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021540 VWD

1. REW CHEMICALS REVIEW AND
FOLLOW-UP

A. Infarmation Requirements
for Premanufacture NHocifi~
cations (PMNe}

*  Assesgment

Testing

B, Early Release from FPHH
Review

Kequires PHN to contaln the manu~
facturer's evaluation of the
potential riak to health and the
environment posed by the chemical,
suppuorted by informacion.

Creates presumptico that PMN informa-
tion te smupport che evaluation must
include OECD base mat of tests unlesas
submitter showa:

tests are technically infesaible;
** ceat dace are not nesded for
rrcasoncd evaluation”; ar

** conditions of expoaure ahov no
unressonable riek.

Grants EPA dimcretign to relense a
chemical from PHN review wvhen it
determines that it will not cake
action to contirol it.

Restrict manufacture, distribution,
or uee after early releane to the
usen deacribed in the PMN.

o A, A ki, a3 7

{No comparable provision}

Requires EPA to develop & "tiared
sycten of tests" to determine if the
new chemical may preaent an wnrea-
sonsble rigk, to be required for all
PHNg, wich exewptions if:

** data are already available;

** the class of chemicals has been
determined by EPA to present ao

unteasonable risk; or

** quantities or exposures are "in-
substantisl” or "ineignificant".

(Ha canparable provision)

- e e S

Propoeal: Require submitters to
provide & “new chemical apseasment"
of chemical's potential for adverse
atute, chronic, ot environpeatal
effects under anticipated conditions
of use and expogure; assessment to be
supported by Information, including
test data if zppropriate.

Pasition: Oppose fixed aet of
teste a5 PMR requirement. 1f
testing 1s to be required, seek
broad categorical exemptions,

Position: Support esarly release
once EPA has completed Lt review.

Pogitipn: Oppose any condicions on
early relesse.
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CMA Position or Proposal

- C. Follow=-Up =+ Reastrictions
on Production and Report-
ing Requirementa

° Rection S{e) Orders d

“Interim List" Concepts

Significant New Use Rules
(SNURe)

Makes S(e) orders apply to processors
and ugers as well as manufacturers.

Requires objectionse to draft 5{e)
orders to be made in wricing.

Shifts burden of judicial review to
persons who object to 5(e) ordere.

(Na compatable proviajion)

Changes SNURs to eignificant new
exposure or telease rules, Includ-
ing changes in manufacturing
practices or processing.

Allows EPA to fesue 5(¢) orders
golely on basis of lnsufffciency of
information. (Removes requirement
that EFA find chemical may present
unteasonable risk).

Creates a new "Interim list" of &1}
new themicals which were exempt from
testing or were subject to orders or
agreements under section S{e).

These chemlcals do not go on inven-
tory; thus, subsequent manufacturers
sust file separate PHNs. Provision
is wade for placing chemfcals oo
ioventary if information or circum-
stances change,

Loosens preconditions for promulga-
ticn of SKUR; .allows SKUR for
control of any one of faceorse
listed in TSCA §5{a)(2).

Fosition: Oppose any changes to pre-
conditions for 5{e¢) orders or process
for ispuing such orders. but aee
proposal below for “interim list™,

Proposal: Exclude all substances
subject to 3{e) order from the
Inventory and place them cn a
published "interim 1ist." Effect of
interim list and conditlens for
transfer to Inventory similar to
Florio b1ll. Automatic placement on
Inventory after 10 years unless EPA
reconfitms 5{e)} concerns.

Poeltion: Accept general principle
of follow-up authority for changes in
exposure, but oppose the approaches
of House and Senate bills, Assert
interrelationship between SNUR issue,
PHN requirements, and 5(e)/interim
1ist concepte.
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® TFollow-up Reporting
Requirements

11, EXISTING CHEMICALS TEST-
ING

A, Subptances to be Tested

{(No comparable proviaion)

* Removes 50~chemical cap on designa-

tions by the Interagency Testing
Committee (1TC),
* Requires testing of all chemleale
whoge manufacturing or processing
exceeds 100 million poundafyear,
‘unless wanufacturer shows:

** adequate data alresdy exist;

test cannct be performed for
technical reasons; or

significant.

actual sxposure or telease ig not

{Na comparable provision)

(No comparabile provieions)

1]

Propogal: Require manufacturers to
supply EPA with additional health and
environmental effects data that is
generated voluntarily.

Proposal: Require manufacturers to
subtilt follow-up reports on new
chemicals at 5 yeara and 1D years
{extendable by EFa).

Proposal: Authorize EPA to lssue
administrative otder requesting
additional information upon receipt
of 5-year reports.

Popitfon: Maintain 50-chemical cap.

Position: Yolume should not be prin-
cipal criterion for selection of
chemlcals for testing

Pruposal: Strengthen ITC through
changes in membership and admini-
stration of ITC; open ITC procesa Lo
more public input and rewview.

Proposal: Direct 1TC to compile and
congider all toxicity and exponure
information before recoumending tust-
ing, using TSCA reporring require-
ments to collect dara.

Proposal: Have ITC designations pub-
liched immediately as advance fiotlces

¥
+
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of proposed rulemaking.
B. Scape of Testing ® Testing by manufacturers or proces~ {No comparable provisions) Position: All tests are not needed

C. Negotiated Testing Agree-
ments

sors for array of health and environ-
wentnl effects.

Allow EPA to use test rule authority
to require monfitoring studies and
develupment of other exposure infor-
makion.

Permits EPA to enter into negatlated -~ Sapme ~
agreements for testing,

Provides that agresments must have - Same -
the same elements as test rules.

Requires EPA to publish text of - Same -

agreepent in Fedeyal Reptster and
allow 60 days for public comment.

Requires negotiated agreements to be - Same -~
supported by information in the
public record.

Allows EPA to teopen ah agreement if - Same -
circusstances change.

If agreement is violated, Tequires Hakes testing egreements subject to

EPA to promulgate the agreement a5 & general enforcement provigions, as

teat rule. well ag other provisions such as
judicial review and export notice
requirements.

for all chemicals., Some of tests
listed not yet mclentificeslly vali-
dated (e,g., behavioral).

Position: Recognizing importance of
exposure in risk assessment, prepared
to accept some EPA autherity te
develop and collect exposure infavrma-
ticn. -

Pogition; Strongly support value of
negotinted testing egreements. In
1ipht of recent court ruling, support
amendoent of T5CA te authorize such
agreements. Agree to provisions for
notice and public comment. Do not
favor EPA power to re-~cpen Agreement.,

Position: Committed to full cowpli-
ance with negotisted agreements.
Accept proposal to make sgreementa
enforceable by EPA. Oppose linking
ggreeeents to other sections of TSC4A,
such ag judicial review and export
nokice.
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| 11T, EXISTIRG CHEMICAL REGU-
. LATION
E A. Prioriry Review of Righ * Allows EPA to perform ot confract for

Requires EPA to take appropriace °
exposure, relesae, or effect studies scetion on formaldehyde under

on pricrity chemlcale in order te gectione 5, 6, or 7 within & months,
develop information te support regu- based on acute as well as chronic

Fosition: A more preclge approach to
Rigks — Section 4(f) section 4(f) procedures is needed;

reforms could be achieved through

sdpiniscrat{ve direction without the
latory action; allows EPA to seek effects, need for statutory amendment. Oppose
i{ndustry relmbursement of atudy Florio proposal on formsldehyde,
costs; postpones time for rulemaking which 1s belng addressed by EFk.
while studies are done,
B. Regulatory Authority -- ® Broadens regulatery options ta cover * Directs EPA to promulgate new rules ® Tosition: EPA's current authorities
Section 6 all phases of the product life cycle. ko Tequire treaters or disposers of under section 6 are adequate; oppose
hazardous wastes containing PCBe to or see no need for amendwents
® Granta EPA authority te limit commer- certify to rhe generator that treat- ptaposed In Durenbezger bill, KNo
. . cial activities based on levels of ment or disposal was carried out in position on PCB amendments in Florfo
! exposure or relesse. compliance with the law. bill.
® Loosens the stipulation that EPA ® Prohibits land disposal of liquid
gelect the least burdensome regula- wastes Iin landfills with PCR concen-
tory alternecive, requiring only a tracions greater than 50ppm.

“reasonable actempr to do sg,

Deletes the requirement that EPA find
uae of TSCA authority to be "in the

' public interest" when other statutory
authoricies are availsble. {See¢ VI.

; - Inter-Agency Coordinatilon),.
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CHA Pomition or Proposal

IV, CONFIDEHTIAL HUSIMESS
INFORMATION

A, Release of CBI to State
Governmants

B. Protection for CBI

C. Juatification of CBI
Claims

Authorizes disclosure of CRBI to state
officials If the state has aanctlons
for wrongful discleosure at least as
strict as federal law,

Maken it a federal misdemeancr to
knowingly solicit wrongful disclosure
of CEI,

Requires up-front juscificatfon of
all CBI claims.

Requires renevwal (and rejustifica-
tier) of CBI claims every 3 yeava.

(Ro comparable proviaien)

{No comparxable provision)

Specific items of information
regarding disposal, tteatment of
storege of harardous wastes cannot
be claimed confidential and withheld
from public dieclosure.

Requires PMR and B(e) subtmitters to
Justify their confidentiality claims
in advance.

Where EFA and PHH submitters dis-
agree about eligibility of particu-
lar irformatien for confidencial
treatment, PMN review period will
not commence until the disagreement
ig resolved.

Positiont Agree with amendment;
authorization of CBI Telease Teaponds
to needs of state agency officials
for access to CBI materdal without
impairing manuvfacturers right to
claim such infommation confidential.

Posltlon: Approve of the amendment;
making knowing eclicitation of wrong—
ful disclosure a federal crime should
deter misappropristion of data that
EPA releases to {CE contractors.

Position: Accept che amendments in
the bills regarding justificatien and
periodic renewal of CB1 claims; these
are responaive to the concerns
expregsed about perceived abuses of
CBI privilegea.

Pesition: Oppose Florio proposal
regarding resolution of disputes over
eligibility for CE] protectlon; it
makes PMN hostage to CBI clalams,
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V., REPORTING REQUIREMENTS

¥1. INTER-ACENCY CCORDINATION

®* Hakes each provisicn of the report-

ing requirement applicable to all
phases of the product life cycle.

Brings "impuricfes” and "extent" of
exposure under section 8.

Gives EPA authorlty to reguire
reports from individual entities by
letter request rather than by rule.

Adds ghipment and storage of chemi-
cals and data on economic consequen-—
cea of rvegulation to the lisc of
issues for which reporting may be
required.

Authorizes EPA to require small
manufacturers to keep records and
reports under sowme cilrcumsbances.

Requires EPA to update the Inventory
every 5 years. -

Deletes most of current section % and
replaces it with a requirement to
"eonsult and coordinate with” heads
of other Federal agencies.

{N¥o comparable provisionsa) °

Deletes requirement that Admini- °
gtrator consider using his or her
authority under all other environ-
mental statutes before using sutho~
rity under TSCA

Deletes most of current eection 9;
gubatitutes requirement that Admini-~
etrator glve at least 20 deys prior
notice to other agencles of intended
TSCA regulations

Proposal: Require EPA to trigger
peneric reporting rules for chemi~
cals on the ITC "vandidate list."
(l1ist of no more than 100 chemicala)
(see 1T. Exfisting Chemicals Teet-
ing)

Froposal: Require reporcing of all
voluntary testing of PHN chemicals;
require 5-yestr and lO-year reports

on PMN chemlcals {see 1, - New
Chemicale: FHMN Review and Follow-up).

FPosition: No defined posicicns on
other features of Durenberger bill;
some of the proposals appear
reasonable, bui some raise roncerna.

Position: Oppoee wholesale deletion
of sectlon 9; changes to section 9
should be designed to avold duplica-
tion of efforc, protect apainst
inconsistent requirements, and make
the most efffcient use of akills and
regources of other agencles




