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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:

(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:

(@) 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
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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



§154.29

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
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

50

40 CFR Ch. | (7-1-04 Edition)

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.



