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and Cosmetic Act with respect to toler-
ances or other clearance of ingredients. 

[53 FR 15989, May 4, 1988, as amended at 60 
FR 32096, June 19, 1995] 

Subpart H—Coloration and 
Discoloration of Pesticides 

SOURCE: 53 FR 15990, May 4, 1988, unless 
otherwise noted. 

§ 153.140 General. 

Section 25(c)(5) of the Act authorizes 
the Administrator to prescribe regula-
tions requiring coloration or discolora-
tion of any pesticide if the Adminis-
trator determines that such require-
ments are feasible and necessary for 
the protection of health and the envi-
ronment. This subpart describes those 
pesticide products which must be col-
ored or discolored. 

[60 FR 32096, June 19, 1995] 

§ 153.155 Seed treatment products. 
(a) Pesticide products intended for 

use in treating seeds must contain an 
EPA-approved dye to impart an un-
natural color to the seed, unless appro-
priate tolerances or other clearances 
have been established under the Fed-
eral Food, Drug and Cosmetic Act for 
residues of the pesticide. 

(b) The following products are ex-
empt from the requirement of para-
graph (a) of this section: 

(1) Products intended and labeled for 
use solely by commercial seed treaters, 
provided that the label bears a state-
ment requiring the user to add an EPA- 
approved dye with the pesticide during 
the seed treatment process. 

(2) Products intended and labeled for 
use solely as at-planting or hopper box 
treatments. 

(3) Products which are gaseous in 
form or are used as fumigants. 

(c) EPA-approved dyes for seed treat-
ment are listed in: 

(1) Sections 180.910, 180.920, and 
180.950 if an exemption from the re-
quirement of a tolerance has been es-
tablished. 

(2) Section 180.2010 if EPA has deter-
mined that residues of the dye will be 
present, if at all, at levels that are 
below the threshold of regulation. 

(3) Section 180.2020 if it has been de-
termined that no tolerance or exemp-
tion from the requirement of a toler-
ance is needed as a result of a deter-
mination by EPA that the use is un-
likely to result in residues in food/feed. 

[53 FR 15990, May 4, 1988, as amended at 66 
FR 66772, Dec. 27, 2001; 69 FR 23117, Apr. 28, 
2004] 

Subparts I–M [Reserved] 

PART 154—SPECIAL REVIEW 
PROCEDURES 

Subpart A—General Provisions 

Sec. 
154.1 Purpose and scope. 
154.3 Definitions. 
154.5 Burden of persuasion in determina-

tions under this part. 
154.7 Criteria for initiation of Special Re-

view. 
154.10 Petitions to begin the Special Review 

process. 
154.15 Docket for the Special Review. 

Subpart B—Procedures 

154.21 Preliminary notification to reg-
istrants and applicants for registration. 

154.23 Proposed decision not to initiate a 
Special Review. 

154.25 Public announcement of final deci-
sion whether to initiate a Special Re-
view. 

154.26 Comment opportunity. 
154.27 Meetings with interested persons. 
154.29 Informal public hearings. 
154.31 Notices of Preliminary Determina-

tion. 
154.33 Notice of Final Determination. 
154.34 Expedited procedures. 
154.35 Finality of determinations. 

AUTHORITY: 7 U.S.C. 136a, d, and w. 

SOURCE: 50 FR 49015, Nov. 27, 1985, unless 
otherwise noted. 

Subpart A—General Provisions 

§ 154.1 Purpose and scope. 
(a) Purpose. The purpose of the Spe-

cial Review process is to help the Agen-
cy determine whether to initiate proce-
dures to cancel, deny, or reclassify reg-
istration of a pesticide product because 
uses of that product may cause unrea-
sonable adverse effects on the environ-
ment, in accordance with sections 
3(c)(6) and 6 of the Federal Insecticide, 
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Fungicide, and Rodenticide Act 
(FIFRA). The process is intended to en-
sure that the Agency assesses risks 
that may be posed by pesticides, and 
the benefits of use of those pesticides, 
in an open and responsive manner. The 
issuance of a Notice of Special Review 
means that the Agency has determined 
that one or more uses of a pesticide 
may pose significant risks and that, 
following completion of the Special Re-
view process, the Agency expects to 
initiate formal proceedings seeking to 
cancel, deny, reclassify, or require 
modifications to the registration of the 
product(s) in question unless it has 
been shown during the Special Review 
that the Agency’s initial determina-
tion was erroneous, that the risks can 
be reduced to acceptable levels without 
the need for formal proceedings, or 
that the benefits of the pesticide’s use 
outweigh the risks. Following comple-
tion of the Special Review process, a 
pesticide in question may be returned 
to the registration process. 

(b) Scope. This part sets forth the 
substantive standards for initiating a 
Special Review of a pesticide product 
and the procedures for initiating and 
conducting the Special Review. 

§ 154.3 Definitions. 

Terms used in this part have the 
same meaning as in the Act. In addi-
tion, as used in this part, the following 
terms shall apply: 

Act or FIFRA means the Federal In-
secticide, Fungicide, and Rodenticide 
Act, as amended. 

Administrator means the Adminis-
trator of the Environmental Protection 
Agency or any officer or employee 
thereof to whom authority has been 
delegated to act for the Administrator. 

Confidential business information 
means trade secrets or confidential 
commercial or financial information 
under FIFRA section 10(b) or 5 U.S.C. 
552(b)(3) or (4). 

Other significant evidence means fac-
tually significant information that re-
lates to the uses of the pesticide and 
its adverse risk to man or to the envi-
ronment but does not include evidence 
based only on misuse of the pesticide 
unless such misuse is widespread and 
commonly recognized practice. 

Person means an applicant, reg-
istrant, manufacturer, pesticide user, 
environmental group, labor union, or 
other individual or group of individuals 
interested in pesticide regulation. 

Pesticide use means a use of a pes-
ticide (described in terms of the appli-
cation site and other applicable identi-
fying factors) that is included in the la-
beling of a pesticide product which is 
registered, or for which an application 
for registration is pending, and the 
terms and conditions (or proposed 
terms and conditions) of registration 
for the use. 

Terms and conditions of registration 
means the terms and conditions gov-
erning lawful sale, distribution, and 
use approved in conjunction with reg-
istration, including labeling, use clas-
sification, composition, and packaging. 

Validated test means a test deter-
mined by the Agency to have been con-
ducted and evaluated in a manner con-
sistent with accepted scientific proce-
dures. 

[73 FR 75595, Dec. 12, 2008] 

§ 154.5 Burden of persuasion in deter-
minations under this part. 

In making determinations under this 
part the Administrator shall be guided 
by the principle that the burden of per-
suasion that a pesticide product is en-
titled to registration or continued reg-
istration for any particular use or 
under any particular set of terms and 
conditions of registration is always on 
the proponent(s) of registration. 

§ 154.7 Criteria for initiation of Special 
Review. 

(a) The Administrator may conduct a 
Special Review of a pesticide use if he 
determines, based on a validated test 
or other significant evidence, that the 
use of the pesticide (taking into ac-
count the ingredients, impurities, me-
tabolites, and degradation products of 
the pesticide): 

(1) May pose a risk of serious acute 
injury to humans or domestic animals. 

(2) May pose a risk of inducing in hu-
mans an oncogenic, heritable genetic, 
teratogenic, fetotoxic, reproductive ef-
fect, or a chronic or delayed toxic ef-
fect, which risk is of concern in terms 
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