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risk to exposed workers will be consid-
ered by the Secretary only if the evi-
dence presented for the specific sub-
stance subject to the rulemaking meets
the following criteria:

Criteria. (i) A complete metabolic profile,
including identities of trace metabolites, is
presented for the experimental animal spe-
cies;

(ii) A complete metabolic profile, including
identities of trace metabolites, is available
for a human population group representative
of those who are occupationally exposed;

(iif) Documented evidence is provided for
ascribing the carcinogenic activity of the
substance in the test animal species to me-
tabolite(s) produced only in that species and
not in humans; and

(iv) Documented evidence is provided to
show that other metabolites produced also in
humans have been adequately tested and
have not been shown to be carcinogenic.

(d) Use of high doses in animal testing.
Arguments that positive results ob-
tained in carcinogenesis bioassays with
experimental animals subjected to high
doses of a substance are not relevant to
potential carcinogenic risks to exposed
workers will be considered by the Sec-
retary only if the evidence for the spe-
cific substance subject to the rule-
making meets the following criteria:

Criteria. (i) Documented evidence is pre-
sented to show that the substance in ques-
tion is metabolized by the experimental ani-
mal species exposed at the dose levels used
in the bioassay(s) to metabolic products
which include one or more that are not pro-
duced in the same species at lower doses.

(ii) Documented evidence is presented to
show that the metabolite(s) produced only at
high doses in the experimental animal spe-
cies are the ultimate carcinogen(s) and that
the metabolites produced at low doses are
not also carcinogenic; and

(iif) Documented evidence is presented to
show that the metabolite(s) produced only at
high doses in the experimental animal spe-
cies are not produced in humans exposed to
low doses.

(e) Benign tumors. The Secretary will
consider evidence that the substance
subject to the rulemaking proceeding
is capable only of inducing benign tu-
mors in humans or experimental ani-
mals provided that the evidence for the
specific substance meets the following
criteria:

Criteria. (i) Data are available from at least
two well-conducted bioassays in each of two
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species of mammals (or from equivalent evi-
dence in more than two species);

(ii) Each of the bioassays to be considered
has been conducted for the full lifetime of
the experimental animals;

(iif) The relevant tissue slides are made
available to OSHA or its designee and the di-
agnoses of the tumors as benign are made by
at least one qualified pathologist who has
personally examined each of the slides and
who provides specific diagnostic criteria and
descriptions; and

(iv) All of the induced tumors must be
shown to belong to a type which is known
not to progress to malignancy or to be at a
benign stage when observed. In the latter
case, data must be presented to show that
multiple sections of the affected organ(s)
were adequately examined to search for inva-
sion of the tumor cells into adjacent tissue,
and that multiple sections of other organs
were adequately examined to search for
tumor metastases.

(f) Indirect mechanisms. The Secretary
will consider evidence that positive re-
sults obtained in a carcinogenesis bio-
assay with experimental animals are
not relevant to a determination of a
carcinogenic risk to exposed workers,
if the evidence demonstrates that the
mechanism by which the observed
tumor incidence is effected is indirect
and would not occur if humans were ex-
posed. As examples, evidence will be
considered that a substance causes a
carcinogenic effect by augmenting ca-
loric intake or that the carcinogenic
effect from exposure to a substance is
demonstrated to be the result of the
presence of a carcinogenic virus and it
is demonstrated that, in either case,
the effect would not take place in the
absence of the particular carcinogenic
virus or the augmented caloric intake.

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

§1990.145 Consideration of substantial
new issues or substantial new evi-
dence.

(a) Substantial new issues. Notwith-
standing any other provision of this
part, the Secretary will consider in a
rulemaking proceeding on a specific
substance any substantial new issues
upon which the Secretary did not reach
a conclusion in the rulemaking pro-
ceeding(s) underlying this part includ-
ing conclusions presented in the pre-
amble.
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(b) Substantial new evidence. Notwith-
standing any other provision of this
part, the Secretary will consider in a
rulemaking proceeding on a specific
substance any arguments, data or
views which he determines are based
upon substantial new evidence which
may warrant the amendment of one or
more provisions of this part. For the
purposes of this part, “‘substantial new
evidence” is evidence directly relevant
to any provision of this part and is
based upon data, views or arguments
which differ significantly from those
presented in establishing this part, in-
cluding amendments thereto.

(c) Petitions for consideration of sub-
stantial new evidence—(1) Petition. Any
interested person may file a written pe-
tition with the Secretary to consider
‘‘substantial new evidence’” or one or
more ‘‘substantial new issues’” which
contains the information specified in
paragraph (c)(2) of this section. The
Secretary shall treat such a petition as
a request to amend this part, as well as
a petition to consider ‘‘substantial new
evidence’.

(2) Contents. Each petition for consid-
eration of ‘‘substantial new evidence”
or one or more ‘substantial new
issues’ shall contain at least the fol-
lowing information:

(i) Name and address of the peti-
tioner;

(ii) All of the data, views and argu-
ments that the petitioner would like
the Secretary to consider;

(iii) The provision or provisions that
petitioner believes are inappropriate or
should be added to this part in light of
the new data, views, and arguments;

(iv) A statement which demonstrates
that the data, views, and arguments re-
lied upon by petitioners are directly
relevant to the substance or class of
substances that is the subject of a rule-
making or an Advance Notice of Pro-
posed Rulemaking;

(v) A detailed statement and analysis
as to why the petitioner believes that
the data, views, and arguments pre-
sented by the petitioner:

(A) Differ significantly from those
presented in the proceeding(s) which
establish this part;

(B) Are so substantial as to warrant
amendment of this part; and

§1990.146

(C) Constitute a new issue or new evi-
dence within the meaning of para-
graphs (a) and (b) of this section.

(3) Deadline for petitions. (i) Petitions
which comply with paragraph (c) of
this section, shall be filed in accord-
ance with the schedule set forth in the
Advanced Notice of Proposed Rule-
making.

(ii) In extraordinary cases the Sec-
retary may consider evidence sub-
mitted after the deadline if the peti-
tioner establishes that the evidence re-
lied upon was not available and could
not have reasonably been available in
whole or substantial part by the dead-
line and that it is being submitted at
the earliest possible time.

(d) Secretary’s response. (1) The Sec-
retary shall respond to petitions under
this paragraph in accordance with
§1990.106.

(2) Whenever the Secretary deter-
mines that the ‘‘substantial new issue”
or the *“‘substantial new evidence’ sub-
mitted under this paragraph is suffi-
cient to initiate a proceeding to amend
this part, the Secretary shall:

(i) Issue a notice to consider amend-
ment to this part and not proceed on
the rulemaking concerning the indi-
vidual substance until completion of
the amendment proceeding; or

(ii) Issue a notice to consider amend-
ment to this part and consolidate it
with the proceeding on the individual
substance.

§1990.146 Issues to be considered in
the rulemaking.

Except as provided in §1990.145, after
issuance of the advance notice of rule-
making, the proceedings for individual
substances under this part shall be lim-
ited to consideration of the following
issues:

(a) Whether the substance, group of
substances or combination of sub-
stances subject to the proposed rule-
making is appropriately considered in
a single proceeding;

(b) Whether the substance or group of
substances subject to the rulemaking
meets the definition of a potential oc-
cupational carcinogen set forth in
§1990.103, including whether the sci-
entific studies are reliable;

237



