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the technological and economic feasi-
bility of the introduction of the sub-
stitute, including its relative effective-
ness and other relevant factors, such as
regulatory requirements and the time
needed for an orderly transition to the
substitute.

[45 FR 5282, Jan. 22, 1980, as amended at 46
FR 5881, Jan. 21, 1981]

§1990.112 Classification of potential
carcinogens.

The following criteria for identifica-
tion, classification and regulation of
potential occupational carcinogens will
be applied, unless the Secretary con-
siders evidence under the provisions of
§§1990.143, 1990.144 and 1990.145 and de-
termines that such evidence warrants
an exception to these criteria.

(a) Category | Potential Carcinogens. A
substance shall be identified, classified,
and regulated as a Category | Potential
Carcinogen if, upon scientific evalua-
tion, the Secretary determines that the
substance meets the definition of a po-
tential occupational carcinogen in (1)
humans, or (2) in a single mammalian
species in a long-term bioassay where
the results are in concordance with
some other scientifically evaluated evi-
dence of a potential carcinogenic haz-
ard, or (3) in a single mammalian spe-
cies in an adequately conducted long-
term bioassay, in appropriate cir-
cumstances where the Secretary deter-
mines the requirement for concordance
is not necessary. Evidence of concord-
ance is any of the following: positive
results from independent testing in the
same or other species, positive results
in short-term tests, or induction of tu-
mors at injection or implantation
sites.

(b) Category Il Potential Carcinogens.
A substance shall be identified, classi-
fied, and regulated as a Category Il Po-
tential Carcinogen if, upon scientific
evaluation, the Secretary determines
that:

(1) The substance meets the criteria
set forth in §1990.112(a), but the evi-
dence is found by the Secretary to be
only ‘‘suggestive’’; or

(2) The substance meets the criteria
set forth in §1990.112(a) in a single
mammalian species without evidence
of concordance.

§1990.121
PRIORITY SETTING

§1990.121 Candidate list of potential
occupational carcinogens.

(a) Contents. The Secretary shall pre-
pare a list of substances (the ‘“‘Can-
didate List’’) which are reported to be
present in any American workplace
and which, on the basis of a brief sci-
entific review of available data, may be
considered candidates for further sci-
entific review and possible regulation
as Category | Potential Carcinogens or
Category Il Potential Carcinogens. For
the purposes of this paragraph, ‘“‘avail-
able data’” means:

(1) The data submitted by any per-
son;

(2) Any data referred to by the Sec-
retary of HHS or by the Director of
NIOSH, either in the latest list entitled
““Suspected Carcinogens’ or any other
communication;

(3) Literature referred to in U.S. Pub-
lic Health Service, Publication No. 149;

(4) Data summarized and reviewed in
Monographs of the International Agen-
cy for Research on Cancer (IARC) of
the World Health Organization;

(5) The Toxic Substances Control Act
Inventory of Chemical Substances,
published by the Administrator of
EPA;

(6) The Secretary of HHS’s Annual
Report to the President and the Con-
gress as required by the Community
Mental Health Centers Extension Act
of 1978, section 404(a)(9), 42 U.S.C. 285.

(7) Any other relevant data of which
the Secretary has actual knowledge.

(b) Tentative classification. The Sec-
retary may tentatively designate sub-
stances on the Candidate List as can-
didates for classification as Category I
Potential Carcinogens or as Category
Il Potential Carcinogens, or may list
substances without a tentative des-
ignation, based on the brief scientific
review of available data for the purpose
of initiating a more extensive sci-
entific review.

(c) No legal rights established. The in-
clusion or exclusion of any substance
from the Candidate List shall not be
subject to judicial review nor be the
basis of any legal action, nor shall the
exclusion of any substance from the
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