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spondent has actual knowledge that
the Administrator is already informed

of them.
ti) Information respecting these ef-

fects can be obtained either directly,

by observation of their occurrence, or
inferred from designed studies as dis-
cussed in Part VI.

The Agency considers effects for
which . substantial-risk information
must be reported to include the fol.
lowing: .

(a) Human- health effects—(1) Any
instance of cancer, birth defects, mu-
tagenicity, death, or serious or pro-
longed incapacitation, including the
loss of- or inability to use a normal
Ybodily function with.a.consequent.rel-
atively serious impairment of normal
activities, if one (or a few) chemical(s)
s strongly implicated.-

{2) Any pattern of effects or evi-

dence which reasonably supports the.

conclusion that the chemical sub-
stance or mixture can produce cancer,
mutation, birth defects or toxic effects
resulting in death, or scrious or pro-
longed incapacitation.

(b) Environmental effects—(1) Wiae-
spread and previously unsuspected dis-
tribution in environmental media, as
indicated In studies (excluding materi-
als contained within appropriate dis-
pasal facilities). ’

(2) Pronounced bioaccumulation.
Measurements and indicators of pro-
nounced bioaccumulsation heretofore
unknown to the Administrator (includ-
ing biloaccumulation in fish beyond
5.000 times water concentration in a
30-day exposure or having an n-oc-

' tanol/water  partition coefficient
greater than 25,000) should be report-

ed when coupled with potential for

widespread exposure and any non-triv-
1al adverse effect. _ -

(3) Any non-trivial adverse effect,
heretofore unknown to the Admiuis-
trator, associated with a chemical
known to have bioaccumulated to a
pronounced degree or to be wide-
spresd in environmental media.

(4) Ecologically significant changes
in specics’ interrelationships; that s,
changes in population behavior,
growth, survival, ete. that in turn
affect other species’ behavior, growth,
or survival. . .

Examples include: (I) Excessive stim-
ulation of primary producers (algae,
macrophytes) in squatic ecosystems,
e.g., resulting in nutrient enrichment,
or eutrophication, of aquatic ecosys-

tems.

(1i) Interference with critical biogeo.
chemical cycles, such as the nitrogen

cle.
cyw) Faclle transformation or degra-
dation to a chemical having an unac-
ceptable risk as defined above.

(¢) Emergency incidents of environ-
mental contamination—Any cnviron-
mental contamination by a chemical
substance or mixture to which any of
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the above adverse effects has been as-
cribed and which because of the pat-
tern, extent, and amount of contami-
nation (1) seriously threatens humans
with cancer, birth defects, mutation,
death, or serious or prolonged inca-
pacitation, or (2) seriously threatens
non-human organisms with large-scale
or ccologically significant population
destruction.

VI. NATURE AND SOURCES OF INFORMA-
TION WHICH “REASONABLY SUPPORTS
THE CONCLUSION™
Risx
Information attributing any of the

eftects described in Part V above to a

chemical-substance or mixture is'to-be

reported if it is one of the types listed
below and if it is not exempt from the
reporting requirement by reason of

Part VII of this policy statement. A

person is not to delay reporting until

he obtains conclusive information that

a substantial-risk exists, but is to im-

mediately report any evidence which

“reasonably supports” that conclusion.

Such evidence will generally not be

conclusive as to the substantiality of

the risk; it should, however, reliably
aserihe the effect to the chemical.
Information from the following
sources concerning the effects de-
scribed in Part V will often ‘“reason-
ably support” a conclusion of substan-
tial risk. Consideration of corrobora-
tive information before reporting can
only occur where it is indicated below.
(1) Designed, controlled studies. In

. assessing the. quality of information,

the respondent is to consider whether
it contains reliable evidence ascribing
the effect to the chemical. Not only
should final results from such studies
be reported, but also preliminary re-
sults from incomplete studies where
appropriate. Designed, controlled stud-
ies include: :

(1) In vivo experiments and tests.

(1) In vitro experiments and tests.
Consideration may be given to the ex-
istence of corroborative information, if
necessary to reasonably support the
coneclusion that a chemical prese:iits a
substantial risk.

(i11) Epidemiological studies.

\ (iv) Environmental monitoring stud-
es.

"(2) Reports concerning and studies
of undesigned, uncontrolled circum-
stances. It is anticipated here that re-
portable effects will generally occur in
& pattern, where a significant common
feature is exposure to the chemical.
However, & single instance of cancer,
birth defects, mutation, death, or seri-
ous incapacitation in a human would
be reportable if one (or a few)
chemical(s) was strongly implicated.
In addition, it is possible that effects
Jess serious than those described in
Part V(a) may be preliminary manifes-
tations of the more. serious effects
and, together with another triggering

OF SUBSTANTIAL

plece of information, constitute repor-
table information; an example would
be a group of exposed workers experi-
encing dizziness together with prelimi.
nary experimental results demonstrat-
ing neurological dysfunctions.

Reports and studies of undesigned
circumstances include:

(1) Medical and health surveys. -

(f1) Clinical studies.

(iit) Reports concerning and evi-
dence of effects in consumers, workers,
or the environment.

VII1. INFORMATION WHICH Nzxp Noi Bx
RrrortEd

Information need not be reported if

(rit)’; Has been pubiuhed by EPA in re-

po!

(b) Has been submitted in writing to
EPA pursuant to mandatory reporting
requirements under TSCA or any
other authority sdministered by EPA
(including the Federal Insecticide,
Fungicide and Rodenticide Act. the
Clean Air Act, the Federal Water Pol-
lution Control Act, the Marine Protec-
tion, Research, and Sanctuaries Act,
the Safe Drinking Water Act, and the
Resource Conservation and Recovery
Act), provided that the information:
(1) Encompasses that required by Part
IX (c) through (f); and (2) is from now
on submitted within the time con-
straints set forth in Part IV and iden-
tified as a zection 8(e) notice in accor-
dance with Part IX(b); )

{c) Has been published in the scien-
tific literature and referenced by the
following abstract services: (1) Agric-
ola, (2) Blological Abstracts, (3)
Chemical Abstracts, (4) Dissertation
Abstracts, (5) Index Medicus, (8) Na-
tional Technical Information Service.

(d) Is corroborative of well-estab-
lished adverse effects already docu-
mented in the scientific literature and
referenced as described in (¢c) sbove,
unless such information concerns
emergency incidents of environmental
contamination as described in Part
V(e), or

(e) Is contained in notification of
spills under section 311(b)5) of the
Federal Water Pollution Control Act.

VIII. INPORMATION FIRST RIcriven 3y
A Prmson PRIOR TO TEX ErrFrcrive
Dazz or TSCA

Any substantial risk information
possessed by a person prior to January
1, 1977, of which he is aware after that
date shail be reported within 60 days
of publication of this policy statement.
The Agency considers that a person ia
“aware’ of:

- (a) Any information reviewed after
January 1, 1977, including not only
written reports, memoranda and other
documents examined after January 1,
1977, but also information referred to
in -discussions and confercnces (n
which the person participated after
January 1, 1977;
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