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Appendix D

Technical Notes: EPA

Technical Note #D.1: Information
Sources Under TSCA

Section 4: Testing Rules l

Section 4 of TSCA may be of great importance in
developing information about a range of reproductive
health hazards. It directs EPA to promulgate testing
rules to develop data with respect to health effects of
existing or new chemicals if a chemical may present
an unreasonable risk of injury to health or the envi-
ronment, is produced in substantial quantities and may
reasonably be anticipated to enter the environment
in substantial quantities, or may cause significant or
substantial human exposure.

In such a testing rule, EPA can prescribe standards
for the development of data by chemical manufac-
turers on mutagenicity, teratogenicity, behavioral dis-
orders, and any other effects. z

To date, the only testing rule that has been final-
ized is for 1, 1,-trichloroethane, which includes pro-
tocols for the development of data on fetal defects and
abnormal development. Several other rules have been
proposed.’

Critics of $4 claim that administrative delays and
the inability of testing protocols to be designed through
regulatory rulemakings have made 54 unworkable.4

This criticism appears valid since scientific consensus
on the types of studies needed and their specific de-
sign are difficult to reach through formal rulemakings.
In response to these problems, EPA began to negoti-
ate voluntary testing agreements for several chemi-
cals for which the agency has made informal findings
of an unreasonable risk. Under these negotiated test-
ing protocols (which rely to a certain extent on test-
ing screens), laboratory and subclinical testing of re-
productive health hazards can be emphasized just as
in $4 testing rules. In July 1984, however, a Federal
trial court ruled that such voluntary testing agree-
ments were illegal.s

One related issue is whether data reported to EPA
under these testing agreements can be obtained by
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the public. Health data generated under testing rules
are not subject to confidentiality claims by the manu-
facturer of an existing or new chemical under TSCA.G

Therefore, information on reproductive health haz-
ards can be obtained by the public.

Testing data reported under S 4 can also be used
to provide a basis for regulatory action under other
parts of TSCA to ban or control the production, use,
or method of disposal of chemicals. Section 4(f) of the
Act may be particularly important because it provides
the basis for expedited agency regulatory review of
substances suspected on I he basis of testing or other
data accumulated by the agency to pose a significant
risk.

Under $ 4(f), if EPA receives test data or any other
information “which indicates to the Administrator that
there may be a reasonable basis to conclude that a
chemical substance or mixture presents or will present
a significant risk of serious or widespread harm to hu-
man beings from cancer, gene mutations or birth
defects, the Administrator shall ‘initiate appropriate
action under $$ 5, 6, or 7 to prevent or reduce to a
sufficient extent such risk or publish in the Federal
Register a finding that such risk is not unreasonable’ “7
(emphasis added). Section 9 of the Act requires EPA
to report findings under $ 4(f) to OSHA for appropri-
ate action, but does not limit EPA’s ability to act itself.g

(See discussion of $9 below.) Should EPA publish find-
ings under $ 4(f) that the risks of a substance are not
unreasonable, those findings can be challenged in
court.9

Section 4(e) of TSCA also directs EPA to establish an
Interagency Testing Committee (ITC), to include mem-
bers appointed by the Secretary of Labor and the Di-
rector of the National Institute of Occupational Safety
and Health. The purpose of the ITC is to establish a
list of chemical substances requiring testing rules un-
der s 4(a). The Committee is directed to give priority
to those substances “which are known to cause or con-
tribute to or which are suspected of causing cancer,
gene mutations, or birth defects. ”]” EPA must publish
a testing rule within 12 months of the listing of a sub-
stance bv the ITC. 11
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fies that the Administrator may require estimates of
the number of people exposed to a substance in the
workplace .26

EPA published final general information reporting
rules and a final information assessment rule in June
1982. 27 The rules cover 250 chemicals, as opposed to
the 2,226 substances listed in the earlier 1980 rules
implementing this section for obtaining general infor-
mation on these chemicals .28 Additional chemicals have
been designated for reporting under  8(a).2g In June
1983, EPA published a methodology for releasing data
not subject to confidentiality protections it has re-
ceived pursuant to 5 8(a).30

In addition to promulgating general reporting rules,
EPA has used its authority under 5 8(a) to require
reporting on specific chemicals. In 1980 it issued a rule
requiring reporting of the manufacture or proposed
manufacture or import of Tris (2, 3-dibromopropyl),
phosphate, and polybrominated biphenyls (PBBs).3’ Fi-
nal asbestos reporting rules were issued in July 1982.32
The agency proposed reporting requirements for chlo-
rinated terphenyls in April 1983.33

Inventory.–TSCA ~ 8(b) requires EPA to compile
and maintain an inventory of chemicals in production
and distributed in commerce. This inventory is to be
regularly updated and can provide some structural
activity information about chemicals that are sus-
pected reproductive health hazards. Final reporting
regulations for the submission of data for the compi-
lation of the $ 8(b) inventory were issued in Decem-
ber 1977.34

Substances not listed in the inventory are subject
to premanufacturing notice requirements under  5.
Amended twice, the most recent supplement of the
inventory was published in May 1982. Section 8(b) also
requires persons who manufacture chemicals or mix-
tures solely for scientific experimentation to maintain
and submit records on these chemicals’ production vol-
ume and worker exposure to EPA.35

Significant Adverse Reactions.—Section 8(c) re-
quires chemical manufacturers and processors to
maintain records of “significant adverse reactions to
health or the environment, as determined by the Ad-
ministrator by rule, alleged to have been caused by
——-————

~.1.j ~1 s (: $ 2mni])(2)(l”)
Z74T  ~’f.~ Kf?g 26,992  (  1 982)
zs~~ ~ed Reg ] :],fj.$~ ( 1 !]~()) (Llst]([  to oht; llll  gt>lW1.dl  f’XPOsLll’e  diltil  01~ ~, ~~ti

rhtvnicalsl
z~~x p’t,(i  Reg 22,697 ( 1 983)
31J4~ Fp(j K(>g 2 7 , 0 4 1  [  1  98:1)

!  145  ~,(>~  Reg 70,728 ( 1 980)
1246  f.,e~ Keg T(),TZS  (  I ~~~)  (re(vcl]t’id  at 48  F’d R~g  23,420 11 $J83))
I !47 f.,~(j  Ryg 33,298  ( I 982)
,448 ~,t,d  Reg 19,41  :1 ( 1 ~~~)

,+42  F.(,C1  ~(,g  ~~ ,~~~ ( I :)~~) SfJt.  B1.0115te111 iind  Y’un\  erhflrg,  Sertion  80))

of the ‘[’t)xlc  i+llhstan~’t%  k’t A (’AM>  Studj  Ot (;ot’t?rnlllt’llt Kt’#lkitl OIl ot thf’

(’hemmal  i n d u s t r y  13 Nat. Res~ur{’t>s  1, J ~()~  [ 1~~1)

the substance or mixture.” Significant adverse re-
actions are reactions that may indicate a tendency of
a chemical or mixture to cause long-lasting or irrevers-
ible damage to health or the environment .36 This may
not therefore include temporary illnesses such as nau-
sea or headaches, but would probably include steril-
ity, albeit temporary, although this is not clearly indi-
cated in the regulation .37 Section 8(c) requires
companies to keep all employee allegations deemed
by the company to be significant adverse reactions for
30 years and all other allegations for 5 years. These
records, if obtainable from companies, may provide
valuable information to substantiate effects for cer-
tain occupational uses of chemicals. EPA published fi-
nal rules implementing $ 8(c) in August 1983.38

There are several important limiting factors on the
use of this rule. “Already known human effects” dis-
cussed in medical and scientific literature do not have
to be reported .39 All manufacturers and many proc-
essors are subject to the regulation, but distributors
and retailers who do not manufacture or process
chemicals are not. The rule contains no automatic
reporting requirements once a notice is submitted, but
EPA has stated that it may require reporting at a later
time. (The proposed rule had required automatic re-
porting of allegations if three similar allegations were
recorded within 1 year for a particular substance )~o

Thus, obtaining such reports may be limited, except
when they are clearly identifiable and can be obtained
by discovery in tort litigation.

Health and Safety Studies Reporting.—Section
8(d) of TSCA may also be a significant source of infor-
mation about chemicals that are suspected of causing
reproductive effects in occupational settings. It directs
the Administrator to promulgate rules requiring chem-
ical manufacturers and processors to submit to EPA
copies of safety and health studies conducted by com-
panies.”

The term “health and safety” study is defined by
TSCA as:

. any study (including laboratory studies) of any ef-
fect of any chemical substance or mixture on health
or the environment or on both, including underlying
data and epidemiological studies, studies of occupa-
tional exposure to a chemical substance or mixture,
and any test performed pursuant to this act .42
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Technical Note 4’D.2: Cancellation of
Pesticides Under FIFRA

Section 6(a): Automatic Cancellation52

FIFRA directs EPA to automatically cancel a pesti-
cide registration 5 years after the registration date un-
less the registrant requests the continuance of the
registration and EPA determines that the continued
use of the product “will not have unreasonable effects
on the environment. ” In order for EPA to make this
determination, the registrant must submit data on the
use, exposure, and health effects of the active ingre-
dients in the pesticide, pursuant to 40 C.F.R. Part 158,
and specific data requests by EPA (referred to as “call-
ing”). The re-registration process, according to EPA
officials, should eventually provide more health data
on which to determine the health and environmental
effects of pesticides that hate been registered under
FIFRA in prior decades. Under re-registration proce-
dures initiated in 1984, EPA is specifically requesting
teratolo~v and multigenerational studies to determine
reproductik’e effects.

Section 6(b): Cancellation Based
on Findings of Unreasonable
Adverse Effects53

EPA may initiate procedures to cancel a pesticide’s
registration or change its classification from general
to restricted use if it appears that the pesticide, its
labeling, or other material required to be submitted
does not comply with the statute, or when used in
accordance \\’ith widespread and commonly recog-
nized practice, generally causes unreasonable adverse
effects on the eni’ironment .5J J’arious economic as-
pects are to be balanced by the Administrator against
findings of adlrerse risk.55 A decision to cancel must

be made if reclassification of the pesticide to restricted
use(s) will not adequately protect against those risks.
The notice of the cancellation or reclassification must
be mailed to the registrant and published in the Fed-
eral Register along with the regulatory impact analy-
sis of the decision through the RPAR process. While
this notice is generally geared to inform those who
depend on the use of the particular pesticide of the
Administrator’s intent, it may also serve to alert the
public to hazards associated with the substance. Un-
less the pesticide is designated as an imminent haz-
ard (discussed below), the cancellation procedures
may take several years to complete.

Section 6(d): Suspension 56

FIFRA defines the term “imminent hazard” as “a sit-
uation that exists when the continued use of a pesti-
cide during the time required for cancellation proceed-
ing(s) would be likely to result in unreasonable adverse
effects on the environment or will involve an unrea -
sonable hazard, to the survival of a species declared
endangered or threatened by the Secretary pursuant
to the Endangered Species Act of 1973. ”57 Such un-
reasonable adverse effects; on the environrnent, as dis-
cussed above, include hazards to human health,

On finding that action is necessary to prevent an im-
minent hazard during the time required for cancella-
tion or change in classification proceedings, EPA may
issue an order to suspend the registration of a pesti-
cide immediately. (This recently happened when EPA
suspended the registration of EDB due to groundwater
contamination. ) Concurrently, EPA must issue a no-
tice of its intention to change the classification of a
pesticide or cancel a registration. This notice must in-
form the registrant of the order and contain the Ad-
ministrator’s findings pertinent to the issue of immi-
nent hazard.


