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and growth of natural populations are ob-
served) are required if laboratory data indi-
cate that adverse long-term, cumulative, or
life-cycle effects may result from intended
use.

20. Since test standards would be developed
on a case-by-case basis, consultation with
the Agency and development of a protocol is
advised before performing these Tier IV
studies.

§158.2160 Microbial pesticides product
performance data requirements.

Product performance data must be
developed for all microbial pesticides.
However, the Agency has waived all re-
quirements to submit efficacy data un-
less the pesticide product bears a claim
to control public health pests, such as
pest microorganisms infectious to man
in any area of the inanimate environ-
ment or a claim to control vertebrates
(including but not limited to: rodents,
birds, bats, canids, and skunks) or in-
vertebrates (including but not limited
to: mosquitoes and ticks) that may di-
rectly or indirectly transmit diseases
to humans. However, each registrant
must ensure through testing that his
products are efficacious when used in
accordance with label directions and
commonly accepted pest control prac-
tices. The Agency reserves the right to
require, on a case-by-case basis, sub-
mission of efficacy data for any pes-
ticide product registered or proposed
for registration.

§158.2170 Experimental use permit
data requirements—microbial pes-
ticides.

(a) For all microbial pesticides. (1) The
following §158.2171 through §158.2174
identify the data requirements that are
required to support experimental use
permits for microbial pesticides. The
variations in the test conditions are
identified within the test notes.

(2) For general information on the
data requirement tables, see
§158.2110(a)(2)-(4).

§158.2171

(b) Additional data requirements for ge-
netically modified microbial pesticides.
Additional requirements for geneti-
cally modified microbial pesticides
may include but are not limited to: ge-
netic engineering techniques used; the
identity of the inserted or deleted gene
segment (base sequence data or enzyme
restriction map of the gene); informa-
tion on the control region of the gene
in question; a description of the ‘“‘new”
traits or characteristics that are in-
tended to be expressed; tests to evalu-
ate genetic stability and exchange; and
selected Tier II environmental expres-
sion and toxicology tests.

§158.2171 Experimental wuse permit
microbial pesticides product anal-
ysis data requirements table.

(a) General. Sections 158.100 through
158.130 describe how to use this table to
determine the product analysis data re-
quirements and the substance to be
tested for a particular microbial pes-
ticide. Specific conditions, qualifica-
tions, or exceptions to the designated
test are identified in (d) of this section,
and the test notes appear in paragraph
(e) of this section.

(b) Key. R=Required;
CR=Conditionally required; NR=Not re-
quired; MP=Manufacturing-use prod-
uct; EP=End-use product; TEP=Typical
end-use product; TGAI=Technical
grade of the active ingredient; All=All
of the above. Specific conditions, quali-
fications, or exceptions to the des-
ignated test procedures appear in para-
graph (e) of this section, and apply to
the individual tests in the following
table:

(c) Table. The following table shows
the data requirements for experimental
use permit microbial pesticides prod-
uct analysis. The test notes are shown
in paragraph (d) of this section.
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