm .
6) = (adicatm the mazierem waight paromst of each MORREr 6F ethar fuactunt that Iy W prasant 28 2 fasichial in the polymer as
sansuiscryred for eommarcial purpeme.
N = Mark OO this columa If ey in eohana (O b sfidantial.
Moncanar or ceber reactant and CAS Ragiarry Neamber Confi- | Typimi H-z Coafl IMaxiown | CounsS-
: domtial F-—- Mark CO | demtial | upichial | demeial
M [ ] (=) (0] k) {6) N
% %
* ' ‘
% o
v B %
% <
% )
* ]
(] Mark 0O tiis box if you stinch » comdisetion shest
¢ Provide a represenative stuchersl diagram of the polymwr, i possibie.
LY L
i CMA 052283




Part | — GENERAL INFORMATION — Continued “.
P Secton B - CHEMICAL IDENTITY INFORMATION - Continued |

3 L pweitum

La) = WamtIFY auch LBPASTY LAS TFY 0 Mt |y aQO patid 1 bv prawnt i 10 thomit) FiiLaney & WAL S Lutle fud for um g m s a) purpanm
! Provide the CAS Ragutyy Namdeat ¥ 0¥ Allebta If WBere ore anidastitad (A peNBan, rews “wnrdantif od ©
! M) ~Ean@me e manmem suigv % of wch L puyy. U thare are snidaniyl il (o parBim, anim s (el Sial ——rig %,
!
! tnpunty and CAS Regusoy Numier Maximum Contr.
i (a) peroent dennai
[1:]]
- .
.,
%
* L
<
L 3
%
ﬂ:hlutmwh-u_gnnﬂnnumunm
4. Synenyww - Enew any synonysw for the aew chamial sulumnce sdanafied i sulmecaon ) or 2 antr-
A W15
D Mask OO this box If you arech & continustion sheet.
S. Trade immefAcntion = List i'scle namas for the new chamucal subuance wiennfed s sulmecaon ) or 2

D Mark 0O this bom if you attach & cantiouaston shast.

& Ceaaric chanics] nume « If you clsim chamicl ideasity i confidental. you st provids & gananc cheucal name for your substance
that revenls the spuciiic chamianl idenary of the nrw chaipial SubBtancs 10 the Suaxigrun exumt paasble.
Rafer © the TSCA Chamucal Substance Inveniory, 1985 Addison. Appendiz B for guidance on developnng

Unaric R

D Mark 0O this box f you sttech ¢ s tisustion theat.

——

7. Byprodwew = Dunzibe femulting fram the manulacture. procmsing, s, ar disponal of the new canical substance st ste
mn-:'mmmnmv W avalabie

Sypresduct Regmey Number Cor
m . cAs ;,, demn

i
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Part] = GENERAL INFORMATION - Continued

Secton C - PRODUCTION, IMPORT, AND USE INFORMATION

Mark (0 the “Confidenoal” bot pext 1o any itemn you daum a3 conAdenaal

1 Preducnen vohume - Exunas e Surimem producton volume dunng the firx 12 onty of producgon. Alx e@tmare
the mazimush Drochuctian volmeme fof any conmecutve |2 ot during the &r3t three yeary of pradusmon.

| Manswus Ao 12 il ehscaon (kp/yT) —Maggup 11 ot proguenon (rg/yr)

1 Um lnformadon = You MU thake srpuraor confidentality clums lor the descripsan of thw category of use, the peramnt of producnon volume
devoted 10 ench category, the formuifdon of tw rew subsance, and other ue w/formanon. Mark () the “Confidenual” Box wext 1o any iem vou
dum as onfidenoal )

a (1) = Demenitee snch intendced categary of ume of the new cheoual substance by Aoemon and spplianon.

@ - Mark (X) thas edlumn J ey in olumn (1) » confidencal bussvam wwormaton (CB0.

) = indicate your willingnams 10 have the formaton provided w column (1) binding.

(4} = Esgmate the parosnt of total praductian for the first thiee yeary devoad w awch & of wa

(5) = Mark (X tus coiuna if ety in columnn (6) b confidannal busnes iajormason (CB

(6) = Esamate the peroant of the frw substance as forulamd in oustures, sspensiont. enulsion, sobadans, or gebs a8 manufacrured
for compweraal purposs a sites Under your contal smodsted with axch cegury of e

7 = Mark (X) this eohann ¢ engy in column (6) & conddandsl businas information (CED.

() = Mark (X) wivechar the us o ate-limisd, tvdustnal commeraal and/or conmanar, Mark more than ane box # spproprisw. Mark

(X to indicate your willingnems 1 have the inforsadan provided in O) binding,
wiorpagon (CBD.

9 = Mark (X this @hann f enay(e) in n (3) » (are) confidennal haanew
Bladtag | o e - Mark (X) appropriste columnis)
Category of ume R :’:‘“ son % > = 1)
S & ndus nding

1}) al ol @ |o] ial Optien

2

*If you have identified a “consusner” use, planse provide on 4 continuzton shas a deailed descriprion of the use(s) of this
chemical subsance in consumer praduas. in addition include esnmatm of the concentration of the new chamical substance oy
expected in consumer producs and dascribe the chemical reactions by which this substance loses its identiry in the consumer
product.

DMutmm-hlUywﬂnmm

Canane If you duten awy camgary of use et # v wirwcoon 1 i confidental, @wer § generic daaIPOUon of that
* G:T- I:l’hh-ﬂ-n Monwsi * + voampie of genere uae descriptiona.

"t
ST PEoOn

CMA 052285

g

Dmmmub:dpnm&nmm T

3. Hazard Infecmarieon = indude i the noticn 8 COpy of FIRRITI (o mmir d a0y Ralard wASMAG sacmient, labml, Bucerial alery Ja1d wR
m‘:m.wmm-nud\mﬂhw-mymnno.n-.-nunmnvnhup-dhmlmm‘ngpﬂﬂ«mt .
ennpTvent o pracocm for the safe handiing. TRASIRET, ule Of-Juusmar .« e arw JUBMANCE. Lint i pant U] hazard uWormanon you widu-s




;’ Part II — HUMAN EXPOSURE AND ENVIRONMENTAL RELEASE
P Section A ~ INDUSTRIAL SITES CONTROLLED BY THE SUBMITTER

( Coerpicte scmion A lar each fyps of wanufaduse, procesing & B sparution invelving the sew chemmiaa) l
rubeance st indusenal riare you srcrel

} Mark (0 the "ConSdantial” box nest to any wemn you Clim & confidenaal
1 Opersnon descnpocs ' Coms

» ldmuq-&mhﬂ%ﬂhu.mmmmmum. P
Name

Sue addrem (manber and soeet)

Gy, Coumty, Sare, ZIF Coda

U the same oparancn will aanur at mare thas ane S, Shr the sembar of sites. . L)
ldanafy the sdditanal sites en a condmuatian sheet. e :
Dunooumupum.mm
b, Type =
Mk OO D Masafacnaring U Proouming D U !
€ Amount snd Durntan ~ Conplam | e 1 = sppropnaie
Macman kg ech T' Hows/vech Tlnenuyu |
1. Baxch ' i '
Masiswm kg/day rnuuny Tl‘.hnlv-:
1 Comtmsns - X 1 1 ‘
4 Proces decripuon Mark 0O '» indioan your willingnew & have ot proumes deniption binding.

1) Diagram the major unit eparation siepe sad chamical conversians.

-+ D Provide 0w , day o and eawy point of all fesdwocks (nduding resctanc.
‘ ‘.“u-ur .zr-h-ﬂﬂﬁyw y o kg/batch),

0) ldantly by sanber the poins of relasss © the environment of the sew chamical substance.

| —— = vem———.

—

CMA 052286
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- Part Il - HUMAN EXPOSURE AND ENVIRONMENTAL RELEASE — Continued N
p Section A - INDUSTRIAL SITES CONTROLLED BY THE SUBMITTER ~ Continued

L Occupmtions] Expusery = YOU SWut tnaks sepurete confidentiality daise for the dennpoos of warksr scowry, aal form of the new
,m,muummw—-s.ummd-ﬂv\mMkammuu'mmun,z::um-mhrm:r‘u
(1) = Decribe the azivitiens th witkch wearkary guy be exposed W the dew charicl submance,
(2) = Mark (0 this coluzn f @Y 1 coluzrn (1) is anfdental busines informaton (CBN.

f3) = Dexcnibe any Protcve U and engmweing SNTON e t0 profec warkers

14) and (6) - Incucare you wiBINGEE © lurve the (nfarzaaon Provided u aiunn Q) o (5) Wnding,

{3) = lncucate the physcal foms) of the new chamnacal subsancs at the time of expancre.

(7 = Mark (X0 tus column f sy In column () is confidental buames informanoa (CBD.

{8) - Esqunate the manmnan menber of warkers tnvolved in evch acowiry.

%) = Mark (0 this caluma U enery in aalunn () is conddenoal busines inforaancn (CBD.

(10 and (11) = Estmaw the swanzmam durston of the aavity (or any worksr in hours par day and dayy per year.
(12) = Mark (70 tus eoiumn f encrwe i columew (10) and (11) are amfidental busness worsaaon (CBI).

Vinding Sladiag a2 of Maxnmum durasen
Worker scavary CBl | Promave Eqapewns  [oug,” (Physcl| Opmes | CBl | worgery | B! cBi
Engaewing Conwwis o000, | formis) | max w Erpoed Hey/day | Dany/px
{n *4] (<] (O] o 1 @il @w (ol ae an lan
Mark (O this bax i you a8 & ORBOURTES Mlvist.
). Eavironmenaal Relonse and Dispaml = Youi snast ake sepurss caims for the relame mEnber and the Enount of U sew

anfdannal

1) « Enwr e nupnbar of ench releess point identified s the dacription, purt I, sscxiom A, sulnectios 1407

Q@ ~ Estmate the amount of the new subsemies relemad () 0 e exviraunat o () i eairol mchnology Un kg/day or kg/bewch).

) ~ Mark 00 this ehuma ¥ extrie s ehapes (1 sad ) are usimas indocmation (CND.

(0 = ldenaify the madia (air, Land, or watwr) & which the sew sbsamis will be selowsnd from Gt tulome poist, )

(5 = a Ducrtie coneral , i omy, and axwel diiciancy that will I wad W hmit the relasne of the aew substance 1 the snviroraent
For releess dispuned of e charscoarise the divpasal ethod and mate whether & )8 sppreved for dispasel of RCRA hazardous waste.
On » congnuntien shast , for esch slie descrihe any additional dispoml sathods that witl ts wesd and whelbar the wasts s Subject 1o
sexndary e wriary ar-din vesmant. . Esthnate the amount relessed w the arvirvsment afier sontrol inhaclogy Os kg/day).

{6 = Mark 00 ts cohuamn f entries in euhkange (O and () are anfidetial natnew ndermation

charecal submtance reassed md othar relesm and disprnal information. Mark (X the “Uonfidendal’ box amt % anch than you claim a8

€3,
) ~ ldeniily the destination(s) of relesss 0 wety, Flasss supply NFOES (Nationel Pellutant Elimination Syseam) sugniers for direct
dischargen ar NPOES sumbars of the PFOTW (hbildy Owned Trasunant Works). Hﬂm_ul@ﬂ!ubm
Nunmbel  reiced e rolemm —
i o) aw ) So ) S (se) ®
:
]
v
[}
t
—
]
L}
t
L
fa— 1}
N
- - 1]
<Y
D Mok (Dthe ] POTW provide nameis) buiow: | CB! O nvese . [ One-speay NPOES ¢ :
deyutonis) of wmereay
relemen 0 wymy. _

~ s e s art e a FTEAE AR St
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| Part Il - HUMAN EXPOSURE AND ENVIRONMENTAL RELEASE ~ Continucd

t
\

t Section B - INDUSTRIAL SITES CONTROLLED BY OTHERS ! )

© Locpure smpan B fx rypucal procseing of use opEratans valving U new chapucal subsanar At aies
vernon B for wach type of prosmmeng, o use operation INvaiving the aew chatua subsanc. U the

|

YU do ot Dol Complete & separate

e OpRragion red at gvare th
! site dewcniee the ypical oowratiom airunan 10 thene Rtes And enter te number of wies . lden o purio a1t mvare than one

SdAinonal S on 8 CONBAUINON $hee

I’T—oggmu Desenporam - To chilms utrTnagan w Uy wenan a3 confidental arde or brackst thve Speafic sfarmanon Ut you Gam a3 conlidnay

{2) = Prowvude the wdenaty, the
and catalyses. &8} 1))~ ldJ:;::\u the poane of relezw 1o the envyonsme: of the new charucal

] l MNMM!m-h}-h-ﬁh

1) = Duagram the sy Uil apesreian svps and chanical conversions, Onuu&midmuybymmdbmnymum —erker auwity
atw wight (by kg/day o kg/batch), and enary point of all fewdstocks (inchading resctanta, soivena,
subiance.

2 Werks [ =)
1) = From the slerve, the lownr far ench wearkay 5 38 hwr oneh war'lonr sciiviy daperiivad.
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OPTIONAL POLLUTION PREVENTION INFORMATION

|

To claun rformanon i thss s&Tmon as confidenndl Qreie of bracke the specific information that you claim as confidennial

In thus secaon you may provide in.forma.n'on ROt reported elsewhere in this form regarding your
efforts to reduce or minimize potentdal nsks associated with acdvities surrounding
manufacrunng, processing, use and disposal of the PMN substance. Please include new
informaton peranent to pollution prevention, induding source reduction, recycling activities
and safer processes or products available due to the new chemical substance. Source reduction
includes the reduction in the amount or toxidty of chemical wastes by technological
modification, process and procedure modification, product reformulation, raw materials
substitution, and/or inventory control. Recycling refers to the reclamation of useful chemical

components from wastes that would otherwise be treated or released as air emissions or water
discharges, or land disposal. Descriptions of pollution prevention, source reduction and
recycling should emphasize potential risk reduction subsequent to compliance with existing
regulatory requirements and can be either quantitative or qualitative. The EPA is interested in
this information to assess overall net reductons in toxicity or environmental releases and
exposures, not the shifting of risks to other environmental media or non-environmental areas
(e.g., occupational or consumer exposure). In addition, information on the relative cost or
performance characteristics of the PMN substance to potential alternatives may be provided.
All information provided in this section will be taken into consideration during the review

Describe the expacud nes benefies, such as (1) an overall reduction in risk w human hasith or the enviroament; (2) a reducoon
the volume manufacrured; (3) a reducrion in the generstion of waste quserials through recycling, source reduction or other
maans; (4) a reduction in poasmntal oxicity or human exposre and /or saviroamental release; (5) an increase in product
performance. 2 decranse in the cost of production and/or improved eperation efficancy of the new chemical subsuance in
comparison to exising chemical substancs used in sinilar applicasions; or (6) the exsent 1 which the new chemical substance

may be 8 substitute for an existing subwtance that poses 3 Ewovnnmkuhmnh-hhmmmﬁronmz.
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PHYSICAL AND CHEMICAL PROPERTIES WORKSHEET
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APPENDIX B
THE NEW CHEMICALS (PMN) PROGRAM

When submitting 2 PMN, companies must provide such information as a structural diagram (if the
substance can be represented by one), chemical name, CAS Registry Number (if available), and
molecular formula. Other information reported includes the impurities anticipated to be present in the
substance, any known synonyms or trade names, the estimated maximum amount 10 be manufactured or
imported during the first year of production and during any 12-month period during the first three years
of production, and a description of the intended categories of use by function and appliction.
Additional information may be reporied depending on whether or not the site is controlled by the
submitter. Such information would include specific site information as well as 2 description of the
operations involved in manufacture, processing and use, worker exposure information, physical form of
the new subsuance 10 which workers may be exposed, the number of workers and the duration of
activities, and information on reiease of the new substance to the environment (40 CFR 720.45), The
submitter must also send any available test data related to the effects on health or the environment

Based on the information provided in the PMN form (see Appendix A), EPA must assess the risks
10 ascertain if the chemical may or will pose an unreasonabie risk (0 human health or the environment.
EPA's assessment is highly dependent on the quality of information submitted. Even though it is EPA's
responsibility 10 determine chemical risk, EPA cannot require manufscturers to perform testing of new
chemicals unless it has made a determination that the chemical may or will pose an unreasonable risk.
Based on the information received in the PMN, EPA has four options with regard to the substance.

1. It can do nothing and the chemical may be manufsctured without restriction, subject 1o the
manufacturer providing notice 10 EPA via & Notice of Commencement.

2 The Agency can issue a significant new use rule (SNUR) which requires manufacturers or
processors 10 notify EPA in the future if they imtend to process or produce a chemical for uses
beyond those stated in the original PMN. The Significant New Use Notice must be submitted
90 days before commencing manufacture, import, or processing of the chemical substance for the
new use,

Under Section 5(¢), EPA can issue an administrative order or obtain an injunction 10 regulaie
the manufacture, processing, distribution, or disposal of the new substance pending the
development of new information. Section 5(¢) may be invoked only if EPA determines that the
chemical may pose an unreasonable risk, in thst information received in the PMN is insufficient
to make a finding with respect 10 its beaith or cavironmental effects.

If EPA finds that a chemical will pose an unreasonable tisk, it may act under section 5(f) to
limit or prohibit the chemical's manufaciure, sale, we, or disposal

If the chemical identity of a pew chemical is claimed as confidential, the submitter must provide 3
generic aame at the time of the claim. EPA will examine (be generic chemical name proposed by the
submitter claiming confidentiality. The generic name proposed by the submitier must be only as generic
as necessary 10 protect the confidential identity of the particular chemical substance. The name should
reveal the specific chemical identity 10 the maamum extent possible. If EPA approves of the generic
name, it will be placed on the inventory. If the name is more generic than pecessary o protect the
confidential identity, EPA will notify the submitter within 30 days that further consuliation is necessary.
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PMN Exemptions

Exemptions to the PMN process are made for polymers, chemicals developed solely for use in
research and development, and chemicals distributed solely for test marketing purposas. Subswuances
developed for test marketing may be exempted if there is a finding that the chemical in commerce “will
not present any unreasonabie risk of injury to health or the enviroament.." (Section S(h)(1)(A).(B)).

When a company is reporting a new chemical, it may exesipt itself from pre-manufacture notification
requirements if the particular chemical substance is not included in the public inventory but falls within
ope of the generic chemical names in the appendix entitled “confideatia! identities.* The submitter may
ask EPA whether the substance is on the inventory and EPA will provide the answer if the submitter
has a bona fide intent to magufscrure the substance. Ip order to establish a bong fide intent to
manufacture (40 CFR 710.7 (g)(2)) a specific chemical substance, the person proposing 10 manufacture
this substance must submit to EPA:

1. A signed statement that the person intends to manufacture the substance for commercial
purposes;

2 A dexcription of the research and development activities he has conducted to date and the
purposes for which the substance will be manufactured;

3. An elementual analysis:

4. Either an X.ray diffraction pattern (for inorganic substances) or a mass spectrum (for most other
substances) of the particular chemical substance;

5. A sample of the substance in its purest form, if requested; and,

6. Any additional or alternative spectra, or other dawa that may be required to resolve uncerwinties
with respect 10 the identity of the chemical substance.

Once 2 bong fide intent bas been determined by EPA, a comparison will be made between the
generic substance listed on the inveatory and the substance being newly reported. If the comparison of
the elemental analysis and either the X.ray diffraction petterns or mass or aliernative specin is
sufficieatly similar 10 be consistent with a presumption that the chemical substances are the same and
comparison of any of the other submitted information affinns this, EPA will tell the submittes proposing
to manufacture the particular chemical substance that the particular chemical substance is included on
the inventory and that pre-manufacture notice is not required (40 CFR 710.7 (g)(5)). If the comparison
of either the X-ray diffraction patierns or the mass or allernative spectrs does Dot prove that the
chemical substances are the same, and comparison of the other information affirms this conclusion, then
pre-manufacture notice i required (40 CFR 710.7 (g)(6)), since the substance is deemed not 10 be
inciuded on the inveatory.

A manufsciurer may also apply for an exemption for a pew chemical (or category of chemicals) from
all or part of the PMN requiremeats. This exemption may be granted under section S(h)(4) if EPA
determines that the wse of this chemieal in commerce will not preseat an “unreasonable risk of injury to
health of the eavironment® Section 5(h)(4) exemptions require formal rulemaking
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APPENDIX C
REPORTING AND RECORD-KEEPING (SECTION 8)

Secuon 8 of TSCA gives EPA the ability to collect information on existing chemicals (Le chemicals
in commerce). Section 8(a) allowed EPA to promulgate rules under which chemical manufacturers are
required to mainwin records and repon the following information (Section 8(a)(2)):

« the common or.irade name, the chemical identity, and the molecular structure of each chemical
substance;

the Gategories or proposed categories of use;
the total volume under existing uses with projected volumes for proposed uses;
a description of the byproducts resuliing from commercial chemical use;

all existing data concerning the environmental and health effects;

exposure data; and,
+ the manner of method of disposal and any change in the manner or method of disposal,

Claims of confideptiality are made actording to the geperal procedure. If the company fails to0
provide a second (sanitized) copy of the notice, EPA notifies the submitter by certified mail. The
submitter must send the second copy within 15 days of being notified; otherwise, the confidentiality
claimed is waived and the first copy may be placed in the public file (40 CFR 704.7 (c)(4)).

Qther Chemicai Informstion Rules (40 CFR 712)

The cbemical information rules ss stated in 40 CFR 712 establish procedures for chemical .
manufacturers and processors to repoft production, use, and exposure-related information on listed
chemical substances. Chemical substances, mixtures, and categories of substances or mixtures which have
been recommended by the Interagency Tasting Committee for testing considerstion by the Agency but
not designated for Agency response within 12 months are included for reporting under this rule, only to
the extent that the total number of designated and recommended chemicals does pot exceed 50 in any
one year. Under the chemica! information rules, any information reporied on the appropriate form may
be claimed as confidential, and substantistion requirements are met by checking the appropriate boxes

n the form. If no claim accompanies the information at the time the form is submitted, it is placed in
the public file without further notice (40 CFR 712.15(¢))-

The Master Inveatory File is EPA'S comprehensive list of chemical substances which constitutes the
Chemical Substances inventory compiled under seciion 8(b) of TSCA. It includes chemical substances
reponied under the initial inventory reporting requirements as well as substances reported under the pre-
manufacture notification program for which a Notice of Commencement of Manufacture or import has
been received. The first update for the 1977 TSCA inventory occurred in 1986 The next reporting
period was 1950 and subsequent reporting periods will occur at { ur year intervals thereafier (40 CFR
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710.33). Updated information must be reporied for chemicais which do not fall into one of four broad
classes:

« inorganic chemical substances;
= polymers;
« microorganisms; and,

« naturally occurring chemical substances.
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APPENDIX D
HAZARDOUS CHEMICALS IDENTIFIED UNDER THE ACT

Once EPA finds that a chemical poses an unreasonabie risk 10 human health or the environment, i
has a vaniety of options under Section 6 to control the commercial use of that chemical. EPA may
apply any of these options by rule *10 the extent necessary 1o protect adequately against such risk using
the least burdeasome requirements.” Among these options (summarized below) are some that require
the public dissemination of risk-relevant information (emphasis added): .

« prohibiting or limiting the commercial use of the chemical substance or mixture;

» prohibiting or limiting the commercial use of the chemicsl substance or mixture for a particular
use or for a particular use in a concentratiog in excess of a level specified by EPA;

*  requiring that the chemical subsiance be labelled with clear and adequate warnings with respect 10
its use or disposal;

+ requiring that manufacturers of the substance make and retain records of the processes used 10
manufactyre the substance and monitor and condikt tests which are necessary 10 assure
compliance with any rule that EPA has promulgated;

» prohibiting or regulating any manner or method of disposal of the chemical substance,

»  requiring monufacturers or processors of the chemical substance or mixnire 10 provide notice of
unreasonable risk of injury to anyone who may come in contact with the chemical substance, fo
give public notice of such risk, and to replace or repurchase the chemical substance or mixture,
whichever is chosen by the person 1o which this requirement is directed.

Asbestos

By rule, EPA requires reporting by persons who manufacture, import, or process asbesios and
asbestos-containing products. Diflerent reporting requirements are imposed depending on the person’s
activity. Manufacturers, imporiers, and processors of commercial and industrial asbestos fiber must
report quantity, use, and exposure information. lmporters of mixtures and articies containing asbestos
and processors of asbestos mixtures also report w EPA in two phases (40 CFR 763.60 (s)). They
initially must report limited information about processing or importation. Some must subsequently
repon additional information if they are selecied as respondents in a sample survey. Claims of
confidentiality may be made for any information submitted. Certification is made by signing the
cenifiation swtement specified on the reporting form(s). If o claim accompanies the form at the time
the form is submitted, then the information may be placed in 3 public file without further notice 10 the
submitter (40 CFR 763.74).

In addition to requiring reporting by manufaciurers, importers, and processors of asbestos, EPA has
jdentified a list of asbestos-containing products which have been prohibited from manufacture,
imporation, processing, and distribution in commerce. EPA may grant exemptions for products subject
10 this rule. In submitting an application for an exemption the submitter reports such information as
(summarized): a description Of the manufactuning, import, processing, and/or distribution in commerce
activity for which an exemption is requested; identification of the locations at which the exempied
activity would take place; lengih of time requested for an exemption (maximum length of exemption is
four years); exposure levels over the life cycie of the product; and data concerning the non-asbestos
substitute (40 CFR 763.173(d)). Any of the information reporied in an exemption application may be
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claimed as confidential according 10 the general procedure. If the submitter fails to submut a second
copy of the aformation, he has 30 days from the date of receipt of notifiation to submit the second
copy, else the information is placed in a public file

Applicants who assert CBI ciaims must substantiate all claims by providing detsiled written answers
1o the questions listed below.

1. Is this information subject to & patent or patent application in the United Sutes or elsewhere?
If so, why is confidentiality necessary?

2 For what period do you assert s claim of confideptiality? If the claim is 10 extend uniil a
cerain event or poinat in time, please indicate that eveat of time period. Explain why such
information should remain confidential uatil such poiat

3. Has the information that you are claiming as confidential been disclosed to persons outside of
your company? Will it be disciosed 10 such persons in the future? If so, what restrictions, if
any, apply to use or further disclosure of the information?

4. Briefly describe measures taken by your company to guard against undesired disclosure of the
- information you are claiming as confidential 10 others.

5. Does the information claimed as confidential appear or is it referred to in advertising or
promotionsl materials for the product or the resulting end product, safety data sheets or other
similar materials for the product or the resulting end product, professional or trade publications,
or any other media available to the public or to your competitors? If you answered yes, indicate
where the information appeans.

6. If the Agency disciosed the informatios you are claiming as confidential to the public, how
difficult would it be for the competitor 10 enter the market for your product? Consider in your
apswer such constraints as capital and marketing cost, specialized technical expertise, or unusual
processes.

7. Has the Agency, another Federal agency, or a Federal coun made any confidentiality
determinstion regarding this information? If so, provide copies of such determinations.

& How would your company's competitive position be harmed if the Ageacy disclosed this
information? Why should such harm be considered substantial? Describe the causal
relationship between the disciosure and barm,

9. In light of section 14(b) of TSCA, if you bave claimed information from s health and safety
study as counfidential, do you assert that disciosure of this information would disclose a process
used in the manufecturing or processing of 8 product or information unrelsted to the effects of
asbestos on human bealth and the environment? If your answer is yes, explain.
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APPENDIX E
CBI SECURITY PROCEDURES

The security requirements for CBI are based on four components: Administrative Security, Facility
Security, Procedural Requirements, and Audit and Inspection. These components are discussed below.

Administrative Security -

Access to TSCA CBI is granted only on a *peed to know” basis, and is limited 10 EPA employess,
EPA contraciors and their employees, and others oaly as explicitly addressed in the statute (see previous
section).

» Even EPA grantees (such as those working in the American Association of Retired Persons
program alongside EPA staff) and states may not be granted access 10 TSCA CBL

«  Access to CBI is allowed only for those sections of TSCA for which the employee or contractor
has demonstrated need.

» Each EPA employee or contractor employee who requests access 10 TSCA CBI is subjected 10
an extensive background investigation, referred to as a National Agency Check and Inquiry
(NACT). These investigations are intended to reveal any information that may reflect adversely
on an employee's suitability or trustworthiness to handle TSCA CBL '

» Authorized access to CBI is reviewed anpually. All employees must attend a8 CBI procedural
review and pass a writien test.  All senior OPPT staff are reviewed annually to determine
conflicts of interest. This review includes full financial disciosure with oversight by the OPPT
director.

o All persons given access 10 CBI must sign & confidentiality agreement, which gives notice of the
peaaities for willful disciosure of CBI, as provided by the statute.

Escility Security

All facilities handling CBI provide for limited sccens. Buildings are guarded 24 hours per day, seven
days per week

o Secured areas within EPA may be designated as "open shelf* document storage facilities. These
areas are secured through the use of electronic card eatry identification badges. Employees who
have been issued 3 card are required to use it each time they enter a card eatry secured area

« Unless CBI msterial is being used in an approved open storage ares, it must be stored in an
approved container at the end of the business day or whes not in use. CBI material must be stored
in 3 file cabinet with a bar Jock and threc-way sdjustable lock, or GSA-approved Class 6 security

coptainer. Each container must also have a Safe/Cabinet Security Check Sheet attached 10 indicate
opening and ciosing a3 well as whea checked

Procedural Requirements
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Once a document is classified as CBI, it must be logged into a document control system or the
TSCA CBI inventory log. It is assigned a document control aumber and samped "TSCA Confidental
Business Information .. Does not coswig National Security Information (E.O. 12065)." A cover sheet is
attached which contains the name of the Document Costrol Officer (DCQ), the document control
number, and the date of receipt of the original document. The document is tracked until it is either

declassified or destroyed.

« If a person authorized for access 1o CBI wishes to obtain 3 CBI document, be must go to the
Confidential Business Information Center (CBIC) and request the document from the
appropriate DCO or Document Costrol Assistant (DCA). The DCO/DCA verifies that the
requester is listed on the TSCA CBI Authorized Access List, and then obtains the document
from either local secure storage, another DCO, or an authorized computer facility.

Each person who retrieves 8 document containing CBI from the DCO or Document Control
Assistant (DCA) must sign the cover sheet. Documents must be charged out on the Document
Tracking System or logged out each time the document is removed from the custody of the

The employee must either keep the document in his/her possession at all times, return it 10 the
CBIC, or store it in a locked approved storage coptainer.

Documents conuining CBI can 80t be tansferred directly from one person who is cleared for
CBI access to another, except for 8 limited period. To effect a wansfer between cleared
employees, the person must go through the DCO/DCA by wse of a Losn Receipt for TSCA CB,
or the document must be logged back through the CBIC.

Any copying of documents containing CBI must be performed on a machine that has been
cleared for this purpose, under the supervision of 8 specially-trained Documem Coatrol Officer
(DCO). With the exception of working paper and draft copies, the DCO/DCA must enter all
copies into the Document Tracking System or laveatory Log for document control

The destruction of easch document containing CBI must be supervised by a DCO and noted in a
Destruction Log and the Document Tracking System. :

Declassification of documents or magnetic tape is performed under strict procedures when
attempting to satisfy an iaformation request. Deciassification also occurs when the submitter

who requested that the information be handled as CBI requests that it be declassified. (In
actuality, this rarely occurs.)

All CBI logz must be retained for at least five years from the date of last eatry in secure
storage. o .

Automated Dats Svittms

Automated data syttems may only be used 1o process CBI with elaborate precautions 1o prevent
disclosure of CBL

o These are located in designated CBl-sccure areas. Data lines betwoen these secure areas are
secured by means of data eneryption or the use of closed conduits.

Outside of these areas, the operator must relain exclusive control of the PC and any peripherals,
and must ensure that any CBI contained in non-removable storage media or in the computer’s




memory are completely obliterated before relinquishing control of the PC. Even printer ribbans
used 1o print CBI themselves become CBI and must be protected as are documents or computer
disks.

Mainframe computers that process CB! must operate entirely within a CBI environment, and
steps must be taken to completely remove all CBI from such a system when transfemng from a
CBI operating mode 10 a non-CBI mode.

Communications lines between computers that carry CBI must be encrypted Until recently, this
applied even (0 lines passing through aon-secure areas within EPA buildings.

Audit and Jnspection
Audit and inspection ensures that security procedures in place actually protect CBL

The TSCA Security staff investigate violations and provide expertise on. physical and computer
security issues.

Periodic and unannounced inspections and audits of facilities are conducted by the TSCA
Security stafl. CBI documents are also audited annually.

OPPT conducts periodic evaluations of TSCA CBI security procedures.

‘TSCA CBI security requires considerable effor. While the TSCA Security Office has 3 small stafl,
many of the persoanel in the Confidential Data Branch devote a considerable portion of their time to
safeguarding CBL Their responsibilities and the responsibilities of other personnel who handle TSCA
CBI are summarized in Table E-1. This table is not an inclusive list of CBI security tasks performed by
personnel at EPA, but antempts to highlight the major tasks which are time inteasive. Table E-2
provides a list of Jogs and tracking documents used in creating an sudit trail for CBI material
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Table E-1

| | | TPosition Tite [ l | |
_ Ok, [OW. [0/0 |Dir.  |Gon. Serv. _[Div. [Oranch |Security [EPA DCOs |DCAs |OOC CiB
o1 |0 joirm_|rasp [Dies._[Chiots _JiaD Prej. ONF.

§§

Tosk_

Outalning Authorization Fos Access
Processsing Forms For Access lo CBI 2
Approving Conlrectors For Access to CBI X X x
__Prepecing Signing Federel Register Nolices X 1 X X X

Ensuring NACs are conducted for feders! employees X
ngguilﬂﬂﬁhmo'vhl Employes Access X
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investigetions snd lnspections X
___ninel wnd Annual Inspection X X
inspsclion of Compule: Facliies X
inspsction of Physlcel Sscurity - X

Maintsining Aushorization
Memisining the Authorized A Liet X * :
Annusl Securlty Training X
Quarnterly Security Discussion .
Ensures that smployses ere pioperly appioved

Policles snd Proceduies for Securlty .
Ovarell implementaiion of the procedurse X X X X
Compl with proceduses snd policies X
Oevsloping new policles snd procedures

Approve § Review Computer Center Secusily Plane
Apptove / Raview ADP Application Security Plens
Approve Hesdquaedere DCO, Computes DCO/DCA
E3stabhish wirtien physical sscurity slendeids X

e

Oocumeni Conirol
Prope: Slorege
Aclvity Logs
Sanzing Stel-Proguced Documents
Accounting los sl CBI relsted metensl used
by contreciors when s conliect ends. X
Destruction
__Reprogucton
_Becopr
>‘6l;l—r‘tlg9lion
Conliol

ot dt .4
=
»

T

¢ | et | g | |0 § O
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Table E-2: LIST OF LOGS AND TRACKING SHEETS USED IN PROTECTING CBI

Inveniory Log

User Sign Out Log

Destruction Log

Contractor/Subcontracior Sign Out Log

Federal Agency, Congress, and Federal Court Sign Out Log

Request for TSCA CB! Access Approval

Request for TSCA CBI Computer Access Approval

TSCA CBI Cover Sheet

Telephone Contact Report :

TSCA Confidential Business Information Meeting Sign In Sheet

Safe/Cabinet Security Check Sheet

Request for Approval of Contractor Accest To TSCA Coufidential
Busipess information

Loan Receipt for TSCA Confidential Business Iaformation
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Penalties for Accidental Disclosure of CB

- :hough the legislative and statutory language assigns severe penalties for “wrongful® disclosure of
CBI, most disclosures within EPA are accidental. [n such cases, where the impact of the disclosure 15
not serious, most employees are not harshly penalized but are counselled as to their actions. Appendix |
of the TSCA Confidential Business Security Manual lists informal corrective actions taken. They inciude:
closer supervision, on-the-job training, and oral reprimands. A serious violation may warrant rem ving
the employee from the Authorized Access List Each case is reviewed on an individual basis.

A review of records of CBI violations maintained by the TSCA security staff indicates that most
violations represent failures to follow procedures strictly, aad are unlikely to result in the disclosure of
CBI t0 unauthorized persons. Figure E-1 shows that the overall number of violations is quite small,
relative to either the number of CBI documents maintained by OPPT or the number of transactions
involving CBI documents. By far the greatest number of infractions represent failures w0 abide by strict
document-handling procedures, such as sending a CBI document 10 another authorized person using
interotfice mail, or hand delivery of a document where the transmitter did not actually deliver the
document into the hands of the recipient and obtain » signed receipt, or leaving a document within EPA
in an improperly secured area. ‘There were ocrasions on which CBI was placed into a public file or
database, but a much greater proportion of infractions reflect situations in which drawers were not
locked or audit trails on documents were incomplete.

CMA 052303




cMA 052304

I
\

il

Left / tronsmilled
unsecured .
Ploced in public file or
dotabase
Door / Sofe / File
Uniocked
Discussed ot Meeting /
Sent offsite

Lost or Missing Document




APPENDIX F
SCREENING INFORMATION DATA SET (SIDS) CHEMICALS
KNOWN HUMAN CARCINOGENS IDENTIFIED BY NTP

CMA 052305




SIDS (Screening Information Data Set) Chemiculs for which US. is lead country - Phase 1 and Phase 11
High Production Volume (HPV) Chemicals

Phase {

. 75.774 Silane, chlorotrimethyl-

78-84-2 Propanal, 2-methyl

123-38-6 Propanal
504-60-9 13-Pentadiene
$56-67-2 Cyclotetrasiloane, octamethyl
693.23.2 Dodecanoic acid
2402-79.1 Pyridine, 2,3 5,6-tetrachioro
25265-T7-4 Propanoic acid, 2-methyl, mogoester with 2.2 4-trimethyl-13-peatanediol
« 29590-42.9 2-Propenoic acid, isooctyl ester
Phase ||
«  78.93-3 Methyl Ethyl Ketone {Oral RID in IRIS, Inhatation RIC in HEAST}
108-10-1 Methyl Isobutyl Ketone {Oral RID and Inhalation RIC in HEAST)
111-11-5 Methyl caprylate
111660 1-Ociene
111820 Dodecanoic acid, methyl ester
112414 1-Dodecene
592416 1-Hexene
1120-36-1 1.Tetradecene

2524-03-0 Dimethyl chiorothiopbosphate

2524.04-1 Dietiryl chlorothiopbosphare
4259158 Phospborodithioic acid, O,0-bis(2-¢thylh




Chemicals with Nonmedical Uses That Were Identified as Human Carcinogens in the Fifth Annual
Report on Carcinopens (NTP £9-239), 1989 {The most recent such report}

. 92-67-1 4-Aminobiphenyl

+  7440-38-2 Arsenicand Certain Arsenic Compounds

+  1332-21-4 Asbesios

. 71-43-2 Benzene

. 92-87-5 Benzidine

. 542-88-1 Bis(chloromethyl)ether

Also:
107-30-2 technical grade Chloromethyl Methyl Ether

+  744047-3 Chromium and Certain Chromium Compounds
Key bexavalent compounds are:
10294-40-3 Barium Chromate
13765-19-0 Calcium Chromate
13338240 Chromium Triaxide
T7758.976 Lead Chromste
10588-01.9 Sodium Dichromate
7789-06-2 Strontium Chromate
. 505-60-2 Bis(2-chloroethyl)sulfide (Mustard Gas)
.«  91-598 2-Napthylamine -

+  1314-20-1 Thorium Dicxide ) e,

R L

:

« 75014 Viayl Chloride

by
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Issued in Washington. DC, September 24,
1982

Charles F. Vacek,

Deputy Assistont Secretory for Fuels
Programs, Office of Fossil Energy.

[FR Doc. 92-23871 Filed 9-30-02: 8:45 am)
PULING CODE $450-0+M

Otfice of Nuciear Energy
Early Site Permit (ESP) Demonstration
Program=—Siting Conference

AGENCY: Office of Nuclear Energy, U.S.
Department of Energy.

ACTION: Notice of meeting.

SUMMARY: Notice is hereby given that
the Early Site Permit Demonstration
Program (ESPDP) will conduct a Siting
Conference on October 14, 1892, The
purpose of the meeting is to present to
11.S. utilities. other potentially qualifying
ESP holders, and the interested public,
results and status to date. These will
include discussions of ESPDP progress
and other activities supporting the
demonstration of the ESP process.
DATES: The conference will be held on
Wednesday, October 14, 1992, from 8
a.m. to 5 p.m.

ADDRESSES: The conference will be held
at the Stouffer Concourse Hotel, 2399
Jefferson Davis Highway, Arlington,
Virginia 22202, (703) 979-6800.

FOR FUNTHER INFORMATION CONTACT.
Mr, Walter Pasedag, U.S. Department of
Energy, (301] 903-3628.

Registration is required for attending

‘the conference. To preregister, please
contact Southern Electric International
at (205) 868-5711. Registration is also
available the day of the conference
beginning at 7:15 a.m. Registration the
day of the conference is on a space
available basis. The meeting is open to
the public.

William H. Young.

Assistont Secretary for Nuclear Energy.

[FR Doc. 92-23860 Filed 9-30-82: 8:45 am]
SILLING CODE 6450-01-M

ENVIRONMENTAL PROTECTION
AGENCY
[FRL-4515-2]

Agency Information Collection
Activities Under OMB Review

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

SUMMARY: In compliance with the
Paperwork Reduction Act (PRA) (44
U.S.C. 3501 et seq.). this notice
announces the Office of Management

and Budget's (OMB) responses to
Agency PRA clearance requests.

FOR-FURTHER INFORMATION CONTACT:
Sandy Farmer at (202) 260-2740.

SUPPLEMENTARY INFORMATION;

OMB Responses to Agency PRA
Clearance Requests

OMB Approvals

EPA ICR No. 1050.04; Standards of
Performance for New Stationary
Sources Storage Vessels for Petroleum
Liquids - Subpart KA; was approved
05/29/92; OMB No. 2060-0121: expires
05/31/95,

EPA ICR No. 1537.02; Human Activity
Pattern Survey: was approved 07/24/92;
OMB No. 2080-0045; expires 07/31/95.
EPA ICR No. 1618.01; Request for
Cement Kiln Dust Waste
Characterization; was approved 07/29/
92; OMB No. 2050-0123; expires 07/31/
5.

EPA ICR No. 1615.01; Clean Air Act
Rule Effectiveness Study: Regulation
Compliance Survey —- CAA Section 114;
was approved 08/10/92;: OMB No. 2060-
0241; expires 04/30/94,

EPA ICR No. 0226.09; Application for
NPDES Discharge Permit and the
Sewage Sludge Management Permit;

~was approved 08/17/92; OMB No. 2040-

0086; expires 08/31/95.

EPA ICR No. 1230.08; New Source
Review and Prevention of Significant
Deterioration Permitting Programs ~
Information Requirements; was
approved 08/18/92: OMB No. 2060-0003;
expires 08/31/95.

EPA ICR No. 0681.04; NSPS for

Asphalt Processing and Asphalt Roofing

Manufacturing. Information
Requirements — Subpart UU; was

approved 08/18/92; OMB No. 2080-0002;

expires 08/31/95.

EPA ICR No. 06857.04; NSPS for
Graphic Arts Industry (Subpart QQ) -
Information Requirements: was

approved 08/18/82; OMB No. 2080-0105;

expires 08/31/95.

EPA ICR No. 1284.03; New Source
Performance Standards for Polymeric
Coating of Supporting Substrates; was

approved 08/20/92; OMB No. 2080-0181;

expires 08/31/95.
EPA ICR No. 0029.05: NPDES
Modification and Variance Requests;

was approved 08/27/92; OMB No. 2040-

0088; expires 08/31/95,

EPA ICR No. 0801.09; Requirements
for (Generators, Transporters, and
Disposers Under the RCRA Hazardous
Waste Manifest System; was approved
09/02/92; OMB No, 2050~003%; expires
09/30/94.

J ‘L OPPTS-00125; FRL-4187-3]

Conditional Approval

EPA ICR No. 1616.01; Total Quality
Management (TQM) Studies; OMB No.
2010~0023; expires 07/31/95. This
collection of information received a
conditional approval from OMB. For a
copy of the notice containing the
conditions, please call Sandy Farmer on
(202) 260-2740.

OMB Extensions of Expiration Dates

EPA ICR No. 0262; RCRA Hazardous
Waste Permit Application and
Modification, Part A; OMB No. 2050
0034; expiration date extended to 12/31/
92,

EPA ICR No. 1571; General Hazardous
Waste Facility Standards: OMB No.
2050-0120; expiration date extended to
12/31/92.

EPA ICR No. 1573: Part B Permit
Application, Permit Modifications and
Special Permits; OMB No. 2050-0009:
expiration date extended to 12/31/92.

EPA ICR No. 0261; Notification of
Hazardous Waste Activity: OMB No.
2050-0028; expiration date extended to
12/31/82.

Dated: September 24. 1092,
Paul Lapsley,
Director, Regulotory Management Division.

[FR Doc. 92-23860 Filed $—30-82; 8:45 am]

Toxic Substances Control Act
Confidential Business Information
Claims Policies and Reguiations;
Notice of Meeting

AGENCY: Environmental Protection
Agency {EPA). :
ACTON: Notice of public meeting.

summany: Notice is hereby given that a-
public meeting is scheduled to elicit
public comments on Toxic Substances
Control Act (TSCA) Confidential
Business Information (CBI) policies and
on a study commissioned by EPA which
examined the influence of CBI
requirements on TSCA implementation.
Interested persons will be given the
opportunity to comment on these
policies, the recently completed study,
and provide suggestions for proposals
for future actions in this area.

DATES: The public meeting will occur on
October 14, 1992, from 9:30 a.m. to 12:30
p.m. Persons wishing to attend the
meeting should contact the party listed
under FOR FURTHER INFORMATION
CONTACT before October 7, 1992,

CMA 052309
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ADDRESSES: The i:uhlic meeting will be
held at: Washington Vista Hotel, 1400 M
St. NW., Washington. DC 20005.

FOR FURTHER INFORMATION CONTACT:
Scott M. Sherlock, Information
Management Division {TS-793),
Environmental Protection Agency, 401 M
St., SW.. Rm, E-118, Washington, DC
20460, Telephone: (202) 260-1536, TDD:
{202) 554-0551.

SUPPLEMENTARY INFORMATION: In early
September 1992, EPA released a
commissioned study titled “Influence of
CBI Requirements on TSCA CBL" This
study was commissioned as part of an
EPA initiative to improve TSCA's
utilization as a toxics information
dissemination statute. The study
provided an depth analysis of CBI
claims, submitter procedures for making
such claims, Agency review and
challenges of claims, and effects of
improper claims on EPA’s toxics
information mission.

Using this study as a first step, EPA is
reviewing CBI claims procedures to
establish a more effective way to
provide the required protections to
business confidential information and
also to further TSCA's usefulness as a
toxics information dissemination
statute, The Agency in this public
meeting is seeking public comment on
TSCA confidential business information
handling policies, TSCA information
dissemination policies, and soliciting
perspectives and suggestions for the
next steps to be undertaken to make the
TSCA confidential business information
dissemination systems more effective.

Persons wishing to attend the mee
should contact Scott Sherlock at (202)
260-1536 in order to preregister,
Members of the public will be gramted
the opportunity to make oral comments
at the meeting. Individual comments will
be limited to 5 minutes. Written
comments are invited and should be
directed to Scott Sherlock at the address
listed under FOR FURTHER
INFORMATION CONTACT.

Dated: September 24, 1002
Linda A. Travers,

Director. Information Management Divigion,
Office of Pollution Preventjon and Toxics.

[FR Doc. 92-23858 Filed 9-30+02 8:45 am]
ILLING CODER S800-50-F
e

FEDERAL MARITIME COMMISSION

Elizabeth River Terminais, Inc, et al.;
Agresment(s) Flied

The Federal Maritime Commission
hereby gives notice that the following
agreement(s) has been filed with the
Commiasion pursuant {o section 15 of

the Shipping Act, 1916, and section 5 of
the Shipping Act of 1854.

Interested parties may inspect and
obtain & copy of each agreament at the
Washington DC Office of the Federal
Maritime Commiassion, 1100 L, Street,
NW., room 10325. Interested parties may
submit protests or comments on each
agreement to the Secretary, Federal
Maritime Commission, Washington DC
20573. within 10 days after the date of
the Federal Register in which this notice
appears. The requirements for
comments and protests are found in
§§ 560.6 and/or 572.603 of title 46 of the
Code of Federal Regulations. Interested
persons should consult these sections
before communicating with the
Commission regarding a pending
agreement.

Any person filing a comment or
protest with the Commission shall, at
the same time, deliver a copy of that
document to the person filing the
agreement at the address shown below.

Agreement No: 224-008435-001,

Title: Terminal Operators Conference
of Hampton Roads.

Parties:

Elizabeth River Terminals, Inc.

Lambert's Point Docks, Inc.

Virginia International Terminals, Inc,

Virginia Ports Authority.

Filing Party: H. Robert Jones,

Chairman, Virginia Port Authority, 800
World Trade Center, Norfolk, VA 23510.

Synopsis: The subject modification

would restate and update the Agreement .

by-acknowledging its effectiveness
under the Shipping Act of 1084, expand
its geagraphic scope, change its name,
and make administrative changes within
the voting provision.

Agreement No: 207-011381-001,

Title: United Yacht Transport joint
Service Agreement.

Parties:

Dock-Express Shipping B.V.
Wijsmuller Transport Holding B.V.

Filing Party: Edward Schmeltzer, Esq.,
Schmeltzer, Aptaker & Shepard. P.C.
2600 Virginia Avenue, NW.,,
Washington. DC 20037-1905.

Synopsis: The proposed amendment
adds Alaska and Hawaii to the U.S. port
areas served, expands the Agreement’s
authority to include U.S. domestic
service for the carriage of yachts
between the U.S. Virgin Islands and
other U.S. porta, and provides for the
carriage of watercraft other than yachts
between Mediterranean ports, Florida,
and the U.S. Virgin Islands.

Dated: September 25. 1992,

By Order of the Federal Maritime
Commission.

Joseph C. Polking,

Secretary.

{FR Doc. 8223761 Filed 9-30-82; 8:45 am|
BILLING CODE 8730-01-8

The Port of Oakiand et al.;
Agreement(s) Filed

The Federal Maritime Commission
hereby gives notice of the filing of the
following agreement{s) pursuant to
section 5 of the Shipping Act of 1984.

Interested parties may inspect and
obtain a copy of each agreement at the
Washington, DC Office of the Federal
Maritime Commission, 800 North Capitol
Street, NW., 8th Floor. Interested parties
may submit comments on each
agreement to the Secretary, Federal
Maritime Commission, Washington, DC
20573, within 10 days after the date of
the Federal Register in which this notice
appears. The requirements for
comments are found in § $72.603 of title
46 of the Code of Federal Regulations.
Interested persons should consult this
section before communicating with the
Commission regarding a pending.
agreement.

Agreement No.: 224-003914-007.

Title: Port of Oakland/Sea-Land
Service. Inc.. Marine Terminal
Agreement.

Parties:

The Port of Oakland [“Port”)

Sea-Land Service, Inc ("Sea-Land").

Synopsis: The Agreement provides for
certain container yard repair
improvements to be performed by Sea-
Land at the Port It also provides for
reimbursement by the Port to Sea-Land
of a portion of the cost for container
yard improvement.

Agreement No.: 224-200294-005.

Title: Georgia Ports Authority/
Japanese Three Lines Terminal
Agresment.

Parties:

Georgia Ports Authority

Mitsui O.S.K. Lines, Lid.

Nippon Yusen Kaisha.

Synopsis: The amendment revised the
Agreement's rate schedule.

Agreement No.: 212-011213-029.

Title: Spain-ltaly/Puerto Rico Island
Pool Agreement.

Parties:

Compania Trasatlantica Zspanola,

S.A,

Nordana Line A/S

Sea-Land Service, Inc.

Synopsis: The proposed amendment
will reduce the amount of the security
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DRAFT

JEXTFORMAT

In the ut fev rom many controversial inuu havc
banefi from public dialogue betwesn gmrnnnt,

and othar interested parties. CMA has g:rt icipated tunlh
these dialogues and has learned, as ve ieve BPA has, at
cooparative  relationships are more productive-
advarsarial ones. Of aauru, this ation ;hould bas
protmiml and maet a degres of ethical standards. I

mn tyr- of nhtrmhip “skeptical partnars® towsrds
-m gos

It should be clear that EPA and industry have the same
oals. A safer world vi.th constant risk reduction. CQMA's

ible Care is our public expression and cttnrt
towvards these goa

I ap afraid that I sust announce to this audience the report
va are lfu-o tg oﬂlggn:i:au struck a mm. T qktoxt\a gi tho
opore s us hnh.lng ack of attempt
H uﬂ neads of 1 ich charactarised EP)A

:i.ndayuwc twhavolunthclnto!. The sub
lifcblood ot' the :::ri .‘:onuiym tlin':n 6o|pct1tivon.ultg:
American 1ndultr{ O oonpmiu balieve very strongly that
r:g:m: protection of CBI information under TSCA needs to
[ =] .

Nov that it is oclear that both industry and EPA have
si ﬂcnn conoarns, let us go on to really listen to sach

and ocoma up with an egquitable solution to the
pcruiv.d problem.

lat'a broach the subject by discussing TSCA itself. 7TSCA

e Conene ek e s o this pal oate La-LiaRE
. o s cona

3 p:n'u recent judicial decision on the asbestos ban. s

Industry however is less critical of TBCA as a statuts.
That doas nhot mean that it is a om-lidcd lav, it is a law
vhich placas liqnuiolnt burdonl on ndunu'y nut u-try
learnsd live with burdens TSCA;
mdult.ry has grovn o nppucuu tha hplicit falrness buiit
into the statute. Chacks and balances adaguatsly assure
that EPA has sufficient to otect human health and
the Lromt vhile ans to industry are considered and
oonud.nthuty of propri.ury information is protected.

Where m‘uu{ is more critical of TS8CA is in tha way the
ag manipulates its power under TSCA. Interpretive and

ural mlnnxinr ie lacking, EPA substitutes unwritten
and unpublished which is allowed to Arift towards
tighter rognntm and mors raporting.

t'rgm de.y 1:.”“ too much Iintom:.ion A mmintt:ml tion in
™ re axpsrisnce rurom
to is time. cn will submit a complete rugutu of
thin rtc :': at a hti.gn dn:;. But ﬂ"t .u;itry to ?thy to {gu
sSONe hpr.u ) AP L} and [ ]
perspective of the regulated 1.nd\utry € CBI, ropo

CMA 052311
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EFA has done well protacting the CBI of industry. Points to
illiustrate th'i: sSuccess in:!udo try

1.

2.

No scandals or complaints have baen oz:l.dnnt that EPA has
been lax in the mtlmotﬂtornmmy
released CBI. A has donea a great jo0b

RPA has successfully managed to administer ths Act with

. = EPA has succesafully implemented the confidential

::ga Inventory, and bonafide requast program, SNURa,
~ EPA has mooutun{ implemanted procedures which

have industry s “ganitized copy® of submission
for public docket.

ZPA has begun enforcamsnt action on manufacturers who
unguocessfully tried to oonpot:ltor- products and
rely on itors' indica of TSCA liance
ra than checking tha cont dential inventory.

CMA 052312
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The report is one-sided, uncbjective, unprohinional,
and biased in its tone.

The ocontractor did not maks adequate efforts to interview
industry.

The contractor did not attempt to separate statistics on
¢BI claims on R&D chemicals and commarcial chemicals.

ison with other statutaes incomplete. FDA and
ofua ;ﬂuhtim nora germans to products on the market

The contractor does not understand that EPCRA chemicals
are common commodity cheaicals while all indus
specialty performance chamicals are subject to TSCA.

EPA's success in challenging CBI claims in Saction 8(e)
reportas is presanted in a b and incomplete mannar.

Contractor did cod job brainstormi sibl.
: Koo R ok b

solutions. Contractor subjectively e ted options
based on little data.

Au.?od banafits to lic of increased information
disclosure not oxplnmd in depth.

CMA 052313
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DRAFT

TSCA IS NOT PRIMARILY A RIGHT-TO-KENOW STATUTE

- Main job of XPA under TSCA is to review and evaluate
information from indus and take necessary actions to
protect public health and the environsent.

- Public is not able of understanding most TSCA reports
and has dmu:.r‘gtod little intarest TSCA information.

-~ Information normally made 1ic on TSCA submissions is
.doTuu for public to £ real problams. EXamples are
as follows:

1. Results of tox data on Pis are published in the
Federal loginm. Based on this information, public
could identify PMNs vhich may be of concern.

2. Preanbles of SNUR osals discuss problems in more
th on rout PMNs. This contains adequats
information for public te express any concern.

3. Past publication of section 8(e) status rts ware
an excsllent 1ic information tool. Routine
follow~ A rog:;qu volun actions
Saction ‘c submit ware an excallent prod to
aspure information was ad on to workers. 8o
both the public and worker right-to-know aspects
of Section O(o{ reports were adequately covered by
EPA. Lataly it appears that EPA has discontinued
publishing xt.ntus Reports and has not kept up with
routine follow~up with sSection 8(e) submittars.

TECA rogom are an i.nnmruu means of placing data
in public scientific literature. Veluntary publication
in pesr reviewed journals is the proper msans.

CMA 052314 :
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SUMMARY QF CMA POSITION ON CRI UNDER TSCA

Protection of CBI is critically important to the
c:-p.titimul of the U.8. ch!u:ﬁ industry.

The public's right-to-know needs to be balanced with

ustry’ operty rights and only in coritical
.‘.'1‘&..um: ggould I claims be chxllcnqnd.

EPA does a good job of protecting CBI.
BPA does a good job of administering TSCA around CBI
requirenants.

The release of more CBY will not ba of great intarest or
great banefit.

The public has shown little interest in TS8CA data and
decisions.

cBI provisions of other laws halp protect trade secrets
of the chemical industry, and unilateral releass of CBI
undar TSCA will not ba as informative as EPA assearts.

TBCA is not primarily a Right-To=-Know statuts, The
prl.l:a.p of 'rxcn is for EPA to review information
and action to protact public health and the
snvironment,

TSCA raports and EPA decisions should be available to the
snbuc. Protection of CBI information does little to
etract from their usefulness. EPA has the

responsibility to take complex TSCA reports and put them
in a form that ia understandable to the public. (The
Section 8(a) status reporta did thatl)

The main use of TSCA publioc dockets is industry
espionages.

CBI claims on PNN chemicals and RiD chemicals are usually
ie 1 ta, and this should bs intuitively obvious to

The over reporting of information under Section aiei
vhich has been demanded and enforced by EPA, unfair
puts GBI information at risk, and interferes with EPA's
ability to protect and inform the public.

Reverse enginearing is a difficult process, ngacinny
of lax mixtures, and errors of raverse snginesering
which have led to TSCA violations have besn reported.

Patent strategy of U.S, indus is complex and the
axistence of a patent should not necessarily comprosisse
the ability of information to be consjdered CBI. .
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DRAFT

COMMENTS ON POSSIRLE SOLUTIONS
~ Arbitrary sunset time iods are unfair. llanufncturars
should be allowed to claim CBI tcr as long as st are

taken by manufacturer to activaly protact inforsation.

- may be will support reasonabls fees and
g:::f;t%on gmhtmi?gtion reporting to maintain CBI

= Administrator has sufficient power under TSCA to
foroe tha ralessea of CBI to protact public hsalth and
anvironment.

~ Industry may be willing to public and customer
notification requirements of fection 8(e .NE“ if EPA
voul return to n definition of 'nuuun ial risk" which
more sccuratsly mirrored congressional intent and matched
the urgency of 'inodhtn reporting”.,

- EPA heeds to do & bettar
informetion and mnm’u of Slgesting ogurlex
undarstandab

le £ - 1

n':rm: clains ars :I.ntm-ting idea.
I trymultooluhdtomi e and

ing anad its lic
availability., Companies whioh clain CBI in a high
parcentage of reports would then need to explain to
workars, customars, and plant neighbors.

- KPA anforcement is a usaful tool - :l.nduatry fears large
psnalties. Casea should ba chosen not only on as of
ncroqioum-, but also by relative risk to health or
environsent indicated by report or case in quastion.
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