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inventory of chemicals every 4 years by
requiring manufacturers, processors,
and importers to provide production
volume, plant site information, and site-
limited status information. This
information allows EPA to identify what
chemicals are or are not currently in
commerce and to take appropriate
regulatory action as necessary. EPA also
uses the information for screening
chemicals for risks to human health or
the environment, for priority-setting
efforts, and for exposure estimates.

Responses to this collection of
information are mandatory (see 40 CFR
part 710). Respondents may claim all or
part of a notice confidential. EPA will
disclose information that is covered by
a claim of confidentiality only to the
extent permitted by, and in accordance
with, the procedures in TSCA section 14
and 40 CFR part 2.

V. What are EPA’s Burden and Cost
Estimates for this ICR?

Under the PRA, ‘“burden” means the
total time, effort, or financial resources
expended by persons to generate,
maintain, retain, or disclose or provide
information to or for a Federal Agency.
For this collection it includes the time
needed to review instructions; develop,
acquire, install, and utilize technology
and systems for the purposes of
collecting, validating, and verifying
information, processing and
maintaining information, and disclosing
and providing information; adjust the
existing ways to comply with any
previously applicable instructions and
requirements; train personnel to be able
to respond to a collection of
information; search data sources;
complete and review the collection of
information; and transmit or otherwise
disclose the information.

The ICR provides a detailed
explanation of this estimate, which is
only briefly summarized in this notice.
The public burden for this collection of
information is estimated to average 11.5
hour per response. The following is a
summary of the estimates taken from the
ICR:

Respondents/affected entities:
Manufacturers and importers of
chemical substances, mixtures, or
categories.

Estimated total number of potential
respondents: 3,000.

Frequency of response: Once every 4
years.

Estimated average number of
responses for each respondent: 1.

Estimated total burden hours: 34,500
hours.

Estimated total burden costs:
$2,426,160.

VI. Are There Changes in the Estimates
from the Last Approval?

There is no change in the total
estimated respondent burden compared
to that identified in the information
collection request most recently
approved by OMB.

VII. What is the Next Step in the
Process for this ICR?

EPA will consider the comments
received and amend the ICR as
appropriate. The final ICR package will
then be submitted to OMB for review
and approval pursuant to 5 CFR
1320.12. EPA will issue another Federal
Register notice pursuant to 5 CFR
1320.5(a)(1)(iv) to announce the
submission of the ICR to OMB and the
opportunity to submit additional
comments to OMB. If you have any
questions about this ICR or the approval
process, please contact the technical
person listed under FOR FURTHER
INFORMATION CONTACT.

List of Subjects
Environmental protection, Reporting
and recordkeeping requirements.

Dated: March 22, 2001.
Susan B. Hazen,
Acting Assistant Administrator for
Prevention, Pesticides and Toxic Substances.
[FR Doc. 01-8134 Filed 4—2-01; 8:45 am]
BILLING CODE 6560-50-S

ENVIRONMENTAL PROTECTION
AGENCY

[FRL-6961-6]
Gulf of Mexico Program; Policy Review
Board Meeting

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Notice of meeting.

SUMMARY: Under the Federal Advisory
Act, Public Law 92463, EPA gives notice
of a meeting of the Gulf of Mexico
Program (GMP) Policy Review Board
(PRB).

DATES: The PRB meeting will be held on
Wednesday, May 2, 2001, from 10:30
a.m. to 3:00 p.m.

ADDRESSES: The meeting will be held at
the Sofitel Hotel, 425 N. Sam Houston
Parkway, East, Houston, Texas 77060 (at
Bush Intercontinental Airport), (281)
445-9000.

FOR FURTHER INFORMATION CONTACT:
Gloria D. Car, Designated Federal
Officer, Gulf of Mexico Program Office,
Building 1103, Room 202, Stennis Space
Center, MS 39529-6000 at (228) 688—
2421.

SUPPLEMENTARY INFORMATION: Proposed
agenda items will include: Review PRB
Recommendations.
The meeting is open to the public.
Dated: March 27, 2001.
Gloria D. Car,
Designated Federal Officer.
[FR Doc. 01-8132 Filed 4-2-01; 8:45 am|
BILLING CODE 6560-50—P

ENVIRONMENTAL PROTECTION
AGENCY

[OPP-00708; FRL-6774-4]

EPA Analysis of the Impact of Wet
Milling on the Cry9C Protein Content in
Food

AGENCY: Environmental Protection
Agency (EPA).

ACTION: Notice.

SUMMARY: This action is part of EPA’s
ongoing effort to make information
publicly available and to seek public
input on the potential health risks to
humans from consuming foods made
from StarLink corn. StarLink is a variety
of Bt corn that has been genetically
engineered to produce a protein, Cry9C,
intended to be toxic to certain insect
pests of corn. EPA is soliciting public
comments on its analysis of the impact
on wet milling on the Cry9C protein
content in human food. The assessment
concludes that use of StarLink corn in
wet-milling results in no (or essentially
no) residues of Cry9C protein in human
food fractions - corn oil, corn syrup,
alcohol, corn starch. This information
would support a conclusion that there is
no human health risk from eating such
food fractions. This Notice also lists the
specific experts in the processing of
corn for food from whom EPA is
specifically seeking comment. The
Agency will take into consideration all
comments received as it revises the wet
milling assessment, and the Agency will
announce the availability of the final
assessment in the Federal Register. The
Agency will also consider the final
assessment as it makes its decision on
the pending Aventis petition.

DATES: Comments, identified by docket
control number OPP-00708, must be
received on or before May 3, 2001.

ADDRESSES: Comments may be
submitted by mail, electronically, or in
person. Please follow the detailed
instructions for each method as
provided in Unit L. of the
SUPPLEMENTARY INFORMATION. To ensure
proper receipt by EPA, it is imperative
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that you identify docket control number
OPP-00708 in the subject line on the
first page of your response.

FOR FURTHER INFORMATION CONTACT: Phil
Hutton, Biopesticides and Pollution
Prevention Division (7511C), Office of
Pesticide Programs, Environmental
Protection Agency, 1200 Pennsylvania
Ave., NW., Washington, DC 20460;
telephone number: (703) 308-8260; fax
number: (703) 308—7026; e-mail address:
hutton.phil@epa.gov.

SUPPLEMENTARY INFORMATION:

I. General Information

A. Does this Action Apply to Me?

This action is directed to the public
in general. This action may, however, be
of interest to those persons who are
familiar with the wet milling of corn or
who may be required to conduct testing
of chemical substances under the
Federal Food, Drug and Cosmetic Act
(FFDCA), or the Federal Insecticide,
Fungicide, and Rodenticide Act
(FIFRA). Since other entities may also
be interested, the Agency has not
attempted to describe all the specific
entities that may be affected by this
action. 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 and Other Related
Documents?

1. Electronically. You may obtain
electronic copies of this document, the
EPA Analysis of the Impact of Wet
Milling on the Cry9C Protein Content in
Food, and certain other related
documents that might be available
electronically, from the EPA Internet
Biopesticides Home Page at http://
www.epa.gov/pesticides/biopesticides/.
To access this document, on the Home
Page select “Laws and Regulations,”
“Regulations and Proposed Rules,” and
then look up the entry for this document
under the “Federal Register—
Environmental Documents.” You can
also go directly to the Federal Register
listings at http://www.epa.gov/fedrgstr/.

2. In person. The Agency has
established an official record for this
action under docket control number
OPP-00708. The official record consists
of the documents specifically referenced
in this action, any public comments
received during an applicable comment
period, 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-00708 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
8:30 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-00708. 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
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?

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 copies of any technical
information and/or data you used that
support your views.

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

5. Provide specific examples to
illustrate your concerns.

6. Offer alternative ways to improve
the notice or collection activity.

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

8. To ensure proper receipt by EPA,
be sure to identify the docket control
number assigned to this action in the
subject line on the first page of your
response. You may also provide the
name, date, and Federal Register
citation.

II. Background
A. What Action is the Agency Taking?

This action is part of EPA’s ongoing
effort to make information publicly
available and to seek public input on
the potential health risks to humans
from consuming foods made from
StarLink corn. StarLink is a variety of Bt
corn that has been genetically
engineered to produce a protein, Cry9C,
intended to be toxic to certain insect
pests of corn. Following a thorough
scientific review of the safety of this
product, EPA concluded that, other than
an unresolved issue regarding the
potential for Cry9C to pose an allergenic
risk to humans, StarLink would pose no
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risks to public health or the
environment. Therefore, EPA issued a
registration for the Cry9C protein and
the genetic material necessary for its
production (called a plant-pesticide) in
1998 to AgrEvo (now Aventis
CropScience). EPA limited the
registration by requiring that all
StarLink corn only be used in domestic
animal feed and for industrial purposes.
EPA did not approve the use of StarLink
corn in foods destined for human
consumption because of unanswered
questions about the potential
allergenicity of the Cry9C protein.

Because of Aventis’ continuing
interest in obtaining approval for use of
StarLink in the production of human
food and the novel scientific issues
raised concerning the assessment of
potential allergenicity, EPA called a
meeting of the FIFRA Scientific
Advisory Panel (SAP), on February 29,
2000 regarding Cry9C protein. (The SAP
provides independent scientific advice
and recommendations to the Agency as
to the impact on health and the
environment of regulatory actions
concerning pesticides and pesticide-
related issues.) The February 29, 2000
SAP report stated that it could not be
determined whether or not Cry9C is a
potential food allergen.

In September 2000, Cry9C DNA was
detected in a finished food product -
taco shells. Subsequently, the DNA and
protein have been found in corn grain
and other corn products in the food
supply. These detections indicated that,
despite the EPA restrictions, some
quantities of StarLink corn had directly
entered the human food chain.

On October 12, 2000, Aventis
requested that the registration for their
StarLink corn product be voluntarily
cancelled. As a result, StarLink corn is
not authorized for planting in future
years. On October 25, 2000, Aventis
amended its petition for a food tolerance
exemption under the Federal Food,
Drug, and Cosmetic Act (FFDCA) to ask
for a temporary tolerance of 4 years to
cover any Cry9C protein and Cry9C
DNA that may be present in human food
made from StarLink corn planted in
1998, 1999, and 2000. Aventis
submitted additional information with
its petition to support its contention that
the Cry9C protein posed no allergenic
risk to public health. EPA convened
another SAP meeting on November 28,
2000 to consider the question of the
potential of the Cry9C protein to be an
allergen, whether there is an adequate
amount of the protein in corn to cause
sensitization, what amount of Cry9C
might be in the human food supply if
this time limited tolerance exemption
were to be approved, and reports of

adverse incidents for alleged human
exposure. More information including
the Aventis submission, EPA’s papers
for SAP review, background
information, and the SAP final reports
can be found on the following web sites:
http://www.epa.gov/pesticides/
biopesticides/cry9c/index.htm
http://www.epa.gov/scipoly/sap/index.htm

The final report from the November
28, 2000 SAP meeting, which was
issued on December 1, 2000, expressed
the consensus of the Panel that while
Cry9C has a “medium likelihood” to be
a food allergen, the combination of the
expression level of the protein and the
amount of corn found to be commingled
poses a “low probability” to sensitize
individuals to Cry9C.

The Panel report noted that the
likelihood of the protein being detected
in different corn products varied
considerably, especially depending on
the method of processing and whether
the product was from white or yellow
corn. The Cry9C DNA was only
engineered into certain yellow corn
varieties. The SAP report called on EPA
to only include in our dietary
assessment those ingredients from corn
that contain protein after processing.
The SAP report states that items such as
corn syrup, corn oil, and starch contain
virtually no protein.

In follow-up to the SAP report, EPA
collected and evaluated information on
the impacts of the wet milling process
on levels of protein in finished human
food products. The assessment
concludes that use of StarLink corn in
wet-milling results in no (or essentially
no) residues of Cry9C protein in human
food fractions - corn oil, corn syrup,
alcohol, corn starch. This information
would support a conclusion that there is
no human health risk from eating such
food fractions. EPA is now soliciting
public comments on its analysis of the
impact of wet milling on the Cry9C
protein content in food.

In addition to the general public, The
Agency will specifically contact and
request comments from the following
experts in the processing of corn for
food:

1. Dr. R. Carl Hoseney of R and R
Research in Manhattan, KS.

2. Dr. Barry Jacobsen of Montana State
University in Bozeman, Montana.

3. Dr. David Lineback of the
University of Maryland in College Park,
Maryland.

4. Dr. Llyod Rooney of Texas A&M
University in College Station, Texas.

The Agency will take into
consideration all comments received
and publish the availability of its final
wet milling assessment in the Federal
Register. The final wet milling

assessment will also be considered as
part of EPA’s overall review of Aventis’
pending petition for an exemption for
Cry9C in human food, PP 9F05050.

B. What is the Agency’s Authority for
Taking this Action?

The Federal Food, Drug, and Cosmetic
Act provides the legal authority for EPA
to take this action.

List of Subjects

Environmental protection, plant-
incorporated protectants.

Dated: March 7, 2001.
Janet L. Andersen,

Director, Biopesticides and Pollution
Prevention Division.

[FR Doc. 01-8138 Filed 4—2—01; 8:45 a.m.]
BILLING CODE 6560-50-S

ENVIRONMENTAL PROTECTION
AGENCY

[FRL-6961-1]

Notice of Proposed Prospective
Purchaser Agreement Pursuant to the
Comprehensive Environmental
Response, Compensation and Liability
Act of 1980, as Amended by the
Superfund Amendments and
Reauthorization Act of 1986

AGENCY: Environmental Protection
Agency.

ACTION: Notice; request for public
comment.

SUMMARY: Notice is hereby given of a
proposed Prospective Purchaser
Agreement and Covenant Not To Sue,
executed between the United States, on
behalf of the U.S. Environmental
Protection Agency (“EPA”), and Pulaski
Industrial Corporation (‘““Purchaser”) in
accordance with the Comprehensive
Environmental Response,
Compensation, and Liability Act of
1980, 42 U.S.C. 9601-9675, as amended
(“CERCLA”). The proposed agreement
will allow reuse of an abandoned
industrial facility associated with the
Metcoa Radiation Superfund Site
(“Site”) in Pulaski, Lawrence County,
Pennsylvania, and will resolve certain
potential EPA claims under section 107
of CERCLA, 42 U.S.C. 9607, against the
Purchaser. The proposed agreement is
now subject to public comment, after
which the United States may modify or
withdraw its consent if comments
received disclose facts or circumstances
indicating that the proposed agreement
is inappropriate, improper or
inadequate.

The proposed agreement concerns a
21.74 acre property (‘“‘the Property”)
located within the approximately 22.5
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