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are not generally considered to be ac-
tive ingredients. 

(b) Normally the applicant will deter-
mine and state in his application 
whether an ingredient is active or inert 
with respect to pesticidal activity. The 
Agency, as part of its review of an ap-
plication for registration, or in con-
junction with the Registration Stand-
ard or Special Review process, may re-
quire any ingredient, to be designated 
as an active ingredient if the Agency 
finds that it meets the criteria in para-
graph (a) of this section. Conversely, 
the Agency may determine that any in-
gredient designated as active by an ap-
plicant is an inert ingredient if it fails 
to meet those criteria. 

(c) If an ingredient is designated as 
an active ingredient, it must be identi-
fied in the label ingredients statement. 
If an ingredient is designated as an 
inert ingredient, it must be included as 
part of the total inert ingredients in 
the label ingredients statement. 

(d) Designation of a substance as a 
pesticidally inert ingredient does not 
relieve the applicant or registrant of 
other requirements of FIFRA with re-
spect to labeling of inert ingredients or 
submission of data, or from the re-
quirements of the Federal Food, Drug, 
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) Section 180.1001(c) and (d) if an ex-
emption from the requirement of a tol-
erance has been established. 

(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]

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.
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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: 15 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, 
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. 
(a) Except as otherwise defined in 

this section, terms defined in section 2 
of FIFRA shall have the same defini-
tions for purposes of this part. 

(b) The term Act or FIFRA means the 
Federal Insecticide, Fungicide, and 
Rodenticide Act, as amended, 7 U.S.C. 
136 et seq. 

(c) The term Administrator means the 
Administrator of the Environmental 
Protection Agency or any officer or 
employee thereof to whom authority 
has been delegated to act for the Ad-
ministrator. 

(d) The term confidential business in-
formation means trade secrets or con-
fidential commercial or financial infor-
mation under FIFRA section 10(b) or 5 
U.S.C. 552(b) (3) or (4). 

(e) The term other significant evidence 
means factually significant informa-
tion that relates to the uses of the pes-
ticide and their adverse risk to man or 
to the environment but does not in-
clude evidence based only on misuse of 
the pesticide unless such misuse is 
widespread and commonly recognized 
practice. 

(f) The term person means an appli-
cant, registrant, manufacturer, pes-
ticide user, environmental group, labor 
union, or other individual or group of 
individuals interested in pesticide reg-
ulation. 

(g) The term pesticide use means a use 
of a pesticide (discribed in terms of the 
application site and other applicable 
identifying factors) that is included in 
the labeling of a pesticide product 
which is registered, or for which an ap-
plication for registration is pending, 
and the terms and conditions (or pro-
posed terms and conditions) of reg-
istration for the use. 

(h) 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. 

(i) The term validated test means a 
test determined by the Agency to have 
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been conducted and evaluated in a 
manner consistent with accepted sci-
entific procedures

§ 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 
of either the degree of risk to indi-
vidual humans or the number of hu-
mans at some risk, based upon: 

(i) Effects demonstrated in humans 
or experimental animals. 

(ii) Known or predicted levels of ex-
posure of various groups of humans. 

(iii) The use of appropriate methods 
of evaluating data and relating such 
data to human risk. 

(3) May result in residues in the envi-
ronment of nontarget organisms at lev-
els which equal or exceed concentra-
tions acutely or chronically toxic to 
such organisms, or at levels which 
produce adverse reproductive effects in 
such organisms, as determined from 
tests conducted on representative spe-
cies or from other appropriate data. 

(4) May pose a risk to the continued 
existence of any endangered or threat-
ened species designated by the Sec-
retary of the Interior or the Secretary 
of Commerce under the Endangered 
Species Act of 1973, as amended. 

(5) May result in the destruction or 
other adverse modification of any habi-
tat designated by the Secretary of the 
Interior or the Secretary of Commerce 
under the Endangered Species Act as a 
critical habitat for any endangered or 
threatened species. 

(6) May otherwise pose a risk to hu-
mans or to the environment which is of 
sufficient magnitude to merit a deter-
mination whether the use of the pes-
ticide product offers offsetting social, 
economic, and environmental benefits 
that justify initial or continued reg-
istration. 

(b) In making any determination 
that a pesticide use satisfies one of the 
criteria for issuance of a Special Re-
view specified by paragraph (a) of this 
section, the Administrator shall con-
sider available evidence concerning 
both the adverse effect in question and 
the magnitude and scope of exposure of 
humans and nontarget organisms asso-
ciated with use of the pesticide.

§ 154.10 Petitions to begin the Special 
Review process. 

The Administrator may evaluate a 
pesticide use under the criteria of 
§ 154.7 either on his own initiative, or 
at the suggestion of any interested per-
son.

§ 154.15 Docket for the Special Review. 

(a) Establishment of the docket. When 
the Agency first notifies registrants 
privately that it is considering 
issuance of a Notice of Special Review 
for a pesticide, it shall establish a 
docket concerning that particular pes-
ticide. 

(b) Contents of the docket. For each 
pre-Special Review or Special Review, 
the docket shall contain: 

(1) The Notice of Special Review, any 
Notice of Preliminary Determination, 
and any Notice of Final Determination. 

(2) Any notice issued under § 154.21 or 
§ 154.23. 

(3) Any documents (other than infor-
mation claimed to be confidential busi-
ness information) referred to by the 
Agency in those notices as relied upon 
by the Agency in reaching its deter-
mination. 

(4) Copies of all written comments or 
materials (other than information 
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claimed to be confidential business in-
formation) responding to any notice 
furnished under § 154.21 or § 154.23 or 
submitted at any time during the Spe-
cial Review process by any person out-
side of government. 

(5) Any written response to the No-
tice of Preliminary Determination 
from the Secretary of Agriculture or 
the Scientific Advisory Panel. 

(6) A transcript of all public meetings 
held by the Scientific Advisory Panel 
or conducted by the Agency for the 
purpose of gathering information. 

(7) A memorandum describing each 
meeting between Agency personnel and 
any person or party outside of govern-
ment which concerns a pending pre-
Special Review or Special Review deci-
sion. Each such memorandum shall be 
based on notes taken at the meeting 
and shall specify the date and time of 
the meeting, the participants and their 
affiliations, who requested the meet-
ing, the subject matter of the meeting, 
and the person who prepared the 
memorandum. Except for information 
claimed to be confidential business in-
formation, each memorandum shall de-
scribe fully and accurately all signifi-
cant positions taken, arguments made, 
and facts presented by each participant 
in the meeting, and shall identify all 
documents, proposals, or other mate-
rials distributed or exchanged at the 
meeting. Any discussion of claimed 
confidential business information shall 
be identified in meeting notes and ref-
erenced in the memorandum. 

(8) All comments, correspondence, or 
other materials concerning a pending 
pre-Special Review or Special Review 
decision provided to the Agency by a 
person or party outside of government 
(other than information claimed to be 
confidential business information). 

(9) All documents, proposals, or other 
materials concerning a pending pre-
Special Review or Special Review deci-
sion, provided by the Agency to any 
person or party outside of government 
(other than information claimed to be 
confidential business information). 

(c) Assertion of confidential business in-
formation claims. (1) Information, com-
ments, data, or other written material 
submitted to the Agency concerning a 
Special Review may be claimed by the 
submitter to be confidential business 

information. The burden of identifying 
claimed confidential business informa-
tion rests with the submitter, or, in 
meetings, with the participants who 
wish to assert a claim of confiden-
tiality. 

(2) To assert a claim of confiden-
tiality for all or any part of a written 
submission concerning a Special Re-
view, the submitter must furnish three 
copies of the material. Two copies 
must be complete, with claimed con-
fidential business information clearly 
marked in the text. Items in the docu-
ment that are claimed confidential 
should be numbered consecutively 
throughout the text. The third copy 
must have the claimed confidential 
business information excised from the 
text without closing up or para-
phrasing the remaining text. The dele-
tions should be consecutively num-
bered to correspond to the numbering 
of the complete copies. Each copy must 
be marked on the cover as to whether 
it contains claimed confidential busi-
ness information. 

(3) Any written material concerning 
a Special Review received by the Agen-
cy that is not marked as confidential 
will be deemed to be nonconfidential, 
and may be made available through the 
public docket or otherwise disclosed 
without prior notice to the submitter. 

(d) Placement of materials in the dock-
et. Any memorandum identified under 
paragraph (b)(7) of this section shall be 
placed in the docket within 10 working 
days of the subject meeting. Materials 
identified under paragraph (b)(8) of this 
section shall be placed in the docket 
within 10 working days of receipt by 
the Office of Pesticide Programs, or 
within 15 working days of receipt by 
the Office of Pesticide Programs if the 
submitter has asserted a confidential 
business information claim concerning 
the submittal. Materials identified 
under paragraph (b)(9) of this section 
shall be placed in the docket within 15 
working days of transmittal to such 
person or party outside of government. 

(e) Index. The Agency shall prepare 
and maintain a current index of all ma-
terials included in the docket. The 
index will include a list identifying, for 
each meeting between Agency per-
sonnel and a person or party outside of 
government for which a memorandum 
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has been prepared, the date, the sub-
ject, participants, and person who re-
quested the meeting. The index will 
also list any document included in the 
docket by its title, its source, its re-
cipient, and the date it was received or 
provided by the Agency. 

(f) Access to the docket. (1)(i) For each 
chemical in Special Review, the docket 
shall be available for public inspection 
and copying and its index kept current 
and made available to the public on re-
quest. The docket and index for any 
pesticide for which the Agency has 
issued a pre-Special Review notifica-
tion under § 154.21 will only be made 
available for public inspection and 
copying following issuance of a pro-
posed decision not to start a Special 
Review under § 154.23, a Notice of Spe-
cial Review under § 154.25(c), or as oth-
erwise specified in § 154.34. 

(ii) The docket and index will be 
available at the Program Management 
and Support Division, in Rm. 236, 
CM#2, 1921 Jefferson Davis Highway, 
Arlington, VA, from 8 a.m. to 4 p.m. 
Monday through Friday, excluding 
legal holidays. 

(2) Information contained in the 
docket shall not be disclosed to the 
public to the extent that FIFRA or any 
other statute or regulation (including, 
but not limited to, 5 U.S.C. 552(b)(3) or 
(4)) prohibits its disclosure. 

(3) The Agency will distribute a com-
pendium of indices for new materials in 
the public docket by mail, on a month-
ly basis, to those members of the pub-
lic who have specifically requested 
such material. The Agency will an-
nounce the availability of docket indi-
ces both annually in the FEDERAL REG-
ISTER and in each FEDERAL REGISTER 
Notice concerning pre-Special Review 
or Special Review for specific pes-
ticides. The Agency may also periodi-
cally require parties on the mailing list 
to renew their previous request for 
such materials.

Subpart B—Procedures
§ 154.21 Preliminary notification to 

registrants and applicants for reg-
istration. 

(a) Preliminary notification. If the Ad-
ministrator decides that he may ini-
tiate a Special Review of a pesticide 

use, he shall send written notice by 
certified mail to the affected reg-
istrant(s) and applicant(s) setting forth 
his decision and a general description 
of the information which supports it. 

(b) Comment opportunity. Regis-
trant(s) and applicant(s) will be al-
lowed 30 days from the receipt of noti-
fication to respond in writing to dis-
pute the validity of the Agency’s con-
clusions or to present information in 
response to the notification.

§ 154.23 Proposed decision not to ini-
tiate a Special Review. 

If the Administrator proposes not to 
initiate a Special Review after having 
given notice under § 154.21, he shall 
issue a proposed decision for publica-
tion in the FEDERAL REGISTER. The 
proposal shall include a description of 
the concerns which were the original 
basis for placement of the pesticide in 
pre-Special Review status and the 
Agency’s rationale for its proposed de-
cision, announce the availability of a 
public docket, and provide a period 
generally not less than 30 days for sub-
mission of comments. A notice under 
§ 154.25(b) may not be published unless 
it has been preceded by a notice under 
this section. A proposal under this sec-
tion shall not be based on the benefits 
of use of a pesticide product.

§ 154.25 Public announcement of final 
decision whether to initiate a Spe-
cial Review. 

(a) The Administrator shall evaluate 
the available information and the com-
ments received in response to the no-
tice under § 154.21 and any notice issued 
under § 154.23, and shall issue for publi-
cation in the FEDERAL REGISTER a no-
tice under paragraph (b) or (c) of this 
section. 

(b) If the Administrator determines 
after having given notice under § 154.21 
not to initiate a Special Review, he 
shall issue his decision for publication 
in the FEDERAL REGISTER with a state-
ment of reasons. 

(c) If the Administrator determines 
after having given notice under § 154.21 
that one or more of the risk criteria 
set forth in § 154.7 have been satisfied, 
the Agency shall issue a notice for pub-
lication in the FEDERAL REGISTER 
which shall include: 
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(1) Identification of the pesticide uses 
for which a Special Review has been 
initiated and an identification of the 
criteria which have been satisfied. 

(2) A brief discussion of the Agency’s 
reasons for determining that the cri-
teria have been satisfied. 

(3) A statement indicating that EPA 
has established a docket for the Spe-
cial Review, the contents of the dock-
et, the location of the docket, and the 
times during which the docket will be 
available for inspection and copying. 

(4) An invitation to all interested 
persons to submit further information 
concerning the risks and benefits asso-
ciated with each use of the pesticide 
subject to the Special Review. 

(5) A brief description of the Special 
Review process and a statement that 
registrants and applicants bear an af-
firmative burden of supporting reg-
istration of a pesticide product. 

(6) A date by which information in 
response to the Agency’s request for 
further information must be sub-
mitted. 

(d) In his discretion, the Adminis-
trator may request that the Scientific 
Advisory Panel hold a public meeting 
to review the scientific issues related 
to the Special Review.

§ 154.26 Comment opportunity. 
After issuance of a Notice of Special 

Review that applies to a use of a pes-
ticide product (or category of prod-
ucts), any person may submit to the 
Agency any information, argument, or 
both, pertinent to: 

(a) Whether the use of a pesticide 
product satisfies any of the § 154.7 risk 
criteria, with respect to the composi-
tion, labeling, packaging, and restric-
tions on use of the product as currently 
registered. 

(b) Whether the use of a pesticide 
product would satisfy any of the § 154.7 
risk criteria if its composition, label-
ing, packaging, and restrictions on use 
were approved in accordance with an 
application for registration or amended 
registration pending before the Agen-
cy. For further information see 
§ 154.27(b). 

(c) Whether any risks posed by the 
use or proposed use of the product that 
satisfy the § 154.7 risk criteria are un-
reasonable, taking into account the 

economic, social, and environmental 
costs and benefits of the use of the 
product. 

(d) What regulatory action, if any, 
the Agency should take with respect to 
the use of the product.

§ 154.27 Meetings with interested per-
sons. 

(a) In the Special Review process, to 
assure openness and responsiveness, no 
person or party outside of government 
will be afforded special or preferential 
access to Agency Special Review deci-
sionmakers or to the Agency’s Special 
Review process. At the same time, 
however, Agency personnel are free to 
meet and otherwise communicate with 
persons or parties outside of govern-
ment, including registrants and manu-
facturers, users, trade unions, environ-
mental groups and other interested 
persons, to obtain information, ex-
change views, explore factual and sub-
stantive positions, or discuss regu-
latory options concerning Special Re-
view decisions. 

(b) Meetings between EPA and any 
person or party outside of government 
will not result in undue delay in reach-
ing Special Review decisions. During 
such meetings, the Agency will not 
commit to take any particular action 
concerning a pending decision. The 
Agency may receive and consider infor-
mation and recommendations from 
persons or parties outside of govern-
ment; however, the Agency will make 
the final administrative decision on a 
wholly independent basis and in ac-
cordance with law. 

(c) Any interested person may ask to 
meet with Agency officials to discuss 
factual information available to the 
Agency, to present any factual infor-
mation, to respond to presentations by 
other persons, or to discuss what regu-
latory actions should be taken regard-
ing a pesticide which is or may be the 
subject of a Special Review. If, at its 
discretion, the Agency holds such 
meetings with any person outside of 
government concerning a use of a pes-
ticide product, the Agency will prepare 
and file in the docket a memorandum 
of such meeting, meeting the require-
ments specified in § 154.15(b)(7). 

(d) Meetings described in this section 
may include meetings held after 
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issuance of a Notice of Special Review 
with any registrant who proposes to 
change voluntarily the composition, 
packaging, and labeling, or other terms 
and conditions of registration of his 
pesticide product in a way which he be-
lieves would reduce the risks of use of 
the product so that it would no longer 
meet or exceed the risk criteria of 
§ 154.7. Meetings for this purpose will be 
most helpful and productive for both 
registrants and the Agency if they are 
requested by registrants shortly after 
the issuance of the Notice of Special 
Review. 

(e) If the Agency meets with any per-
son or party outside of government 
concerning a pending Special Review 
decision, the Agency will not issue a 
final Special Review decision until 30 
days after inclusion of a memorandum 
concerning that meeting in the public 
docket. During those 30 days, any per-
son or party may submit written com-
ments to the Agency regarding the sub-
ject matter of the meeting in question. 
The Agency may issue a final Special 
Review decision without allowing this 
30-day period if expedited action is nec-
essary to protect public health or the 
environment, or if the Agency has in-
vited other parties with potentially op-
posing viewpoints to the meeting in 
question (e.g., registrants, users, labor, 
and environmental groups). 

(f) The Agency may decline to meet 
subsequently with any person or party 
who asserts unreasonable confidential 
business information claims pursuant 
to § 154.15(c) for the purpose of circum-
venting the docketing procedures de-
scribed in § 154.15(b).

§ 154.29 Informal public hearings. 

(a) Timing. At any time after issuance 
of a Notice of Special Review and prior 
to issuance of a Notice of Final Deter-
mination, the Administrator may con-
duct an informal public hearing to 
gather relevant information or other-
wise assist Agency decisionmaking. 

(b) FEDERAL REGISTER notice. The 
Administrator shall issue a notice for 
publication in the FEDERAL REGISTER 
of any informal public hearing to be 
held under this section. The notice 
shall contain the following informa-
tion: 

(1) The time, date, and place of the 
hearing. 

(2) A brief description of the proce-
dures governing participation in the 
hearing by interested persons. 

(3) The issues to be considered at the 
hearing. 

(c) Transcript. A verbatim transcript 
of the hearing shall be prepared and 
filed in the public docket.

§ 154.31 Notices of Preliminary Deter-
mination. 

The Administrator shall prepare a 
Notice of Preliminary Determination 
after the close of the comment period 
on a Notice of Special Review. 

(a) Contents of notice. The Notice of 
Preliminary Determination shall re-
spond to all significant comments sub-
mitted in response to the Notice of 
Special Review. For each use of a pes-
ticide product that was the subject of 
the Notice of Special Review, the No-
tice of Preliminary Determination 
shall also include, as appropriate: 

(1) A determination whether the use 
satisfies any of the risk criteria set 
forth in § 154.7, and a discussion of the 
reasons for the determination. 

(2) A determination of whether any 
changes in the composition, packaging, 
labeling, or restrictions on use of a pes-
ticide product that were proposed in an 
application for new or amended reg-
istration submitted after issuance of 
the Notice of Special Review would re-
duce the risk so that the use no longer 
would satisfy any of the risk criteria in 
§ 154.7. 

(3) If the use satisfies any of the risk 
criteria set forth in § 154.7, a deter-
mination of whether the adverse effects 
posed by the use are unreasonable, tak-
ing into account the economic, social, 
and environmental costs and benefits 
of the use of the product, and a discus-
sion of reasons for the determination. 

(4) If the use is determined to pose an 
unreasonable adverse effect, a state-
ment of the regulatory action, if any, 
which the Agency intends to initiate 
with respect to the use, and a discus-
sion of the reasons for initiating that 
regulatory action. 

(5) A statement that the Adminis-
trator is requesting comments from 
the Secretary of Agriculture and the 
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Scientific Advisory Panel on the no-
tices and analysis specified in para-
graph (b) of this section, and that the 
notices and analysis are available on 
request. 

(6) Instructions to interested persons 
on how to submit comments (including 
the deadline for submission of com-
ments). 

(7) The location of the docket under 
§ 154.15 and the times during which the 
docket will be available for inspection 
and copying. 

(b) Referral to Secretary of Agriculture 
and Scientific Advisory Panel. If the Ad-
ministrator proposes to cancel, deny, 
or change the classification of the reg-
istration of a pesticide product which 
is the subject of a Special Review, or to 
hold a hearing under FIFRA section 
6(b)(2) on whether to take any of those 
actions, he shall: 

(1) Prepare a proposed form of a No-
tice of Intent to Cancel, a Notice of In-
tent to Deny Registration, a Notice of 
Intent to Hold a Hearing, and/or a No-
tice of Intent to Change Classification, 
as appropriate. 

(2) Prepare an Agricultural Impact 
Analysis, analyzing the impact of the 
proposed action on production and 
prices of agricultural commodities, re-
tail food prices, and otherwise on the 
agricultural economy. 

(3) Send the proposed notices and 
analysis to the Secretary of Agri-
culture and the Scientific Advisory 
Panel for comment, as provided by the 
Act. 

(4) Send the Notice of Preliminary 
Determination and the other notices 
and analysis prepared under this sec-
tion to all registrants and applicants 
for registration of products that are 
subject to the Special Review. 

(c) Publication. The Agency shall 
issue the Notice of Preliminary Deter-
mination for publication in the FED-
ERAL REGISTER.

§ 154.33 Notice of Final Determination. 
(a) Publication and notice to registrants 

and applicants. The Administrator shall 
prepare a Notice of Final Determina-
tion after the close of the comment pe-
riod on a Notice of Preliminary Deter-
mination. As necessary, the Adminis-
trator shall also prepare Notices of In-
tent to Cancel, Notices of Denial, No-

tices of Intent to Hold a Hearing under 
FIFRA section 6(b)(2), or Notices of In-
tent to Change Classification. 

(b) Contents. The Notice of Final De-
termination shall include: 

(1) For each pesticide use subject to 
the Notice of Preliminary Determina-
tion, the Agency’s final determination 
with respect to each use, along with a 
discussion of the reasons for the deter-
mination. 

(2) Any comments submitted by the 
Secretary of Agriculture or the Sci-
entific Advisory Panel, and the re-
sponses of the Administrator to these 
comments. 

(3) The response of the Administrator 
to any significant public comments 
submitted on the Notice of Preliminary 
Determination. 

(4) Instructions to registrants, appli-
cants for registration, and other inter-
ested persons concerning the proce-
dures which will be used to implement 
any regulatory action which the Ad-
ministrator has decided upon, includ-
ing instructions concerning how to re-
quest hearings, if hearings are avail-
able as of right under the Act or have 
been made available by the Adminis-
trator under the Act. 

(5) The location of the docket under 
§ 154.15 and the times during which the 
docket will be available for inspection 
and copying. 

(c) Publication and notification of reg-
istrants and applicants. The Notice of 
Final Determination and any Notice of 
Intent to Cancel, Notice of Denial, No-
tice of Intent to Hold a Hearing, or No-
tice of Intent to Change Classification 
shall be published in the FEDERAL REG-
ISTER. If the Administrator issues a No-
tice of Intent to Cancel, Notice of De-
nial, Notice of Intent to Hold a Hear-
ing, or Notice of Intent to Change Clas-
sification, such notice, along with the 
Notice of Final Determination, also 
shall be sent by certified mail to all af-
fected registrants and applicants.

§ 154.34 Expedited procedures. 

(a) The Agency may elect to issue a 
Notice of Special Review and a Notice 
of Preliminary Determination simulta-
neously; or, to initiate cancellation, 
suspension, or denial proceedings con-
cerning a pesticide or any of its uses 
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without first conducting a Special Re-
view or issuing a Notice of Preliminary 
Determination. 

(b) If the Agency elects to issue a si-
multaneous Notice of Special Review 
and Notice of Preliminary Determina-
tion, the Agency will make the docket 
for that decision available for public 
inspection no more than 3 months after 
the Agency privately notifies the reg-
istrant of its risk concerns pursuant to 
§ 154.21(a).

§ 154.35 Finality of determinations. 
(a) The Administrator will not ap-

prove an application for registration or 
amended registration of a pesticide 
product except by use of the procedures 
specified in paragraph (c) of this sec-
tion, if: 

(1) The application proposes registra-
tion of a product for a use which ear-
lier had been the subject of a notice 
under § 154.21(a); 

(2) After the Administrator issued 
the notice, he determined not to ini-
tiate a Special Review, because of a 
proposal by an applicant for registra-
tion or amended registration to change 
the terms and conditions of registra-
tion of the product in a way which 
would reduce the risk sufficiently to 
eliminate the need for a Special Re-
view; and 

(3) The application for registration or 
amended registration now proposes 
that the terms and conditions which 
served as the basis of the earlier deter-
mination be eliminated, or be modified 
in a way which might increase the risk 
which was the subject of the notice 
under § 154.21(a). 

(b) The Administrator will not ap-
prove an application for registration or 
amended registration of a pesticide 
product except by use of the procedures 
specified in paragraph (c) of this sec-
tion, if: 

(1) The application proposed registra-
tion of a product for a use which ear-
lier had been the subject of a Notice of 
Special Review issued under § 154.25; 

(2) After the Administrator issued 
that Notice, he determined not to issue 
a notice under FIFRA section 3(c)(6) or 
6(b) because of a proposal by an appli-
cant for registration or amended reg-

istration to change the terms and con-
ditions of registration of the product in 
a way which would reduce the risk suf-
ficiently to eliminate the need for 
issuance of a notice under FIFRA sec-
tion 3(c)(6) or 6(b); and 

(3) The application for registration or 
amended registration now proposes 
that the terms and conditions of reg-
istration which served as the basis for 
the earlier determination now be elimi-
nated or be modified in a way which 
might increase the risk which was the 
subject of the Notice of Special Re-
view. 

(c) An application to which para-
graph (a) or (b) of this section applies 
may not be approved until: 

(1) The Administrator issues a notice 
for publication in the FEDERAL REG-
ISTER which describes why the applica-
tion is subject to the provisions of this 
section, states that the Administrator 
proposes to approve the application 
and his reasons, solicits public com-
ment on whether the application 
should be approved, and provides a pe-
riod not less than 30 days for comments 
to be submitted; and 

(2) If any substantive comments are 
submitted in response to the notice, 
the Administrator issues a second no-
tice for publication in the FEDERAL 
REGISTER responding to the comments.

PART 155—REGISTRATION 
STANDARDS

Subpart A [Reserved]

Subpart B—Docketing and Public 
Participation Procedures

Sec.
155.23 Definitions. 
155.25 Schedule. 
155.27 Agency review of data. 
155.30 Meetings and communications. 
155.32 Public docket. 
155.34 Notice of availability.

AUTHORITY: 7 U.S.C. 136 through 136y.

SOURCE: 50 FR 49001, Nov. 27, 1985, unless 
otherwise noted.

Subpart A [Reserved]
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