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(a) Inert ingredients in food pack-
aging treated with a pesticide, when 
such inert ingredients are the compo-
nents of the food packaging material 
(e.g. paper and paperboard, coatings, 
adhesives, and polymers). 

(b) [Reserved] 

[63 FR 10720, Mar. 4, 1998, as amended at 73 
FR 54976, Sept. 24, 2008] 

§ 180.5 Zero tolerances. 
A zero tolerance means that no 

amount of the pesticide chemical may 
remain on the raw agricultural com-
modity when it is offered for shipment. 
A zero tolerance for a pesticide chem-
ical in or on a raw agricultural com-
modity may be established because, 
among other reasons: 

(a) A safe level of the pesticide chem-
ical in the diet of two different species 
of warm-blooded animals has not been 
reliably determined. 

(b) The chemical is carcinogenic to 
or has other alarming physiological ef-
fects upon one or more of the species of 
the test animals used, when fed in the 
diet of such animals. 

(c) The pesticide chemical is toxic, 
but is normally used at times when, or 
in such manner that, fruit, vegetables, 
or other raw agricultural commodities 
will not bear or contain it. 

(d) All residue of the pesticide chem-
ical is normally removed through good 
agricultural practice such as washing 
or brushing or through weathering or 
other changes in the chemical itself, 
prior to introduction of the raw agri-
cultural commodity into interstate 
commerce. 

§ 180.6 Pesticide tolerances regarding 
milk, eggs, meat, and/or poultry; 
statement of policy. 

(a) When establishing tolerances for 
pesticide residues in or on raw agricul-
tural commodities, consideration is al-
ways given to possible residues of those 
pesticide chemicals or their conversion 
products entering the diet of man 
through the ingestion of milk, eggs, 
meat, and/or poultry produced by ani-
mals fed agricultural products bearing 
such pesticide residues. In each in-
stance an evaluation of all available 
data will result in a conclusion either: 

(1) That finite residues will actually 
be incurred in these foods from feed use 

of the raw agricultural commodity in-
cluding its byproducts; or 

(2) That it is not possible to establish 
with certainty whether finite residues 
will be incurred, but there is a reason-
able expectation of finite residues; or 

(3) That it is not possible to establish 
with certainty whether finite residues 
will be incurred, but there is no reason-
able expectation of finite residues. 

(b) When the data show that finite 
residues will actually be incurred in 
milk, eggs, meat, and/or poultry, a tol-
erance will be established on the raw 
agricultural commodity used as feed 
provided that tolerances can be estab-
lished at the same time, on the basis of 
the toxicological and other data avail-
able, for the finite residues incurred in 
milk, eggs, meat, and/or poultry. When 
it is not possible to determine with cer-
tainty whether finite residues will be 
incurred in milk, eggs, meat, and/or 
poultry but there is a reasonable expec-
tation of finite residues in light of data 
reflecting exaggerated pesticides levels 
in feeding studies, a tolerance will be 
established on the raw agricultural 
commodity provided that appropriate 
tolerances can be established at the 
same time, on the basis of the toxi-
cological and other data available, for 
the finite residues likely to be incurred 
in these foods through the feed use of 
the raw agricultural commodity or its 
byproducts. When it is not possible to 
determine with certainty whether fi-
nite residues will be incurred in milk, 
eggs, meat, and/or poultry but there is 
no reasonable expectation of finite res-
idues in light of data such as those re-
flecting exaggerated pesticide levels in 
feeding studies and those elucidating 
the biochemistry of the pesticide 
chemical in the animal, a tolerance 
may be established on the raw agricul-
tural commodity without the necessity 
of a tolerance on food products derived 
from the animal. 

(c) The principles outlined in para-
graphs (a) and (b) of this section will 
also be followed with respect to toler-
ances for residues which will actually 
be incurred or are reasonably to be ex-
pected in milk, eggs, meat, and/or poul-
try by the use of pesticides directly on 
the animal or administered purposely 
in the feed or drinking water. 
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(d) Tolerances contemplated by para-
graphs (a) and (b) of this section will in 
addition to toxicological consider-
ations be conditioned on the avail-
ability of a practicable analytical 
method to determine the pesticide res-
idue; that is, the method must be sen-
sitive and reliable at the tolerance 
level or in special cases at a higher 
level where such level is deemed satis-
factory and safe in light of the toxicity 
of the pesticide residue and of the un-
likelihood of such residue exceeding 
the tolerance. The analytical methods 
to be used for enforcement purposes 
will be those set forth in the ‘‘Pesticide 
Analytical Manual’’ (see § 180.101(c)). 
The sensitivities of these methods are 
expressed in that manual. 

Subpart B—Procedural 
Regulations 

§ 180.7 Petitions proposing tolerances 
or exemptions for pesticide resi-
dues in or on raw agricultural com-
modities or processed foods. 

(a) Petitions to be filed with the 
Agency under the provisions of FFDCA 
section 408(d) shall be submitted in du-
plicate. If any part of the material sub-
mitted is in a foreign language, it shall 
be accompanied by an accurate and 
complete English translation. The peti-
tion shall be accompanied by an ad-
vance deposit for fees described in 
§ 180.33. The petition shall state the pe-
titioner’s mail address to which notice 
of objection under FFDCA section 
408(g)(2) may be sent. The petition 
must be signed by the petitioner or by 
his attorney or agent, or (if a corpora-
tion) by an authorized official. 

(b) Petitions shall include the fol-
lowing information: 

(1) An informative summary of the 
petition and of the data, information, 
and arguments submitted or cited in 
support of the petition. Both a paper 
and electronic copy of the summary 
should be submitted. The electronic 
copy should be formatted according to 
the Office of Pesticide Programs’ cur-
rent standard for electronic data sub-
mission as specified at http:// 
www.epa.gov/pesticides/regulating/reg-
istering/submissions/index.htm. 

(2) A statement that the petitioner 
agrees that such summary or any in-

formation it contains may be published 
as a part of the notice of filing of the 
petition to be published under FFDCA 
section 408(d)(3) and as a part of a pro-
posed or final regulation issued under 
FFDCA section 408. 

(3) The name, chemical identity, and 
composition of the pesticide chemical 
residue and of the pesticide chemical 
that produces the residue. 

(4) Data showing the recommended 
amount, frequency, method, and time 
of application of the pesticide chem-
ical. 

(5) Full reports of tests and inves-
tigations made with respect to the 
safety of the pesticide chemical, in-
cluding full information as to the 
methods and controls used in con-
ducting those tests and investigations. 

(6) Full reports of tests and inves-
tigations made with respect to the na-
ture and amount of the pesticide chem-
ical residue that is likely to remain in 
or on the food, including a description 
of the analytical methods used. (See 
§ 180.34 for further information about 
residue tests.) 

(7) Proposed tolerances for the pes-
ticide chemical residue if tolerances 
are proposed. 

(8) Practicable methods for removing 
any amount of the residue that would 
exceed any proposed tolerance. 

(9) A practical method for detecting 
and measuring the levels of the pes-
ticide chemical residue in or on the 
food, or for exemptions, a statement 
why such a method is not needed. 

(10) If the petition relates to a toler-
ance for a processed food, reports of in-
vestigations conducted using the proc-
essing method(s) used to produce that 
food. 

(11) Such information as the Admin-
istrator may require to make the de-
termination under FFDCA section 
408(b)(2)(C). 

(12) Such information as the Admin-
istrator may require on whether the 
pesticide chemical may have an effect 
in humans that is similar to an effect 
produced by a naturally occurring es-
trogen or other endocrine effects. 

(13) Information regarding exposure 
to the pesticide chemical residue due 
to any tolerance or exemption already 
granted for such residue. 
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