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units if the intended use meets the cri-
teria of paragraph (a) of this section. 
However, tests which do not come 
within the examples in paragraphs 
(c)(1), (c)(2), and (c)(3) of this section, 
absent a specific determination by EPA 
to the contrary, require an EUP. Sub-
division I of the Pesticide Assessment 
Guidelines provides guidance on the 
procedures, data requirements, and 
general aspects pertaining to the 
issuance and use of EUPs. Persons in-
tending to conduct tests who are un-
certain whether the testing may be 
conducted without a permit may sub-
mit a request for determination to the 
Office of Pesticide Programs’ Docu-
ment Processing Desk at the appro-
priate address as set forth in 40 CFR 
150.17(a) or (b). Such a request shall in-
clude the information listed in 
§ 172.4(b)(1)(ii) and (b)(1)(iii) and in the 
case of an unregistered product, the in-
formation in § 172.4(b)(3)(i). 

(e) Notwithstanding paragraphs (b) 
through (d) of this section, EPA may, 
on a case-by-case basis, require that 
certain testing of a particular pesticide 
or class of pesticides be carried out 
under an EUP, if it is determined that 
such EPA oversight is warranted. If 
EPA determines that an EUP is re-
quired, it will notify the developer of 
the pesticide of the need for an EUP 
and provide opportunity for comment 
or objections before imposing the re-
quirement. 

(f) No EUP is required for a substance 
or mixture of substances being put 
through tests for the sole purpose of 
gathering data required for approval of 
such substance or mixture under the 
FFDCA (21 U.S.C. 301 et seq.) as: 

(1) A ‘‘new drug’’ (21 U.S.C. sec. 321(p) 
and sec. 355). 

(2) A ‘‘new animal drug’’ (21 U.S.C. 
sec. 321(w) and sec. 360(b)), or 

(3) An ‘‘animal feed’’ (21 U.S.C. sec. 
321 (x)) containing a ‘‘new animal 
drug’’ (21 U.S.C. sec. 360(b)). 

(g) Paragraph (f) of this section shall 
not apply when a purpose of such test 
is to accumulate information necessary 
to register a pesticide under section 3 
of the Act. 

[59 FR 45611, Sept. 1, 1994, as amended at 71 
FR 35546, June 21, 2006] 

§ 172.4 Applications. 

(a) Time for submission. An application 
or request for amendment to an exist-
ing permit shall be submitted as far as 
possible in advance of the intended 
date of shipment or use to the Office of 
Pesticide Programs’ Document Proc-
essing Desk at the appropriate address 
as set forth in 40 CFR 150.17(a) or (b). 

(b) Contents of applications—(1) Gen-
eral requirements. (i) The name and ad-
dress of the applicant; 

(ii) The registration number of the 
product, if registered; 

(iii) The purpose or objectives of the 
proposed testing; a description in de-
tail of the proposed testing program in-
cluding test parameters; a designation 
of the pest organism(s) involved; the 
amount of pesticide product proposed 
for use; the crops, fauna, flora, sites, 
modes, dosage rates, and situation of 
application on or in which the pesticide 
is to be used; the States in which the 
proposed program will be conducted; 
the number of acres, number of struc-
tural sites, or number of animals by 
State to be treated or included in the 
area of experimental use; the proposed 
dates or period(s) during which the 
testing program is to be conducted; and 
the manner in which supervision of the 
program will be accomplished; 

(iv) The name, street address, tele-
phone number, and qualifications of all 
participants in the program (whether 
or not in the employ of the applicant). 
A permit must be amended to add or 
change participants; 

(v) The name and street address of all 
cooperators, if available at the time an 
application is submitted or as soon 
thereafter as available; 

(vi) A description and the specific re-
sults of any appropriate prior testing 
of the product conducted by the appli-
cant to determine toxicity and effects 
in or on target organisms at the site of 
application; and to determine 
phytotoxicity and other forms of tox-
icity or effects on nontarget plants, 
animals, and insects at or near the site 
of application; and to determine ad-
verse effects on the environment; 

(vii) The proposed method of storage 
and disposition of any unused experi-
mental use pesticide and its con-
tainers; and 
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(viii) Such other additional pertinent 
information as the Administrator may 
require. 

(2) Requirement for tolerance. If the ex-
perimental use pesticide is to be used 
in such a manner that any residue can 
reasonably be expected to result in or 
on food or feed, the applicant must: 

(i) Submit evidence that a tolerance 
or exemption from the requirement of 
a tolerance has been established for 
residues of the pesticide in or on such 
food or feed under section 408 of the 
Federal Food, Drug, and Cosmetic Act, 
or a regulation promulgated under sec-
tion 409 of that Act; or 

(ii) Submit a petition proposing es-
tablishment of a tolerance or an ex-
emption from the requirement of a tol-
erance under section 408, or a regula-
tion under section 409, of the Federal 
Food, Drug, and Cosmetic Act; or 

(iii) Certify that the food or feed de-
rived from the experimental program 
will be destroyed or fed only to experi-
mental animals for testing purposes, or 
otherwise disposed of in a manner 
which will not endanger man or the en-
vironment. The method of such de-
struction or disposition shall be pro-
vided in the application for the permit. 

(3) Additional requirements for unregis-
tered pesticide products. (i) A complete 
confidential statement of composition 
for the formulation to be tested giving 
the name and percentage by weight of 
each ingredient, active and inert; 

(ii) Chemical and physical properties 
of each active ingredient of the formu-
lation to be tested, including, but not 
limited to, the manufacturing or lab-
oratory processes and analytical meth-
ods suitable for determining the active 
ingredients in the formulation; 

(iii) Appropriate date, if available, on 
the rate of decline of residues on the 
treated crop or environmental site or 
other information for determination 
regarding entry of persons into treated 
areas; and 

(iv) Results of toxicity tests and 
other data relevant to the product’s po-
tential for causing injury to the users 
or other persons who may be exposed, 
including any available epidemiolog-
ical information as to man. 

(c) Fees. The payment of fees for ex-
perimental use permits shall apply as 

specified in subpart U of part 152 of the 
chapter. 

[40 FR 18782, Apr. 30, 1975, as amended at 53 
FR 19115, May 26, 1988; 71 FR 35546, June 21, 
2006] 

§ 172.5 The permit. 

(a) Issuance. The Experimental Use 
Permit shall be issued when the Ad-
ministrator determines that the condi-
tions of section 5 of the Act, and the 
regulations thereunder, have been met 
subject to such terms and conditions as 
the Administrator determines are war-
ranted. 

(b) Duration. Permits will be effective 
for a specified period of time, normally 
one year, depending upon the crop or 
site to be tested and the requirements 
of the testing program submitted. The 
applicant should propose a suitable du-
ration of the permit commensurate 
with the program submitted. Permits 
and associated temporary tolerances 
may be renewed, extended, or amended 
upon request if circumstances warrant. 

(c) Limitations. The quantity of a pes-
ticide allowed by a permit may be less 
than requested if it is determined that 
the available information on efficacy, 
toxicity or other hazards, the need for 
data, or the adequacy of program su-
pervision does not justify the quantity 
of the pesticide requested. Other limi-
tations may also be placed in the per-
mit if necessary for the protection of 
the public health and the environment. 

(d) Additions. With respect to an ex-
perimental use pesticide containing 
any chemical or combination of chemi-
cals not included in any previously reg-
istered pesticides, the Administrator 
may require that additional studies be 
conducted during the permit period to 
gather data to support the establish-
ment of tolerances and/or registration. 
To the extent practicable, the appli-
cant will be notified of any such re-
quirements before or at the time an ex-
perimental use permit is issued. 

(e) Maintenance of records. All pro-
ducers of pesticides produced pursuant 
to an experimental use permit shall 
maintain records in accordance with 
part 169. 
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