
58485Federal Register / Vol. 66, No. 225 / Wednesday, November 21, 2001 / Notices

consumption of either allium crops or
DADs enriched products, such as garlic
oils and pills. Extensive medical
research has shown that garlic is
considered a beneficial food with
possible medicinal value.

A study done on the antimutagenic
activities of garlic extract for the
purpose of cancer research indicates
that aqueous garlic extract possesses
antimutagenic properties toward
ionizing radiation, peroxides,
adriamycin and N-methyl-N’-nitro-
nitroguanidine. Results obtained with
garlic extract in preliminary
experiments with Chinese hamster
ovary cells suggest that the
antimutagenic properties of garlic
extract were not restricted to
prokaryotic cells. Diallyl sulfide and
diallyl disulfide were found to have
clastogenic activity in a Chinese
hamster ovary cell assay and was
considered to have potential
carcinogenic activity. However, further
analysis found that these two
compounds might not present a
tumorigenic hazard in vivo if consumed
as part of a normal diet. Diallyl sulfide
was found to be among the most
effective agents in inhibiting the
expression of benzo[a]pyrene-induced
nucleotoxicity in the colon. Rats fed 5
mL of raw garlic extract per kg body
weight in a prolonged feeding study
either died or experienced anemia,
weight loss, and retarded growth. Long-
term chronic garlic powder
administration to rats significantly
reduced serum/liver cholesterol, serum
triglycerides, phospholipids and
transaminase enzyme activity. Garlic
has been shown to have a potential
reversal effect on the risk of stomach
cancer. Research suggests that the
antitumor effect of DADs is due to its
ability to alter cancer-cell sulfur
compounds linked to cell division.
Research also suggests that aged garlic
extract and its constituents have
demonstrated anti-cancer effects in an
array of cancer models. There have been
no incidents of hypersensitivity
reported by researchers, manufacturers
or users of Alli-Up or DADs, when used
for agricultural purposes.

D. Aggregate Exposure
1. Dietary exposure—i. Food. Dietary

exposure from use of DADs, as
proposed, is minimal. DADs are applied
to the soil by closed system soil
injection, they are not applied to
growing crops directly. Residues of
DADs are not expected on agricultural
commodities. DADs are volatile
compounds, and tend to move more
readily through dry soils at higher soil
temperatures. When applied according

to label directions, the effective duration
of response to DADs is approximately
2.5 months at temperatures of 48 to 70
°F. The class of diallyl sulfides that
make up DADs is ubiquitous in garlic
and garlic products, such as garlic pills
(non-prescription diet or herbal
supplements). DADs may also be
present as an added food flavoring
ingredients. The estimated upper limit
for human intake of garlic is reported to
be 5.5 g/day, which is equivalent to 3.3
mg/day of DADs. Researchers have
measured up to 2.39 mg/g of DADs and
related compounds in steam distilled
commercial garlic products.

ii. Drinking water. Similarly, exposure
to humans from residues of DADs in
consumed drinking water would be
unlikely. DADs are volatile compounds
applied to the soil by closed system soil
injection; they are not applied to
growing crops directly. Potential
exposure to surface water would be
negligible and exposure to drinking
water (well or ground water) would be
impossible to measure.

2. Non-dietary exposure. The
potential for non-dietary exposure to the
general population, including infants
and children, is unlikely as the
proposed use sites are agricultural
settings. However, non-dietary
exposures would not be expected to
pose any quantifiable risk due to a lack
of residues of toxicological concern.
Personal protective equipment (PPE)
mitigates the potential for exposure to
applicators and handlers of the
proposed products, when used in
agricultural settings.

E. Cumulative Exposure

It is not expected that, when used as
proposed, DADs would result in
residues that would remain in human
food items. Levels of exposure resulting
from the proposed use of DADs would
be significantly lower than those found
in the general population’s consumption
of onion and garlic foods (raw, cook and
processed) and diet/herbal supplement
products. PPE will mitigate the potential
for exposure to applicators and handlers
of the proposed product, when used in
agricultural settings.

F. Safety Determination

1. U.S. population. DADs are applied
to the soil, they are applied to growing
crops directly. Residues of DADs are not
expected on agricultural commodities,
and therefore, exposure to the general
U.S. population, from the proposed
uses, is not anticipated. The class of
diallyl sulfides that make up DADs is
already ubiquitous in garlic and garlic
products, such as garlic pills (non-

prescription diet or herbal
supplements).

2. Infants and children. As mentioned
above, residues of DADs are not
expected on agricultural commodities.
There is a reasonable certainty of no
harm for infants and children from
exposure to DADs from the proposed
uses.

G. Effects on the Immune and Endocrine
Systems

To date there is no evidence to
suggest that DADs act as an endocrine
disrupter. Research on garlic powder
has suggested an antiandrogenic activity
of garlic on rats. Adult male rats
gavaged daily with 50 mg of garlic
powder, and sacrificed at 45 and 70
days displayed reduced testicular
function. Except for the garlic powder
effect on rat testes, no further
information suggests DADs will
adversely affect the immune or
endocrine system in humans and other
mammals, or any other animal system.

H. Existing Tolerances

There is no U.S. EPA tolerance. DADs
are listed in 21 CFR 172.515 by the Food
and Drug Administration (FDA) as an
approved direct food additive.
Additionally, DADs were given
Generally Recognized as Safe (GRAS)
status No. 2028, 1965 by the FDA. The
Council of Europe (1981) has included
it in the list of substances that may be
added to food without a hazard to
public health.

I. International Tolerances

There is no Codex Alimentarium
Commission Maximum Residue Level
for DADs.
[FR Doc. 01–28740 Filed 11–20–01; 8:45 am]
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SUMMARY: To assure that EPA’s policies
related to implementing the Food
Quality Protection Act of 1996 (FQPA)
are transparent and open to public
participation, EPA is soliciting
comments on the pesticide draft science
policy document entitled ‘‘The
Incorporation of Water Treatment

VerDate 11<MAY>2000 18:33 Nov 20, 2001 Jkt 197001 PO 00000 Frm 00056 Fmt 4703 Sfmt 4703 E:\FR\FM\21NON1.SGM pfrm04 PsN: 21NON1



58486 Federal Register / Vol. 66, No. 225 / Wednesday, November 21, 2001 / Notices

Effects on Pesticide Removal and
Transformations in FQPA Drinking
Water Assessments.’’ This notice is one
in a series concerning science policy
documents related to the
implementation of the Federal Food,
Drug, and Cosmetic Act (FFDCA), as
amended by FQPA.

DATES: Comments for the draft science
policy document, identified by docket
control number OPP–00731, must be
received on or before January 22, 2002.

ADDRESSES: Comments may be
submitted by mail, electronically, or in
person. Please follow the detailed
instructions for each method as
provided in Unit I. of the
SUPPLEMENTARY INFORMATION. To ensure
proper receipt by EPA, it is imperative
that you identify docket control number
OPP–00731 in the subject line on the
first page of your response.

FOR FURTHER INFORMATION CONTACT:
James Hetrick, Office of Prevention,
Pesticides and Toxic Substances
(7505C), Environmental Protection
Agency, 1200 Pennsylvania Ave., NW.,
Washington, DC 20460; telephone
number: (703) 305–5237; fax number:
(703) 305–6309; e-mail address:
hetrick.james@epa.gov.

SUPPLEMENTARY INFORMATION:

I. General Information

A. Does this Action Apply to Me?

You may be potentially affected by
this action if you manufacture or
formulate pesticides. Potentially
affected categories and entities may
include, but are not limited to:

Cat-
egories

NAICS
codes

Examples of poten-
tially affected enti-

ties

Pesticide
pro-
ducers

32532 Pesticide manufac-
turers

Pesticide formula-
tors

This listing is not intended to be
exhaustive, but rather provides a guide
for readers regarding entities likely to be
affected by this action. Other types of
entities not listed could also be affected.
The North American Industrial
Classification System (NAICS) codes
have been provided to assist you and
others in determining whether or not
this action might apply to certain
entities. If you have any questions
regarding the applicability of this action
to a particular entity, consult the person
listed under FOR FURTHER INFORMATION
CONTACT.

B. How Can I Get Additional
Information, Including Copies of this
Document or Other Related Documents?

1. Electronically. You may obtain
electronic copies of this document, the
draft science policy document, and
certain other related documents that
might be available from the Office of
Pesticide Programs’ Home Page at http:/
/www.epa.gov/pesticides/. On the
Office of Pesticide Programs’ Home Page
select ‘‘FQPA’’ and then look up the
entry for this document under ‘‘Science
Policies.’’ You can also go directly to the
listings at the EPA Home Page at http:/
/www.epa.gov/. On the Home Page
select ‘‘Laws and Regulations,’’
‘‘Regulations and Proposed Rules,’’ and
then look up the entry for this document
under ‘‘Federal Register—
Environmental Documents.’’ You can go
directly to the Federal Register listings
http://www.epa.gov/fedrgstr/.

2. Fax-on-demand. You may request a
faxed copy of the draft science policy
document, as well as supporting
information, by using a faxphone to call
(202) 401–0527. Select item 6088 for the
document entitled ‘‘The Incorporation
of Water Treatment Effects on Pesticide
Removal and Transformations in FQPA
Drinking Water Assessments.’’ You may
also follow the automated menu.

3. In person. The Agency has
established an official record for this
action under docket control number
OPP–00731. In addition, the documents
referenced in the framework notice,
which published in the Federal Register
of October 29, 1998 (63 FR 58038) (FRL–
6041–5), under docket control number
OPP–00557, are considered as part of
the official record for this action under
docket control number OPP–00731 even
though not placed in the official record.
The official record consists of the
documents specifically referenced in
this action, and other information
related to this action, including any
information claimed as Confidential
Business Information (CBI). This official
record includes the documents that are
physically located in the docket, as well
as the documents that are referenced in
those documents. The public version of
the official record does not include any
information claimed as CBI. The public
version of the official record, which
includes printed, paper versions of any
electronic comments submitted during
an applicable comment period is
available for inspection in the Public
Information and Records Integrity
Branch (PIRIB), Rm. 119, Crystal Mall
#2, 1921 Jefferson Davis Hwy.,
Arlington, VA, from 8:30 a.m. to 4 p.m.,
Monday through Friday, excluding legal

holidays. The PIRIB telephone number
is (703) 305–5805.

C. How and to Whom Do I Submit
Comments?

You may submit comments through
the mail, in person, or electronically. To
ensure proper receipt by EPA, it is
imperative that you identify docket
control number OPP–00731 in the
subject line on the first page of your
response.

1. By mail. Submit your comments to:
Public Information and Records
Integrity Branch (PIRIB), Information
Resources and Services Division
(7502C), Office of Pesticide Programs
(OPP), Environmental Protection
Agency, 1200 Pennsylvania, Ave., NW.,
Washington, DC 20460.

2. In person or by courier. Deliver
your comments to: Public Information
and Records Integrity Branch (PIRIB),
Information Resources and Services
Division (7502C), Office of Pesticide
Programs (OPP), Environmental
Protection Agency, Rm. 119, Crystal
Mall #2, 1921 Jefferson Davis Hwy.,
Arlington, VA. The PIRIB is open from
8 a.m. to 4 p.m., Monday through
Friday, excluding legal holidays. The
PIRIB telephone number is (703) 305–
5805.

3. Electronically. You may submit
your comments electronically by e-mail
to: opp-docket@epa.gov, or you can
submit a computer disk as described
above. Do not submit any information
electronically that you consider to be
CBI. Avoid the use of special characters
and any form of encryption. Electronic
submissions will be accepted in
WordPerfect 6.1/8.0 or ASCII file
format. All comments in electronic form
must be identified by docket control
number OPP–00731. Electronic
comments may also be filed online at
many Federal Depository Libraries.

D. How Should I Handle CBI That I
Want to Submit to the Agency?

Do not submit any information
electronically that you consider to be
CBI. You may claim information that
you submit to EPA in response to this
document as CBI by marking any part or
all of that information as CBI.
Information so marked will not be
disclosed except in accordance with
procedures set forth in 40 CFR part 2.
In addition to one complete version of
the comment that includes any
information claimed as CBI, a copy of
the comment that does not contain the
information claimed as CBI must be
submitted for inclusion in the public
version of the official record.
Information not marked confidential
will be included in the public version
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of the official record without prior
notice. If you have any questions about
CBI or the procedures for claiming CBI,
please consult the person listed under
FOR FURTHER INFORMATION CONTACT.

E. What Should I Consider As I Prepare
My Comments for EPA?

EPA invites you to provide your
views on the various draft science
policy documents, new approaches we
have not considered, the potential
impacts of the various options
(including possible unintended
consequences), and any data or
information that you would like the
Agency to consider. You may find the
following suggestions helpful for
preparing your comments:

1. Explain your views as clearly as
possible.

2. Describe any assumptions that you
used.

3. Provide solid technical information
and/or data to support your views.

4. If you estimate potential burden or
costs, explain how you arrived at the
estimate.

5. Indicate what you support, as well
as what you disagree with.

6. Provide specific examples to
illustrate your concerns.

7. Make sure to submit your
comments by the deadline in this
notice.

8. At the beginning of your comments
(e.g., as part of the ‘‘Subject’’ heading),
be sure to properly identify the
document you are commenting on. To
ensure proper receipt by EPA, it is
imperative that you identify docket
control number OPP–00731 in the
subject line on the first page of your
response. You may also provide the
name, date, and Federal Register
citation.

II. Background Information

On August 3, 1996, FQPA was signed
into law. The FQPA significantly
amended the Federal Insecticide,
Fungicide, and Rodenticide Act (FIFRA)
and the FFDCA. Among other changes,
FQPA established a stringent health-
based standard (‘‘a reasonable certainty
of no harm’’) for pesticide residues in
foods to assure protection from
unacceptable pesticide exposure and
strengthened health protections for
infants and children from pesticide
risks.

Thereafter, the Agency established the
Food Safety Advisory Committee
(FSAC) as a subcommittee of the
National Advisory Council for
Environmental Policy and Technology
(NACEPT) to assist in soliciting input
from stakeholders and to provide input
to EPA on the broad policy choices

facing the Agency and on strategic
direction for the Office of Pesticide
Programs (OPP). The Agency has used
the interim approaches developed
through discussions with FSAC to make
regulatory decisions that meet the new
FFDCA standard, but that could be
revisited if additional information
became available or as the science
evolved. In addition, the Agency seeks
independent review and public
participation, generally through
presentation of the science policy issues
to the FIFRA science advisory panel
(SAP) a group of independent, outside
experts who provide peer review and
scientific advice to OPP.

During 1998 and 1999, EPA and the
United States Department of Agriculture
(USDA) established a second
subcommittee of NACEPT, the
Tolerance Reassessment Advisory
Committee (TRAC) to address FFDCA
issues and implementation. TRAC
comprised more than 50 representatives
of affected user, producer, consumer,
public health, environmental, states,
and other interested groups. The TRAC
met from May 27, 1998, through April
29, 1999.

In order to continue the constructive
discussions about FFDCA, EPA and
USDA have established, under the
auspices of NACEPT, the Committee to
Advise on Reassessment and Transition
(CARAT). The CARAT provides a forum
for a broad spectrum of stakeholders to
consult with and advise the Agency and
the Secretary of Agriculture on pest and
pesticide management transition issues
related to the tolerance reassessment
process. The CARAT is intended to
further the valuable work initiated by
the FSAC and TRAC toward the use of
sound science and greater transparency
in regulatory decision making, increased
stakeholder participation, and
reasonable transition strategies that
reduce risks without jeopardizing
American agriculture and farm
communities.

As a result of the 1998 and 1999
TRAC process, EPA decided that the
implementation process and related
policies would benefit from providing
notice and comment on major science
policy issues. The TRAC identified nine
science policy areas it believed were key
to implementation of tolerance
reassessment. EPA agreed to provide
one or more documents for comment on
each of the nine issues by announcing
their availability in the Federal
Register. In a notice published in the
Federal Register of October 29, 1998 (63
FR 58038), EPA described its intended
approach. Since then, EPA has been
issuing a series of draft documents
concerning the nine science policy

issues. This notice announces the
availability of the draft science policy
document concerning drinking water
treatment.

III. Summary of ‘‘The Incorporation of
Water Treatment Effects on Pesticide
Removal and Transformations in Food
Quality Protection Act Drinking Water
Assessments’’

The FQPA of 1996 requires that all
tolerances for pesticide chemical
residues in or on food consider
anticipated dietary exposure and all
other exposures for which there is
reliable information. Drinking water is
considered a potential pathway of
dietary exposure to pesticides. Because
drinking water for a large percentage of
the population is derived from public
water systems which normally treat raw
water prior to consumption, the impact
of water treatment on pesticide removal
and transformation needs to be
considered in drinking water exposure
for risk assessments completed under
FQPA. Treated drinking water for the
purpose of FQPA exposure assessment
will be defined as ambient ground or
surface water which is either chemically
or physically altered using technology
prior to human consumption. Therefore,
the objectives of this science policy
paper are to:

1. Present a preliminary literature
review on the impact of different
treatment processes on pesticide
removal and transformation in treated
drinking water derived from ground and
surface water sources.

2. Describe how OPP will consider the
impacts of drinking water treatment in
drinking water exposure assessments
under FQPA.

IV. Literature Review
A wide variety of factors must be

taken into account to assess the impact
of drinking water treatment on the
levels of different pesticides in drinking
water. It is important to note that a
sizeable proportion of the nation,
approximately 23 million people, obtain
their drinking water from private wells
and other sources that undergo no
treatment. For those drinking water
sources that are treated, available survey
information establishes that there are
many distinct types of water treatment
processes (and many more combinations
of processes) in use throughout the
United States. Nearly all public water
supply systems use some form of
disinfection, and a series of
conventional treatment processes
(coagulation-flocculation,
sedimentation, and filtration). The
processes that appear to have the most
impact on pesticide removal granular
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activated carbon (GAC) and powdered
activated carbon (PAC) - are commonly
found or used in larger water supply
systems but, because of high costs, are
rarely used by the smallest systems.
Other methods, such as ‘‘softening,’’
reverse osmosis, and air stripping are
also less frequently used to remediate
water quality concerns. In sum, there is
enormous spatial and temporal
variability in the types of treatment
applied to drinking water.

EPA’s preliminary review of the
literature indicates that conventional
treatment (such as coagulation/
flocculation, sedimentation, and
filtration) has little or no effect on the
removal of mobile (hydrophilic or
lipophobic) pesticides. Disinfection and
softening can facilitate alteration in the
chemical structure of the pesticide, or
transformation. The type of disinfectant
used and the length of contact time
between the water and disinfectant are
factors which affect the impact on
pesticide transformation. There is little
information on the chemical identity of
transformation products formed as the
result of disinfection. However,
disinfection can produce toxic by-
products of some pesticides (e.g., oxons
from organophospates). The impact of
softening on pesticide transformation is
dependent on the potential for alkaline-
catalyzed hydrolysis of the pesticide.

The FIFRA SAP evaluated the
literature review and concurred with the
conclusions (www.epa.gov/pesticides/
scipoly/sap/2000/
index.htm#september). The SAP stated
that immobile (hydrophobic/lipophilic)
pesticides may be removed by
conventional water treatment processes.

V. Proposed Policy

OPP is announcing and seeking
public comment on a policy to provide
a systematic approach for considering
drinking water treatment effects on
pesticide removal and transformation in
FQPA risk assessments. Because most
surface source drinking water receives
some form of water treatment prior to
human consumption, the proposed
treatment policy is generally applicable
to surface source drinking water. A
similar assumption cannot be made for
drinking water systems using ground
water because of the importance of
private wells in rural areas. Private
wells are not generally linked to water
treatment systems prior to human
consumption. This policy is based on
scientific conclusions reached as a
result of OPP’s literature review and on
our assessment of the availability of
information for specific pesticides on
water treatment effects:

• The Environmental Fate and Effects
Division (EFED) will provide available
information on the potential and
measured effects from drinking water
treatment (e.g., flocculation,
coagulation, sedimentation, filtration,
chlorination, softening, and GAC/PAC
treatment) to the HED Metabolism
Assessment Review Committee (MARC).
The MARC will evaluate this
information and determine which, if
any, transformation and degradation
products might be of toxicological
concern. This information will also be
considered in FQPA Safety Factor
decisions.

• OPP will not generally conclude that
treatment mitigates exposure for a
specific pesticide without supporting
evidence. Therefore, if sufficient
pesticide-specific information is not
available on effects of water treatment
processes, or if sufficient information is
not available on the extent to which
specific processes are employed within
the pesticide use area, FQPA drinking
water assessments will be conducted
using pesticide concentrations in raw or
ambient waters to represent pesticide
concentrations in finished drinking
water. This policy is based on the fact
that conventional water treatment
processes (coagulation/flocculation,
sedimentation, and filtration) are not
expected to remove mobile pesticides
during treatment.

• If sufficient pesticide-specific
information is available on effects of a
water treatment processes, as well as
information on the extent to which such
processes are employed within the
pesticide use area, EFED will attempt to
describe quantitatively the potential
effects of drinking water treatment for
that pesticide in the drinking water
assessment. This description will
include effects of degradation and
formation of transformation products.

• Monitoring data on finished
drinking water may also represent in
aggregate the effects of treatment in the
study area. However, because of the
inherent variability associated with
water treatment processes, with source
water quality, and the limited
availability of monitoring data on
pesticides in finished drinking water,
extrapolating such results to areas
outside of the area monitored must be
considered on a case-by-case basis. It is
anticipated that quantitation of drinking
water treatment effects will be limited to
pesticides with extensive monitoring
data on finished water (e.g., atrazine) or
pesticides with monitoring data on
finished water from focused or limited
use areas (e.g., molinate). Extrapolating
treatment effects across compounds

with similar structures will be
considered on a case-by-case basis.

VI. Questions for Public Comment

1. Do the scientific data demonstrate
clear quantitative relationships exist
between the physical/chemical
properties of particular pesticide classes
and the impacts of specific water
treatment processes?

2. Based on its technical review of the
literature on the impacts of different
treatment processes on levels of
pesticide residues in drinking water,
OPP is leaning toward an interim
approach which assumes, in the absence
of representative pesticide-specific
water plant monitoring data, that
residues in finished drinking water will
be the same as levels in such water prior
to treatment. Given the objective of
accurately estimating pesticide
concentrations in drinking water, do the
scientific data support this approach?
How would an approach be developed
based on the state of knowledge about
the impact of treatment on pesticides?
Under what circumstances can OPP use
data on the impacts of a specific
treatment process on several pesticides
in a chemical class to support a general
conclusion about all pesticide in that
class?

3. During disinfection with chlorine,
pesticides such as organophosphates
can be oxidized to form toxic
degradation products. What other
classes of pesticides may be transformed
by drinking water treatment processes to
form toxic byproducts? What issues
related to pesticide transformation
should OPP be aware of?

4. Laboratory jar tests are often
employed to determine if a regulated
contaminant, including some pesticides,
in raw water can be removed by a given
treatment process. What are the
advantages and disadvantages of using
results of jar tests as the basis of
evaluating whether the pesticide will be
eventually removed in the actual water
treatment plant? How might these
results be used to adjust raw water
concentrations for use in human health
risk assessment? What are the
advantages and disadvantages of using
other types of data, e.g., paired samples
from field monitoring, or pilot plant
data.

5. Studies cited in the literature
review indicate that many factors, such
as raw water composition, water
treatment method, and treatment plant
conditions, may affect the removal of
pesticides. What issues should OPP be
considering in determining the potential
impact of these factors on the percent
removal and transformation of
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pesticides by different water treatment
plants?

6. What additional water treatment
data from other studies, which either
support or are inconsistent or contradict
the data presented in the preliminary
literature review, should OPP consider?
Please submit any data that would
provide information on the impacts of
water treatment on additional pesticides
or classes of pesticides.

7. For example, some pesticides,
including carbamates and
organophosphates, with hydrolysis half-
lives of less than 1 day in alkaline (pH
9) water are observed to be ‘‘removed’’
during lime-soda softening (pH 10∼ 11)
by alkaline hydrolysis. Can this
observation be generalized in predicting
whether a pesticide with alkaline
abiotic hydrolysis half-life of less than
1 day will be ‘‘removed’’ through water
treatment?

8. The effects of water treatment on
pesticide residues in drinking water can
be assessed by regression modeling of
important parameters with removal
efficiency, experimental or laboratory
studies, and actual field monitoring.
What other approaches or methods can
be used to assess water treatment
effects? What are the pros and cons of
these methods?

9. What types of data are needed
regarding the extent and manner of use
of a particular drinking water treatment
process in order to use the data on the
impact of such method on pesticide
concentrations in finished drinking
water in a deterministic or probabilistic
exposure assessment?

VII. Policies Not Rules
The draft science policy document

discussed in this notice is intended to
provide guidance to EPA personnel and
decisionmakers, and to the public. As a
guidance document and not a rule, the
policy in this guidance is not binding on
either EPA or any outside parties.
Although this guidance provides a
starting point for EPA risk assessments,
EPA will depart from its policy where
the facts or circumstances warrant. In
such cases, EPA will explain why a
different course was taken. Similarly,
outside parties remain free to assert that
a policy is not appropriate for a specific
pesticide or that the circumstances
surrounding a specific risk assessment
demonstrate that a policy should be
abandoned.

EPA has stated in this notice that it
will make available revised guidance
after consideration of public comment.
Public comment is not being solicited
for the purpose of converting any policy
document into a binding rule. EPA will
not be codifying this policy in the Code

of Federal Regulations. EPA is soliciting
public comment so that it can make
fully informed decisions regarding the
content of each guidance document.

The ‘‘revised’’ guidance will not be
unalterable. Once a ‘‘revised’’ guidance
document is issued, EPA will continue
to treat it as guidance, not a rule.
Accordingly, on a case-by-case basis
EPA will decide whether it is
appropriate to depart from the guidance
or to modify the overall approach in the
guidance. In the course of inviting
comment on each guidance document,
EPA would welcome comments that
specifically address how a guidance
document can be structured so that it
provides meaningful guidance without
imposing binding requirements.

List of Subjects

Environmental protection,
Administrative practice and procedure,
Agricultural commodities, Pesticides
and pests.

Dated: November 8, 2001.
Stephen Johnson,
Assistant Administrator for Prevention,
Pesticides and Toxic Substances.
[FR Doc. 01–28973 Filed 11–20–01; 8:45 am]
BILLING CODE 6560–50–S

FEDERAL COMMUNICATIONS
COMMISSION

Notice of Public Information
Collection(s) Being Reviewed by the
Federal Communications Commission
for Extension Under Delegated
Authority, Comments Requested

November 14, 2001.
SUMMARY: The Federal Communications
Commission, as part of its continuing
effort to reduce paperwork burden
invites the general public and other
Federal agencies to take this
opportunity to comment on the
following information collection(s), as
required by the Paperwork Reduction
Act of 1995, Public Law 104–13. An
agency may not conduct or sponsor a
collection of information unless it
displays a currently valid control
number. No person shall be subject to
any penalty for failing to comply with
a collection of information subject to the
Paperwork Reduction Act (PRA) that
does not display a valid control number.
Comments are requested concerning (a)
whether the proposed collection of
information is necessary for the proper
performance of the functions of the
Commission, including whether the
information shall have practical utility;
(b) the accuracy of the Commission’s
burden estimate; (c) ways to enhance

the quality, utility, and clarity of the
information collected; and (d) ways to
minimize the burden of the collection of
information on the respondents,
including the use of automated
collection techniques or other forms of
information technology.
DATES: Written comments should be
submitted on or before January 22, 2002.
If you anticipate that you will be
submitting comments, but find it
difficult to do so within the period of
time allowed by this notice, you should
advise the contact listed below as soon
as possible.
ADDRESS: Direct all comments to Les
Smith, Federal Communications
Commissions, Room 1 A–804, 445
Twelfth Street, SW., Washington, DC
20554 or via the Internet to
lesmith@fcc.gov.

FOR FURTHER INFORMATION CONTACT:
For additional information or copies

of the information collections contact
Les Smith at (202) 418–0217 or via the
Internet at lesmith@fcc.gov.
SUPPLEMENTARY INFORMATION:

OMB Approval Number: 3060–0065.
Title: Application for New or

Modified Radio Stations Authorization
Under Part 5 of the FCC Rules—
Experimental Radio Service.

Form No.: FCC Form 442.
Type of Review: Extension of a

currently approved collection.
Respondents: Not-for-profit

institutions; Business or other for-profit;
and State, Local or Tribal Government.

Number of Respondents: 700.
Estimated Time Per Response: 4

hours.
Total Annual Burden: 2,800 hours.
Total Estimated Cost: None.
Needs and Uses: FCC Form 442 is

required to be filed by Sections 5.55 (a),
(b), and (c) of the FCC Rules and
Regulations by applicants requiring an
FCC license to operate a new or
modified experimental radio station.
The data supplied by this form are used
by communications clerk, legal
instruments examiners and engineers of
the FCC to determine: (1) If the
applicant is eligible for an experimental
license; (2) the purpose of the
experiment; (3) compliance with the
requirements of Part 5 of the FCC Rules;
and (4) if the proposed operation will
cause interference to existing
operations. The FCC could not grant an
experimental license without the
information contained on this form.
Revision of the form is not required.

OMB Approval Number: 3060–0484.
Title: Amendment of Part 63 of the

Commission’s Rules to Provide for
Notification of Common Carriers of
Service Disruptions—Section 63.100.
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