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§ 155.25) a notice announcing the 
availability of docket indices.

(4) Each Federal Register notice of 
availability of a Registration Standard 
will announce the availability of the 
docket index for that Standard.

§155.34 Notice of availability.
(a) The Agency will issue in the 

Federal Register a notice announcing the 
issuance and availability of Registration 
Standard which:

(1) Concerns a previously unregistered 
active ingredient; or

(2) Concerns a previously registered 
active ingredient, and the Registration 
Standard states that registrants will be 
required (under FIFRA sec. 3(c)(2)(B)) to 
submit chronic health (including, but not 
limited to, chronic feeding, oncogenicity 
and reproduction) or teratology studies.

(b) Interested persons may submit 
comments concerning any Registration 
Standard described by paragraph (a) of 
this section at any time.

(c) The Agency will issue in the 
Federal Register a notice announcing the 
availability of, and providing 
opportunity for comment on, each 
proposed Registration Standard which 
concerns a previously registered active 
ingredient for which the Agency has 
determined that a substantially 
complete chronic health and teratology 
data base exists. Following the comment 
period and issuance of the Registration 
Standard, the Agency Will issue in the 
Federal Register a notice of availability 
of the Registration Standard.
[FR Doc. 85-28155 Filed 11-26-85; 8:45 am]
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Special Reviews of Pesticides; Criteria 
and Procedures

AGENCY: Environmental Protection 
Agency (EPA). 
a c tio n : Final rule.

s u m m a r y : The EPA is issuing new rules 
governing Special Reviews of pesticides. 
Special Review is EPA’s process for 
determining whether the use of a 
pesticide poses unreasonable adverse 
effects to humans or the environment. 
The new rules revised both the criteria 
for initiation of the Special Review 
process and the procedures for 
conducting it. The new rules also 
incorporate new public participation 
procedures intended to increase public 
awareness of the Agency’s actions 
under the Special Review process. The 
revised Special Review rules reflect 
changes bath in the law and in Agency

practices and procedures. EPA believes 
that the revised rules will aid the 
Agency in the regulation of pesticides 
that may pose unreasonable adverse 
effects to humans or the environment. 
d a t e : This rule will become effective 
after 60 days of continuous 
congressional session from the date of 
promulgation as provided in the Federal 
Insecticide, Fungicide, and Rodenticide 
Act (FIFRA) sec. 25(a)(4). After that 
period has elapsed, the Agency will 
issue for publication in the Federal 
Register a notice announcing the 
effective date of this rule.
FOR FURTHER INFORMATION CONTACT: By 
mail:
Joan Warshawsky, Registration Division 

(TS-767C), Office of Pesticide 
Programs, Environmental Protection 
Agency, 401 M St. SW., Washington, 
DC 20460.

Office location and telephone number: 
Rm. 711, Crystal Mall #2,1921 
Jefferson Davis Highway, Arlington, 
VA, (703-557-5778).

SUPPLEMENTARY INFORMATION: This 
Notice consists of six units:
I. Background
II. Special Review Process
III. Response to Comments
A. Proposed Change of the Name
B. Proposed Revisions of Risk Criteria

(1) Why the risk criteria have been 
changed

(2) Future availability of exposure 
information

(3) Definition of a validated test
(4) Agency discretion
(5) Specific criteria or proposed criteria

G. Pre-Special Review Procedures
(1) Participants in pre-Special Review
(2) Timing of registrant response

- (3) Benefits in pre-Special Review
(4) Discussion of risk reduction measures
(5) Publication of proposed decision not to 

initiate Special Review
D. Special Review Procedures

(1) Issuance of Notice of Special Review 
before Notice of Preliminary 
Determination

(2) Expedited Procedures
(3) Submission of Notice of Final 

Determination to SAP ,
(4) Petition to initiate Special Review
(5) Deadlines

E. Scope of Special Review
(1) New active ingredients
(2) Consideration of alternatives

F. Public Participation and Docketing
(1) Definition of “person"
(2) Inclusion of government contacts in 

docket
(3) Public availability
(4) Confidential business information
(5) Burden on Agency resources

IV. Statutory Review
A. U.S. Department of Agriculture
B. Scientific Advisory Panel
C. Congressional Committees ‘
V. Regulatory Review Requirements 
A> Executive Order 12291

B. Regulatory Flexibility Act
C. Paperwork Reduction Act
VI. List of Subjects in 40 CFR Parts 154,162, 

and 172.

I. Background

The Agency issued a proposed rule, 
published in the Federal Register of 
March 27,1985 (50 FR 12188), to revise 
both the substantive criteria and the 
procedures for the Special Review 
(Rebuttable Presumption Against 
Registration or RPAR) process. The 
document proposed to revise the criteria 
used by the Agency to determine if a use 
or uses of a pesticide may pose a 
significant risk to health or the 
environment. If one or more of these 
criteria were met or exceeded, the 
Agency would initiate a Special Review 
on the pesticide product use or uses in 
question, leading to an ultimate 
determination of whether this use or 
uses may pose unreasonable adverse 
effects to humans or the environment. 
The document also proposed to change 
the name of the RPAR process from 
“RPAR” to “Special Review.” The * 
revisions were intended to respond to 
the requirements and legislative intent 
of Congress as expressed in the 1975 
and 1978 revisions to FIFRA, and the 
Agency’s own experience gained after 
more than 8 years of regulating 
pesticides under the current criteria and 
procedures.

The Agency also proposed procedures 
for the establishment of a public docket 
for each pesticide chemical under 
Special Review in order to expand the 
opportunity for public participation in 
the Special Review process. The intent, 
background, and application of the 
docket procedures were discussed in 
detail in the preamble to the proposed 
rule.

This final rule sets forth the new 
criteria developed by the Agency for the 
initiation of a Special Review. These 
criteria assure that the determination of 
whether or not a pesticide poses an 
unreasonable risk will be based both on 
the toxic effects associated with the 
pesticide and the actual or projected 
exposure of humans and other nontarget 
organisms to the pesticide. The criteria 
will also afford the Agency increased 
flexibility in evaluating actual and 
potential risk.

The"criteria for initiating a Special 
Review of pesticide uses include: (1) 
Acute toxicity to humans or domestic 
animals under § 154.7(a)(1); (2) the 
potential of adverse chronic effects in 
humans under § 154.7(a)(2); (3) hazards 
to nontarget organisms under 
§ 154i7(a)(3); (4) separate criteria for 
hazards to threatened or endangered
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species under § 154.7(a) (4) and (5); an 
“other adverse effects” criterion which 
would permit the Agency to initate a 
Special Review in circumstances where 
potential risks may not be anticipated 
by the specific criteria under 
§ 154.7(a)(6). All cross reference to 
§ 162.11 (a) and (b) in 40 CFR have been 
changed to reflect this rule.

II. Special Review Process

The Special Review process being 
promulgated in this rule will encompass 
a number of procedural steps. Each of 
these steps is briefly described below:

1. Registrant notification. When the 
Agency concludes tentatively that 
effects data, together with preliminary 
information on exposure, indicate that a 
risk criterion may have been met, 
registrants will receive private 
notification that the Agency is 
considering issuing a Notice of Special 
Review. Issuance of the private 
notification will be deemed to be the 
commencement of the pre-Special 
Review phase of the process. The 
registrant will have 30 days from receipt 
of this preliminary notification to 
dispute in writing the validity of the 
Agency’s conclusions or present in 
writing any information in response to 
the risk concerns included in the 
notification.

2. Proposed decision not to initiate a 
Special Review. If, after notification to 
the registrants of the Agency’s concerns, 
the Agency tentatively determines that 
use of the pesticide does not pose a 
significant risk, a Federal Register notice 
will be issued which explains the 
Agency’s preliminary risk concerns and 
the basis for the Agency’s determination 
that the use of the pesticide does not 
pose a significant risk. This notice will 
also announce the availability of the 
public docket, which will include the 
pre-Special Review notification and all' 
written comments, materials, and other 
information received in response to the 
notification. The notice will also solicit 
public comment on. the Agency’s 
determination. Following the public 
comment period, the Agency will make 
a final decision whether to initiate a 
Special Review.

3. Notice o f Special Review. If the 
Agency determines that a significant 
risk may be associated with a pesticide 
use, a Notice of Special Review wilt be 
published in the Federal Register. This 
notice will describe the Agency’s 
reasons for the determination of 
significant risk, the assumptions and 
data used in the analysis, the nature and 
strength of the conclusions, and will 
announce the availability of the pre- 
Special Review docket. The Notice will

also solicit public comment and request 
additional information on the pesticide.

4. Current Benefits Review. If the 
Agency determines that a pesticide may 
pose a significant risk and decides to 
initiate the Special Review process, a 
Current Benefits Review will also be 
initiated. Benefits information will not 
be considered in deciding whether to 
initiate a Special Review. However, 
once the Agency has decided to begin a 
Special Review, preparation of a 
preliminary benefits profile will assist 
the Agency in determining if the 
potential benefits of use are sufficiently 
great to justify continued use pending a 
detailed risk/benefit analysis, in 
identifying potential regulatory options, 
and in preparing for a more detailed 
benefits analysis during Special Review.

5. Public discussions. After the Notice 
of Special Review has been issued, the 
Agency may meet with interested 
parties to discuss the Agency’s risk 
concerns and available options to 
reduce the potential risk to health or the 
environment. A memorandum 
summarizing the substance of each such 
meeting will be placed in the public 
docket.

6. R isk/benefit evaluation. The 
Agency will conduct a comprehensive 
risk/benefit analysis of each use (or 
category of uses) of the pesticide which 
is subject to Special Review. The 
Agency will evaluate potential risks by 
considering factors such as the nature of 
any adverse effect, the magnitude of 
exposure of humans and other nontarget 
organisms, and the size of the 
population at risk. The Agency will also 
evaluate the benefits of continued use, 
including the availability, efficacy, and 
cost of alternative control methods.-

7. Prelim inary determination. If the 
Agency determines that the registrants 
are willing voluntarily to amend their 
registrations in a manner which would 
reduce the risks associated with 
continued use to acceptable levels, a 
Notice of Preliminary Determination will 
be published in the Federal Register 
describing the Agency’s previous risk 
concerns regarding the pesticide and 
giving the basis for the Agency’s 
proposed voluntary resolution of these 
concerns. If the registrants have not 
offered voluntarily to amend the terms 
and conditions of registration in a 
manner which would reduce the risks to 
an acceptable level, the Agency will 
issue a Notice of Preliminary 
Determination setting forth regulatory 
measures necessary to reduce risks to 
an acceptable level and a proposed 
notice of intent to cancel, deny, or 
reclassify registration implementing 
these measures. The Agency will issue

its preliminary determination for 
publication in the Federal Register and 
provide an opportunity for public 
comment.

8. Review  o f prelim inary 
determination. If the Agency proposes 
to issue a cancellation, denial, or 
reclassification notice, that proposal will 
be submitted to the Scientific Advisory 
Panel (SAP) for comment on the 
Agency’s scientific rationale. At the 
same time, the Agency will submit the 
proposed notice to the United States 
Department of Agriculture (USDA) for 
comment, especially on the benefits 
issues and agricultural impacts.

9. Final Determination. After 
evaluating all comments received from 
the USDA, the SAP, and the public on 
the proposed action, the Agency will 
modify the proposal where appropriate 
prior to issuance as a final action. A 
Notice of Final Determination will be 
published in the Federal Register, along 
with a notice of intent to cancel, deny, 
or reclassify registration if required to 
implement the determination. Any such 
notice will become effective by 
operation of law unless the registrant 
makes the necessary corrections or a 
hearing is timely requested by a person 
adversely affected by the notice.

III. Response to Comments
Comments on the proposed rule were 

received from 15 sources: 9 registrants, 3 
trade associations, 2 environmental 
groups, and 1 individual. The comments 
are available for public inspection at the 
Office of Pesticide Programs Reading 
Room, Rm. 236, Crystal Mall #2,1921 
Jefferson Davis Highway, Arlington, VA 
22202, from 8 a.m. to 4 p.m., Monday 
through Friday, except legal holidays.

Several of the comments made 
suggestions for only minor changes, 
some of which have been incorporated 
into the final rule. Other comments were 
more substantive, however, and they are 
discussed below along with the 
Agency’s response to each comment.

The following public comments and 
Agency responses are grouped 
according to subject matter, and are 
discussed in the following order: 
Proposed Change of the Name; Proposed 
Revisions to the Risk Criteria; Pre- 
Special Review Procedures; Special 
Review Procedures; Scope of Special 
Review; and Public Participation and 
Docketing.

A. Proposed Change o f the Name
The Agency proposed to change the 

name of its in-depth review of the risks 
and benefits posed by a pesticide from 
the term “Rebuttable Presumption 
Against Registration” (RPAR) to
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‘‘Special Reivew,” The name change 
was endorsed by all comments that 
addressed the issue, The comments 
agreed with the Agency that the term 
RPAR was frequently misunderstood by 
the public, which often interpreted the 
process to mean that the pesticide in 
question had already been determined 
to pose unreasonable risks* The Agency 
agrees that the term “Special Review” is 
more reflective of the risk/benefit 
evaluation the process entails, and has 
in fact already adopted the new 
terminology,

B. Proposed Revisions o f  R isk Criteria
1. Why the Risk Criteria Have Been 
Changed

The Agency proposed revisions in the 
risk criteria for initiating a Special 
Review to assure that determinations 
concerning the significance of risk are 
based not only on the toxic effect 
associated with a pesticide, but also on 
the likely exposure to the pesticide, and 
to afford the Agency greater flexibility 
in making such determinations.

The proposed changes to the risk 
criteria generated a number of varied 
comments. Most comments endorsed the 
Agency’s decision to change risk criteria 
focusing principally on toxicity data to 
criteria based on the Agency’s 
assessment of the significance of the 
risk presented by actual or projected 
exposure. There was général consensus 
that the revised criteria should also 
make the Special Review process more 
efficient and more responsive to issues 
of genuine concern.

One comment from an environmental 
group expressed lack of conviction that 
new criteria are necessary and 
contended that the Agency did not 
adequately explain why they are 
preferable to the current criteria or 
provide additional flexibility and 
practicality in determining whether to 
initiate a Special Review.

Several other comments expressed 
concern that the risk criteria in the 
proposed rule are too vague, leaving the 
Agency too much discretion in 
determining if a Special Review should 
be initiated. While one comment was 
concerned that the vagueness of the 
criteria will result in Special Reviews 
rarely being initiated, other comments 
expressed the opposite belief that too 
many pesticides will enter the Special 
Review process. One comment 
suggested that the increased flexibility 
resulting from the substitution of the 
Administrator’s judgment for specific 
quantitative thresholds may be 
perceived as a way of "gate-keeping,” 
permitting the Agency to limit the 
number of Special Reviews in the queue

rather than initiating Special Reviews 
based on intrinsic merit and then setting 
priorities for review. As a partial 
remedy to the perceived vagueness of 
the criteria, several comments suggested 
that certain terms used to describe the 
criteria be defined with greater 
specificity, such as “serious,” 
“sufficiently,” "significant,” “sufficient 
magnitude,” "acceptable level,” and "of 
concern.”

The criteria were amended to afford 
the Agency greater flexibility in 
evaluating potential risks and to enable 
the Agency to concentrate available 
resources on review of those pesticides 
having greater potential risk. The former 
criteria included in 40 CFR 162.11(a) 
required initiation of the Special Review 
(RPAR) process for any pesticide with 
acute toxicity exceeding certain 
specified numerical values or which hacf 
induced certain chronic effects at any 
level. The specificity of these risk 
criteria did not permit the Agency 
adequate discretion to consider other 
factors in evaluating the significance of 
risk, such as exposure levels or 
population size. Retention and strict 
application of these former criteria 
could prevent the Agency from focusing 
its resources on pesticides having the 
most potential for harm to the public or 
environment.

In contrast, the amended criteria will 
permit the Agency to evaluate pesticides 
which may be candidates for Special 
Review on a case-by-case basis, taking 
into account all pertinent risk 
information. The Agency will be able to 
consider available information 
concerning exposure levels and the size 
of the exposed population and to make 
judgments concerning the weight of the 
evidence when confroned with 
conflicting or ambiguous toxicity data. 
The ultimate decision whether to initiate 
the Special Review process will reflect 
the Agency’s judgment concerning the 
significance of the risk. For example, a 
pesticide may induce oncogenic effects 
in laboratory animals and therefore 
satisfy a former criterion for initiation of 
Special Review. However, if the 
pesticide is only weakly oncogenic and 
the exposure potential associated with 
registered uses is low, the Agency may 
determine Jhat the risk is not significant 
enough to warrant devoting Agency 
resources to a full-scale Special Review 
of risks and benefits. On the other hand, 
if the pesticide is a potent oncogen and/ 
or the exposure associated with one or 
more uses may be substantial, the 
Agency may conclude that a 
comprehensive analysis of risks and 
benefits is necessary and initiate a 
Special Review.

Some industry comments expressed 
concern that the Agency’s intention to 
include exposure as a factor in the 
revised risk criteria was not sufficiently 
apparent from the criteria themselves. 
Two comments concluded that some of 
the risk criteria did not include an 
exposure component and recommended 
that they be modified accordingly. 
Several comments suggested that the 
Agency add language concerning the 
role of exposure information in 
assessing risk taken from the preamble 
of the proposed rule to the text of the 
final rule. The Agency believes that all 
of the proposed criteria would either 
explicitly or implicitly require 
consideration of available exposure 
information. Nevertheless, in response 
to these comments and to clarify the 
Agency’s intent, the Agency has added 
additional language to § 154.7 providing 
that the Agency will consider “available 
evidence concerning both the adverse 
effect in question and the magnitude and 
scope of exposure of humans and 
nontarget organisms associated with use 
of the pesticide.”

2. Future Availability of Exposure 
Information

Several comments expressed concern 
that the proposed rule did not 
adequately define the kind of exposure 
data which the Agency will use to 
determine if a Special Review should be 
initiated. Some of these comments also 
noted that the Agency has not 
established any mechanism to insure 
that exposure information will be 
available when the Special Review 
process is initiated. To remedy this 
situation, comments suggested 
amending registration guidelines to 
require submission of necessary 
exposure data during the registration 
process, and calling in exposure data for 
all potential Special Review chemicals.

During the reregistration process, the 
Agency may require pursuant to FIFRA 
section 3(c)(2)(B) that registrants 
develop and submit exposure data to 
support continued registration of any 
use. Although the Agency may initiate a 
Special Review at any time it 
determines that a pesticide may pose a 
significant risk, the Agency expects that 
the majority of potential Special Review 
pesticides will be identified during the 
Agency’s systematic review of 
pesticides in the Registration Standards 
process. The number of pesticides which 
ultimately become Special Review 
candidates does not warrant a general 
requirement that all applicants and 
registrants submit each category of 
exposure data which may ultimately 
prove useful in determining whether to
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initiate a Special Review. In some 
instances, a registrant may anticipate 
the Agency’s risk concerns and develop 
and submit exposure information 
pertinent to a risk determination. If time 
permits, once a potential candidate for 
Special Review has been identified, the 
Agency may require registrants to 
submit additional exposure data for use 
in determining whether to initiate a 
Special Review.

The types of data which the Agency 
will utilize to evaluate exposure depend 
on the nature of the potential risk. The 
studies used to evaluate the residues of 
a pesticide and its metabolites in 
agricultural commodities are described 
in the EPA Pesticide Assessment 
Guidelines. Various subdivisions of the 
Guidelines also describe studies which 
the Agency may require to assess 
exposure resulting from spray drift or 
reentry into treated areas. Guidelines for 
the studies used to monitor exposure to 
workers involved in pesticide 
application are in preparation, as are 
guidelines for studies to assess ground 
water contamination.

In suggesting that the Agency take 
additional steps to ensure future 
availability of exposure information, the 
comments expressed apprehension that 
the Agency might otherwise delay 
issuance of a Special Review and 
implementation of necessary risk 
reduction measures pending acquisition 
of adequate exposure information. The 
Agency believes that the submitters of 
these comments may have misconstrued 
the effect of the. Agency’s revised risk 
criteria. In applying the revised criteria, 
the Agency will consider pertinent 
exposure information when it is 
available, but will not necessarily defer 
initiation of a Special Review in 
instances when exposure data are not 
available. However, the Agency would 
not act without considering potential 
exposure. In lieu of actual exposure 
data, the Agency would use estimates or 
projections of exposure based on other 
information.

Ideally, the Agency’s decision 
whether to initiate a Special Review will 
be based in part on actual monitoring 
data. When monitoring data are not 
available or inadequate, the Agency will 
base its exposure assessment on other 
factors. Depending on the route of 
exposure in question, the Agency may 
use information concerning 
environmental fate, persistence and 
mobility, dermal or gastrointestinal 
absorption, use volume, use practices, 
predicted presence in the food chain, 
number of people and segments of the 
population exposed through occupation, 
diet, or water consumption, and national

surveys of chemicals present in human 
tissue. In estimating applicator 
exposure, the Agency may also use 
“surrogate data.” Surrograte data are 
derived from field studies of dermal and 
inhalation exposure estimated with 
application of similar chemicals or use 
of similar application methods.

One comment from an environmental 
group suggested that “surrogate 
exposure data” should only be used to 
raise risk concerns and that actual 
exposure data for the pesticide in 
question should be required to support 
an Agency decision not to initiate a 
Special Review. The Agency does not 
believe that the distinction between 
"actual” and “surrogate’”exposure data 
suggested by the comment is justified. 
The magnitude of exposure in certian 
use situations may be largely 
independent of the specific pesticide 
used. In such situations, the Agency 
believes that it is reasonable to base 
exposure estimates on exposure data 
from surrogate studies combined with 
conservative assumptions concerning 
systemic absoption. In contrast, the 
Agency seldom uses surrogate data for 
ecological exposure assessments due to 
the great complexity of environmental 
exposure routes.

3. Definition of a Validated Test
FIFRA section 3(c)(8) provides that a 

decision to initiate a Special Review 
must be “based on a validated test or 
other significant evidence raising 
prudent concerns of unreasonable 
adverse risks to man or to the 
environment.” The proposed rule 
included definitions of the terms 
“validated test” and “other significant 
evidence” which were derived from the 
language of the 1978 Conference Report 
enacting section 3(c)(8). In the preamble 
to the proposal, the Agency discussed 
the factors which would be considered 
by the Agency in applying these 
definitions and specifically requested 
comment concerning the adequacy of 
the definitions.

Comments received concerning the 
proposed definitions of “validated test” 
and “other significant evidence” were 
generally favorable. Two trade 
associations and two registrants 
submitted comments explicitly 
supporting the proposed definitions, 
describing the definitions as adequate 
and consistent with congressional 
intent.

The proposal defined a “validated 
test” as a test which the Agency 
determines “to have been conducted 
and evaluated in a manner consistent 
with accepted scientific procedures.” In 
the preamble, the Agency noted that it 
would apply this definition by

determining whether a study was 
conducted in conformity with an 
acceptable protocol and good laboratory 
practices and would permit the Agency 
to make sound scientific judgments. The 
Agency also noted that a study would 
not be rejected as a basis for initiation 
of a Special Review merely because it 
would not meet applicable requirements 
if submitted in support of a pesticide 
registration.

One registrant commented that EPA 
should not allow a “double standard” by 
relying on information to trigger a 
Special Review which would not satisfy 
applicable guidelines if submitted in 
support of registration. In response, the 
Agency notes that under FIFRA, the 
burden of establishing that a pesticide 
satisfies the statutory standard for 
registration rests at all times on the 
proponent(s) of registration or continued 
registration. See, e.g., Industrial Union 
Dept. v. Am erican Petroleum Institute, 
448 U.S. 607, 653 at n. 61 (1980); 
Environm ental D efense Fund (EDF) v. 
Environm ental Protection Agency 
(EPA), 548 F.2d 998,1004,1012-1018 
(D.G. Cir. 1976): EDFv. EPA 510 F.2d 
1292,1297,1302 (D.C. Cir. 1975). The 
Agency need not demonstrate that a 
product is not registrable by producing 
information comparable to that required 
to support registration. To be sure, 
Congress intended in enacting section 
3(c)(8) that EPA would have a 
resaonable scientific basis for its risk 
concerns prior to initiating the public 
Special Review process. However, the 
Agency will not disregard information 
which raises prudent concerns regarding 
the risks associated with a pesticide 
merely because the information would 
not be considered adequate if submitted 
in support of registration.

In fact, another registrant erroneously 
concluded from the Agency’s general 
discussion of “good laboratory 
practices” as a factor in application of 
the definition of "validated test” that the 
Agency would automatically reject as a 
basis for issuance of a Special Review 
data not conforming to the EPA Good 
Laboratory Practice Standards (GLP) set 
forth at 40 CFR Part 160. Noting that the 
GLP Standards were only recently 
adopted (in November 1983) and that a 
number of tests conducted prior to that 
time may not strictly conform to these 
Standards, the registrant commented 
that nonconforming information should 
be considered to be a “validated test” if 
otherwise scientifically valid. The 
Agency agrees with this comment.

4. Agency Discretion

Section 154.7 of the proposed rule 
provided that the Administrator “may
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conduct a Special Review of a pesticide 
use which satisfies one of the risk 
criteria. One comment stated that this 
provision “appears to allow the Agency 
discretion in a situation where action 
should be mandatory” and suggested 
that “may” be replaced with “shall.”

The comment has correctly 
interpreted the effect of the proposed 
language. The Agency believes that it 
should retain discretion to decide 
whether and when to initiate a Special 
Review. Prior to initiating a Special 
Review, the Agency may wish to confer 
with other Federal agencies, States, or 
local authorities or engage in further 
factfinding. In lieu of a Special Review, 
the Agency may elect to issue an 
immediate notice of intent to suspend, 
cancel, or deny registration, to issue a 
stop sale order or take other 
enforcement action, or to address the 
hazard in question by rulemaking or 
other generic administrative action.

For all of the above reasons, the 
Agency believes that it must have 
discretion to decide whether and when 
to conduct a Special Review, and the 
Agency declines to amend § 154.7 in the 
manner suggested by the comment. In 
fact, the Agency has concluded that the 
language which the Agency proposed for 
§ 154.21(a) could be interpreted to 
require mandatory initiation of Special 
Review's and this section has therefore 
been revised to conform to the language 
of § 154.7.

5. Specific Criteria or Proposed Criteria
i. M utagenicity. The Agency proposed 

a criterion for mutagenicity separate 
from the other nonacute toxic effects in 
order to provide substantive guidance as 
to the general type of evidence 
concerning mutagenic effects which 
would cause the Agency to be 
concerned. The previous criterion 
indicated that the Agency would initiate 
a special Review for any pesticide 
determined to induce mutagenic effects 
“by multitest evidence.” This old 
criterion could have been interpreted to 
preclude initiation of a Special Review 
based on only one mutagenic study, no 
matter how compelling, and to require a 
Special Review based on two or more 
positive mutagenic studies, regardless of 
the relation of the studies to the 
likelihood of heritable genetic effects in 
humans. The revised criterion 
incorporated in the proposed rule 
required “a risk of inducing a heritable 
genetic effects in humans” based either 
on effects found in one or more 
appropriate test systems combined with 
evidence that the substance would 
reach mammalian germinal cells, or on 
epidemiologic or other evidence of 
mutagenic effects in humans.

Several comments submitted by 
industry expressed concern about the 
content and interpretation of the 
proposed criterion for heritable genetic 
effects. Two comments stated that the 
term “appropriate test system” was 
ambiguous and could be interpreted to 
include valid tests of lesser significance 
or to preclude the Agency from placing 
greater emphasis on certain types of 
tests. One comment stated that the 
criterion should require evidence of an 
effect in germinal cells rather than the 
mere presence of the substance therein, 
and questioned the consistency of the 
proposed criterion with the Agency’s 
Proposed Guidelines for Mutagenicity 
Risk Assessment published in the 
Federal Register of November 23,1984 
(49 FR 46314). Another comment 
questioned the significance for 
assessment of heritable genetic effects 
of epidemiologic or other evidence of 
nonheritable mutagenic effects in 
humans. To remedy these problems, one 
comment proposed expansion and 
revision of the proposed criterion and 
the other two comments favored 
incorporation of the phase “heritable 
genetic effects” into the general criterion 
for other nonacute toxicologic effects.

While the Agency does not 
necessarily agree with the comments on 
all of the scientific issues, the comments 
have raised valid concerns about the 
interpretation and application of the ' 
criterion for heritable genetic effects and 
its consistency with the Agency’s 
proposed mutagenicity guidelines.
Rather than attempting to expand and 
revise the criterion to address these 
concerns, the Agency has decided to 
simply incorporate the phrase "heritable 
genetic effects” in the general nonacute 
toxicity criterion set forth at 
§ 154.7(a)(2). As for the Agency’s 
original intention to provide guidance 
concerning the types of mutagenicity 
data which the Agency would rely on in 
deciding to initiate a Special Review, 
the Agency’s proposed mutagenicity 
guidelines discuss in detail the scientific 
relevance of particular types of data to 
the question of whether a substance 
may cause heritable genetic effects.

ii. Nontarget adverse reproductive 
effects. The proposed rule included a 
criterion permitting the Agency to 
initiate a Special Review if use of a 
pesticide may result in residues in the 
environment of non-target organism “at 
levels which equal or exceed 
concentrations acutely or chronically 
toxic to such organisms, or which 
produce adverse reproductive effects in 
such organisms.” One registrant 
suggested that the Agency modify this 
criterion to provide that a Special

Review will not be initiated if there is "a 
sufficient margin of safety” between 
actual or anticipated exposure and toxic 
levels. This suggestion was apparently 
predicated on the commenter’s 
conclusion that a Special Review would 
be triggered by “any adverse effect in a 
nontarget organism.” The Agency notes 
that this registrant has misconstructed 
the intent and effect of the proposed 
criterion. However, the Agency has 
added an additional phrase to the 
criterion to clarify its intention that the 
criterion apply when residues in the 
environment may be present “at levels” 
which actually induce adverse 
reproductive effects in nontarget 
organisms.

iii. Endangered species criteria. The 
proposed rule included two separate 
criteria concerning the impact of 
pesticide use on endangered species.
The first of these criteria concerned 
threats to the continued existence of any 
endangered or threatened species and 
the second addressed potential 
destruction or modification of a 
designated critical habitat for any 
endangered or threatened species.

The Agency received two comments 
submitted by industry concerning the 
endangered species criteria. One 
comment suggested inserting the word 
“significant” before “risk” in the first 
criterion to allow factors such as the 
magnitude and duration of exposure and 
the size of the exposed population to be 
considered. Another comment suggested 
that the second criterion concerning 
critical habitats be deleted because the 
first criterion is adequate to assure 
appropriate protection of endangered 
species.

The Agency’s inclusion in the 
proposal of separate but parallel criteria 
reflects the language of the Endangered 
Species Act of 1973. Section 9 of the Act 
states that the taking of even one 
member of an endangered species of fish 
or wildlife is prohibited. Insertion of the 
word "significant” would imply 
consideration of population size and 
therefore would be in violation of the 
Endangered Species Act. Furthermore, 
pesticide use which might have an 
impact on the food source of an 
endangered species or otherwise 
adversely affect a critical habitat is also 
prohibited under this Act. The Agency 
therefore declines to delete the second 
criterion.

iv. Deletion o f emergency treatm ent 
criterion. Unlike the prior RPAR 
regulations, the proposed rule did not 
include a separate risk criterion 
concerning lack of an emergency 
treatment. One comment submitted by 
an environmental group objected to the
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proposed elimination of the separate 
emergency treatment risk criterion. 
Although recognizing that hazards may 
sometimes be controlled through label 
revisions, packaging or application 
method alterations, the comment stated 
that lack of emergency treatment should 
be explicitly discussed in the proposed 
acute toxicity criterion.

The Agency’s rationale for deleting 
the criterion concerning lack of an 
emergency treatment was discussed in 
detail in the preamble of the proposed 
rule. The Agency recognizes that the 
lack of emergency treatment poses a 
potentially significant risk to health. 
However, the Agency believes that the 
risks associated with the lack of 
emergency treatment are addressed 
implicitly in the risk criterion for acute 
toxicity, because it applies to all risks of 
serious acute injury whether or not they 
arise from lack of an effective antidote. 
Accordingly, EPA has not revised the 
rule to add a separate emergency 
treatment criterion. .

v. Separate ground water criterion. The 
preamble to the proposed rule solicited 
comments on the appropriateness of 
establishing a specific criterion for 
ground water contamination by 
pesticides and solicited suggested 
language for such a criterion. The 
Agency is very concerned about the 
potential hazards presented by the 
contamination of ground water with 
pesticides. Ground water contamination 
may result in exposure of large 
populations and is very difficult to clean 
up. Moreover, the detection of localized 
pesticide residues in ground water may 
be an early indicator of more 
widespread future contamination.

In recognition of these factors, the 
Agency has considered adoption of a 
separate ground water criterion for 
initiation of a Special Review. However, 
the Agency has concluded that the mere 
detection of a pesticide in ground water 
is not a sufficient basis for a Special 
Review. If a pesticide is found in ground 
water, the Agency will evaluate known 
contamination, the likelihood of more 
extensive contamination in the future, 
and available data concerning 
environmental fate and toxicity before 
determining whether the potential 
hazard is sufficient to initiate a Special 
Review. Because the other proposed risk 
criteria are broad enough in scope to 
include any and all risks associated 
with pesticide residues in ground water, 
the Agency stated in the preamble to the 
proposed rule its belief that a separate 
ground water criterion is not necessary. 
Nevertheless, the Agency requested that 
the public comment on this issue.

The Agency received 11 comments^ 
concerning ground water issues. Nine

registrants and trade associations 
agreed with the Agency that the other 
proposed criteria provide an adequate 
basis for initiating a Special Review 
concerning ground water contamination, 
although one of these comments also 
proposed specific language for a ground 
water criterion. Seven of these 
comments also explicitly endorsed the 
Agency’s position that the presence of a 
pesticide in ground water should not by 
itself be sufficient to initiate a Special 
Review. One environmental group 
suggested that the Agency adopt a 
criterion providing for issuance of a 
Special Review if a pesticide “has been 
detected in ground water as the result of 
use in accordance with the product 
label.” The remaining comment noted 
that evaluation of pesticide exposure 
resulting from ground water 
contamination involves different 
assumptions than evaluation of other 
routes of exposure, and recommended 
that the Agency evaluate the need for 
and substance of a ground water 
criterion on an ongoing basis and adopt 
one later “if justified by emerging data 
and exposure.”

One comment stated that the Agency 
should issue a health advisory 
concerning permissible levels to provide 
guidance to State and local authorities 
whenever a pesticide has been detected 
in ground water. Several comments 
suggested that the Agency use existing 
standards and advisories to assess the 
significance of the risk posed by ground 
water contamination. One registrant 
stated that Maximum Permissible Levels 
in ground water should be established 
for all pesticides and that a Special 
Review should be initiated “only if these 
levels are routinely exceeded.” *

The Agency will from time to time 
establish Pesticide Guidance Levels for 
pesticides which have been found in 
drinking water and may do so for those 
which are likely to be found in drinking 
water. These advisory levels are 
intended to assist State and local 
authorities in responding to particular 
instances of contamination. They are 
not mandatory or formal Federal 
standards. Formal Federal standards for 
pesticides in drinking water are 
established when the Agency sets 
maximum contaminant levels (MCL’s) or 
recommended maximum contaminant 
levels (RCML’s) pursuant to the 
provisions of the Safe Drinking Water 
Act. The Agency will not necessarily 
limit the initiation of Special Reviews to 
those instances where guidance levels 
or MCL’s are routinely exceeded, nor 
will it foreclose the possibility of 
initiating a Special Review in response 
to a single finding of ground water 
contamination. In each instance, the

Agency will evaluate all of the 
circumstances, including the known 
extent of contamination, environmental 
fate and transport data, and the 
toxicologic significance of potential 
residues, in deciding whether or not a 
pesticide poses a significant risk and 
should be subject to a Special Review.

C. Pre-Special Review Procedures

1. Participants in Pre-Special Review

Section 154.21 provides for 
preliminary notification of registrants 
and applicants when the Agency has 
determined that the criteria for issuance 
of a Special Review may have been met, 
and affords registrants and applicants 
an opportunity to respond to the 
notification prior to issuance of a 
Special Review. In the proposal, the 
Agency discussed the legislative history 
of FIFRA section 3(c)(8), which.directs 
the Agency to notifiy affected 
registrants of RPAR concerns by 
“private communication,” in order to 
“ameliorate the indictment-like 
characteristics of the RPAR process.” 
The Agency does not believe that 
Congress intended the Agency to 
involve parties other than affected 
registrants or applicants in pre-Special 
Review discussions or otherwise to 
publicize its risk concerns during these 
discussions.

Comments submitted by 
environmental groups did not object to 
the private notification concept, so long 
as private discussions are confined to 
scientific issues rather than regulatory 
options and an opportunity for comment 
is provided if the Agency concludes that 
a Special Review is not necessary. 
However, one user group explicitly 
opposed the private notification 
procedure and advocated publication of 
each pre-Special Review notification to 
enable user groups to approach 
registrants and offer assistance in 
defense of /egistration. While the 
Agency does not believe that such an 
approach is legally permissible, nothing 
in section 3(c)(8) or the final rule would 
prevent a registrant from itself notifying 
or seeking assistance from user groups.

Several registrants submitted 
comments supporting the private 
notification procedure. However, two of 
the same registrants also advocated 
public involvement at other junctures in 
pre-Special Review, without accounting 
for the potential inconsistency in these 
positions. For example, one registrant 
first stated that no one other than the 
Agency and the registrant needs to be 
involved until after issuance of a Special 
Review, and then later suggested that 
ERA provide an opportunity for
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‘‘registrants, Agency personnel, grower 
groups, and the public to work together” 
to develop risk reduction measures to 
avert issuance of a Special Review. In a 
similar vein, several registrants 
suggested that EPA present any decision 
to initiate a Special Review to public 
review by the Scientific Advisory Panel 
(SAP).

The Agency could conceivably devise 
segmented pre-Special Review 
procedures which would eliminate the 
apparent conflict in these suggestions. 
For example, the Agency could publish 
each Notice of Special Review as a 
proposal and submit it for public 
comment and SAP review prior to 
issuance. However, the Agency believes 
that any benefits of such a procedure 
would be greatly outweighed by the 
additional delay and expenditure of 
Agency resources. The Agency agrees 
with one comment that expressed 
concern that pre-Special Review could 
become “overly elaborate” and 
redundant with the Special Review 
itself.

The Agency believes that pre-Special 
Review must be limited in scope and 
duration. The basic purpose of the 
private notification procedure is to 
apprise the affected registrant of the 
Agency’s risk concerns and the 
substantive rationale for those concerns 
and afford the registrant reasonable 
opportunity to clarify the evidence or 
dispute the Agency’s scientific 
conclusions. This consultation is not 
intended to be comparable in scope to 
the full Special Review process which 
may follow.

2. Timing of Registrant Response
The proposed rule provided for a 30- 

day comment period following 
preliminary notification to allow 
registrants and applicants to prepare 
and submit a written response. Although 
one environmental group endorsed this 
provision, several industry comments 
stated that 30 days is not enough time to 
prepare a response. Various comments 
proposed that the Agency instead afford 
registrants “not less than” 30 days, 60 
days, or 90 days.

Most comments appeared to interpret 
the 30-day provision as imposing a strict 
deadline for comment. Under this 
provision, the Agency is not required to 
wait more than 30 days before making a 
decision. However, this provision would 
not prevent the Agency from affording a 
registrant more time in appropriate 
circumstances. In fact, one comment 
expressed concern about the possibility 
of lengthy pre-Special Review periods 
and recommended that the Agency 
include in the rule a provision requiring 
the Agency to issue a notice for

publication in the Federal Register and 
open the docket for public review' if 
more than 1 year has elapsed since 
preliminary notification without a 
decision. The Agency has no intention of 
permitting the pre-Special Review 
process to become this protracted.

The Agency believes that 30 days 
should provide sufficient time in most 
instances for registrants to prepare an 
appropriate response. Accordingly, the 
Agency has not revised the 30-day 
comment opportunity provision. In those 
instances where a registrant can 
demonstrate a legitimate need for 
additional time, the provision does not 
prevent the Agency from granting an 
appropriate extension.

3. Benefits in Pre-Special Review
The traditional purpose of the Special 

Review process has been to identify ( 
pesticides which may pose substantial 
risks and then to conduct an intensive 
evaluation of both risks and benefits. 
The Agency, has only limited resources 
available for intensive scientific 
analysis and needs to establish 
priorities by identifying and addressing 
the most serious risks first. The 
proposed rule reflected this basic 
concept.

Although the Agency does not 
presently consider benefits information 
in making its decision whether or not to 
issue a Notice of Special Review, 
inclusion of benefits in the pre-Special 
Review determination might in some 
instances enable the Agency to make a 
determination that the benefits of 
continued use are sufficiently large to 
outweigh any conceivable risk. In such 
instances, consideration of benefits 
would avert issuance of an unnecessary 
Special Review. Although the Agency 
had concerns about including benefits id 
the pre-Special Review process, the 
Agency decided to request comments on 
the utility and practicality of such a 
procedure.

Comments received from industry 
generally favored including benefits 
analysis in pre-Special Review. Some of 
these comments qualified their 
endorsement by indicating that benefits 
information should be considered when 
“readily available” or when “adequate 
data are available.” One registrant 
urged that the Agency provide for 
"flexibility” but not be “obligated” to 
consider benefits information. In 
contrast, comments by environmental 
groups expressed strong opposition to 
inclusion of benefits in the pre-Special 
Review determination. These comments 
stressed the resultant delays in issuance 
of a Special Review and the likely 
inadequacy of the information 
concerning both benefits and risks

which would be available to the Agency 
at this stage of the process.

The Agency has carefully evaluated 
all of the comments received concerning 
the benefits issue. Although the Agency 
appreciates the interest of some 
comments in incorporating benefits in 
the pre-Special Review process, the 
Agency has nevertheless concluded that 
there are compelling reasons not to 
adopt this approach. Some sort of 
determination that a pesticide poses a 
potentially significant risk would still be 
necessary. Otherwise, a Special Review 
would have to be started on each of the 
many pesticides which pose relatively 
modest potential risks but may also 
have minimal benefits. Consideration of 
benefits in pre-Special Review could 
require that this necessary risk 
determination be made an earlier stage 
in the process, creating a sort of pre- 
Special Review. The Agency shares the 
concern expressed in some comments 
that pre-Special Review could become 
too elaborate and come to resemble the 
Special Review process itself.

Given the constraints imposed by 
section 3(c)(8), the Agency would be 
unable to consult during pre-Special 
Review with users and other non- 
registrants from whom it often receives 
significant benefits information. The 
available information concerning risk 
may also be insufficient at the time that 
a potentially significant risk concern is 
first identified to permit any meaningful 
balancing of risks and benefits. Finally, 
and perhaps most significantly, 
expansion of pre-Special Review to 
accommodate formal consideration of 
benefits information would place further 
demands on Agency resources, with 
relatively limited prospects for 
subsequent resource savings, and could 
considerably delay the initiating of 
many Special Reviews.

4. Discussion of Risk Reduction 
Measures

Several industry comments expressed 
an interest in discussions of potential 
risk reduction measures during the 
private pre-Special Review comment 
period as a means of averting issuance 
of a Special Review. One registrant 
suggested that the proposal be revised 
to accommodate explicitly this 
possibility. In contrast, one 
environmental group stated its 
opposition to any “discussion and 
development of regulatory options in the 
non-public pre-Special Review stage.”

Section 154.27(d) of the rule states 
that registrants may propose voluntary 
changes in the terms and conditions of 
registration after issuance of a Special 
Review, and § 154.31(a)(2) explicitly
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accommodates the possibility that the 
Agency may consider such changes a 
satisfactory basis for conclusion of the 
Special Review. The rule neither makes 
provision for, nor precludes submission 
of proposed risk ̂ eduction measures in 
response to a pre-Special Review 
notification. In practice, there may be 
some instances where a registrant 
proposes changes in his registration, in 
response to a preliminary notification, 
which cause the Agency to reconsider 
issuance of a Special Review (e.g., 
elimination of a particular use or use 
practice which is the principal basis for 
the Agency’s risk concerns). However, 
the Agency wishes to reemphasize its 
basic position, as stated above, that pre- 
Special Review discussions should be 
limited in scope and duration, and the 
Agency does not expect to routinely use 
the pre-Special for discussion of 
regulatory measures to reduce potential 
risks.
5. Publication of Proposed Decision Not 
To Initiate Special Review

Preliminary notification under § 154.21 
is intended to afford the registrant a 
private opportunity to persuade the 
Agency that the pesticide in question 
does not satisfy the criteria for issuance 
of a Special Review. Because the public 
is excluded from this private notification 
process, the Agency included in the 
proposal a section providing that the 
Agency will issue for publication in the 
Federal Register a proposed decision not 
to initiate a Special Review and prbvide 
an opportunity for public comment 
before deciding not to initiate a Special 
Review following preliminary 
notification. The Agency also 
specifically requested comments on the 
necessity for the desirability of this 
provision.

The comments received generally 
supported this provision. Environmental 
groups strongly supported it. Two 
registrants opposed the provision on the 
grounds that it would “cause undue 
public concern” or “potential harm” in 
the marketplace. However, a trade 
association and other registrants 
supported the provision on the basis 
that it "would clarify the record and put 
relevant issues to rest.”,The Agency 
agrees with the latter comments and has 
retained the provision.

As part of a September 19,1984 
settlement agreement between the 
parties in NRDC and AFL-CIO  v. EPA, 
et al„ Civil No. 83-1509, U.S. District 
Court for the District of Columbia, the 
Agency agreed to propose language 
providing that a proposed decision not 
to start a Special Review published 
pursuant to § 154.23 would “include a 
description of the concerns which were

the original basis for placement of the 
pesticide in pre-RPAR status and the 
Agency’s rationale for its proposed 
decision.” The proposed rule stated only 
that the proposed decision would 
include the Agency’s “supporting 
reasons.” One of the parties to the 
settlement agreement reguested in its 
comments that the Agency utilize the 
language in the agreement. Since this 
language is more specific and is fully 
consistent with the Agency’s intentions 
in the proposal, the Agency has revised 
§ 154.23 accordingly.
D. Special R eview  Procedures
1. Issuance of Notice of Special Review 
Before Notice of Preliminary 
Determination

The preamble to the proposed rule 
posed the question, “Should the Agency 
omit the Notice of Special Review and, 
instead, make the first public notice the 
Notice of Preliminary Determination?” 
The Agency pointed out that issuance of 
a Notice of Special Review may raise 
public concerns over the continued use 
of a pesticide before the Agency has 
determined what actions, if any, are 
necessary to reduce the risks. On the 
other hand, issuance of a Notice of 
Special Review provides an opportunity 
for the submission to the Agency of 
important decisionmaking information 
and may conserve Agency resources if 
the Agency’s concerns are resolved 
through voluntary acfions by affected 
registrants.

Nine comments responding to this 
question supported continuing the 
issuance of a Notice of Special Review 
as the first public notice. Increased 
opportunity for public participation was 
the reason cited most frequently for 
favoring the Notice of Special Review.
In addition, environmental groups 
supported the Notice of Special Review 
because it provides earlier public 
notification of potential hazards. Some 
registrants supported it because it 
enhances the opportunity for registrants 
to identify and propose voluntary risk 
reduction measures.

One registrant noted that the Notice 
of Special Review may raise public 
concerns about continued use of a 
pesticide which may ultimately be 
determined to be of little or no risk. The 
commenter suggested that the Agency 
privately notify “the manufacturers” in 
lieu of publication of a Notice of Special 
Review and then move to public 
notification of Preliminary 
Determination if further action is 
warranted.

The preliminary notification 
procedure set forth in § 154.21 already 
affords the registrant a private

opportunity to dispute the Agency’s risk 
rationale. Since the Agency does not 
believe it would be appropriate to 
exclude the public deliberately from any 
subsequent discussion of regulatory 
options, a second private notification 
would serve no useful purpose.

In general, the Agency agrees with the 
preponderance of the comments that 
there are sound reasons for issuance of 
a Notice of Special Review and has 
therefore retained this procedure in the 
final rule. However, the Agency also 
believes that there will be 
circumstances where the advantages of 
early public notification and 
participation are outweighed by the 
need for expedited action to abate 
hazards. Accordingly, the Agency has 
also retained § 154.34, which provides 
that the Agency may elect to issue a 
simultaneous Notice of Special Review 
and Notice of Preliminary 
Determination. If the Agency utilizes 
this expedited procedure, the Agency 
will open the pre-Special Review docket 
for public inspection no more than 3 
months after private notification of the 
registrants pursuant to § 154.21(a).

2. Expedited Procedures
The proposed rule set forth in § 154.34 

certain procedures which the Agency 
could utilize to expedite administrative 
action.

The proposed provision gave the 
Agency discretion to issue a 
simultaneous Notice of Special Review 
and a Notice of Preliminary 
Determination. The proposal also 
recognized the Agency’s statutory 
authority to initiate cancellation, 
suspension, or denial proceedings 
concerning a pesticide or any of its uses 
without first conducting a Special 
Review. In the preamble to the proposal, 
the Agency indicated that it was 
“specifically interested in receiving 
comments on the extent to which it 
should be free to deviate in other ways 
from the procedures set forth in this 
proposed regulation.”

A registrant and a user group 
commented on this provision. The 
registrant stated that it ha$ no objection 
to the proposed expedited procedures. 
The user group restated its request that 
it be given the earliest possible 
notification of the Agency’s intention to 
initiate the Special Review process. As 
discussed above, the Agency does not 
believe that it is consistent with the 
legislative history of FIFRA section 
3(c)(8) to publicize immediately its 
decision to notify registrants and 
applicants pursuant to § 154.21 that it 
may initiate a Special Review. In order 
to ensure that the public is not excluded
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from the Special Review processdtself, 
the Agency will generally make the 
docket for pre-Special Review available 
for inspection promptly when it decides 
to issue a simultaneous Notice of 
Special Review and Preliminary 
Determination. Moreover, § 154.34 
provides that the Agency must make the 
docket available no more than 3 months 
after preliminary notification of the 
registrant if the Agency decides to issue 
a simultaneous notice.

Special Review can be a time- 
consuming process and the Agency 
believes there will be situations where 
the public interest in expeditious action 
to abate hazards will outweigh the 
advantages of conducting a full Special 
Review. For this reason, the Agengy has 
retained the language in § 154.34 
permitting the Agency to initiate 
cancellation, suspension, or denial 
proceedings without conducting any 
Special Review. For the same reason, 
the Agency believes that it should be 
able to initiate cancellation, suspension, 
or denial proceedings in instances 
where only a Notice of Special Review 
has been issued. Although the ability of 
the Agency to initiate cancellation, 
suspension, or denial proceedings at any 
time follows logically from the provision 
permitting the Agency to avoid the 
Special Review process in its entirety, 
the proposed rule did not make explicit 
provision for this option. Section 154.34 
of the final rule has been revised 
accordingly. The Agency notes that in 
those instances where the Agency elects 
to initiate cancellation proceedings 
without conducting all or part of a 
Special Review, interested parties 
would still have an opportunity to 
comment on the Agency’s decision in 
the context of public review of the 
notice of intent by the Scientific 
Advisory Panel.

3. Submission of Notice of Final 
Determination to SAP"

One trade association noted that the 
proposed rule provided for referral of a 
proposed cancellation action to USDA 
and SAP at only a single point in the 
Special Review process. This comment 
argued that Agency referral of the 
preliminary determination to USDA and 
SAP does not constitute adequate 
compliance with the referral 
requirements of the statute, and claimed 
that FIFRA requires referral of the final 
Notice of Intent to Cancel to both USDA 
and SAP before it can be issued. The 
comment urged the Agency to include a 
second referral step in the Special 
Review regulations to require review of 
the final Notice of Intent to Cancel by 
USDA and SAP before it is issued. The 
Agency does not agree that the statute

requires review of the final Notice of 
Intent to Cancel by USDA and SAP.
EPA believes that referral of the 
preliminary determination, including a 
proposed form of the Notice of Intent to 
Cancel, generally will suffice.

FIFRA section 6(b) requires the 
Agency to solicit the comments of USDA 
on a proposal to cancel the registration 
of a pesticide before it issues a 
cancellation notice. FIFRA section 25(d) 
requires the Agency to solicit the 
comments of the SAP at the same time it 
seeks comments from USDA. By its very 
nature, the document to be referred to 
USDA and SAP cannot be an actual 
Notice of Intent to Cancel. Such a notice 
cannot be properly issued for at least 30 
days after the referral takes place (or 60 
days if comments are received) and 
must contain USDA’s and SAP’s 
comments on the proposed cancellation, 
if any, as well as the Agency’s response 
to those comments. Thus, any notice 
referred to USDA and SAP must be 
preliminary and may merely propose 
action to be taken. Recognizing this, the 
Agency has consistently referred to * 
USDA and SAP documents accurately 
stating that they are preliminary 
determinations, rather than stating that 
they are legally effective final notices. If 
the substance of a final decision has 
been referred to SAP and USDA, or if a 
final decision is a logical outgrowth of 
what was referred to and the comments 
received from USDA and SAP, the 
Agency does not believe any further 
referral is needed.

The procedures set forth in the 
proposal give SAP and USDA an 
opportunity to comment on and 
influence proposed cancellation 
decisions at the most meaningful stage 
in the process, rather than waiting until 
the end of the Special Review process. 
Moreover, the proposed procedure is 
consistent with the statute, which does 
not require that the proposed 
cancellation action be referred to USDA 
and SAP for comment only 60 days 
before it is issued. Rather, the 60-day 
period is the minimum required, and the 
Agency is free to refer the proposal to 
USDA and SAP at an earlier point in the 
decisionmaking process when their 
comments and recommendations can be 
considered fully and incorporated into 
the final cancellation decision without 
undue disruption.

Since the statute does not require it, 
the Agency is not willing routinely to 
refer cancellation proposals to USDA 
and SAP for multiple rounds of 
comment. The referral process is 
complex and resource-intensive for all 
concerned. Moreover, multiple referrals 
could delay implementation of

necessary risk reduction measures. 
Accordingly, if the Agency were to 
accept the comment’s position, the 
substantive advantages of early referral 
to USDA and SAP would be lost.

The Agency believes that referral of 
the proposed cancellation action at the 
preliminary determination stage fully 
satisfies all statutory requirements. 
Accordingly, the Agency has retained 
the proposed referral procedures in this 
final rule.

4. Petition to Initiate Special Review
The proposed rule included a 

provision at § 154.10 stating that “The 
Administrator may evaluate a pesticide 
under the criteria of § 154.7 either on his 
own initiative, or at the suggestion of 
any interested person.” Two industry 
comments argued that the language of 
this section is too “casual” or "vague” 
and that an interested person should be 
required to submit a written petition 
with supporting evidence.

The sole intention of this section is to 
establish clearly that the Agency may 
decide to evaluate a pesticide for 
possible Special Review in response to 
any communication from a person 
outside the Agency. It is not intended to 
place restrictions on the form such a 
communication may take or to create 
any substantive rights with respect to 
subsequent Agenty actions. The Agency 
notes that it would probably be 
necessary for a petition to be submitted 
formally in writing with supporting 
evidence if the petitioner wishes to 
create an appropriate record for 
subsequent review.

5. Deadlines
In the preamble of the proposed rule, 

the Agency solicited comments on 
whether the Special Review processes 
the best administrative means of 
reviewing pesticides which pose special 
risk concerns. To determine whether 
some other administrative mechanism 
should be considered as an alternative 
to the current process, the Agency asked 
if the Special Review process is a fair, 
effective, and expeditious procedure for 
the review of pesticides.

Comments generally agreed that the 
Special Review process is designed to 
be fair and effective. There were no 
substantive proposals for another 
mechanism as an alternative to the 
current process. Several comments 
suggested that the process would be 
more expeditious if additional time 
limits were set for certain portions of the 
Special Review process. In particular, 
some comments suggested that time 
frames be established for action by the 
Agency* One comment also suggested
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that the Agency impose specific 
deadlines for public comment on the 
Notice of Special Review and the Notice 
of Preliminary Determination.

Another comment stated that it is not 
desirable for the Agency to sacrifice 
thoroughness in order to meet deadlines. 
The Agency strongly agrees with this 
comment. The Agency seeks to conduct 
Special Reviews expeditiously, but not 
at the cost of sacrificing scientifically 
sound regulatory decisions. The time 
required for the Agency to complete a 
particular Special Review is influenced 
by factors which are unique for each 
pesticide. These factors include, but are 
not limited to, the number and nature of 
use sites and application methods, the 
nature of the risks of concern, and the 
completeness of the data bases which 
may be required for the Agency to make 
a final regulatory judgment.

Mandatory deadlines for Agency 
review would unduly reduce the 
Agency’s flexibility in administering the 
Special Review process. The Agency 
would be constrained in setting rational 
priorities for its resources and in its 
ability to redirect its focus to emerging 
problems. The Agency might have to 
consider deferring issuance of some 
Special Reviews. As noted above, one 
comment stated that this sort of “gate- 
keeping” would damage the credibility 
of the process. Therefore, the Agency 
declines to establish by rule specific 
deadlines for Agency action. As for 
deadlines for comment, the Agency 
prefers to select appropriate time limits 
for comment on each Special Review 
determination on a case-by-case basis.
E. Scope o f Special Review
1. New Active Ingredients

In its proposal, the Agency requested 
comments on two issues involving the 
relationship between applications for 
registration of products containing new 
active ingredients and the Special 
Review process. These were: (1) 
Whether and under what circumstances 
the Agency should register a new active 
ingredient during the pendency of 
Special Review, and (2) whether the 
Agency should omit the Notice of 
Special Review and go directly to a 
Notice of Preliminary Determination for 
new active ingredients.

Rather than directly addressing these 
two questions, a number of comments 
instead questioned whether Special 
Review should be applied to new active 
ingredients at all. Some industry 
representatives expressed concerns 
about the adverse economic impact if 
potential risks are disclosed prior to 
registration and delays attributable to 
Special Review procedures. Although

these comments appeared to recognize 
that a detailed evaluation of risks and 
benefits would be necessary in 
instances where new active ingredients 
may pose significant risks, they 
questioned the need for a public Special 
Review in circumstances where thé 
pesticide is not registered and the public 
is not currently exposed. Rather than a 
Special Review, these comments 
suggested that risk concerns about new 
active ingredients could be addressed as 
part of the "registration process." In 
contrast, an environmental group 
commented that new active ingredients 
should be subjected to the same Special 
Review procedure as existing pesticides.

In addition to providing timely 
information to the public concerning 
potential hazards, Special Review is 
also intended as a vehicle for public 
participation in regulatory decisions. If 
the Agency were to address its risk 
concerns for new active ingredients in 
the context of the “registration process,” 
this could effectively exclude the public 
from the Agency’s decisionmaking 
process. In instances where a new 
pesticide does not appear to pose 
significant risk concerns and the 
applicant has requested that data 
submitted in support of his application 
be received and maintained in 
confidence, the Agency generally does 
not disclose such data until after the 
product has been registered. 
Accordingly, the procedures utilized by 
the Agency to process an application for 
registration of a new active ingredient 
do not normally provide for substantial 
public participation.

One industry trade association 
suggested that the Agency invite public 
participation at the time that the Agency 
issues for publication a notice that it has 
received an application for registration 
of a new active ingredient pursuant to 
FIFRA section 3(c)(4) or when it issues 
for publication a notice that such an 
application has been approved pursuant 
to 40 CFR 162.7(d)(3). However, neither 
of these suggestions offers any 
opportunity for meaningful public 
involvement. At the time the initial 
notice of application is published, the 
Agency has not had an opportunity to 
evaluate supporting data and thus could 
not provide any useful information 

. concerning potential risk concerns. * 
Moreover, it should be readily apparent 
that permitting public comment after the 
Agency has already registered a product 
does not provide for public participation 
in the Agency’s decisionmaking process.

The Special Review process provides 
an appropriate vehicle for public 
involvement in difficult risk-benefit 
decisions concerning new pesticides. In 
some instances the Agency may simply

elect to deny an application for 
registration of a-new active ingredient 
without conducting a Special Review, 
and the public will be afforded an 
opportunity to participate if the 
applicant requests a denial hearing 
pursuant to section 3(c)(6). New active 
ingredients will be most often placed in 
Special Review in instances where the 
Agency has determined that the 
pesticide may pose a sigpificant risk as 
defined in § 154.7 but has not yet 
determined whether or not to deny 
registration. Of course, if an applicant 
for registration of a new pesticide 
receives preliminary notification that 
the Agency is contemplating Special 
Review, the applicant will have the 
option of withdrawing his application 
pending development and submission of 
additional supporting data.

No comments were received 
supporting the Agency’s suggestion that 
a new product might sometimes be 
registered despite unresolved Special 
Review issues, and several comments 
explicity opposed the concept. One 
registrant suggested that the Agency 
could instead use an emergency 
exemption pursuant to FIFRA section 18 
in sufficiently compelling circumstances. 
Although the rule does not explicitly 
prohibit the Agency from registering a 
product with unresolved risk concerns, 
the Agency will generally be. reluctant to 
take any action which would permit use 
of a product before the Agency has 
completed its evaluation of potential 
hazards.

Comments received in response to the 
Agency’s suggestion that it might 
eliminate the Notice of Special Review 
for new active ingredients and proceed 
directly to a Notice of Preliminary 
Determination were supportive. An 
environmental group commented that 
the Agency should have discretion to 
begin with the Notice of Preliminary 
Determination, because public 
notification is less important when there 
is no human or environmental exposure. 
One registant took the position that new 
active ingredients should not be subject 
to Special Review, but added that a 
Notice of Preliminary Determination 
should be sufficient in any event “since 
there is no use experience or data to 
draw on from the public sector.” As 
noted above, the Agency has retained in 
the final rule the provision that affords 
the Agency discretion to combine the 
Notice of Special review and the Notice 
of Preliminary Determination in 
appropriate circumstances. The Agency 
is particularly likely to utilize this 
expedited procedure for new active 
ingredients.
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2. Consideration of Alternatives
The Agency stated in the preamble to 

the proposed rule that it will generally 
attempt during Special Review to 
evaluate the risks and benefits of 
alternatives when necessary 
information is available and the 
analysis of alternatives can be 
completed in a timely fashion. The 
Agency also noted that information on 
alternatives will be more readily 
available in the future because Special 
Reviews will often arise out of 
preparation of Registration Standards 
and Registration Standards will be 
scheduled by use category pursuant to 
the “cluster concept.”

One comment suggested that the 
proposed rule be revised to include* 
explicitly the authority to evaluate 
alternatives. The Agency does not 
understand why that person thought 
such explicit authority is necessary 
unless he was assuming that alternative 
pesticides would thereby be themselves 
placed in Special Review. The Agency 
does not intend to put alternative 
pesticides in Special Review unless such 
pesticides themselves pose risk 
concerns sufficient to meet the 
applicable criteria. Furthermore, the 
Agency believes that it has full authority 
otherwise to consider the risks and 
benefits of all alternatives during 
Special Review of a particular pesticide.

One comment suggested that the 
Agency revise the rule to include “a 
requirement that available alternatives 
will be considered in the Special Review 
process, where doing so will not delay 
unreasonably the implementation of risk 
reduction measures.” In contrast, 
another comment noted that evaluation 
of all alternatives could be very time- 
consuming and involved for some major 
crop uses and suggested that the Agency 
should first determine whether or not 
alternatives are likely Jo  raise 
comparable risk issues. The availability 
of a less hazardous or more efficacious 
alternative may be a critical factor in 
some Special Reviews, and the Agency 
will consider pertinent information 
concerning risks and benefits of 
alternatives as part of the Special 
Review process whenever such 
information is available and can be 
evaluated in a timely manner. However, 
the Agency prefers to make decisions 
concerning the analysis of alternatives 
on a case-by-case basis and therefore 
declines to amend the rule formally to 
require consideration of alternatives.

P- Public Participation and Docketing
The Agency proposed in § 154.15 to 

establish a docket designed to provide 
an expanded opportunity for public

participation in the Special Review 
process. In general, comments indicated 
favorable reactions to establishment of 
a public docket.
1. Definition of “Person”

Several comments suggested that the 
definition of "person” as stated in 
§ 154.3(e) could be interpreted to 
excluded groups such as trade 
associations, grower organizations, and 
governmental bodies from actively 
participating in the Special Review 
process. It was not the Agency’s 
intention to exclude the groups cited 
above and the Agency has amended the 
rule accordingly.

2. Inclusion of Government Contacts in 
Docket

The public docket which the Agency 
will establish for each Special Review 
pursuant to § 154.15 will include written 
communications and memoranda 
summarizing meetings concerning the 
Special Review. One comment 
recommended that the Agency also 
include in the docket communications 
and contacts with personnel in State 
and other Federal agencies, and elected 
officials and their staffs at all levels of 
government.

EPA declines to modify the rule as 
suggested by the comment. The 
Agency’s decisionmaking process relies 
on free and unlimited consultation with 
other Federal agencies, States, and local 
authorities. To include such 
consultations in the public docket could 
interfere with or compromise the 
Agency’s pre-decisional deliberative 
process. The majority of meetings and 
communications with other Federal 
agencies, and with State and local 
government personnel, are deliberative 
in nature. As such, they are excluded at 
Agency discretion from disclosure to the 
public under the Freedom of Information 
Act (FOIA). The Agency does not 
believe it prudent to obligate itself to 
broad and all-inclusive disclosure, 
through a public docket, of information, 
or materials that it might not disclose 
under FOIA.

EPA emphasizes that this decision is 
not intended to, and does not, preclude 
the Agency from including such 
materials in the docket when 
appropriate. For example, 
communications between the Agency 
and members of Congress or their staffs 
seldom are deliberative in character and 
will generally be included in the public 
docket. In addition, if a State or Federal 
agency assumes an advocacy role with 
respect to a particular Special Review, 
meetings and communications with the 
Agency would be less likely to bet 
deliberative in nature and the Agency

may elect to inclyde them in the public 
docket.

3. Public Availability

Section 154.15(e) provides for public 
access to Special Review dockets. The 
Agency will distribute docket indices by 
mail to members of the public Who have 
specifically requested them and will 
process requests for materials in the 
public docket under the Freedom of 
Information Act. One comment 
complained that the processing of FOIA 
requests is too slow and requested that 
the Agency adopt a special procedure to 
make the docket available by mail to 
persons interested in Special Reviews 
who do not reside in the Washington,
DC area.

The Agency disagrees that FOIA 
procedures will consume an inordinate 
amount of time for materials in the 
public docket. One reason that FOIA 
procedures may seem unduly protracted 
is that documents responsive to an 
FOIA requests may contain confidential 
business information (CBI) which must 
be purged before the documents can be 
publicly disclosed or released to a 
requester. A second reason is that 
requested materials must often be 
obtained from a number of Agency 
records located in different areas and 
the compilation of a voluminous request 
may thus delay response.

In the case of requests for material in 
a public docket, neither situation will 
arise. Material in the docket will have 
been purged of claimed CBI, and may be 
released without notice to any person. 
Further, it will be kept in a central 
location. Thus, an FOIA request for 
docket materials can be fulfilled rapidly.

The Agency has, however, clarified 
the rule by revising § 154.5(e) to state 
explicity that the public may copy 
materials contained in the public docket.

4. Confidential Business Information
The proposed rule provided in 

§ 154.15 that information claimed by the 
submitter to consist of trade secrets of 
confidential commercial or financial 
information under FIFRA section 10(b) 
or 5 U.S.C. 552(b) (3) or (4) (hereinafter 
“confidential business information” or— 
"CBI”) would be deleted from materials 
pertaining to a Special Review prior to 
incorporation in the public docket for 
that Special Review. One comment 
suggested that the Agency should 
evaluate each claim and delete from 
docket materials only that information 
which the Agency determines is legally 
entitled to confidential treatment. This 
suggestion is impracticable.

FIFRA section 10(c) and Agency 
regulations implementing the Freedom
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of Information Act set forth at 40 CFR 
Part 2 establish procedures which the 
Agency must follow in making 
determinations concerning the 
legitimacy of confidentiality claims. 
Because of the volume of information 
submitted to the Agency and claimed as 
confidential by the submitter, the 
Agency generally does not initiate these 
formal procedures unless it receives an 
FOIA request or it determines that 
particular information claimed as CBI 
should be made available to the public. 
Moreoever, these procedures require 
that the Agency afford the submitter an 
opportunity to substantiate its 
confidentiality claim and at least 30 
days advance notice prior to releasing 
any claimed CBI. In contrast, the 
Agency’s proposed docketing 
procedures provided that Special 
Review material excluding claimed CBI 
would be incorporated in the docket 
with either 10 or 15 days.

The Agency believes that prompt 
incorporation of materials in the public 
docket will enhance public 
participation. If the Agency receives an 
FOIA request for excluded information 
or otherwise decides to evaluate the 
legitimacy of a particular confidentiality 
claim, the Agency will employ the 
procedures established by 40 CFR Part 2 
and FIFRA section 10(c) and will 
incorporate in the public docket any 
information which it determines is not 
entitled to confidential treatment.

The Agency recognizes that exclusion 
of claimed CBI from docket materials 
offers a potential opportunity for a party 
to impede the Agency’s policy of public 
disclosure by assertion of frivolous or 
overly broad confidentiality claims. In 
such an event, the Agency may elect to 
require prompt substantiation of claims 
even though no member of the public 
has specifically requested the excluded 
material. Moreover, § 154.27(f) provides 
that the Agency may decline to meet 
with any party who it decides has 
asserted unreasonable CBI claims for 
the purpose of circumventing the 
docketing provisions.

The proposed Special Review rule and 
the proposed rule concerning public 
participation in development of 
Registration Standards published in the 
Federal Register on the same day (50 FR 
12208) both provided that information 
claimed by the submitter,to consist of 
trade secrets or confidential commercial 
or financial information would be 
excluded from material incorporated in 
the docket. However, the Special 
Review rule used the term “confidential 
business information” to refer to 
information claimed as confidential 
under FIFRA section 10(b) or 5 U.S.C.
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552(b) (3) or (4), while the Registration 
Standards rule defined “confidential 
business information” as information 
actually consisting of trade secrets or 
confidential commercial information 
under these sections. The Agency 
believes that the latter terminology is 
less confusing and more consistent with 
common usage and has therefore 
revised the final Special Review rule 
accordingly. The Agency has also 
incorporated in the final rule at 
§ 154.10(c) specific procedures which 
submitters must follow in asserting CBI 
claims.

One comment stated the belief that 
information on pesticide use volume and 
use practices is critical in evaluation of 
exposure and noted that such 
information may be claimed a CBI by 
the submitter. The comment 
recommended that the Agency declare 
that information on use patterns “shall 
not be deemed CBI once the Agency has 
initiated a pre-Special Review 
assessment.” The comment expressed 
concern that other State and Federal 
agencies might otherwise not have 
access to use information to assist them 
in monitoring efforts.

Classification of information as CBI 
depends on specific factual 
determinations and is not a matter of 
Agency discretion. The Agency has no 
legal authority to declare that 
information which satisfies the factual 
predicate for classification as CBI is not 
CBI. The Agency does have authority 
under section 10(d)(2) to decide that 
“information concerning production, 
distribution, sale, or inventories of a 
pesticide that is otherwise entitled to 
confidential treatment” under section 
10(b) will be disclosed in connection 
with a Special Review proceeding if the 
Agency “determines that such 
disclosure is necessary in the public 
interest.” However, any such decision is 
subject to judicial review.

The Agency believes that a 
determination that disclosure of CBI is 
in the public interest should be based on 
a case-by-case balancing of the likely 
adverse impacts and the potential 
benefits of disclosure. The Agency does 
not believe that it would be responsible 
to declare that all CBI in any particular 
category will be disclosed whenever the 
Agency considers issuance of a Special 
Review. As for the other concern 
expressed by the comment, the Agency 
believes that it may share use 
information claimed as CBI with other 
Federal and State agencies so long as 
adequate precautions are taken to 
ensure that the information will be 
maintained in confidence.
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In the preamble to the proposed rule, 
the Agency noted that it may require 
persons who wish to inspect the docket 
to execute an affirmation of non- 
multinational status pursuant to FIFRA 
section 10(g). Section 10(g) generally 
prohibits the Agency from knowingly 
furnishing information submitted to the 
Agency by an applicant or registrant to 
any person employed by or representing 
a multinational business or entity 
engaged in production, sale, or 
distribution of pesticides without the 
consent of the submitter. This provision 
is intended to constrain the ability of 
multinational pesticide companies to 
obtain information developed by other 
applicants or registrants for submission 
in support of registration in other 
countries.

One comment objected to the 
Agency’s statement that it may require 
persons inspecting a Special Review 
docket to execute an affirmation of non
multinational status because section 
10(g) also authorizes the Agency to 
disclose information submitted by an 
applicant or registrant to anyone, if the 
information is not otherwise exempt 
from disclosure and “is relevant to the 
determination by the Administrator with 
respect to whether a pesticide, or any 
ingredient of a pesticide, causes 
unreasonable adverse effects on health 
or the environment.” The Agency agrees 
that this provision permits the Agency to 
disclose information submitted by an 
applicant or registrant to a multinational 
business or entity if the information is 
relevant to a Special Review. However, 
the Agency will evaluate the need for 
such disclosure and the consistency of 
disclosure with the intent of section 
10(g) on a case-by-case basis, and may 
require that a person execute an 
affirmation of non-multinational status, 
or that a multinational representative 
provide other assurances in lieu thereof, 
before inspecting a Special Review 
docket.

5. Burden on Agency Resources

One comment expressed concern that 
creation and maintenance of .a public 
docket for each Special Review will be 
costly in terms of Agency resources. The 
Agency acknowledges that there will be 
some additional burden imposed upon 
its resources by the public docket 
procedures. However, because the 
Agency wishes to encourage public 
access to and participation in the 
Special Review process, this effort is 
viewed as a necessary expenditure of 
resources. In addition, the docket 
procedures will assist the Agency in 
responding in a timely manner to 
requests for Special Review material
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submitted under the Freedom of 
Information Act.

IV. Statutory Review
A. U.S. Department o f Agriculture

As required by FIFRA sec. 25(a)(2)(B), 
a copy of this final regulation was 
provided to the Secretary of Agriculture 
for review on October 17. The 
Department of Agriculture submitted 
written comments to the Agency on 
Novem berl3,1985. Under a court- 
approved settlement agreement between 
the parties in NRDC and AFL-CIO  v. 
EPA, et at., Civil Number No. 83-1509,
U. S. District Court for the District of 
Columbia, the Agency is obligated to 
take final action with respect to this 
regulation by November 19,1985. 
Accordingly, it is not practicable to 
publish the Department of Agriculture’s 
comments and the Agency’s response 
here. Nevertheless, the Agency has 
decided that it is appropriate to respond 
to the Department of Agriculture. A 
copy of these comments and the 
Agency’s response will be placed in the 
public docket for this rulemaking.

B. Scientific A dvisory Panel
The FIFRA Scientific Advisory Panel 

waived its review of this final rule.

C. Congressional Committees
As required by FIFRA sec. 25(a), a 

copy of this final rule was provided to 
the House Committee on Agriculture, 
and the Senate Committee on 
Agriculture, Nutrition and Forestry.
V. Regulatory Review Requirements

A. Executive O rder12291
Under Executive Order 12291, EPA 

must judge whether a regulation is 
“major” and therefore subject to the 
requirement of a Regulatory Impact 
Analysis. EPA has determined that this 
is not a major regulation as defined by 
Executive Order 12291. This Rule was 
submitted to the Office of Management 
and Budget (OMB) for review, as 
required by Executive Order 12291.

B. Regulatory F lexibility A ct
Under the Regulatory Flexibility Act, 

(15 U.S.C. 601, Pub. L. 96-354), EPA 
hereby certifies that this Rule would not 
have a significant impact on a 
substantial number of small entities. 
EPA has concluded that the number of 
pesticide registrants subject to a 
particular Special Review would not be 
increased as a consequence of the 
promulgation of the revisions proposed 
here, and that the review criteria and 
procedures would not have any 
disproportionate effect on those 
pesticide registrants that can be

classified as small entities under the 
Act.
C. Paperwork Reduction A ct

This Rule does not contain any 
information collection requirements 
subject to OMB review under the 
Paperwork Reduction Act of 1980, 44 
U.S.C. 3501 et seq.
List of Subjects In 40 CFR Parts 154,162, 
and 172

Administrative practices and 
procedures, Intergovernmental relations, 
Labeling, Packaging and containers, 
Pesticides and pests, Recordkeeping and 
the reporting requirements, Research, 
Special review.

Dated: November 19,1985.
A. James Barnes,
Acting Administrator.

Therefore, Chapter I of Title 40 of the 
Code of Federal Regulations is hereby 
amended as follows:

I. By adding Part 154 to read as 
follows:

PART 154— SPECIAL REVIEW 
PROCEDURES

Subpart A— General Provisions 

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

determinations under this part.
154.7 Criteria for ixiitiation of Special 

Review.
154.10 Petitions to begin the Special Review 

process.
154.15 Docket for the Special Review. 
Subpart B— Procedures 
154.21 Preliminary notification to: registrants 

and applicants for registration.
154.23' Proposed decision not to initiate a 

Special Review.
154.25 Public announcement of final 

decision whether to initiate a Special 
Review.

154.26 Comment opportunity.
154.27 Meetings with interested persons. 
154.29 Informal public hearings.

• 154.31 Notice of Preliminary Determination.
154.33 Notice of Final Determination.
154.34 Expedited procedures.
154.35 Finality of determinations.

Authority: 15 U.S.C. 136a, d,. and w.

Subpart A— General Provisions

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

Special Review process is to help the 
Agency determine whether to initiate 
procedures to cancel, deny, or reclassify 
registration of a pesticide product 
because uses of that product may cause 
unreasonable adverse effects on the 
environment, in accordance with 
sections 3(c)(6) and 6 of the Federal

Insecticide, Fungicide, and Rodenticide 
Act (FIFRA), The process is intended to 
ensure 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 Review 
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 determination 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 completion 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 definitions 
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.

(e) 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 
Administrator.

(d) The term “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).

(e) The term "other significant 
evidence” means factually significant 
information that relates to the uses of 
the pesticide and their adverse risk to 
man or to the environment but does not 
include evidence based only on misuse 
of the pesticide unless such misuse is 
widespread and commonly recognized 
practice.

(f) The term “person” means and 
applicant, registrant, manufacturer, 
pesticide user, environmental group, 
labor union, or other individual dr group 
of individuals interested in pesticide 
regulation.
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(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 application 
for registration is pending, and the terms 
and conditions (or proposed terms and 
conditions) of registration for the use.

(h) “Terms and conditions of 
registration” means the terms and 
conditions governing lawful sale, 
distribution, and use approved in 
conjunction with registration, including 
labeling, use classification, composition, 
and packaging.

(i) The term “validated test” means a 
test determined by the Agency to have 
been conducted and evaluated in a 
manner consistent with accepted 
scientific procedures.

§ 154.5 Burden of persuasion in 
determinations under this part

In making determinations under this 
Part the Administrator shall be guided 
by the principle that the burden of 
persuasion that a pesticide product is 
entitled to registration or continued 
registration 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 account the 
ingredients, impurities, metabolites, 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 
humans an oncogenic, heritable genetic, 
teratogenic, fetotoxic, reproductive 
effect, or a chronic or delayed toxic 
effect, which risk is of concern in terms 
of either the degree of risk to individual 
humans or the number of humans at 
some risk, based upon:

(i) Effects demonstrated in humans or 
experimental animals.

(ii) Known or predicted levels of 
exposure of various groups of humans.

(in) The use of appropriate methods x>f 
evaluating data and relating such data 
to human risk.

(3) May result in residues in the 
environment of nontarget organisms at 
levels which equal or exceed 
concentrations 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 
species or from other appropriate data.

(4) May pose a risk to the continued 
existence of any endangered or 
threatened species designated by the 
Secretary 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 
habitat 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 
humans or to the environment which is '  
of sufficient magnitude to merit a 
determination whether the use of the 
pesticide product offers offsetting social, 
economic, and environmental benefits 
that justify initial or continued 
registration.

(b) In making any determination that a 
pesticide use satisfies one of the criteria 
for issuance of a Special Review 
specified by paragraph (a) of this 
section, the Administrator, shall 
consider available evidence concerning 
both the adverse effect in question and 
the magnitude and scope of exposure of 
humans and nontarget organisms 
associated 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 person.

§ 154.15 Docket for the Special Review.

(a) Establishm ent o f 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 pesticide.

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

(1) The Notice of Slpecial 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 
information claimed to be confidential 
business information) referred to by the 
Agency in those notices as relied upon 
by the Agency in reaching its 
determination.

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

(5) Any written response to the Notice 
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 
government which concerns a pending 
pre-Special Review or Special Review 
decision. 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 meeting, 
the subject matter of the meeting, and 
the person who prepared the 
memorandum. Except for information 
claimed to be confidential business 
information, each memorandum shall 
describe fully and accurately all 
significant positions taken, arguments 
made, and facts presented by each 
participant in the meeting, and shall 
identify all documents, proposals, or 
other materials distributed or exchanged 
at the meeting. Any discussion of 
claimed confidential business 
information shall be identified in 
meeting notes and referenced 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 
decision, provided by the Agency to any 
person or party outside of government 
(other than information claimed to be 
confidential business information).

(c) Assertion o f confidential business 
information claims. (1) Information, 
comments, 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 information rests 
with the submitter, or, in meetings, with 
the participants who wish to assert a 
claim of confidentiality.

(2) To assert a claim of confidentiality 
for all or any part of a written 
submission concerning a Special 
Review, the submitter must furnish three 
copies of the material. Two copies must 
be complete, with claimed confidential 
business information clearly marked in 
the text. Items in the document that are
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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 paraphrasing the 
remaining text. The deletions should be 
consecutively numbered to correspond 
to' the numbering of the complete copies. 
Each copy must be marked on the cover 
as to whether it contains claimed 
confidential business information.

(3) Any written material concerning: a 
Special Review received by the Agency 
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 o f m aterials in the  
docket. 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 
materials included in the docket. The 
index will include a list identifying, for 
each meeting between Agency 
personnel and a person or party outside 
of government for which a memorandum 
has been prepared, the date, the subject, 
participants, and' person who requested 
the meeting. The index will also list any 
document included in.the docket by its 
title, its source, its recipient, and the 
date it was received or provided by the 
Agency.

(f) Access to the docket. (l)(i) For each 
chemical in Special Review, the docket 
shall be available for public inspection 
and copying and its index kept current 
and made vailable to the public on 
request. The docket and index for any 
pesticide for which the Agency has 
issued a pre-Special Review notification 
under § 154.21 will only be made 
available for public inspection and 
copying following issuance of a 
proposed decision not to start a Special 
Review under § 154.23, a Notice of 
Special Review under § 154.25(c), or as 
otherwise 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 
compendium of indices for new 
materials in the public docket by mail, 
on a monthly basis, to those members of 
the public who have specifically 
requested such* material. The Agency 
will announce the availability of docket 
indices both annually in the Federal 
Register and in each Federal Register 
Notice concerning pre-Special Review or 
Special Review for specific pesticides. 
The Agency may also periodically 
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 registration.

(a) Prelim inary notification. If the 
Administrator decides that he may 
initiate a Special Review of a pesticide 
use, he shall send written notice by 
certified mail to the affected 
registrant(s) and applicant(s) setting 
forth his decision and a general 
description of the information which 
supports it.

(b) Comment opportunity.
Registrant(s) and applieant(s) will be 
allowed 30 days from the receipt of 
notification to respond in writing to 
dispute the validity of the Agency’s 
conclusions or to- present information in 
response to the notification.

§ 154.23 Proposed decision not to initiate 
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 
publication 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 
decision, announce the availability of a 
public docket, and provide a period 
generally not less than 30 days for 
submission 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 
section shall not be based on the 
benefits of use of a pesticide product.

§ 154.25 Public annou ncem ent o f final 
d ecisipn w hether to  initiate a Sp ecial 
Review.

(a) The Administrator shall evaluate 
the available information and the 
comments received in response to the 
notice under § 154.21 and any notice 
issued under § 154.23, and shall issue for 
publication in the Federal Register a 
notice under paragraph (b) or (e) 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 statement 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 
publication 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 criteria 
have been satisfied.

(3) A statement indicating that EPA 
has established a docket for the Special 
Review, the contents of the docket, 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 
associated 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 
affirmative burden of supporting 
registration of a pesticide product.

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

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

§ 154.26 Com m ent opportunity.

After issuance of a  Notice of Special 
Review  that applies to a use of a 
pesticide product (or category of 
products), 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 composition, 
labeling, packaging, and restrictions on
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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, labeling, 
packaging, and restrictions on use were 
approved in accordance with an 
application for registration or amended 
registration pending before the Agency. 
For further information see § 154.27(b).

(c) W hether any risks posed by the 
use or proposed use of the product that 
satisfy the § 154.7 risk criteria are 
unreasonable, taking into account the 
economic, social, and environmental 
costs and benefits of the use of the 
product.

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

§ 1 5 4 .2 7  M eetings with in terested  
p erson s.

(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 
decisionmakers 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 
government, including registrants and 
manufacturers, users, trade unions, 
environmental groups and other 
interested persons, to obtain 
information, exchange views, explore 
factual and substantive positions, or 
discuss regulatory options concerning 
Special Review decisions.

(b) Meetings betw een EPA and any 
person or party outside of government 
will not result in undue delay in 
reaching 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 
information and recommendations from 
persons or parties outside of 
government; however, the Agency will 
make the final administrative decision 
on a wholly independent basis and in 
accordance 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 
information, to respond to presentations 
by other persons, or to discuss what 
regulatory actions should be taken 
regarding 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 
pesticide product, the Agency will 
prepare and file in the docket a

memorandum of such meeting, meeting 
the requirements 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 
believes 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 
person 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 
person or party may submit written 
comments to the Agency regarding the 
subject 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 necessary to protect public 
health or the environment, or if the 
Agency has invited other parties with 
potentially opposing 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 
circumventing the docketing procedures 
described 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 
Determination, the Administrator may 
conduct an informal public hearing to 
gather relevant information or otherwise 
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 information:

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

(2) A brief description of the 
procedures 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 N otices o f Preliminary 
D eterm ination.

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

(a) Contents o f notice. The Notice of 
Preliminary Determination shall respond 
to all significant comments submitted in 
response to the Notice of Special 
Review. For each use of a pesticide 
product that was the subject of the 
Notice of Special Review, the Notice 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 
pesticide product that were proposed in 
an application for new or amended 
registration submitted after issuance of 
the Notice of Special Review would 
reduce 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 
determination of whether the adverse 
effects posed by the use are 
unreasonable, taking into account the 
economic, social, and environmental 
costs and benefits of the use of the 
product, and a discussion of reasons for 
the determination,

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

(5) A statement that the Administrator 
is requesting comments from the 
Secretary of Agriculture and the- 
Scientific Advisory Panel on the notices 
and analysis specified in paragraph (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 
•comments).

(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 o f 
Agriculture and Scientific A dvisory 
Panel. If the Administrator proposes to 
cancel, deny, or change the
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classification of the registration 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 
Notice of Intent to Cancel, a Notice of 
Intent to Deny Registration, a Notice of 
Intent to Hold a Hearing, and/or a 
Notice 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, retail 
food prices, and otherwise on the 
agricultural economy.

(3) Send the proposed notices and 
analysis to the Secretary of Agriculture 
and the Scientific Advisory Panel foY 
comment, as provided by the Act.

(4) Send the Notice of Preliminary 
Determination and the other notices and 
analysis prepared under this section 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 
Determination for publication in the 
Federal Register.

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

registrants and applicants. The 
Administrator shall prepare a Notice of 
Final Determination after the close of 
the comment period on a Notice of 
Preliminary Determination. As 
necessary, the Administrator shall also 
prepare Notices of Intent to Cancel, 
Notices of Denial, Notices of Intent to 
Hold a Hearing under FIFRA section 
6(b)(2), or Notices of Intent to Change 
Classification.

(b) Contents. The Notice of Final 
Determination shall include:

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

(2) Any comments submitted by the 
Secretary of Agriculture or the Scientific 
Advisory Panel, and the responses 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, 
applicants for registration, and other 
interested persons concerning the 
procedures which will be used to 
implement any regulatory action which 
the Administrator has decided upon, 
including instructions concerning how to 
request hearings, if hearings are

available as of right under the Act or 
have been made available by the 
Administrator 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 o f 
registrants and applicants. The Notice 
of Final Determination and any Notice 
of Intent to Cancel, Notice of Denial, 
Notice of Intent to Hold a Hearing, or 
Notice of Intent to Change Classification 
shall be published in the Federal 
Register. If the Administrator issues a 
Notice of Intent to Cancel, Notice of 
Denial, Notice of Intent to Hold a 
Hearing, or Notice of Intent to Change 
Classification, such notice, along with 
Ihe Notice of Final Determination, also 
shall be sent by certified mail to all 
affected 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 
simultaneously; or, to initiate 
cancellation, suspension, or denial 
proceedings concerning a pesticide or 
any of its uses without first conducting a 
Special Review or issuing a Notice of 
Preliminary Determination.

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

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

approve an ajpplication for registration 
or amended registration of a pesticide 
product except by use of the procedures 
specified in paragraph (c) of this section, 
if:

(1) The application proposes 
registration of a product for a use which 
earlier had been the subject of a notice 
under § 154.21(a);

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

(3) The application for registration or 
amended registration now proposes that 
the terms and conditions which served 
as the basis of the earlier determination 
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 
approve an application for registration 
or amended registration of a pesticide 
product except by use of the procedures 
specified in paragraph (c) of this section, 
if:

(1) The application proposed 
registration of a product for a use which 
earlier 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 
applicant for registration or amended 
registration to change the terms and 
conditions of registration of the product 
in a way which would reduce the risk 
sufficiently to eliminate the need for 
issuance of a notice under FIFRA 
section 3(c)(6) or 6(b); and

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

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

(1) The-Administrator issues a notice 
for publication in the Federal Register 
which describes why the application is 
subject to the provisions of this section, 
states that the Administrator proposes 
to approve the application and his 
reasons, solicits public comment on 
whether the application should be 
approved, and provides a period 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 notice for 
publication in the Federal Register 
responding to the comments.

PART 162— REGULATIONS FOR THE 
ENFORCEMENT OF THE FEDERAL 
INSECTICIDE, FUNGICIDE, AND 
RODENTICIDE ACT

II. In Part 162:
1. The authority citation for Part 162 is 

revised to read as follows:
Authority: 15 U.S.C. 136d, q, s, v, and w.

§162.11 [Amended]

2. In § 162.11 by removing paragraphs 
(a) and (b) and,designating them 
“[Reserved].”
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§ 162.6 [Amended]

3. In § 162.6(b)(5)(h) by changing the 
cross reference from § 162.11(a)(3) to
§ 154.7 of this chapter.

§ 162.43 [Amended]

4. In § 162.43(f)(l)(i)(A)(2) by changing 
the cross reference from § 162.11(a)(3) to 
§ 154.7 of this chapter.

§ 162.45 [Amended]

5. In § 162.45:
a. By changing the cross references in 

paragraph (d)(1) from § 162.11(a)(3) and 
§ 162.11(a)(1) to § 154.7 of this chapter 
and § 154.21 of this chapter, 
respectively.

b. By changing the cross references in 
paragraph (d)(2) from § 162.11(a)(4) to
§ 154.5 of this chapter; from 
§ 162.11(a)(4) (i) and (ii) to § 154.23 of 
this chapter; from § 162.11(a)(5)(i) to 
§ 154.31 of this chapter.

c. By changing the cross reference in 
paragraph (d)(3)(iii) from
§ 162.11(a)(5)(ii) to § 154.33 of this 
chapter.

d. By changing the cross reference in 
paragraph (d)(4) from § 162.11(a)(5)(iii) 
to § 154.31 of this chapter.

e. By changing the cross reference in 
paragraph (d)(5) from § 162.11(a)(5)(iii) 
of § 154.31 of this chapter.

f. By changing the.cross reference in 
paragraph (d)(6) from § 162.11(a)(6) to 
§ 154.7 of this chapter.

g. By changing the cross reference in 
paragraph (d)(7) from § 162.11(b) to
§ 154.33 of this chapter.

6. In § 162.163(b)(2)(h), by changing 
the cross reference from § 162.11(a)(3)(h) 
to § 154.7(a)(2) of this chapter.

§ 162.165 [Amended]
7. In § 162.165, by removing the text in 

paragraph (a)(7) and designating the 
paragraph “(Reserved).”

§ 162.167 [Am ended]

8. In § 162.167(b) (1) and (2), by 
changing the cross references from 
§ 162.11(a)(3)(h) to § 154.7(a)(2) of this 
chapter.

PART 172— EXPERIMENTAL USE 
PERMITS

III. In Part 172:
1. The authority citation for Part 172 

continues to read as follows:
Authority: 7 U.S.C. 136c, 136v, and 136w.

§ 172.24 [Am ended]

2. In § 172.24(c)(2)(iii), by changing the 
cross reference from § 162.11 (a) and (b) 
to "Part 154 of this chapter.”
[FR Doc. 85-28156 Filed 11-26-85; 8:45 am] 
BILLING CODE 6560-50-M
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ENVIRONMENTAL PROTECTION 
AGENCY

40 CFR Part 60 

[AD-FRL-2903-7]

Standards of Performance for New 
/Stationary Sources; Petroleum Dry 
Cleaners

AGENCY: Environmental Protection 
Agency (EPA).
ACTION: Response to Petition for 
Reconsideration and Final Amendments 
to Rule.

SUMMARY: After the current standard of 
performance for petroleum dry cleaners 
was promulgated on September 21,
1984, the Laundry Cleaning Council 
(LCC) petitioned EPA to reconsider the 
standard. The EPA is partially granting 
the petition for reconsideration of 
certain aspects of the standard and 
promulgating appropriate amendments, 
and denying reconsideration of other 
aspects.
DATES: Effective November 27,1985. 
Under section 307(b)(1) of the Clean Air 
Act, judicial review of the actions taken 
by this notice is available only by the 
filing of a petition for review in the U.S. 
Court of Appeals for the District of 
Columbia Circuit within 60 days of 
today’s publication of this rule. Under 
section 307(b)(2) of the Clean Air Act, 
the requirements that are the subject of 
today’s notice may not be challenged 
later in civil or criminal proceedings 
brought by EPA to enforce these 
requirements.
ADDRESSES: Docket. The docket,
Number A -80-2, containing information 
supporting this action, is available for 
public inspection and copying between 
8:G£fa.m. and 4:30 p.m., Monday through 
Friday, at Central Docket Section, W est 
Tower Lobby, Gallery 1, W aterside 
Mall, 401 M Street, SW ., Washington,
DC 20460. A reasonable fee may be 
charged for copying.

Background Information Documents 
fB ID ’s). The BID’s for the standard 
promulgated on September 21,1984, may 
be obtained from the U.S. EPA Library 
(MD-35), Research Triangle Park, North 
Carolina 27711, telephone number (919) 
541-2777. Please refer to “Petroleum Dry 
Cleaners—Background Information for 
Proposed Standards” (EPA-450/3-82- 
012a) and “Petroleum Dry Cleaners— 
Background Information for 
Promulgated Standards” (EPA-450/3- 
82-012b).
FOR FURTHER INFORMATION CONTACT:
Mr. Doug Bell, Standards Development 
Branch, Emission Standards and 
Engineering Division (MD-13), U.S.

Environmental Protection Agency, 
Research Triangle Park, North Carolina 
27711, telephone number (919) 541-5578. 
SUPPLEMENTARY INFORMATION:

Background
On December 14,1982, under Section 

111 of the Clean Air Act, EPA proposed 
standards of performance to limit 
emissions of volatile organic compounds 
(VOC) from new, modified, and 
reconstructed petroleum dry cleaner 
facilities. The proposal was preceded by 
a National Air Pollution Control. 
Techniques Advisory Committee 
(NAPCTAC) meeting on December 2, 
1981. The meeting was open to the 
public, and each attendee was given an 
opportunity to comment on the standard 
recommended for proposal. Opportunity 
was also provided for a public hearing 
through notice in the Federal Register 
but no requests for a hearing were 
received. The public comment period 
was from December 14,1982, to 
February 14,1983. After the Agency had 
carefully evaluated the four comment 
letters received, the Administrator 
published the final standard in the 
Federal Register on September 21,1984.

The LCC petitioned the Administrator 
to reconsider the standard on November 
20,1984, and filed a supplemental 
petition on March 6,1985.

Criteria for Review of the Petition for 
Reconsideration

The standard was promulgated under 
the procedures in section 307(d) of the 
Clean Air Act. Section 307(d)(7)(B) 
provides that EPA shall convene a 
proceeding to reconsider a rule if a 
person raising an objection can 
demonstrate that: (1) It was 
impracticable to raise such objection 
during the comment period or that the 
grounds for such objection arose after 
the comment period but within the time 
specified for judicial review [which EPA 
concludes means within the 60-day time 
period provided for judicial review 
under section 307(b), 42 U.S.C. 
7607(b)(1)); and (2) such objection is of 
central relevance to the outcome of the 
rule. In EPA’s view, such objections are 
of central relevance only if they provide 
substantial support for the argument 
that the standards should be revised. 
See: Denial of Petition to Revise NSPS 
for Stationary Gas Turbines, 45 FR 
81653, 81654 (December 11,1980), and 
decisions cited therein.

Summary of Petition and Responses
As noted above, a petition for 

reconsideration of the new source 
performance standard (NSPS) for 
petroleum dry cleaners was submitted 
by the LCC on November 20,1984, and a

supplemental petition was submitted on 
March 6,1985. The petitions made four 
principal objections: (1) That petroleum 
dry cleaners are not a significant source 
of VOC emissions that cause or 
contribute to air pollution; (2) that EPA 
should not use cleaning capacity as the 
exclusive criterion for the exemption for 
small dry cleaners; (3) that EPA used 
improper assumptions to determine.the 
exemption level; and (4) that the solvent 
recovery dryer required by the NSPS is 
unsafe. The petitioner was also 
concerned that the applicability of the 
standard may be misinterpreted, that 
the change in format of the exemption 
level may cause unfair coverage of some 
dryers installed between proposal and 
promulgation, and that EPA’s preamble 
discussion of the flammability of 
petroleum solvent was misleading.

After reviewing the petitions, 
acquiring additional information, and 
meeting with the petitioner for 
additional clarification of the issues, 
EPA concludes that none of the four 
principal objections are of central 
relevance to the outcome of the rule, and 
that the grounds for several of them 
arose before the close of the comment 
period and could have been raised 
during the comment period. The 
petitions are, therefore, denied as to 
these issues. In particular:

(1) Petroleum dry cleaners are 
significant contributors to air pollution 
within the meaning of section 111. The 
EPÁ judges that its estimates of the 
impacts of the standards are reasonable 
and preferable to the estimates 
suggested by the petitioner.

(2) With regard to the selection of 
cleaning capacity as the exclusive 
criterion for the small dry cleaners 
exemption, EPA has concluded that it is 
straightforward, verifiable, and not 
burdensome from a recordkeeping 
standpoint. In accomplishes the intent of 
the exemption without the need for 
alternative criteria.

(3) With regard to the assumptions 
used by EPA to determine the 
exemption level, EPÁ has concluded 
that they should not be changed and 
that the petitioner provided no new 
information to indicate otherwise.

(4) Regarding the safety of the solvent 
recovery dryer required by the NSPS, 
EPA has concluded that the new 
information provided by the petitioner 
does not support an objection that is of 
central relevance to the outcome of the 
rule. The EPA’s investigation of this 
information indicated that it does not 
provide substantial support that the 
standard should be revised.

The EPA is adding two clarifications 
to the regulation and one in this



Federal Register / Vol. 50, No. 229 / W ednesday, N ovem ber 27, 1985 / Rules and Regulations 49023

preamble to respond to the petitioner’s 
concerns about misinterpretation of the 
applicability of the standard, the 
potential for unfair coverage of some 
dryers, and EPA’s statement in the 
preamble to the final rule regarding the 
flammability of petroleum solvent used 
by dry cleaners.

Discussion of Objections and Responses 
1. Significance o f Source Category 
Objection

The petitioner contended that an issue 
that had been raised previously in 
comments made on the proposed 
standard had not been adequately 
resolved. He feels that the dry cleaning 
industry is not a significant soured of 
emissions and that the need for the 
standard is in question. The petitioner 
also referred to a comment, made in 
early 1983, about the Agency’s 5-year 
projection of affected facilities (1,390 
new dryers) and his offer at that time to 
provide a revised projection based on 
historical sales data. The petitioner 
stated that the Agency “disregarded this 
information’’ and persisted in the use of 
anecdotal information that has resulted 
in overestimates of the number of 
facilities to be affected by the standard 
and the emission reduction.
Response

The EPA listed petroleum dry cleaners 
on the Priority List, 40 CFR 60.16. The 
Priority List consists of categories of air 
pollution sources that, in EPA's 
judgment, cause or contribute 
significantly to air pollution which may 
reasonably be anticipated to endanger 
public health or welfare. Of the 59 major 
source categories on this list, the dry 
cleaning industry (petroleum and 
perchloroethylene) source category 
ranked fifth. The EPA continues to 
believe that the petroleum dry cleaning 
industry is a significant source of VOC 
emissions. The standard would reduce 
the cumulative nationwide VOC 
emissions from petroleum dry cleaners 
through the first 5 years following 
promulgation by about 22,700 
ttiegagrams (25,000 tons) or 41 percent, 
relative to baseline emissions (i.e., 
emissions in the absence of the 
standard). In the fifth year, the VOC 
emission reduction would be about 7,600 
megagrams (8,400 tons).

The Agency has not disregarded the 
petitioner’s previous comment regarding 
the projection of the number of affected 
facilities. Rather, Section 2.4 of the BID 
for the promulgated standard explains 
that the Agency reevaluated the basis of 
the projection in the proposal BID (i.e., 
growth rates and equipment life) and 
concluded that it was a better basis for

the projection than the historic 
conventional dryer sales data proposed 
by the petitioner. The EPA recognizes 
that the projefctipn of the number of 
affected facilities is not necessarily 
precise and is subject to some error. 
However, precision is not critical to the 
conclusion and the projection is 
adequate for the purposes of the NSPS 
rulemaking.

2. Selection o f D ryer Capacity as 
Exemption Criterion
Objection

The petitioner expressed the opinion 
that the small plant exemption should 
be based on three alternative criteria: (1) 
Annual throughput, (2) annual solvent 
consumption, or (3) total dryer capacity.

Response
The total dryer capacity format for the 

promulgated exemption was selected 
through a rational process of 
identification and comparative 
evaluation of alternative exemption 
formats. The goal was to select a format 
that is easily understood, unambiguous 
and based on information currently 
being collected/maintained by the dry 
cleaning operators. Clothes throughput 
(i.e., pounds per year of clothes 
throughput) is clearly the best indicator 
of the revenues for a given plant and, for 
this reason, it was considered first as 
the format for the exemption. However, 
clothes are not routinely weighed at dry 
cleaners, and records often are not kept 
of the quantity of clothes cleaned over a 
given time period. No incentive, other 
than potential regulatory requirements, 
exists for operators to maintain records 
of pounds of clothes cleaned. 
Consequently, the clothes throughput 
format was rejected in favor of the 
solvent consumption format included in 
the proposed standard (47 FR 5618).

Solvent consumption is indicative of 
clothes throughput to the extent that 
“typical” or average solvent 
consumption factor» (i.e., quantity of 
solvent used per pound of clothes 
cleaned) can be determined for the 
segment of the dry cleaning industry at 
or near the cutoff level. Typical solvent 
consumption factors were established in 
developing the basis for the standard. 
Moreover, as industry members pointed 
out at the NAPCTAC meeting in 
December 1981, records of solvent 
purchases are generally kept by dry 
cleaners. For these reasons, solvent 
consumption was selected as the 
exemption format for the proposed 
standard.

Public comments on the proposed 
standard received from industry 
representatives who are now being

represented by the petitioner (Docket 
Entry IV-D-3), however, identified total 
dryer capacity as an alternate 
exemption criterion and suggested that 
it be used instead  of the solvent 
consumption format. Another 
commenter on the proposed standards 
(Docket Entry IV-D-2) identified 
concerns about the way the solvent 
consumption exemption criterion would 
be applied to new plants. In 
reevaluating the exemption format, the 
Agency identified a number of 
advantages to the total dryer capacity 
format. First, it is easier to understand. 
The total manufacturers’ rated dryer 
capacity is determined through the 
summation of the nameplate capacities 
of the in-service dryers at the particular 
plant. This procedure requires few or no 
records and can be repeated with 
equivalent results at any point in time. A 
determination of solvent consumption is 
dependent upon solvent purchase 
records, which may or may not be 
complete (depending on accounting 
procedures, filing accuracy, etc.), and 
which may vary considerably with time 
depending on the frequency and 
quantity of solvent purchases. This is 
particularly true where bulk solvent is 
purchased on an infrequent schedule. 
Additional confusion can result if 
solvent is purchased for machine 
cleaning or other purposes than strictly 
dry cleaning. For these reasons, the 
dryer capacity format is more 
straightforward and easily understood. 
Further, the recordkeeping requirements 
are less burdensome.

The total dryer capacity format also is 
more verifiable and, therefore, more 
easily and fairly enforced. Solvent 
purchase records were not mandatory in 
the proposed standard. Rather, the 
exemption determination was to be 
made through inspection of solvent 
purchase records normally maintained 
by the operators. The dryer capacity is 
stamped on the equipment nameplate or 
readily available in manufacturer’s 
literature. No interpretation is required; 
the capacities for individual dryers are 
simply summed to détermine the total 
manufacturers’ dryer capacity.

The dryer capacity format offers a 
third advantage. Its derivation does not 
require the use of an emission factor as 
did the proposed solvent consumption 
level. The proposed solvent 
consumption exemption level was based 
on an assumed emission factor of 23 
pounds solvent loss per 100 pounds of 
clothes cleaned and the clothes 
throughput break-even level of 132,170 
pounds per year. Considerable adverse 
comment was received about the 
selection of this emission factor The
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commentera proposed thé use of a 30 
pound per 100 pound factor. Although 
the Agency believes that the 23 pound 
per 100 pound factor is more reasonable 
than the 30 pound per 100 pound factor 
(see discussion in promulgation BID, 
Section 2.3.3, pg 2-9), the selection of the 
total dryer capacity format eliminates 
altogether the need to choose an 
emission factor. The 84-pound dryer 
capacity exemption is derived directly 
from the 132,170 pound-per-year clothes 
throughput break-even level without the 
use of an emission factor (Docket Entry 
IV-B-3). Consequently, the total dryer 
capacity format resolves a concern 
raised by industry at proposal over the 
solvent consumption exemption level.

On the basis that the total 
manufacturers’ rated dryer capacity 
exemption format is more 
straightforward, more verifiable, less 
controversial, and less burdensome from 
a recordkeeping standpoint, the Agency 
believes it is the optimal format for the 
small plant exemption. Furthermore, the 
evolution of the exemption format since 
1981 has been responsive to the 
concerns of industry representatives at 
each decision point prior to receipt of 
the petition. Problems of increased 
recordkeeping and enforcement 
difficulties exist with the clothes 
throughput and solvent exemption 
formats. Weighing these concerns, the 
Agency concludes it to be unnecessary 
and inappropriate to change the 
exemption format to include clothes 
throughput and solvent consumption 
criteria.

Objection

The petitioner is concerned that no 
notice in the proposed rule was given to 
the possibility of a dryer capacity based 
exemption and that dry cleaners who 
purchased new equipment between 
proposal and promulgation (December 
14,1982, to September 21,1984) in 
reliance on the proposed 4,700 gallon- 
per-year solvent consumption exemption 
may find that they no longer qualify for 
the exemption under the promulgated 
standard.

Response

The Agency agrees that it would be 
unreasonable to apply the standard to 
conventional dryers installed in the 
period between proposal and 
promulgation (December 14,1982, to 
September 21,1984) in plants with an 
annual solvent consumption level of less 
than 4,700 gallons. Such dryers are, 
therefore, being exempted. The EPA 
notes that such cases are highly unlikely 
because the dryer capacity-based 
exemption is considered equivalent to

the solvent consumption limit that was 
proposed.

3. Assum ptions Used To Select 
Exemption Level
Objection

The petitioner questions the validity 
of the operating cost assumptions made 
in deriving the 132,170 pound-per-year 
clothes throughput break-even level. He 
stated particular concern over the 
assumed value of recovered solvent and 
referred to the actual measured 
performance data (proposal BID, Table 
4-1), which he indicated does not 
support the performance assumptions 
used in the economic impact analysis.
He asserted a higher break-even number 
could be calculated based on the 
measured performance data but did not 
provide the basis for his assertion.

Response
The operating cost assumptions 

referred to by the petitioner were 
included in the proposal BID, and, thus, 
were available for review and comment 
during the public comment period after 
proposal of the standard. The petitioner 
had opportunity at that time to question 
their validity but did not. Nevertheless, 
EPA has reevaluated this aspect of the 
standard and concluded that even if 
values suggested by the commenter 
were used in calculating the break-even 
level, there would not be a 
“substantially higher” result as he 
indicated. The clothes throughput level 
would be about 144,000 pounds per year 
instead of 132,000, and die associated 
dryer capacity would be about 92 
pounds instead of 84. Because the 
calculations are based on assumptions 
that include "typical” factors, there is 
naturally a margin of error in the results 
(see response below). Thus, the break
even level is an approximate point, and 
plants with throughput levels near the 
break-even level would have essentially 
the same financial conditions as would 
plants at the break-even level.

Objection
The petitioner is' concerned that 

because conventional and recovery 
dryers are available only in discrete 
sizes (e.g., 50 and 100 pounds), many 
plants will have dryer capacity in 
excess of the 84 pound exemption level 
while still having an annual clothes 
throughput of less than the 132,170 
pound-per-year break-even level. He 
offers two examples to illustrate his 
concern.

Response
The Agency believes that the 84- 

pound total dryer capacity exemption is

sufficient to avoid potential adverse 
economic impacts on small dry cleaners 
The exemption provides a significant 
margin of protection to account for the 
concerns raised by the petitioner. First, 
the 132,170 pound-per-year clothes 
throughput break-even level, wThich 
forms the basis for the 84-pound dryer » 
capacity exemption, is not the level at 
which adverse economic impacts on 
small operators are expected. As 
explained in responding to comments 
made by the petitioner on the proposed 
standard (see promulgation BID, section 
2.3.3, pg 2-12), the break-even level 
analysis inherently incorporates a 
substantial margin of protection against 
adverse economic impacts. At the 
break-even level, the additional costs of 
the solvent recovery dryer are 
completely offset by its savings. Also, as 
discussed in the proposal BID (Chap. 9, 
pg. 9-51) a throughput level even 5,000 
pounds of clothes per year less (i.e.,
127.170 pounds per year) would have 
negligible impacts on plant earnings and . 
finances. The break-even analysis also 
employs several conservative 
assumptions (including a 5-year 
amortization period) that contribute to 
the margin of protection inherent in the
132.170 pound-per-year break-even 
throughput level. Second, the 84 pound 
dryer capacity was derived from the
132.170 pounds of clothes per year 
break-even level using “typical” 
operating schedule and load factor 
assumptions. The exemption, therefore, 
has built in allowances to protect 
facilities near the exemption level. Most 
importantly, the 84 pound dryer capacity 
is based on an assumed 70 percent load 
factor. The “actual” dryer use level 
represented by the 84 pound capacity 
figure is about 59 pounds.

The “margin of protection” in the 
exemption level discussed above is 
adequate to avoid adverse economic 
impacts on the dry cleaners in the 
examples posed by the petitioner. In the 
first example, a dry cleaner has one 50- 
pound dryer that is fully utilized {i.e., 50 
pounds of actual capacity utilization). 
Further, he reasonably expects to 
increase his actual clothes throughput 
by 50 percent {i.e* to a total actual 
capacity utilization of 75 pounds) if the 
additional dryer capacity is available. 
Following the purchase of another 50- 
pound dryer, the total dryer capacity 
(100 pounds) would exceed the 84-pound 
exemption level, but the actual capacity 
utilization would amount to only 75 
pounds. The petitioner is concerned that 
the 75-pound actual clothes throughput 
level (expressed as “actual” dryer 
capacity) is below the 84-pound dryer 
capacity exemption level and that the
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dry cleaner would be inappropriately 
forced by the NSPS to install a recovery 
dryer rather than a conventional dryer. 
However, based on the above 
discussion about the 70 percent load 
factor assumption made in deriving the 
84-pound dryer capacity exemption 
level, it is clear that the 75-pound 
“actual” dryer capacity use exceeds the 
59-pound “actual” dryer capacity use 
represented by the 84 pound dryer 
capacity exemption level. Consequently, 
the dry cleaner in this example could 
install a recovery dryer without risk of 
adverse economic impact (it would, in 
fact, be financially advantageous), and 
the exemption level in the NSPS would 
work as intended.

In the second example, the petitioner 
describes a dry cleaner with two 
existing 50-pound dryers; one is used at 
capacity [i.e., “actual” dryer capacity of 
50 pounds), and the other is used as 
backup in case the primary unit breaks 
down. The petitioner is concerned that a 
replacement unit for this plant would be 
required by the NSPS to be a recovery 
dryer because the total dryer capacity is 
greater than 84 pounds. The EPA 
believes that the dry cleaner in this 
example could purchase a recovery 
dryer with little risk of adverse 
economic impact. There is only a small 
difference between his actual dryer use 
of 50 pounds and the 59-pound actual 
dryer use reflective of the 84-pound 
dryer capacity exemption level. By using 
as little as 9 additional pounds actual 
dryer capactiy [i.e., using 20 percent of 
the additional dryer capacity), the dry 
cleaner would incur no increased 
operating costs. Moreover, the option 
would be available to use the old dryer 
as a backup and to derive the cost 
savings that would occur through use of 
the new recovery dryer.

Objection

The petitioner alleges that neither the 
proposed 4,700 gallon per year solvent 
consumption exemption nor the 84- 
pound total dryer capacity exemption is 
a valid indicator that the plant will 
achieve the 132,170 pounds per year 
clothes throughput. He points to the fact 
that a 23 lb/100 lb emission factor was 
used in lieu of what, in his opinion, is a 
more appropriate 30 lb/100 lb factor and 
calculates based on the 30 lb/100 lb 
factor that a dry cleaner would have to 
consume 6,100 gallons of solvent per 
year to clean 132,170 lbs. of clothes. He 
recommends that the dryer capacity 
exemption should be about 110 pounds 
based on the 6,100 gallon-per-year 
solvent consumption level and the 
solvent consumption to dryer capacity 
factor (56 gallons/yr per pound dryer

capacity/yr) in Section 60.620(a)(3) of 
the proposed regulation.

Response
Deriving the total dryer capacity 

exemption in the fashion proposed by 
the petitioner requires unnecessary 
calculations and results in an artificially 
high exemption level [i.e., the suggested 
110 pound level). The petitioner’s 6,100 
gallon-per-year solvent consumption 
figure is calculated from the 132,170 
pound-per-year clothes throughput 
break-even level and an emission factor 
of 30 lb/100 of clothes cleaned. In the 
responses to comments made on the 
proposed standard, the Agency 
expressed its disagreement with the 
proposed 30 lb/100 lb emission factor 
and the 6,100 gallon-per-year solvent 
consumption and instead affirmed the 
use of the 23 lb/100 lb emission factor 
and the resultant 4,700 gallon-per-year 
solvent consumption exemption. 
Consequently, if the dryer capacity 
exemption level were to be derived from 
solvent consumption as proposed by the 
petitioner, it would be based on the 
4,700 gallon per year exemption level 
included in the proposed standard. 
However, one of the advantages of the 
dryer capacity format is that it can be 
derived directly from the 132,170 pound- 
per-year clothes throughput break-even 
level without conversion into solvent 
consumption. Consequently, the 
petitioner’s concern over the use of 6,100 
gallons per year rather than 4,700 
gallons-per-year solvent consumption is 
not relevant since the dryer capacity 
format in the final standard is not based 
on solvent consumptiori. With typical 
operating schedule (250 days/yr; 9 dryer 
loads/day) and load factor (70 percent 
capacity) assumptions, the 132,170 
pounds-per-year clothes throughput 
break-even level is converted directly 
into the 84 pound total dryer capacity 
exemption (Docket Entry IV-B-3). This 
derivation avoids the conversion into 
solvent consumption by use of an 
emission factor, as is needed in the 
petitioner’s proposed derviation and 
results in an 84-pound rather than 110- 
pound exemption level.
Objection

The petitioner states that the 84 pound 
dryer capacity exemption level in the 
standard bears “no rational 
relationship” to the 132,170 pounds-per- 
year clothes throughput intended by the 
Agency.
Response

The 84 pound total manufacturers’ 
dryer capacity exemption is derived 
directly from the 132,170 pound-per-year 
clothes throughput level. The derivation,

which is documented in Docket Entry 
IV-B-3 and discussed in the preamble to 
the standard and Section 2.2 of the 
promulgation BID, involves assumptions 
about average or “typical” operating 
schedules and load factors supplied by 
industry representatives. These 
assumptions include a 250 day-per-year 
operating schedule, 9 dryer loads per 
day and a 70 percent average capacity 
utilization load factor, all of which are 
representative of operations at plants at 
or near the 132,170 pound-per-year 
clothes throughput level.

4. Sa fety o f Solvent R ecovery Dryers
Objection

The petitioner requested in the March 
6,1985, supplemental petition that EPA 
take steps to ensure that solvent 
recovery dryers required by the NSPS 
are safe to operate and, in the interim,, 
suspend the applicability of the NSPS. 
This request was based on the 
petitioner’s concern that an explosion of 
a recovery dryer in February 1985 
indicated that such dryers are not yet 
proven to be safe.

Response

The petitioner had raised the safety 
issue in comments on the proposed 
standards, which EPA responded to in 
the preamble and BID supporting the 
final standards. The only new 
information presented in the March 1985 
petition was the report of the February 
1985 explosion. The EPA has 
investigated that explosion and remains 
satisfied that solvent recovery dryers 
are safe when properly installed and 
operated in accordance with applicable 
fire and explosion protection codes. 
Communications in April 1985 with the 
dryer manufacturer and with Factory 
Mutual Research Corporation (Docket 
Entries VI-D-2 and VI-D-3) indicate 
that the dryer that exploded was not 
properly installed and operated. The 
manufacturer’s instructions for 
explosion venting were apparently not 
followed and, according to the 
manufacturer, "the explosion had to 
result from a spark or flame from a 
foreign object inside the unit. Ignition 
otherwise is impossible.” Factory 
Mutual Research also questioned 
whether the installation of the dryer was 
proper. Both Factory Mutual and the 
manufacturer have indicated that their 
previous conclusion that the dryer is 
safe when installation and operating 
instructions are followed is still valid.
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5. Other Objections 
Objection

The petitioner is concerned that the 
standard will be misinterpreted to apply 
to existing equipment (e . g dryers, 
filters) in affected plants that propose 
modifications subject to the standard.
He proposed the insertion of the 
applicability date, December 14,1982, 
into sections of the standard to help 
avoid misinterpretation.
Response

The petroleum dry cleaning standard, 
as with all NSPS’s, applies only to newly 
constructed, modified and reconstructed 
affected facilities. A piece of existing 
equipment constitutes an “existing 
facility” that is not affected by the 
standard unless it is “modified” or 
“reconstructed” as defined in the 
general provisions applicable to all 
NSPS’s (Reference 40 CFR 60.14 and 
60.15, respectively).

The language of § 60.620(b) of the 
standard which contains the 
applicability date, was reevaluated in 
light of the petitioner’s concern and 
found to correctly reflect the meaning 
intended by the Administrator.
However, the insertion of the 
applicability date (December 14,1982) in 
§ 60.622(a) and (b), as requested by the 
petitioner, will not change the meaning 
of the standard. Moreover, it may help 
avoid misinterpretation by individuals 
who are unfamiliar with the Code of 
Federal Regulations and the language of 
NSPS’s. Consequently, the standard is 
being clarified by adding specific 
reference to the applicability date in 
§ 60.622(a) and (b), as requested by the 
petitioner.

Objection
The petitioner objected to the use of 

the phrase “highly flammable solvent” 
in reference to petroleum solvent and 
contended that the statement creates 
serious risks of misguided regulation of 
the dry cleaning industry by State

authorities and Federal authorities other 
than EPA.

Response

Use of the phrase "highly flammable 
solvent” in reference to petroleum 
solvent was not meant to imply that an 
unreasonable fire hazard is associated 
with the use of petroleum solvent. 
Rather, it was meant to connote the 
degree of risk of hazard associated with 
any “combustible” industrial liquid.

Miscellaneous

Under Executive Order 12291, EPA 
must Judge whether a regulation is 
"major” and therefore subject to the 
requirement of a Regulatory Impact 
Analysis. These amendments are not 
“major” because they do not impose any 
additional requirements.

These amendments were submitted to 
the Office of Management and Budget 
(OMB) for review as required by 
Executive Order 12291. Any comments 
from OMB to EPA and any EPA 
responses to those comments are 
available for public inspection at 
Central Docket Section, West Tower 
Lobby, Gallery 1, Waterside Mall, 401 
M. Street, SW., Washington, DC 20460.

The Administrator certifies that a 
regulatory flexibility analysis under 5 
U.S.C. 601, et seq., is not required for 
this rulemaking because it does not 
impose any additional requirements 
and, thus, will not have a significant 
impact on a substantial number of small 
entities.

The Administrator finds, under 5 
U.S.C. 553(b) (B), that notice and public 
procedure on the revisions made by this 
notice are unnecessary. The revisions 
are minor and technical.

List of Subjects in 40 CFR Part 60
Air pollution control, Dry cleaning, 

Industrial launderers, Intergovernmental 
relations, Reporting and recordkeeping 
requirements, Incorporation by 
reference.

Dated: November 12,1985.
A. )ames Barnes,
Acting Administrator.

PART 60— [AMENDED]

40 CFR Part 60 is amended as follows:
1. The authority citation for Part 60 

continues to read as follows:
Authority: Secs. 101, 111, 114,116, 301, 

Clean Air Act as amended (42 U.S.C. 7401, 
7411, 7414, 7416, 7601).

2. In § 60.620 of Subpart JJJ, paragraph 
(b) is revised to read as follows:

§ 60.620 Applicability and designation of 
affected facility.
* ★  * * ★

(b) Any facility under paragraph (a) of 
this section that commences 
construction or modification after 
December 14,1982, is subject to the 
requirements of this subpart with the 
following exception. A dryer installed 
between December 14,1982, and 
September 21,1984, in a plant with an 
annual solvent consumption level of less 
than 4,700 gallons, is exempt from the 
requirements of this subpart.

3. In § 60.622 of Subpart JJJ, 
paragraphs (a) and (b) are revised to 
read as follows:

§ 60.622 Standards for volatile organic 
compounds.

(a) Each affected petroleum solvent 
dry cleaning dryer that is installed at a 
petroleum dry cleaning plant after 
December 14,1982, shall be a solvent 
recovery dryer. The solvent recovery 
dryer(s) shall be properly installed, 
operated, and maintained.

(b) Each affected petroleum solvent 
filter that is installed at a petroleum dry 
cleaning plant after December 14,1982, 
shall be a cartridge filter. Cartridge 
filters shall be drained in their sealed 
housings for at least 8 hours prior to 
their removal
* ★  * * *
[FR Doc. 85-27788 Filed 11-26-85; 8:45 am]
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