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Bp number: 01-024-20n

App number: 2001-248XRAB Begin movement: 2/21/01
Received: 1/24/01 End movement : 2/21/02
Institution: Monsanto Begin release: 2/21/01
Recipient: Wheat End release: 2/21/02
Status: Pending Acre: 40.00
Effective date: 2/23/01 CBI status: CBI
Phenotype: HT - Glyphosate tolerant

Comments :

Resp person:
Parsed name:

Addressl: Monsanto Company
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CONFIDENTIAL

Monsanto Reference ID
2001-248XRAB

Permit Unit

USDA, APHIS, PPQ, BSS
4700 River Rd.

Riverdale, MD 27037

01-024-20n
1. USDA Reference Number

2. Applicant Reference Number 2001-248XRAB
3. Applicant/Responsible Party

Monsanto Company
700 Chesterfield Parkway North

St. Louis MO

63198
4. Duration of Iintroduction

Interstate Movement and Release

5. Recipient
Wheat, Triticum aestivum

6. Regulated Article
Phenotypic Category: HT

Phenotype:

Cultivar/Variety Oxen, Ingot

Page 1 of 7

Phone
FAX
EMail

7|

Monsanto CompPANY

700 CHESTERFIELD PKWY NORTH
CHESTERFIELD, MISSOURI 63198
PHONE (314) 694-1000

FAX (636) 737-7085

http./ /www.monsanto.com

January 22, 2001

636/737-7085

February 21, 2001 - February 21, 2002

Glyphosate tolerant
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Monsanto Reference ID
2001-248XRAB

designation of transformed line:
33391

Constructs: PV-TXGT10

GENE OF INTEREST
cBi

Promoter: CMoVa/I2 --

Gene: CTP2-CP4-- A gene fusion composed of the N-terminal chloroplast transit peptide sequence
from the Arabidopsis thaliana EPSPS gene (CTP2), and the C-terminal
5-enolpyruvylshikimate-3-phosphate synthase gene (CP4) from an Agrobacterium species, strain
CP4.

Terminator: NOS 3'-- A 3' non-translated region of the nopaline synthase gene of Agrobacterium
tumefaciens T-DNA.

GENE OF INTEREST

Gene: CTP2-CP4-- A gene fusion composed of the N-terminal chloroplast transit peptide sequence
from the Arabidopsis thaliana EPSPS gene (CTP2), and the C-terminal
g—lglrlmolpyruvylshikimate-3-phosphate synthase gene (CP4) from an Agrobacterium species, strain

Teminator: NOS 3'-- A 3' non-translated region of the nopaline synthase gene of Agrobacterium
tumefaciens T-DNA.

Page2 of 7
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Monsanto Reference ID
2001-248XRAB

7. Mode of Transformation Disarmed Agrobacterium tumefaciens
8. Introduction Interstate Movement and Release

Ship up to 50,000 pounds of wheat seed to and from each location.

ORIGIN: DESTINATION:
HI, KS, MO, SD HI, KS, MO, SD
Ship From:
HI
) R
County/Province,

CONTA - 7 ] . (b) (4). (b) (6). (b) (7)(C)

N HI U.S.A RIONOIONOIOIE

]-CBI

Sedgwick County/Province, KS JSIGM USA

(b) (4). (b) (6). (b) (7)) KS-USA,

MO
. N . Couniy/Province, MO (A
U.S.A.

CONTACT: OIGEOIOIOIN@ vo, I

U.SA,
]- CBI

SD

| Brookings
County/Province, 5 A

Page 3 of 7
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Monsanto Reference ID
2001-248XRAB

CONTACT: Jackie Rudd, South Dakota State University, NPB 248C, Box 2140-C, Brookings, SD,
57007, U.S.A., 605/688-4769

]-CBI

Ship To:

HI

2L Honolulu
County/Province, HI, U.SA.

(4). (b) (6). (b) (7)(C)

Sedgwick County/Province, KS.SA

ks, [N usa.

(b) (4). (b) (6). (

]- CBI

MO

TIC)

CONT 3 ) 11)»14‘\_”)'1(:}»_le
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Monsanto Reference ID
2001-248XRAB

SD

g | Brookings
County/Province,

CONTACT SD,
BN U S A,

]- CBI

Page 5 of 7
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Monsanto Reference ID
2001-248XRAB

Release Site:

NUMBER OF STATES/TERRITORIES AND SITES:

SD (2)

SD
[ Brookings County/Province, SD, USA, 20

acres.
N/R CHER (b) (4), (
(70,1016 OO ™ kg0 0 0

]-CBI

A B gt
ounty/Province, SD, , 20 acres.
RESPONSIBLE PE N/ HER:
SD S.A.

]-CBI

b) (6), (b) (7)(C)
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MONSANTO |
Food + Health « Hope

MonsanTo CoOMPANY
{\QNFgDEN Tgﬁ i 700 CHESTERFIELD Pkwy NORTH
o : 4 o ; E W itimae CHESTERFIELD, MISSOURI 63198
PHONE (314) 694-1000

FAX (636) 737-7085
Monsanto Reference ID

2001-248XRAB
9. Certification

http:/ /www.monsanto.com

| certify that the regulated article will be introduced in accordance with the eligibility criteria and
the performance standards set forth in 7 CFR 340.3. The above information is true to the best of
are any changes, we will contact APHIS.

Monsanto Company
January 22, 2001

Page 7 of 7
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CONFIDENTIAL BUSINESS INFORMATION JUSTIFICATION

The information claimed as confidential within this application consists of donor organisms and gene
descriptions. The gene description category includes names and information about genes, promoters and
expressed traits.

LEGAL BACKGROUND

The Freedom of Information Act ("FOIA"), 5 U.S.C. § 552, specifically exempts from release "trade
secrets and commercial or financial information obtained from a person and privileged or confidential"
f("Exemption 4"). 5 U.S.C. § 552(b)(4). Exemption 4 applies where the disclosure of information would
be likely to cause substantial harm to the competitive position of the owner, or where, in the case of
voluntarily submitted information, the submitter would be less likely in the future to share data with the
agency voluntarily. National Parks & Conservation Association v. Morton, 498 F.2d 765, 770 (D.C.Cir.
1974); Gulf & Western Industries, Inc. v. U.S., 615 F.2d 527, 530 (D.C.Cir. 1979).

A party seeking to demonstrate "substantial competitive harm" need not show actual competitive harm,
but must only demonstrate the presence of competition and the likelihood of substantial competitive
injury. Id. at 530; National Parks & Conservation Association v. Kleppe, 547 F.2d 673, 679 (D.C.Cir.
1976); Miami Herald Pub. Co. v. U.S. Small Business Administration, 670 F.2d 610, 614 (5th Cir. Unit B
1982).

For the purposes of FOIA, courts have defined the term "trade secret" to mean a "secret, commercially
valuable plan, formula, process, or device that is used for the making, preparing, compounding, or
processing of trade commodities and that can be said to be the end product of either innovation or
substantial effort. Public Citizen Health Research Group v. FDA, 704 F.2d 1280, 1288 (D.C.Cir. 1983);
Anderson v. Dept. of Health & Human Services, 907 F.2d 936, 943-44 (10th Cir. 1990).

Information on gene description and commercial development falls squarely within this definition, and is
the type of information accorded trade secret protection by the courts under Exemption 4 of the Freedom
of Information Act. It is well established that information on the formulation and chemistry of a product
should be treated as confidential for FOIA purposes. See, e.g., Anderson v. Dept. of Health & Human
Services, 907 F.2d 936 (10th Cir. 1990). This is exactly the type of information provided by each and
every subcategory listed above in the gene description category. Where, as in the case of the Monsanto
products subject to this FOIA request, the development time and costs of the product have been
substantial and the information can only be obtained by competitors at considerable cost, disclosure is
prohibited. Greenberg v. Food and Drug Administration, 803 F.2d at [213, 1216-1218 (D.C. Cir. 1986);
Worthington Compressors, Inc. v. Costie, 622 F.2d 45, 51-52 (D.C.Cir. 1981). The existence of
confidentiality agreements binding employees not to reveal the information is another factor considered
by the courts. Greenberg v. FDA, 803 F.2d at 1216-1218.
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CBI Justification
Notification 2001-248XRAB
Page 2

The courts have also been very clear in finding commercial development information covered by
Exemption 4 where the release of such information could allow competitors to procure a clear
understanding of a company's business practices and allow a competitor to cause harm to a company's
competitive standing. See, e.g., Braintree Electric Light Dept. v. Dept. of Energy, 494 F.Supp. 287, 289-
291 (D.D.C. 1980). Information on distribution channels, market strategies, pricing structures, and
patterns of competition fall squarely within the Exemption because such information enables a
competitor to gain an accurate picture of a company's marketing activities and the competitive structure
of the market. Timken v. U.S. Customs Service, 531 F.Supp. 194, 200 (D.D.C. 1981). Typically,
information concerning marketing strategies, and the names of independent contractors participating in a
company's studies have been accorded confidential treatment. See, e.g., Teich v. Food & Drug
Administration, 751 F. Supp. 243, 253 (D.D.C. 1990). Specific justifications for treating information in
these two categories as CBI are provided below.'

GENE DESCRIPTION

The essence of the commercial value of the Monsanto biotechnology products is the particular genetic
information that confers the desired properties on the plant product, as well as the technical know-how
inherent in this information. Monsanto is at the leading edge in the development of biotechnology

products in a rapidly growing and highly competitive industry. This expertise has been gained through
many man years of effort, and the expenditure of tens of millions of dollars on biotechnology research.

Monsanto has been working on the development of transgenic crops since the early 1980’s and has
expended several million dollars in research and testing costs. Monsanto can document the development
and testing costs by means of monthly summaries of the man hours devoted to these projects, budgetary
documents, field test agreements, and project documents for the Chesterfield facility.

: In a case recently decided by the U.S. Court of Appeals for the District of Columbia Circuit,
Critical Mass Energy Project v. NRC, No. 90-5120, August 21, 1992, the court determined that
information given to the government voluntarily will be treated as confidential under Exemption
4 if such information is of the kind that the provider would not customarily make available to the
public. To the extent any references and other information in the Monsanto applications were
submitted voluntarily, such information is accorded protection from disclosure.
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CBI Justification
Notification 2001-248XRAB
Page 3

The uniqueness of Monsanto's products lies in the particular combination of genetic components in the
vectors transferred to these plants. Each genetic entity in these vectors has three pieces of information: a
promoter region, the gene for the expression of the trait, and a stop signal. Although the information on
each of these vector components may be in the public domain, the particular combination of the
components put together by Monsanto is unique and represents years of effort and millions of dollars of
expense.

To achieve the products which are the subject of this Confidential Business Information Justification,
Monsanto has developed and tested many different plant strains using different combinations of genetic
components. The plant products developed by Monsanto represent the best fit of the components, and
the best mode of gene expression of the desired traits. The specific combination of genetic information
on the vectors transferred to the Monsanto products has been kept strictly confidential. Monsanto
employees and contractors under contract to Monsanto are contractually obligated to keep this
information confidential.

There are many competitors of Monsanto, both national and international, who have the expertise not
only to replicate Monsanto's products, but also to use Monsanto's technology to develop other products
which would be competitive with Monsanto, thereby saving millions of dollars and years of development
effort. These competitors include companies such as Rhone-Poulenc, Zeneca, and Ciba.

Monsanto's competitors cannot presently duplicate Monsanto's commercially valuable products from
information in the public domain without going through the same painstaking trial and error development
and testing of many different combinations of genetic information. It is important to emphasize that
although there may be information about Monsanto products available in patent applications, this
information is voluminous and general in nature, and does not identify the specific combinations of
genetic information which Monsanto has found to be most effective. A competitor cannot determine
from the patent applications which particular combination of genes and transgenic products will prove to
be commercially valuable.

Access to gene description information for Monsanto's products would allow competitors to create
essentially "copy-cat" products (avoiding any technical patent infringement) that would result in a market
share loss for Monsanto of millions of dollars. By performing simple copy work, these competitors
would avoid the millions of dollars and many years of research and development effort expended by
Monsanto to develop its commercial products.

The release of gene description information would also provide competitors with commercially valuable
knowledge about the particular products that Monsanto is planning to commercialize and the likely time
frame for commercialization. This information would be extremely helpful to these companies in
developing their own marketing strategies and development plans in a highly competitive market.
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CBI Justification
Notification 2001-248XRAB
Page 4

NAMES AND INFORMATION ABOUT GENES, PROMOTERS AND
EXPRESSED TRAITS

The release of information about the genes and promoters in the vectors will directly provide competitors
with the knowledge of the precise genetic sequence - that Monsanto has found to be most desirable. If
this information is disclosed, the competitors will have access to the structure of the Monsanto products,
with the consequences outlined above. Patents for the products at issue in this matter are pending, but
have not been issued.

Information on the expressed trait of the genes is tantamount to providing the name of the genes, and will
allow Monsanto's competitors to readily identify the particular genes that have been transferred to the
Monsanto products. The release of any information relating to changes made to an original gene to
facilitate fusion with another gene would explicitly reveal Monsanto's trade secret technology for
developing gene combinations.

IDENTITY AND CHARACTERISTICS OF DONOR ORGANISM

A donor organism is not claimed as CBI when the gene from such organism appears alone. CBI is only
claimed for the name and/or identifying characteristics of a donor organism when the gene from this
organism is used in a new and unique combination with another gene to give greatly enhanced expression
of the desired trait.

The identity of the donor organisms have been claimed as confidential by Monsanto because the
disclosure of this information will essentially reveal to Monsanto's competitors the nature of the genes
for the expressed traits. Likewise, information on the characteristics of the donor organisms and the
source of the characterization of the donor will reveal directly or with little difficulty the identify of the
donor organism. With this information in hand, even without information on the other components of the
vector, Monsanto's competitors will be accorded a tremendous advantage in their search for competitive
products, and will be able to unfairly take advantage of the expensive and time intensive effort by
Monsanto to identify this donor as the most suitable organism for providing the genetic information
necessary to best express the desired traits.
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MonsANTO COMPANY
gBi"DEL ETED 700 CHESTERFIELD PKkwY NORTH

CHESTERFIELD, MISSOURI 63198

PHONE (314) 694-1000

FAX (636) 737-7085

Monsanto Reference ID http:/ /www.mensanto.com
2001-248XRAB
Permit Unit January 22, 2001

USDA, APHIS, PPQ, BSS
4700 River Rd.
Riverdale, MD 27037

01-024-20n
1. USDA Reference Number

2. Applicant Reference Number 2001-248XRAB
3. Applicant/Responsible Party

ZCN ) - ()

FAX 636/737-7085
EMail @ monsanto.com

Monsanto Company

700 Chesterfield Parkway North
St. Louis MO

63198

4. Duration of Introduction
Interstate Movement and Release February 21, 2001 - February 21, 2002

5. Recipient
Wheat, Triticum aestivum

6. Regulated Article

Phenotypic Category: HT

Phenotype:
Glyphosate tolerant

Cultivar/Variety Oxen, Ingot

Page 1 of 6
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Monsanto Reference ID
2001-248XRAB

designation of transfi d line:
esignation of transformed line 33301

Constructs: PV-TXGT10

GENE OF INTEREST

Promoter: CMoVa/l2 [ CBI Deleted ] L2

Gene: CTP2-CP4 -- A gene fusion composed of the N-terminal chloroplast transit peptide sequence
from the Arabidopsis thaliana EPSPS gene (CTP2), and the C-terminal
5-enolpyruvylshikimate-3-phosphate synthase gene (CP4) from an Agrobacterium species, strain
CP4.

Terminator: NOS 3' -- A 3' non-translated region of the nopaline synthase gene of Agrobacterium
tumefaciens T-DNA.

GENE OF INTEREST

Promoter: CMP3/I5--[ CBI Deleted ] PEl

Gene: CTP2-CP4 -- A gene fusion composed of the N-terminal chloroplast transit peptide sequence
from the Arabidopsis thaliana EPSPS gene (CTP2), and the C-terminal
5-enolpyruvylshikimate-3-phosphate synthase gene (CP4) from an Agrobacterium species, strain
CP4.

Terminator: NOS 3' -- A 3' non-translated region of the nopaline synthase gene of Agrobacterium
tumefaciens T-DNA.

Page 2 of 6
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Monsanto Reference ID
2001-248XRAB

7. Mode of Transformation Disarmed Agrobacterium tumefaciens
8. Introduction Interstate Movement and Release

Ship up to 50,000 pounds of wheat seed to and from each location.

ORIGIN: DESTINATION:
HI, KS, MO, SD HI, KS, MO, SD
Ship From:
]

[ CBI Deleted ]--*Honolulu County/Province, HI, U.S.A.

KS
[ CBI Deleted |- *Sedgwick County/Province, KS, USA

MO
[ CBI Deleted ]--*St. Louis County/Province, MO, U.S.A.

sSD
[ CBIDeleted ]--*Brookings County/Province, SD, USA

Page 3 of 6
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Monsanto Reference ID
2001-248XRAB
Ship To:

HI

[ CBIDeleted ]--*Honolulu County/Province, HI, U.S.A.

KS

[ CBI Deleted ]--*Sedgwick County/Province, KS, USA

MO

[ CBIDeleted ]--*St. Louis County/Province, MO, U.S.A.

SD

[ CBI Deleted ]--*Brookings County/Province, SD, USA

Page 4 of 6
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Monsanto Reference ID
2001-248XRAB

Release Site:

NUMBER OF STATES/TERRITORIES AND SITES

SD (2)

sD

[ CBI Deleted ]-- Brookings County/Province, SD, USA, 20 acres

[ CBIl Deleted ]-- Codington County/Province, SD, USA, 20 acres

Page 5 of 6
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MONSANTO |
Food + Health - Hope ‘

MonsanTo COMPANY

. i i .
{‘é ?ﬂg"ﬁ iz,u, !; E 5’ 5‘”’ ;’fwg 700 CHESTERFIELD Pxwy NORTH
Bt f:? F. S5 %t Ry et CHESTERFIELD, MISSOURI 63198

PHONE (314) 694-1000
FAX (636] 737-7085
Monsanto Reference ID http:/ /www.monsanto.com
2001-248XRAB

9. Certification

| certify that the regulated article will be introduced in accordance with the eligibility criteria and
the performance standards set forth in 7 CFR 340.3. The above information is true to the best of
our knowledge. If there are any changes, we will contact APHIS.

Monsanto Company

January 22, 2001

Page6 of 6
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MONSANTO
Food + Health - Hope

MonsanTo CoMPANY
CBI-DEL ETED 700 CHESTERFIELD PKwY NORTH

CHESTERFIELD, MISSOURI 63198

PHONE (314) 694-1000

FAX (636) 737-7085

Monsanto Reference ID http:/ /www.monsanto.com
2001-248XRAB
Permit Unit January 22, 2001

USDA, APHIS, PPQ, BSS
4700 River Rd.
Riverdale, MD 27037

01-024-20n
1. USDA Reference Number

2. Applicant Reference Number 2p01-248XRAB
3. Applicant/Responsible Party

FAX 636/737-7085
EMail _ monsanto.com

Monsanto Company

700 Chesterfield Parkway North
St. Louis MO

63198
4. Duration of Introduction
Interstate Movement and{ReIeéSe{ February 21, 2001 - February 21, 2002

5. Recipient
Wheat, Triticum aestivum
6. Regulated Article

Phenotypic Category: HT

Phenotype:
Glyphosate tolerant

Cultivar/Variety Oxen, Ingot

Page 1 of 6
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Monsanto Reference ID
2001-248XRAB-

designation of transformed line:
33391

Constructs: PV-TXGT10

GENE OF INTEREST

Promoter: CMoVa/l2--[ CBI Deleted ] il

Gene: CTP2-CP4 -- A gene fusion composed of the N-terminal chloroplast transit peptide sequence

from.the Arabidopsis thaliana EPSPS gene (CTP2), and the C-terminal :

g-gnoipymv.ylsﬁikimate—&phosph‘ate'synl_h‘a__se gene (CP4) from an;Agrobacterium species, strain
P4

Terminator: NOS 3' -- A 3' non-translated region of the nopaline synthase gene of Agrobacterium
tumefaciens T-DNA.

GENE OF INTEREST
‘JJ,
Promoter: CMP3/I5 --[ CBI Deleted ] WL 3{ el

W/ i

Gene: CTP2-CP4 -- A gene fusion composed of the N-terminal chloroplast transit peptide sequence
from the Arabidopsis thaliana EPSPS gene (CTP2), and the C-terminal
5-enolpyruvylshikimate-3-phosphate synthase gene (CP4) from anvAgrobacterium species, strain
CP4. :

Terminator: NOS 3' -- A 3' non-translated region of the nopaline synthase gene of Agrobacterium
tumefaciens T-DNA.

Page 2 of 6
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Monsanto Reference ID
2001-248XRAB

7. Mode of Transformation Disarmed Agrobacterium tumefaciens
8. Introduction Interstate Movement and Release

Ship up to 50,000 pounds of wheat seed to and from each location.

ORIGIN: DESTINATION:
HI, KS, MO, SD HI, KS, MO, SD
Ship From:
HI

[ CBI Deleted ]--*Honolulu County/Province, HI, U.S.A.

KS
[ CBI Deleted ]--*"Sedgwick County/Province, KS, USA

MO
[ CBIDeleted ]--*St. Louis County/Province, MO, U.S.A.

sSD
[ CBI Deleted ]--*Brookings County/Province, SD, USA

Page 3 of 6
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Monsanto Reference ID
2001-248XRAB
Ship To:

HI

[ CBIDeleted ]--*Honolulu County/Province, HI, U.S.A.

KS

[ CBIDeleted ]--*Sedgwick County/Province, KS, USA

MO

[ CBIDeleted ]--*St. Louis County/Province, MO, U.S.A.

SD

[ CBIDeleted ]--*Brookings County/Province, SD, USA

Page 4 of 6
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Monsanto Reference ID
2001-248XRAB

Release Site:

NUMBER OF STATES/TERRITORIES AND SITES:

SD (2)

sD

[ CBIDeleted ]--Brookings County/Province, SD, USA, 20 acres

[ CBIDeleted ]-- Codington County/Province, SD, USA, 20 acres

Page5of 6
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MONSANTO
Food - Health - Hope

MONSANTO COMPANY
CBI_DELETED 700 CHESTERFIELD PKWY NORTH
CHESTERFIELD, MISSOURI 063198

PHONE (314) 694-1000

FAX (636) 737-7085
Monsanto Reference ID

2001-248XRAB
9. Certification

http:/ /www.monsanto.com

| certify that the regulated article will be introduced in accordance with the eligibility criteria and
the performance standards set forth in 7 CFR 340.3. The above information is true to the best of
our knowledge. If there are any changes, we will contact APHIS.

Monsanto Company

January 22, 2001

Page 6 of 6
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file copy

Mr. Myron Isherwood Jr., Manager January 25, 2001
Plant Quarantine Branch

Hawail Department of Agriculture

701 Ilalo Street

Honolulu, HI 96813

Dear Mr. Isherwood Jr.:
Enclosed is notification 01-024-20n for your review. The information has been

reviewed and it has been determined that the request meets the eligibility
criteria and performance standards for notification under 7 CFR 340.3 (c).

Bp number 01-024-20n Applicant #: 2001-248XRAB
Received: January 24, 2001 Effective: February 23, 2001
Institution: Monsanto Recipient: Wheat

Interstate destination: HI KS MO SD

Release destination: SD

Should you have comments, please respond either by telephone (301) 734-5787
or by facsimilie (301) 734-8910 on or before the effective date.

It is mandated under 7 CFR 340.3 (c) that APHIS provide an acknowledgement
within 30 days of receipt.

Sincerely,

S|

Mary Jackson, Regulatory Specialist
Biotechnology Program Operations
Permits and Risk Assessments

Plant Protection and Quarantine

Enclosure

cc: R. Stoaks, PPQ, Sacramento, CA

STATE RESPONSE TO NOTIFICATION
State concurs with APHIS determination.
State DOES NOT CONCUR and offers the following reasons:

Name of State official:

Signature:

Date:

State: Rptloc01l /R4
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file copy

Mr. Tom Sim IV, Administrator January 25, 2001
Plant Protection and Weed Control Section

Kangas State Board of Agriculture

901 S. Kansas Avenue

Topeka, KS 66612-1281

Dear Mr. Sim IV:

Enclosed is notification 01-024-20n for your review. The information has been
reviewed and it has been determined that the request meets the eligibility
criteria and performance standards for notification under 7 CFR 340.3 (c¢).

Bp number 01-024-20n Applicant #: 2001-248XRAB
Received: January 24, 2001 Effective: February 23, 2001
Institution: Monsanto Recipient: Wheat

Interstate destination: HI KS MO SD

Release destination: SD

Should you have comments, please respond either by telephone (301) 734-5787
or by facsimilie (301) 734-8910 on or before the effective date.

It is mandated under 7 CFR 340.3 (c) that APHIS provide an acknowledgement
within 30 days of receipt.

Sincerely,

Mary Jackson, Regulatory Specialist
Biotechnology Program Operations
Permits and Rigk Assessments

Plant Protection and Quarantine

Enclosure

cc: R. Elliston, PPQ, Fort Collins, CO

STATE RESPONSE TO NOTIFICATION
State concurs with APHIS determination.
State DOES NOT CONCUR and offers the following reasons:

Name of State official:

Signature:

Date:

State: Rptloc01/R4
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file copy

Mr. Michael Brown January 25, 2001
Plant Industries Division

Missouri Department of Agriculture

1616 Missouri Boulevard

Jefferson City, MO 65102

Dear Mr. Brown:
Enclosed is notification 01-024-20n for your review. The information has been

reviewed and it has been determined that the request meets the eligibility
criteria and performance standards for notification under 7 CFR 340.3 (c).

Bp number 01-024-20n Applicant #: 2001-248XRAB
Received: January 24, 2001 Effective: February 23, 2001
Institution: Monsanto Recipient: Wheat

Interstate destination: HI KS MO SD

Release destination: sSDh

Should you have comments, please respond either by telephone (301) 734-5787
or by facsimilie (301) 734-8910 on or before the effective date.

It is mandated under 7 CFR 340.3 (c¢) that APHIS provide an acknowledgement
within 30 days of receipt.

Sincerely,

N

Mary Jackson, Regulatory Specialist
Biotechnology Program Operations
Permits and Risk Assessments

Plant Protection and Quarantine

Enclosure

c¢c: R. Elliston, PPQ, Fort Collins, CO

STATE RESPONSE TO NOTIFICATION
State concurs with APHIS determination.
State DOES NOT CONCUR and offers the following reasons:

Name of State official:

Signature:

Date:

State: Rptloc01/R4

OR120018_BR_007794




file copy

Mr. Kevin Fridley January 25, 2001
Division of Agricultural Services

South Dakota Department of Agriculture

Foss Building-523 East Capitol

Pierre, SD 57501-3182

Dear Mr. Fridley:

Enclosed is notification 01-024-20n for your review. The information has been
reviewed and it has been determined that the request meets the eligibility
criteria and performance standards for notification under 7 CFR 340.3 (c).

Bp number 01-024-20n Applicant #: 2001-248XRAB
Received: January 24, 2001 Effective: February 23, 2001
Institution: Monsganto Recipient: Wheat

Interstate destination: HI KS MO SD

Release destination: SD

Should you have comments, please respond either by telephone (301) 734-5787
or by facsimilie (301) 734-8910 on or before the effective date.

It is mandated under 7 CFR 340.3 (c) that APHIS provide an acknowledgement
within 30 days of receipt.

Sincerely,

1S

Mary Jackson, Regulatory Specialist
Biotechnology Program Operations
Permits and Risgk Agsessments

Plant Protection and Quarantine

Enclosure

cc: R. Elliston, PPQ, Fort Colling, CO

STATE RESPONSE TO NOTIFICATION
State concurs with APHIS determination.
State DOES NOT CONCUR and offers the following reasons:

Name of State official:

Signature:

Date:

State: Rptloc01l/R4

OR120018_BR_007795
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United States Apimal and 4700 River Road
Daparment of Plam Heakh . Riverdale, MD 20737
Agniculture Ingpection Service

Mr. Revin Fridley ; January 25, 20017
Division of Agricultural Services

South Dakota Department of Agriculture

Foss Building-523 East Capitol

Pierre, SD 57501-3182

Dear Mxr. Fridley:’

Enclosed is notification D1-024-20n for your review. The information has been
reviewed and it has been determined that the request meats tha aligibility
criteria and performance standards for norification under 7 CFR 340.3 (c) .

Bp number 01-024-20n ' Applicant #: 2001-248XRAB
Raceived: January 24, 2001 Effectiva: February 23, 2001
Institution: Monganto Recipient: Wheat

Interstate destination: HI KS MO SD

Release degtination: SD

Should you have commente, pleasge respond either by telephone (301) 734-5787
or by facsimilie (301) 724-8310 on or before the affective date.

It 1s mandated under 7 CFR 340.3 (c) that APHIS provide an acknowledgement
within 30 days of receipt.

Sincerel

Mary Jackson, Regulatory Specialigt
Biotachnology Program Operations
Permits and Risk Assessments

Plant Protection and Quarantina

Enclosure

cc: R. Ellispton, PPQ, Fort Colling, CO

STATE RESPONSE TO NOTIFICATION

{S State concurs with APHIS detarmination.
State DOES NOT CONCUR and offers the following reasons:

Name of St

Signature;
Date: ;I \ \
State: &;5 é&&g&éc\q ' Rptloc0l/R4

WM-Mme1m- ' An Equal Coroitunty Emplayer
OR120018_BR_007796




Unitea Stales Animal and 4700 River Road
Dapariment of Plant Heakh Riverdale, MD 20737
Agnculture Inspection Service :

My. Michael Brown

Plant Industyies Divieion
Missouri Department of Agriculture
1616 Missgouri Boulevard

Jefferson City, MO 65102

January 25, 2001~

Deay Mr. Brown:

Enclosed is notification 01-024-20n for your review. The information has been
reviewed and it has been determined that the request meets the eligibility
criteria and performance standards for notification under 7 CFR 340.3 (c).

Bp number 01-024-20n Applicant #: 2001-248XRAB
Received: Janvary 24, 2001 Effectivae: Fabruary 23, 2001
Ingtitution: Monganto Recipient: Wheat

Interstate destination: HI KS MO SD

Release degtination: SD

Should you have commeats, please respond either by telephone (301) 734-5787
or by facsimilie (301) 734-8910 on or befora the effective date.

It is mandated under 7 CFR 340.3 (¢) that APHIS provide an acknowledgement
within 30 daye of receipt.

Specialist
Blotechnology Program Operations
Permits and Risk Assegsments

Plant Protection and Quarantine

Enclosure

cc: R. Elliston, PPQ, Fort Collins, CO

STATE RESPONSE TO NOTIFICAT.ON

Sﬂ State concurs with APHIS determination.

State DOES NOT CONCUR and offers the following reasons:

Nama of State

Signature:

Da.tle: /L}’LJ V)

State: LAASN RptlocOl/R4

@ APHS - Protacieg Amarcan Agreirs OR120018_BR @@ FRETurw Ercicyer
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Feb-22-01 10:58am, From-PLANT QUARANTINE HNL 8085860864 T-928 P.06/10 F-635

United States Animal and 4700 River Road
Deparimant of Plant Heafth Rivercale, MO 20737
Agnculture Inspaction Service '
Mr. Myron Isherwood Jr., Manager January 25, 2001~

Plant Quarantine Branch

Hawaii Department of Agriculture
701 Tlalo Street

Honolulu, HI 96813

Deax Mr. Isherwood Jrx.:
Enclosed is notification 01-024-20n for your review. The information has been

reviewved and it has been determined that the regquest meets the eligibility
criteria and performance standards for notification under 7 CFR 340.3 (¢).

Bp number 01-024-20n Applicant #: 2001-248%XRAB
Received: January 24, 2001 Effective: February 23, 2001
Ingtitution: Monsanto Racipient: Wheat

Interstate destination: HT KS MO SD

Release desptination: SD

Should you have comments, please respond either by telephone (301) 734-5787
or by faceimilie (301) 734-8910 on or before the effective date.

It is mandated under 7 CFR 340.3 (c) that APHIS provide an acknowledgement
within 30 days of xreceipt.

Sincerel

i _

i Lz

o s ‘M,

Mary Jackson, Kegulatory Specialist

Biotechnology Program Operations LQ-/EZE,O —-éS;

Permits and Rigk Assessments PLANT QUARANTINE BRANCH ¢
s J

Plant Protectlon and Quarantine
Enclogure

cc: R. Stoaks, PPQ, Sacramento, CA

STATE RESPONSE TO NCTIFICATION
X State concurs with APHIS determinavion. Please notify Ms. Carol Okada,

Hawaii Dept. of Agriculture, 701 Ilalo St., Honolulu, HL 96813.
State DOES NOT CONCUR and offexrs the following reasons:

Name of State official. Carol L. Okada
Signature:

Date:_ 22 Febryary 2001
State: Hawaii RptlocOl/R4
WW-Mmem ' An Equal Cpporiunty Emplcyor

OR120018_BR_007798




February 23, 2001

Monsanto Company
700 Chesterfield Pkwy N
St. Louis, MO 63198

Your notification request has been acknowledged and may be executed according to
7 CFR 340.3(c), effective on oxr after February 23, 2001.

Interstate movement and Release

Notification no. 01-024-20n (2001-248XRAB)

Regulated article - Wheat

Destinations - Hawaii, Kansas, Missouri, South Dakota

You must comply with the performance standards as stated in 7 CFR 340.3(c).
You or any of your cooperators who will be involved in handling the regulated
article must be prepared with a written or verbal description of the methods to
be employed to meet each performance standard. All packages must be clearly
labeled as to content, and notification number must be prominently displayed on
package.

This acknowledgment does not authorize use of “challenge organisms” for field
test.

Tn addition, the State of Hawaii has requested that you adhere to the following
requirement:

1. Notify State Agricultural Official, Ms. Carol Okada, Hawaii Department
of Agriculture, 701 Ilalo Street, Honolulu, Hawaii, 96813 upon
arrival.

A copy of this letter of acknowledgment will be sent to the receiving State
Regulatory Officials, and the Regional Program Managers, (Biotechnology).

Sincerely,

Mary Jackson, Regulatory Specialist
Biotechnology Program Operations
Permits and Risk Assessment

Plant Protection and Quarantine

Enclosure

OR120018_BR_007799




cc
M. Isherwood, Hawaii Dept. of Agric., Honolulu, HI

T. Sim, Kansas State Board of Agric., Topeka, KS

M. Brown, Missouri Dept of Agric., Jefferson City, MO
K. Fridley, South Dakota Dept. of Agric., Pierre, SE

R. Stoaks, PPQ, WR, SCR, Sacramento, CA

File number 01-024-20n

OR120018_BR_007800
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United States Animal and 4700 Rivar Road
Department of Plant Heaith " Riveroata, MO 20737
Agucuiture Inspecuon Servica

Pebruary 23, 2001

Monsant.o !ompany -

700 Chesterfield Pkwy N
St. Louis, MO 63198

Your notification regquest has heen ackno and may ba executad according to
7 GFR 340.3(¢), effective on or aftar February 23, 200L1.

Tnterstate movement and Release

Notification no. 01-024-23n (2001-252XRAB)
Regulated article - Wheat ’

bestinations - Hawaii, Kansas, Missouri, Washington

You must comply with the performance standards as stated in 7 CFR 340.3(c).
You or any of your cooperators who will be involved in handling the regulated
article must be prepared with a written or verbal description of the methods to
be employed to meet each performance standard. All packages must be cleaxly
labeled as to content, and notification number must be prominently displayed on
package.

This acknowledgment does not authorize use of “challenge organisms” for field
test.

Tn addition, the State of Hawaii has raguested that you adhere to the following
ragquirement:

1. Notify State Agricultural Official, Ms. Carol Okada, Hawaii Department
of Agriculture, 701 Ilalo Street, Honolulu, Hawaii, 96813 upon
arrival.

A copy of this letter of acknowledgnment will be sent to the receiving State
Regulatory Officials, and the Regional Program Managers, (Biotechnology) .

incersl

Mary Jackson, Regulatoxy Specialist
Biotechnology Program Operations
rermits and Risk Assessuent

Plant Protection and Quarantine

Enclosure

ﬁm- 9 Agn An Egual Opgrariunty Emoioyer
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CONFIDENTIAL

2001 Wheat Field Test Report
USDA #01-024-20n Monsanto #2001-248XRAB

October 16, 2002

Biotech Field Compliance Team
Monsanto Company

Location County State
2147307538 Brookings County SD
2147303325 Codington County SD

Brookings Countv/SD (2147307538)

b)(4

USDA# 01-024-20n Page 1 of 2 Monsanto #2001-248XRAB

OR120018_BR_007802




(b)(4)

Codington County/SD (2147303325

USDA# 01-024-20n Page 2 of 2 Monsanto #2001-248XRAB

OR120018_BR_007803




| '.(‘:'O.NFI'DENTIAL BUSINESS INFORMATION JUSTIFICATION

The information claimed as confidential within this application consists of field monitoring observations
regarding biotechnology products under development.

Legal Background

The Freedom of Information Act ("FOIA"), 5 U.S.C. § 552, specifically exempts from release "trade
secrets and commercial or financial information obtained from a person and privileged or confidential”
("Exemption 4"). 5 U.S.C. § 552(b)(4). Exemption 4 applies where the disclosure of information would
be likely to cause substantial harm to the competitive position of the owner, or where, in the case of
voluntarily submitted information, the submitter would be less likely in the future to share data with the

agency voluntarily. National Parks & Conservation Association v. Morton, 498 F.2d 765, ’?70 (D.C.Cir.
1974); Gulf & Western Industries, Inc. v. 11.S., 615 F.2d 527, 530 (D.C.Cir. 1979).

A party seeking to demonstrate "substantial competitive harm” need not show actual competitive harm,
but must only demonstrate the presence of competition and the likelihood of substantial competitive

injury. Id. at 530; National Parks & Conservation Association v. Kleppe, 547 F.2d 673, 679 (D.C.Cir.
1976); Miami Herald Pub. Co. v. T1.S. Small Business Administration, 670 F.2d 610, 614 (5th Cir. Unit B

1982).

For the purposes of FOIA, courts have defined the term "trade secret"” to mean a "secret, commercially
valuable plan, formula, process, or device that is used for the making, preparing, compounding, or
processing of trade commodities and that can be said to be the end product of either innovation or

substantial effort.” Public Citizen Health Research Group v. FDA, 704 F.2d 1280, 1288 (D C. Clr 1983),

Anderson v. Dept. of Health & Human Services, 907 F.2d 936, 943-44 (10th Cir. 1990). -

Information on commercial development falls squarely within this definition, and is the type of
information accorded trade secret protection by the courts under Exemption 4 of the Freedom of
Information Act request. The courts have been very clear in finding commercial development
information covered by Exemption 4 where the release of such information could allow competitors to
procure a clear understanding of a company's business practices and allow a competitor to cause harm to
a company's competitive standing. See, e.g., Braintree Electric Light Dept. v. Dept. of Energy, 494
F.Supp. 287, 289-291 (D.D.C. 1980). Information on distribution channels, market strategies, pricing
structures, and patterns of competition fall squarely within the Exemption because such information
enables a competitor to gain an accurate picture of a company's marketing activities and the competitive
structure of the market. Timken v. LS. Customs Service, 531 F.Supp. 194, 200 (D.D.C. 1981).
Typically, information concerning marketing strategies, and the names of independent contractors
participating in a company's studies have been accorded confidential treatment. See, e.g., Teich v. Food_

& Dmg Administration, 751 F.Supp. 243, 253 (D.D.C. 1990). Specnﬁc Justification for treating field
monitoring observation information as CBI is provided below.'

! In a case decided by the U.S. Court of Appeals for the District of Columbia Circuit, Critical Mass Energy Project v
NRC, No. 90-5120, August 21, 1992, the court determined that information given to the government voluntarily will
be treated as confidential under Exemption 4 if such information is of the kind that the provider would not
customarily make available to the public. To the extent any references and other information in the Monsanto

applications were submitted voluntarily, 6'#31] 5‘8’6T§‘°§ﬁ atfarfigﬁﬂrotection from disclosure.




FIELD MONITORING DATA AS CBI

d Test Reports contain information regarding Field Monitoring
This includes specific observations regarding biotechnology

v development. The Field Test Report will indicate which crop is
the subject of the Report and the observations provide information that can
reveal the trait being tested. For instance, observations concerning the
roots of the plant is evidence that the product in testing has a trait

designed to guard against rootworm.

Monsanto’s Fiel
Observations.
products unde

ompetitor access to such information could result in substantial
harm to Monsanto in that it reveals what products Monsanto is in
the stage of development, the performance of the
product under development, and an estimated time when such a product could be
commercialized. A competitor could use this critical information regarding
Monsanto’s product pipeline to gain a competitive advantage against Monsanto
This advantage would start immediately upon the revelation of this . -
information, in that a competitor could use this information to evaluate the
timing and commercialization of its own products, to develop new competing
products, and to convey information to the marketplace regarding its products

compared to Monsanto’s products.

Allowing a c
competitive
the process of developing,

In addition, the observations provide information concerning Monsanto'’s
protocols for conducting Field Tests. Monsanto has invested substantial time
and money in developing a workable system for conducting these trials and
allowing others access to this information would give them an unfair advantage

over Monsanto.

Identification of Items claimed as Confidential Business Information (CBI)

Items claimed as CBI indicated in the text are labeled as [CBI ] and that document is labeled as
Confidential. A non-confidential copy of the application is also included and the CBI information that
has been deleted is enclosed in brackets labeled [CBI-Deleted] and that document labeled as CBI-

Deleted.

OR120018_BR_007805




Location
2147307538
2147303325

CBI-DELETED

2001 Wheat Field Test Report
USDA #01-024-20n Monsanto #2001-248XRAB

October 16, 2002

Biotech Field Compliance Team
Monsanto Company

County State
Brookings County SD
Codington County SD

Brookings County/SD (2147307538)

Planting Date:

Harvest Date:

05/11/2001

08/23/2001

Vector Constructs/Line Numbers Planted: [CBI-Deleted]

Purpose of Field Trial: [CBI-Deleted]

Field Monitoring Observations for Disease Susceptibility: [CBI-Deleted]

Field Monitoring Observations for Insect Susceptibility: [CBI-Deleted]

Field Monitoring Observations for Plant Growth Characteristics: [CBI-Deleted]

Field Monitoring Observations for Weediness Characteristics: [CBI-Deleted]

Field Monitoring Observations for Plant Stand: [CBI-Deleted]

Disposition of the harvested material: [CBI-Deleted]

Method of Devitalization or Final Disposition of Plot Area after Harvesting: [CBI-Deleted]

Additional Comments: [CBI-Deleted]

Codington County/SD (2147303325)

Planting Date:

Harvest Date:

USDA# 01-024-20n

05/30/2001

09/13/2001

Page 1 of 2 Monsanto #2001-248XRAB

OR120018_BR_007806




Vector Constructs/Line Numbers Planted: [CBI-Deleted]

Purpose of Field Trial: [CBI-Deleted]

Field Monitoring Observations for Disease Susceptibility: [CBI-Deleted]

Field Monitoring Observations for Insect Susceptibility: [CBI-Deleted]

Field Monitoring Observations for Plant Growth Characteristics: [CBI-Deleted]

Field Monitoring Observations for Weediness Characteristics: [CBI-Deleted]

Field Monitoring Observations for Plant Stand: [CBI-Deleted]

Disposition of the harvested material: [CBI-Deleted]

Method of Devitalization or Final Disposition of Plot Area after Harvesting: [CBI-Deleted]

Additional Comments: [CBI-Deleted]

USDA# 01-024-20n Page 2 of 2 Monsanto #2001-248XRAB

OR120018_BR_007807




App number: 2001-249XRAB
Received: 1/24/01
Institution: Monsanto
Recipient: Wheat
Status: Pending
Effective date: 2/23/01
Phenotype:

Comments :

Resp person:
Parsed name:
Addressl:
Address2:
Address3:
Address4 :

City/State/Zip; i
Telephone:

Pm

Notification Tracking Sheet

Begin movement :

End movement :
Begin release:
End release:

Acre:

CBI status:

HT - Glyphosate tolerant

Monsanto Company
700 Chesterfield Parkway N.

2/21/01
2/21/02
2/21/01
2/21/02

10.00

636-737-7085

Lo [V((;ssign Bp number and initial data entry

Inltlal

W

(] 98/0

24 [t/{Review by biotechnologist JAN 29 Zﬂm
3. [V Letter of notification to StateLfZl\(Lx [ +<@Z%&91 [\130/0/]*
4. [ ] State response
0/d Loc Site Reg
Interstate *Dest*HI * *WR  * [ ] [ ]
Interstate *Dest*KS * *SCR * [ 1 [ ]
Interstate *Dest*MO * *SCR * [ ] L. ]
Interstate *Dest*MT * *WR * [ ] [ ]
Interstate *Orig*HI * *WR ¥
Interstate *Orig*KS * *SCR *
Interstate *Orig*MO * *SCR *
Interstate *Orig*MT * *WR ¥
Release * *MT % 1*WR  * [ | [ ]
/ .y

Enter genesg into database

7. [

8. [1

5. [\
6. [ti:/Letter of /acknowledgementydenial /withdraw

Enter final data into database

Ph category,
Does not qualify

OR120018_BR_007808

[@\‘@\)1
[KD@“Q]
[ K

If deny, reason: Address incomplete, Signature mismatch,
Phenotype, Gene, Donor, Marker,

Tlaq/oy
19 23o) 1+
(2 280/

&

10
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MONSANTO
Food - Health - ”Ope

CONFIDENTIAL

Monsanto Reference ID
2001-249XRAB

Permit Unit

USDA, APHIS, PPQ, BSS
4700 River Rd.

Riverdale, MD 27037

01-024-21in
1. USDA Reference Number

2. Applicant Reference Number 2001-249XRAB
3. Applicant/Responsible Party

erone [
FAX 636/737-7085

Monsanto Company EMail

700 Chesterfield Parkway North
St. Louis MO 63198

4. Duration of Introduction

Interstate Movement and Release February 21, 2001 - February 21, 2002

5. Recipient

Wheat, Triticum aestivum

6. Regulated Article

Phenotypic Category: HT
Phenotype: Glyphosate tolerant

Cultivar/Variety McNeal, Scholar

Page 1 of 7

OR120018_BR_007809

MonsAanTO COMPANY

700 CHESTERFIELD Pxwy NORTH
CHESTERFIELD, MISSOURI 63198
PHONE (314) 694-1000

FAX (636) 737-7085

http:/ /www.monsanto.com

January 22, 2001

monsanto.com




Monsanto Reference ID
2001-249XRAB

designation of transformed line:
33391

Constructs: PV-TXGT10
GENE OF INTEREST

Promoter: CMoVa/l2 -- [

Gene: CTP2-CP4-- A gene fusion composed of the N-terminal chloroplast transit peptide sequence
from the Arabidopsis thaliana EPSPS gene (CTP2), and the C-terminal
5-enolpyruvylshikimate-3-phosphate synthase gene (CP4) from an Agrobacterium species, strain
CP4.

Terminator: NOS 3'-- A 3' non-translated region of the nopaline synthase gene of Agrobacterium
tumefaciens T-DNA.

GENE OF INTEREST

Gene: CTP2-CP4-- A gene fusion composed of the N-terminal chloroplast transit peptide sequence
from the Arabidopsis thaliana EPSPS gene (CTP2), and the C-terminal
5-enolpyruvylshikimate-3-phosphate synthase gene (CP4) from an Agrobacterium species, strain
CP4.

Terminator: NOS 3'-- A 3' non-translated region of the nopaline synthase gene of Agrobacterium
tumefaciens T-DNA.

Page 2 of 7
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Monsanto Reference ID
2001-249XRAB

7. Mode of Transformation Disarmed Agrobacterium tumefaciens

8. Introduction Interstate Movement and Release

Ship up to 50, 000 pounds of wheat seed to and from each location.

ORIGIN: DESTINATION:
HI, KS§, MO, MT HI, KS, MO, MT

Ship From:
HI

Al Honolulu
County/Province, Hl U.S.A.

Sedgwick County/Province, KS,K{S)IEIE USA

(b) (4), (b) (6), (b) (7)(C) KS,- USA,

MO

N O N . . County/Province, 1o [[UNIERN

vo, S

MT

I
Gallatin County/Province, MT USA

Page 3 of 7
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Monsanto Reference ID
2001-249XRAB

CONTACT: Bill Grey, Montana State University, Dept. of Plant Science and Plant Pathology, 214
AgBioscience Facility, Bozeman, MT, 59717-3150, USA

]-CBI

Ship To:

HI

i Honolulu
County/Province, HI, U.SA.

Bedgwick County/Province, KS{{RIEB] USA

'1'!”4'_ll'll“"ri_ll"l\l—}{() KS-USA,

]- CBI

MO

| ES N . o County/Province, MO, [N
vo I

CONTA (b) (4). (b) (6). (b) (7)(C)

U.S.A K

]-CBI

Page 4 of 7

OR120018_BR_007812



Monsanto Reference ID
2001-249XRAB

MT
‘I . .
Gallatin County/Province, M USA

[];»\Alj‘lw: (b) (6). (b) (7)(C)

]- CBI

Page 5 of 7
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Monsanto Reference ID
2001-249XRAB

Release Site:
NUMBER OF STATES/TERRITORIES AND SITES:

MT (1)

MT

allatin County/Province, MT, USA, 10 acres.

Page 6 of 7
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| ’.‘;
MONSANTO | }
Food + Health Hope :

MonsSANTO COMPANY

' ™ 2y 2 g - £
f o i f)ﬂ! ?@ ?’!m ﬁj “? ] Za y 700 CHESTERFIELD Pkwy NORTH
e R \§ d ey 4 Loy CHESTERFIELD, MISSOURI 63198

PHONE (314) 694-1000
FAX (636) 737-7085
Monsanto Reference ID http:/ /www.monsanto.com
2001-249XRAB

9. Certification

| certify that the regulated article will be introduced in accordance with the eligibility criteria and
the performance standards set forth in 7 CFR 340.3. The above information is true to the best of
our knowledge. If there are any changes, we will contact APHIS.

(1-\ ¢ 7\

Monsanto Company
January 22, 2001

Page 7 of 7
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CONFIDENTIAL BUSINESS INFORMATION JUSTIFICATION

The information claimed as confidential within this application consists of donor organisms and gene
descriptions. The gene description category includes names and information about genes, promoters and
expressed traits.

LEGAL BACKGROUND

The Freedom of Information Act ("FOIA"), 5 U.S.C. § 552, specifically exempts from release "trade
secrets and commercial or financial information obtained from a person and privileged or confidential"
f("Exemption 4"). 5 U.S.C. § 552(b)(4). Exemption 4 applies where the disclosure of information would
be likely to cause substantial harm to the competitive position of the owner, or where, in the case of
voluntarily submitted information, the submitter would be less likely in the future to share data with the
agency voluntarily, National Parks & Conservation Association v. Morton, 498 F.2d 765, 770 (D.C.Cir.
1974); Gulf & Western Industries, Inc. v. U.S., 615 F.2d 527, 530 (D.C.Cir. 1979).

A party seeking to demonstrate "substantial competitive harm" need not show actual competitive harm,
but must only demonstrate the presence of competition and the likelihood of substantial competitive
injury. Id. at 530; National Parks & Conservation Association v. Kleppe, 547 F.2d 673, 679 (D.C.Cir.
1976); Miami Herald Pub. Co. v. U.S. Small Business Administration, 670 F.2d 610, 614 (5th Cir. Unit B
1982).

For the purposes of FOIA, courts have defined the term "trade secret" to mean a "secret, commercially
valuable plan, formula, process, or device that is used for the making, preparing, compounding, or
processing of trade commodities and that can be said to be the end product of either innovation or
substantial effort. Public Citizen Health Research Group v. FDA, 704 F.2d 1280, 1288 (D.C.Cir. 1983);
Anderson v. Dept. of Health & Human Services, 907 F.2d 936, 943-44 (10th Cir. 1990).

Information on gene description and commercial development falls squarely within this definition, and is
the type of information accorded trade secret protection by the courts under Exemption 4 of the Freedom
of Information Act. It is well established that information on the formulation and chemistry of a product
should be treated as confidential for FOIA purposes. See, e.g., Anderson v. Dept. of Health & Human
Services, 907 F.2d 936 (10th Cir. 1990). This is exactly the type of information provided by each and
every subcategory listed above in the gene description category. Where, as in the case of the Monsanto
products subject to this FOIA request, the development time and costs of the product have been
substantial and the information can only be obtained by competitors at considerable cost, disclosure is
prohibited. Greenberg v. Food and Drug Administration, 803 F.2d at [213, 1216-1218 (D.C. Cir. 1986);
Worthington Compressors, Inc. v. Costie, 622 F.2d 45, 51-52 (D.C.Cir. 1981). The existence of
confidentiality agreements binding employees not to reveal the information is another factor considered
by the courts. Greenberg v. FDA, 803 F.2d at 1216-1218.
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The courts have also been very clear in finding commercial development information covered by
Exemption 4 where the release of such information could allow competitors to procure a clear
understanding of a company's business practices and allow a competitor to cause harm to a company's
competitive standing. See, e.g., Braintree Electric Light Dept. v. Dept. of Energy, 494 F.Supp. 287, 289-
291 (D.D.C. 1980). Information on distribution channels, market strategies, pricing structures, and
patterns of competition fall squarely within the Exemption because such information enables a
competitor to gain an accurate picture of a company's marketing activities and the competitive structure
of the market. Timken v. U.S. Customs Service, 531 F.Supp. 194, 200 (D.D.C. 1981). Typically,
information concerning marketing strategies, and the names of independent contractors participating in a
company's studies have been accorded confidential treatment. See, e.g., Teich v. Food & Drug
Administration, 751 F, Supp. 243, 253 (D.D.C. 1990). Specific justifications for treating information in
these two categories as CBI are provided below.'

GENE DESCRIPTION

The essence of the commercial value of the Monsanto biotechnology products is the particular genetic
information that confers the desired properties on the plant product, as well as the technical know-how
inherent in this information. Monsanto is at the leading edge in the development of biotechnology

products in a rapidly growing and highly competitive industry. This expertise has been gained through
many man years of effort, and the expenditure of tens of millions of dollars on biotechnology research.

Monsanto has been working on the development of transgenic crops since the early 1980°s and has
expended several million dollars in research and testing costs. Monsanto can document the development
and testing costs by means of monthly summaries of the man hours devoted to these projects, budgetary
documents, field test agreements, and project documents for the Chesterfield facility.

: In a case recently decided by the U.S. Court of Appeals for the District of Columbia Circuit,
Critical Mass Energy Project v. NRC, No. 90-5120, August 21, 1992, the court determined that
information given to the government voluntarily will be treated as confidential under Exemption
4 if such information is of the kind that the provider would not customarily make available to the
public. To the extent any references and other information in the Monsanto applications were
submitted voluntarily, such information is accorded protection from disclosure.
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The uniqueness of Monsanto's products lies in the particular combination of genetic components in the
vectors transferred to these plants. Each genetic entity in these vectors has three pieces of information: a
promoter region, the gene for the expression of the trait, and a stop signal. Although the information on
each of these vector components may be in the public domain, the particular combination of the
components put together by Monsanto is unique and represents years of effort and millions of dollars of
expense.

To achieve the products which are the subject of this Confidential Business Information Justification,
Monsanto has developed and tested many different plant strains using different combinations of genetic
components. The plant products developed by Monsanto represent the best fit of the components, and
the best mode of gene expression of the desired traits. The specific combination of genetic information
on the vectors transferred to the Monsanto products has been kept strictly confidential. Monsanto
employees and contractors under contract to Monsanto are contractually obligated to keep this
information confidential.

There are many competitors of Monsanto, both national and international, who have the expertise not
only to replicate Monsanto's products, but also to use Monsanto's technology to develop other products
which would be competitive with Monsanto, thereby saving millions of dollars and years of development
effort. These competitors include companies such as Rhone-Poulenc, Zeneca, and Ciba.

Monsanto's competitors cannot presently duplicate Monsanto's commercially valuable products from
information in the public domain without going through the same painstaking trial and error development
and testing of many different combinations of genetic information. It is important to emphasize that
although there may be information about Monsanto products available in patent applications, this
information is voluminous and general in nature, and does not identify the specific combinations of
genetic information which Monsanto has found to be most effective. A competitor cannot determine
from the patent applications which particular combination of genes and transgenic products will prove to
be commercially valuable.

Access to gene description information for Monsanto's products would allow competitors to create
essentially "copy-cat" products (avoiding any technical patent infringement) that would result in a market
share loss for Monsanto of millions of dollars. By performing simple copy work, these competitors
would avoid the millions of dollars and many years of research and development effort expended by
Monsanto to develop its commercial products.

The release of gene description information would also provide competitors with commercially valuable
knowledge about the particular products that Monsanto is planning to commercialize and the likely time
frame for commercialization. This information would be extremely helpful to these companies in
developing their own marketing strategies and development plans in a highly competitive market.
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NAMES AND INFORMATION ABOUT GENES, PROMOTERS AND
EXPRESSED TRAITS

The release of information about the genes and promoters in the vectors will directly provide competitors
with the knowledge of the precise genetic sequence - that Monsanto has found to be most desirable. If
this information is disclosed, the competitors will have access to the structure of the Monsanto products,
with the consequences outlined above. Patents for the products at issue in this matter are pending, but
have not been issued.

Information on the expressed trait of the genes is tantamount to providing the name of the genes, and will
allow Monsanto's competitors to readily identify the particular genes that have been transferred to the
Monsanto products. The release of any information relating to changes made to an original gene to
facilitate fusion with another gene would explicitly reveal Monsanto's trade secret technology for
developing gene combinations.

IDENTITY AND CHARACTERISTICS OF DONOR ORGANISM

A donor organism is not claimed as CBI when the gene from such organism appears alone. CBI is only
claimed for the name and/or identifying characteristics of a donor organism when the gene from this
organism is used in a new and unique combination with another gene to give greatly enhanced expression
of the desired trait.

The identity of the donor organisms have been claimed as confidential by Monsanto because the
disclosure of this information will essentially reveal to Monsanto's competitors the nature of the genes
for the expressed traits. Likewise, information on the characteristics of the donor organisms and the
source of the characterization of the donor will reveal directly or with little difficulty the identify of the
donor organism. With this information in hand, even without information on the other components of the
vector, Monsanto's competitors will be accorded a tremendous advantage in their search for competitive
products, and will be able to unfairly take advantage of the expensive and time intensive effort by
Monsanto to identify this donor as the most suitable organism for providing the genetic information
necessary to best express the desired traits.
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MONSANTO
Food « Health - Hope

MonNsSANTO COMPANY
2 . Sy 2agymy
7’:‘ B]_ Djﬁu Z T: gﬁ 700 CHESTERFIELD PKWY NORTH
G | s i e w“w CHESTERFIELD, MISSOURI 63198

PHONE (314) 694-1000
FAX (636) 7377085

Monsanto Reference ID http:/ /www.monsanto.com
2001-249XRAB
Permit Unit January 22, 2001

USDA, APHIS, PPQ, BSS
4700 River Rd.
Riverdale, MD 27037

01-024-21n
1. USDA Reference Number

2. Applicant Reference Number 2001-249XRAB
3. Applicant/Responsible Party

rrove R

FAX 636/737-7085

EMail - monsanto.com
Monsanto Company

700 Chesterfield Parkway North
St. Louis MO

63198
4. Duration of Introduction
Interstate Movement and Release February 21, 2001 - February 21, 2002

5. Recipient
Wheat, Triticum aestivum
6. Regulated Article

Phenotypic Category: HT

Phenotype:
Glyphosate tolerant

Cultivar/Variety McNeal, Scholar

Page 1 of 6
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Monsanto Reference ID
2001-249XRAB

designation of transformed line:
33391

Constructs: PV-TXGT10

GENE OF INTEREST

Promoter: CMoVa/l2-[ CBI Deleted | &t

Gene; CTP2-CP4 -- A gene fusion composed of the N-terminal chloroplast transit peptide sequence
from the Arabidopsis thaliana EPSPS gene (CTP2), and the C-terminal
5-enolpyruvylshikimate-3-phosphate synthase gene (CP4) from an Agrobacterium species, strain
CP4.

Terminator: NOS 3' -- A 3' non-translated region of the nopaline synthase gene of Agrobacterium
tumefaciens T-DNA.

GENE OF INTEREST

Promoter: CMP3/I5 --[ CBI Deleted ] CRI

Gene: CTP2-CP4 -- A gene fusion composed of the N-terminal chloroplast transit peptide sequence

from the Arabidopsis thaliana EPSPS gene (CTP2), and the C-terminal

%—enolpyruvylshikimate-S-phosphate synthase gene (CP4) from an Agrobacterium species, strain
P4.

Terminator: NOS 3' -- A 3' non-translated region of the nopaline synthase gene of Agrobacterium
tumefaciens T-DNA,

Page 2 of 6
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Monsanto Reference ID
2001-249XRAB

7. Mode of Transformation Disarmed Agrobacterium tumefaciens
8. Introduction Interstate Movement and Release

Ship up to 50, 000 pounds of wheat seed to and from each location.

ORIGIN: DESTINATION:
HI, KS, MO, MT HI, KS, MO, MT
Ship From:
HI

[ CBIDeleted ]--*Honolulu County/Province, HI, U.S.A.

KS
[ CBIDeleted ]--*Sedgwick County/Province, KS, USA

MO
[ CBIDeleted ]--*St. Louis County/Province, MO, U.S.A.

MT
[ CBIDeleted ]--*Gallatin County/Province, MT, USA

Page 3 of 6
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Monsanto Reference ID
2001-249XRAB
Ship To:

HI
[ CBIDeleted ]--*Honolulu County/Province, HI, U.S.A.

KS
[ CBIlDeleted ]--*Sedgwick County/Province, KS, USA

MO
[ CBIDeleted ]--*St. Louis County/Province, MO, U.S.A.

MT
[ CBIlDeleted ]--*Gallatin County/Province, MT, USA

Page 4 of 6

OR120018_BR_007823




Monsanto Reference ID
2001-249XRAB

Release Site:

NUMBER OF STATES/TERRITORIES AND SITES

MT (1)

MT

[ CBIDeleted ]-- Gallatin County/Province, MT, USA, 10 acres

Page 5 of 6
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MonsanNTO COMPANY
& }(Z"" :/ r‘}‘ ;’TZ fw NT’J:‘: ?TW} 700 CHESTERFIELD PkwY NORTH
§ Lo f = o i o ] on shus CHESTERFIELD, MiSSQURI 63198
PHONE (314) 694-1000
FAX (636) 737-7085
Monsanto Reference ID http:/ /www.monsanto.com
2001-249XRAB

9. Certification

| certify that the regulated article will be introduced in accordance with the eligibility criteria and
the pcn‘ormanco standards set forth in 7 CFR 340.3. The above information is true to the best of
a2y changes, we will contact APHIS.

6), (b) (7)(C)

Monsanto Company

January 22, 2001

Page 6 of 6
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MONSANTO

Food « Health - Hope

CBI-DELETED

Monsanto Reference ID
2001-249XRAB

Permit Unit

USDA, APHIS, PPQ, BSS
4700 River Rd.

Riverdale, MD 27037

01-024-21n
1. USDA Reference Number

2. Applicant Reference Number 2001-249XRAB
3. Applicant/Responsible Party

FAX

Monsanto Company

700 Chesterfield Parkway North
St. Louis MO 63198

4. Duration of Introduction

Interstate Movement and Release

5. Recipient
Wheat, Triticum aestivum
6. Regulated Article

Phenotypic Category: T

Phenotype:
e Glyphosate tolerant

Cultivar/Variety McNeal, Scholar

Page 1 of 6

Phone

EMail

MoNSANTO COMPANY

700 CHESTERFIELD PkwY NORTH
CHESTERFIELD, MISSOURI 63198
PHONE (314) 694-1000

FAX (636) 737-7085

http:/ /www.monsanto.com

January 22, 2001

636/737-7085

February 21, 2001 - February 21, 2002
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Monsanto Reference ID
2001-249XRAB
designation of transformed line:

33391
Constructs: PV-TXGT10
GENE OF INTEREST

Promoter: CMoVa/l2--[ CBI Deleted ]

Gene: CTP2-CP4 -- A gene fusion composed of the N-terminal chloroplast transit peptide sequence
the Arabidopsis thaliana EPSPS gene (CTP2), and the C-terminal
1ate- sphate synthase gene (CP4) from an Agrobacter

Terminator: NOS 3' -- A 3' non-translated region of the nopaline synthase gene of Agrobacterium
tumefaciens T-DNA.

GENE OF INTEREST

Promoter: CMP3/I5 --[ CBI Deleted ] pl

al
[((‘i >
e
Y
Gene: CTP2-CP4 -- A gene fusion composed of the N-terminal chloroplast transit peptide sequence
from the Arabidopsis thaliana EPSPS gene (CTP2), and the C-terminal
g—enoipyruvylshikimate-S-phosphate synthase gene (CP4) from an Agrobacterium species; strain
P4. J ;

Terminator: NOS 3' -- A 3' non-translated region of the nopaline synthase gene of Agrobacterium
tumefaciens T-DNA.

Page 2 of 6
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Monsanto Reference ID
2001-249XRAB

7. Mode of Transformation Disarmed Agrobacterium tumefaciens

8. Introduction Interstate Movement and Release

Ship up to 50, 000 pounds of wheat seed to and from each location.

ORIGIN: DESTINATION:
HI, KS, MO, MT HI, KS, MO, MT
Ship From:
HI

[ CBIDeleted ]--*Honolulu County/Province, HI, U.S.A.

KS
[ CBIDeleted ]--*Sedgwick County/Province, KS, USA

MO
[ CBIDeleted ]--*St. Louis County/Province, MO, U.S.A.

MT
[ CBIDeleted ]--*Gallatin County/Province, MT, USA

Page 3 of 6
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Monsanto Reference ID
2001-249XRAB
Ship To:

HI
[ CBIDeleted ]--*Honolulu County/Province, HI, U.S.A.

KS
[ CBIDeleted ]--*Sedgwick County/Province, KS, USA

MO
[ CBIDeleted ]--*St. Louis County/Province, MO, U.S.A.

MT
[ CBIDeleted ]--*Gallatin County/Province, MT, USA

Page 4 of 6
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Monsanto Reference ID
2001-249XRAB

Release Site:
NUMBER OF STATES/TERRITORIES AND SITES:

MT (1)

MT
[ CBIlDeleted ] -- Gallatin County/Province, MT, USA, 10 acres

Page 5 of 6
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. MONSANTO
Food + Health » Hope

MONSANTO COMPANY
CBJ-DEL ETEB 700 CHESTERFIELD PkwY NORTH
i ! CHESTERFIELD, MISSOURI 63198
PHONE (314) 694-1000
FAX (636] 737-7085
Monsanto Reference ID http:/ /www.monsanto.com
2001-249XRAB

9. Certification

| certify that the regulated article will be introduced in accordance with the eligibility criteria and
the performance standards set forth in 7 CFR 340.3. The above information is true to the best of
our knowledge. If there are any changes, we will contact APHIS.

Monsanto Company

January 22, 2001
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.file copy

Mr. Myron Isherwood Jr., Manager January 25, 2001
Plant Quarantine Branch

Hawaii Department of Agriculture

701 Ilalo Street

Honolulu, HI 96813

Dear Mr. Isherwood Jr.:
Enclosed is notification 01-024-21n for your review. The information has been

reviewed and it has been determined that the request meets the eligibility
criteria and performance standards for notification under 7 CFR 340.3 (c).

Bp number 01-024-21n Applicant #: 2001-249XRAB
Received: January 24, 2001 Effective: February 23, 2001
Ingtitution: Monsanto Recipient: Wheat

Interstate destination: HI KS MO MT

Release destination: MT

Should you have comments, please respond either by telephone (301) 734-5787
or by facsimilie (301) 734-8910 on or before the effective date.

It is mandated under 7 CFR 340.3 (c) that APHIS provide an acknowledgement
within 30 days of receipt.

Sincerely,

Mary Jackson, Regulatory Specialist
Biotechnology Program Operations
Permits and Risk Assessments

Plant Protection and Quarantine

Enclosgure

cc: R. Stoaks, PPQ, Sacramento, CA

STATE RESPONSE TO NOTIFICATION
State concurs with APHIS determination.
State DOES NOT CONCUR and offers the following reasons:

Name of State official:

Signature:

Date:

State: Rptloc01l/R4
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,file copy

Mr. Tom Sim IV, Administrator January 25, 2001
Plant Protection and Weed Control Section

Kansas State Board of Agriculture

901 S. Kansas Avenue

Topeka, KS 66612-1281

Dear Mr. Sim IV:

Enclosed is notification 01-024-21n for your review. The information has been
reviewed and it has been determined that the request meets the eligibility
criteria and performance standards for notification under 7 CFR 340.3 (c).

Bp number 01-024-21n Applicant #: 2001-249XRAB
Received: January 24, 2001 Effective: February 23, 2001
Institution: Monsanto Recipient: Wheat

Interstate destination: HI KS MO MT

Release destination: MT

Should you have comments, please respond either by telephone (301) 734-5787
or by facsimilie (301) 734-8910 on or before the effective date.

It is mandated under 7 CFR 340.3 (c¢) that APHIS provide an acknowledgement
within 30 days of receipt.

Sincerely,

S\

Mary Jackson, Regulatory Specialist
Biotechnology Program Operations
Permits and Risgk Assessments

Plant Protection and Quarantine

Enclosure

cc: R. Elliston, PPQ, Fort Collins, CO

STATE RESPONSE TO NOTIFICATION
State concurs with APHIS determination.
State DOES NOT CONCUR and offers the following reasons:

Name of State official:

Signature:

Date:

State: Rptloc0l/R4
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.file copy

Mr. Michael Brown January 25, 2001
Plant Industries Division

Missouri Department of Agriculture

1616 Missouri Boulevard

Jefferson City, MO 65102

Dear Mr. Brown:
Enclosed is notification 01-024-21n for your review. The information has been

reviewed and it has been determined that the request meets the eligibility
criteria and performance standards for notification under 7 CFR 340.3 (c).

Bp number 01-024-21n hpplicant #: 2001-249XRAB
Received: January 24, 2001 Effective: February 23, 2001
Institution: Monsanto Recipient: Wheat

Interstate destination: HI KS MO MT

Release destination: MT

Should you have comments, please respond either by telephone (301) 734-5787
or by facsimilie (301) 734-8910 on or before the effective date.

It is mandated under 7 CFR 340.3 (c¢) that APHIS provide an acknowledgement
within 30 days of receipt.

Sincerely,

|5\

Mary Jackson, Regulatory Specialist
Biotechnology Program Operations
Permits and Risk Assessments

Plant Protection and Quarantine

Enclosure

cc: R. Elliston, PPQ, Fort Collins, CO

STATE RESPONSE TO NOTIFICATION
State concurs with APHIS determination.
State DOES NOT CONCUR and offers the following reasons:

Name of State official:

Signature:

Date:

State: Rptloc0l /R4
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file copy

Ms. Mary Bryson, Administrator January 25, 2001
Agriculture Sciences Division

Montana Department of Agriculture

P.0. Box 200201

Helena, MT 59620-0201

Dear Ms. Bryson:
Enclosed is notification 01-024-21n for your review. The information has been

reviewed and it has been determined that the request meets the eligibility
criteria and performance standards for notification under 7 CFR 340.3 (c).

Bp number 01-024-21n Applicant #: 2001-249XRAB
Received: January 24, 2001 Effective: February 23, 2001
Institution: Monsanto Recipient: Wheat

Interstate destination: HI KS MO MT

Release destination: MT

Should you have comments, please respond either by telephone (301) 734-5787
or by facsimilie (301) 734-8910 on or before the effective date.

It is mandated under 7 CFR 340.3 (c) that APHIS provide an acknowledgement
within 30 days of receipt.

Sincerely,

Mary Jackson, Regulatory Specialist
Biotechnology Program Operations
Permits and Risk Assessments

Plant Protection and Quarantine

Enclosure

cc: R. Stoaks, PPQ, Sacramento, CA

STATE RESPONSE TO NOTIFICATION
State concurs with APHIS determination.
State DOES NOT CONCUR and offers the following reasons:

Name of State official:

Signature:

Date:

State: Rptloc01/R4
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TSN Unised States Apnimal and 4700 River Road

Depariment of Plant Health ~ Rivercale, MD 20737
Agriculture Inspaction Service :
Mr. Michael Brown January 25, 2001

Plant Industries Divisien

Missouri Department of Agriculture
1616 Missouri Boulevard

Jefferson City, MO 65102

Dear Mr. Brown:

Encloged is notification 01-024-21n for your review. The information has been
reviewed and it has been determined that the request meets the eligibility
criteria and performance standards for notification under 7 CFR 340.3 (c) .

Bp number 01-024-21n Applicant #: 2001-249XRAB
Recelved: January 24, 2001 Effective: February 23, 2001
Ingtitution: Monsanto Recipilent: Wheat

Interstate destination: HI KS MO MT

Release destination: MT

Should you have comments, please respond either by telephone (301) 734-5787
or by facsimilie (301) 734-8910 on or before the effactive date.

Tt ig mandated under .7 CFR 340.3 (c) that APHIS provide an acknowledgement
within 30 days of receipt.

Mary Jackson, Regulatory Specialist
Biotechnology Program Operations
Parmits and Risgk Assessments

Plant Protection and Quarantine

Enclosure

cc: R. Elliston, PPQ, Fort Collins, CO

STATE RESPONSE TO NOTIFICATION
ﬁ State concurs with APHIS determination.

State DOES NOT CONCUR d offers the following reasons:

Name of Sta

Signature:

State: NS ‘ RptlocOl/R4
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Feb=-22~01 10:53am _ From=PLANT QUARANTINE HNL 8085860864 T-928  P.07/10 F-635

Umited States Animal and 4700 River Road
A 133 Daparment of - Plant Heath Riverdale, MD 20737
W/ Agrculture Inspecuon Service
Mr. Myron Isherwood Jr., Managexr . January 25, 2001

Plant Quarantine Branch

Hawaii Department of Agriculture
701 Ilalo Street

Honolulu, HI 96813

Dear Mr. Isherwood Jr,
Enclosged is notification 01-024-21ln for your review. The information has been

reviewed and it hag been determined that the request meets the eligibility
criteria and performance standards for notification undex 7 CFR 340.3 (c).

Bp nunber 01-024-21n Applicant #: 2001-249XRAR
Received: January 24, 2001 Effective: Februaxry 23, 2001
Ingtitution: Monsanto Recipient: Wheat

Interstate destination: HI KS MO MT

Release destination: ‘MT

Should you have comments, please respond either by telephong (301) 734-5787
ox by facaimilie (301) 734-8910 on or before the effective date.

It is mandated undexr 7 CFR 340. 3 (c) that APHIS provide an acknowledgement
within 30 days of receipt.

Sincerel : -y
0 -,7 ' y

Mary Jackson, Regulatoxry Specialist ' 51} FEB - u"

Biotechnology Program Operations 0 P i‘” }:

Permite and Risk Agsessments .' I’LA L(?‘ D"

Plant Protection and Quarantine NTQUARA !

NT!NEbRQNCH ;
Enclosure '

cc: R. Stoaks, PPQ, Sacramento, CA

STATE RESPONSE TO NOTIFICATION

X State concurs with APHIS determination. Please notify Ms. Carol Okada,

H 11 D 3 1 f
Hawald Dept:.of Asriculture, /01 Tial 10, Shygptionolulu, HI 96813.

Name of State official: =
Signatuxe:

Date: 22 February 2001
Staée: Hawaii

Rprloc0l /R4

@ APHLS - Protaciing Avercan Agrculiua ' An Enual Copenunity Emglryer
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U4/704/70L IR1 14149 I'AA 400 444 7340 MT DEPT AGRIC/ASD doo4

Urited States i Animal and 4700 River Road

Deparirment of : Plant Health  Riverdalo, MD 20737
Agricuiture Inspsction Service ’
Ms. Mary Bryson, Administrator January 25, 2001~

Agriculture Sc¢iences Divigion
Montana Department of Agriculture
P.0O. Box 200201

Helena, MI' 59620-~0201

Dear Ms. Bryson:

Enclosed is notification 01-024-21n for your review. The information has zeen
reviewed and it has been determined that the request meets the eligibilicy
criteria and performance standards for notification undexr 7 CFR 340.3 {c).

Bp number 01—024—21n : Applicant #- 2001-249XRARB
Received: January 24, 2001 Effective: February 23, 2001
Institution: Monsanto Recipient: Wheat

Interstate destination: HI KS MO MT

Releage destination: MT

Should you have comments, please respond either by telephone (301) '734-578%
or by facsimilie (301) 734-8910 on or before the affective date.

Tt ie mandated under 7 CFR 340.3 (<) that APHIS provide an acknowledgement
within 30 days of receipt. .

Sincerel

i atory Specialist
Blotechnology Program Operations
Permits and Risk Assessments

Plant Protection and Quarantine

Enclosure

cc: R. Stoaks, PPQ, Sacramento, CA

STATE RESPONSE TO NOTIFICATION

Y State concurs with APHIS determination.

State DOES NOT CONCUR and offers the following reagons:

Nama of Stateéofficia - LWI WLMW\
O (5) (). (b) (7)(C)|

Date: [“a Z ~0 (
State:lAM"afV\ﬂ\ : Rptloc0l/R4

@ APYAS - Prowecung Amarcan AGricdise ’ 2n ) Crrestiinay G FEB 2 2001
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February 23, 2001

Monsanto Company
700 Chesterfield Pkwy N
St. Louis, MO 63198

Your notification request has been acknowledged and may be executed according to
7 CFR 340.3(c), effective on or after February 23, 2001.

Interstate movement and Release

Notification no. 01-024-21n (2001-249XRAB)
Regulated article - Wheat

Destinations - Hawaii, Kansas, Missouri, Montana

You must comply with the performance standards as stated in 7 CFR 340.3(c).
You or any of your cooperators who will be involved in handling the regulated
article must be prepared with a written or verbal description of the methods to
be employed to meet each performance standard. All packages must be clearly
labeled as to content, and notification number must be prominently displayed on
package.

This acknowledgment does not authorize use of “challenge organisms” for field
test.

In addition, the State of Hawaii has requested that you adhere to the following
requirement:

1. Notify State Agricultural Official, Ms. Carol Okada, Hawaii Department
of Agriculture, 701 Ilalo Street, Honolulu, Hawaii, 96813 upon
arrival.

A copy of this letter of acknowledgment will be sent to the receiving State
Regulatory Officials, and the Regional Program Managers, (Biotechnology).

Sincerely,

S

Mary Jackson, Regulatory Specialist
Biotechnology Program Operations
Permits and Risk Assessment

Plant Protection and Quarantine

Enclosure

cc:

M. Isherwood, Hawaii Dept. of Agric., Honolulu, HI

T. Sim, Kansas State Board of Agric., Topeka, KS

M. Brown, Missouri Dept of Agric., Jefferson City, MO
L. Witham, Montana Dept. of Agric., Helena, MT

R. Stoaks, PPQ, WR, SCR, Sacramento, CA

File number 01-024-21n

OR120018_BR_007839
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Agriculture Inspaction Service

February 27, 2001

Monsanto Company
700 Chesterfield Pkwy N
St. Louis, MO 63198

Your notification request has been acknowledged and may be executed accordiag to
7 CFR 340.3(c), effactive on or after February 28, 2001.

Iaterstate movement and Release

Notification no. 01-029-12n (2001 -132XRAB)

Regulated article - Alfalfa

Destinations - California, IZowa, Idaho, Illinois, New York, Washington, Wisconsin

You must comply with the performance standards as stated in 7 CFR 340.3(e). ¥You
or any of your ¢ooperators who will be involved in handling the regulated article
must be prepared with a written or verbal description of the methods to be
employed to meet each performance standard. All packages must be clearly labeled
as to content, and notification number must be prominently displayed on package.

This acknowledgment does not authorize use of “challenge organisms” for field
test.

Please provide the Towa Dapartment of Agriculture with full information on the
release gita,

In addition, the State of Washington conecurs with APHIS datermination; however,
you must comply with Washington’s Quarantine for Japanese Beetle and Purple
Nutsedge (see attached).

A copy of this letter of acknowledgment will be sent to the receiving State
Regulatory Officials, and the Regional Program Managers, (Biotechnology).

Mayy Jackson, Regulatory Specialist
Biotechnology Program Operations
Permits and Risk Assessments

Plant Protection and Quarantine

Enclosure

cC:

B. Hass, California Dept. of Food and Agric., Sacramento, CA

C. Btoltenow, Iowa Dept. of Agric. and Land Stewardship, Des Moines, IA
R. Vega, Idaho Dept. of Agriec., Boige, ID

S. Smith, Illinois Dept. of Agric., Des Plaines, IL

“:" AFTES - Proteciing Amencen Agriculiure An Equal Opportunity Employor
OR120018_BR_007840




solkRRckRcIoRIE —COMM. JOURNAL = sckcksoksiokiooiokikik DATE FEB-27-2001 #kddk TIME 16:29 stk

MODE = MEMORY TRANSMISSION START=FEB-27 16:26 END=FEB-27 16:29
FILE NO.=529
STN NO. ComMM. ABBR NO. STATION NAME/TEL NO. PAGES  DURATION

va1 0K a8 9163673776885 pA1/801 BR:B1:59

HAHIKHSHORKACICIRORIOKRKAKACK KK ORI RAICKRE AR —

=Mook = — RRHKRRKRK
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Agriculture napection Service February 23, 2001

Monsanto Company
700 Chesterfield Pkwy N
st. Louis, MO €3188

Your notification request has been acknowledged and may be executad according to
7 OFR 340.3(c), effective on ox after February 23, 2001.

Tnterstate movement and Relaase

Notification no, 0L-024-21n (2001-245XRAD)
Regulated article - Wheat

Destinations - Hawaii, Kansas, Misgouri, Montana

Yon must comply with the performance standards as stated in 7 CFR 340.3(c).
vou or any of your cooperators who will be involved in handling the regulated
article must be prepared with a written or verbal description of the methods to
be employed to meet each performance standard. all packages mwust be clearly
labeled as to content, and notification auber must be prominently displayed on
package.

This acknowledgment does not authorize use of “challenge organisms” for field
test.

tn addition, the State of Hawaii has raquested that you adhere to the following
requirement:

1. Notify State Agricultuxal Official, Ms. Carol Okada, Hawaii Department
of Agriculture, 701 Ilalo Street, Honolulu, Hawaii, 96813 upon
arrival.

A copy of this letter of acknowledgment will ke sent to the receiving State
Regulatory Officials, and the Regicnal Program vManagers, (Biotechnology).

Sincerxely,

Mary Jackson, Regulatory Specialist
Biotechnology Program Operations
permits and Risk Asseasment

plant Protection and Quarantine

Enclosure

cc:

M. Isherwood, Hawaii Dept. of Agric., Honolulu, HX

T, $im, Kansas State Board cf Agric., Topeka, Ks

M. Brown, Missouri Dept of Agric., Jefferson cicty, MO
1. Witham, Montana Dept. of Agric., Helena, WT

R. Stoaks, PPQ, WR, SCR, Sacramento, CA

‘::" APHIS - Prgtocting Amarican Agrculure An Equal Oppodtunity Employs

OR120018_BR_007841




NO CBI

2001 Wheat Field Test Report
USDA #01-024-21n Monsanto #2001-249XRAB

October 16, 2002

Biotech Field Compliance Team
Monsanto Company

Location County State
2147307561 Gallatin County MT Not Planted

USDA# 01-024-21n Page 1 of 1 Monsanto #2001-249XRAB
OR120018_BR_007842




1/25/01 2:43 pm Notification Tracking Sheet

App number: 2001-250XRAB Begin movement: 2/21/01
Received: 1/24/01 End movement : 2/21/02
Institution: Monsanto Begin release: 2/21/01
Recipient: Wheat End release: 2/21/02
Status: Pending Acre: 7.00
Effective date: 2/23/01 CBI status: CBI
Phenotype: HT - Glyphosate tolerant

Comments :

Resp person:
Parsed name:

Addressl:

Address2: 700 Chesterfield Parkway N.

Address3:

Address4s :

City/State/Zip:Chesterfield, MO 63198

Telephone : _ Fax: 636-737-7085
Initial Date

N

q.. [V(/;SSign Bp number and initial data entry [ C[Xg&) ] [‘}QESLH] Aﬁgisg(

E\’/‘]?zeview by biotechnologist [ Kz‘/ﬁ]* JAN 29 2001

3% Letter of notification to Statelﬁcd X [+<p<3{) ] [IIC;U/b/]*
4. [ ] State resgponse
0/d Loc Site Reg
Interstate *Dest*HI * *WR ¥ [ 1 [ ]
Interstate *Dest*KS * *SCR * [ 1 [ ]
Interstate *Dest*MN * *NER * [ 1 [ ]
Interstate *Dest*MO * *SCR * [ ] [ ]
Interstate *Orig*HI * *WR ¥
Interstate *Orig*KS =* *SCR *
Interstate *Orig*MN * *NER *
Interstate *Orig*MO * *SCR *
Reglease * FMN ok 1*NER * [ ] [ ]
/ »
5%

/1 , Enter genes into database [ 1 [ //aq /0}
6. [V((/Letter ofgé;;;;;;;ég@g%ﬁZdenial/withdraw [ ,K) 1 [;ﬁ;Q/Dj]*

&4/ Enter final data into database [FQ%%(> ] Lg/E?o}]
8. [ 1 If deny, reason: Address incomplete, Signature mismatch,

Ph category, Phenotype, Gene, Donor, Marker,
Does not qualify

Reosen fon Larooneod | (KS) iy mat rupmd

OR120018_BR_007843 IO




A

MONSANTO ﬁ

[ 4

Food - Health + Hope

CONFIDENTIAL

Monsanto Reference ID
2001-250XRAB

Permit Unit
USDA, APHIS, PPQ, BSS
4700 River Rd.

Riverdale, MD 27037
01-024-22n

1. USDA Reference Number
2. Applicant Reference Number 2001-250XRAB
3. Applicant/Responsible Party

phone  [ERKEONDNERIE

FAX 636/737-7085

700 Chesterfield Parkway North
St. Louis MO 63198

4. Duration of Introduction
Interstate Movement and Release February 21, 2001 - February 21, 2002

5. Recipient

Wheat, Triticum aestivum

6. Regulated Article

Phenotypic Category: HT

Phenotype: Glyphosate tolerant

Cultivar/Variety HJO8

Page 1 of 7

OR120018_BR_007844

MonNsANTO COMPANY

700 CHESTERFIELD Pkwy NORTH
CHESTERFIELD, MISSOURI 63198
PHONE (314) 694-1000

FAX (636} 737-7085

http:/ /www.monsanto.com

January 22, 2001

Monsanto Company EMail monsanto.com



Monsanto Reference ID
2001-250XRAB

designation of transformed line:
33391

Constructs: PV-TXGT10
GENE OF INTEREST

CcBI

Gene: CTP2-CP4-- A gene fusion composed of the N-terminal chloroplast transit peptide sequence
from the Arabidopsis thaliana EPSPS gene (CTP2), and the C-terminal
5-enolpyruvylshikimate-3-phosphate synthase gene (CP4) from an Agrobacterium species, strain
CP4.

Terminator: NOS 3'-- A 8' non-translated region of the nopaline synthase gene of Agrobacterium
tumefaciens T-DNA.

GENE OF INTEREST

it _—

Gene: CTP2-CP4-- A gene fusion composed of the N-terminal chloroplast transit peptide sequence

from the Arabidopsis thaliana EPSPS gene (CTP2), and the C-terminal

g—enolpyruvylshikimate-s-phosphate synthase gene (CP4) from an Agrobacterium species, strain
P4.

Terminator: NOS 3'-- A 3' non-translated region of the nopaline synthase gene of Agrobacterium
tumefaciens T-DNA.

Page 2 of 7
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Monsanto Reference ID
2001-250XRAB

7. Mode of Transformation Disarmed Agrobacterium tumefaciens

8. Introduction Interstate Movement and Release

Ship up to 30,000 pounds of wheat seed to and from each location.

ORIGIN: DESTINATION:
HI, KS, MN, MO HI, KS, MN, MO
Ship From:
HI

| Honolulu
County/Province, HI U.S.A.

CONTACT: Robert Osgood, Hawaii Agriculture Research Center, 99-193 Aiea Heights Dr., Suite
300, Aiea, Oahu, HI, 96701-3911, U.S.A., 808/486-5348

]- CBI

KS

CONTACT: Jerry Wilson, Monsanto Company, 5912 N. Meridian, Wichita, KS, 67204, USA,
316/755-7760

] - CBI

MN
N O NCO T -y CounyProvince, VNN Ush

CONTACT: Jim Anderson, University of Minnesota, 411 Borlaug Hall, 1991 Buford Circle, St. Paul,
MN, 55108, U.S.A., 612/625-9763

]- CBI

Page 3 of 7
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Monsanto Reference ID
2001-250XRAB

MO

| (O CO R <. s County/Provincs, MO,

CONTA (b) (4), (b) (6), (b) (7)(C)
U.S.A.

]- CBI

Ship To:

HI

[ Honolulu
ounty/Province, HI, SA.

”,"{‘Jr‘_ .‘]711» H—;}» w])\{_u(?

*

C

Sedgwick County/Province, KSRGS USA
VIBGEVIOLVINI@

MN

] (b) (4) Ramsey County/Province, MNEIEEIIUSA

Page 4 of 7
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Monsanto Reference ID
2001-250XRAB

(b) (4). (b) (6). (1 7)C)

) |

- OO YCO R < . county/Povince, uo (NG
(b) (4). (b) (6). (b) (7)(C -

Page 5 of 7
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Monsanto Reference ID
2001-250XRAB

Release Site:

NUMBER OF STATES/TERRITORIES AND SITES:

MN (1)

MN

LA — e
ounty/Frovince, , ULO.A,, / acres.

(b) (4). (b) (6). (b) (7)(C)

Page 6 of 7

OR120018_BR_007849




—— 1
MONSANTO ‘
Food « Health Hope

MonsanTO CoMPANY
700 CHESTERFIELD PKWY NORTH
CHESTERFIELD, MISSOUR! 63198
PHONE (314) 694-1000

vV Ve DT AT /A § FAX [636) 737-708
CONFIDENTIAL sy
e’ o d WU il.v.zn & & Shey http:/ /www.monsanto.com

Monsanto Reference ID
2001-250XRAB

9. Certification

| certify that the regulated article will be introduced in accordance with the eligibility criteria and
the performance standards set forth in 7 CFR 340.3. The above information is true to the best of
our knowledge. If there are any changes, we will contact APHIS.

INWIN®

January 22, 2001

Page 7 of 7
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CONFIDENTIAL BUSINESS INFORMATION JUSTIFICATION

The information claimed as confidential within this application consists of donor organisms and gene
descriptions. The gene description category includes names and information about genes, promoters and
expressed traits.

LEGAL BACKGROUND

The Freedom of Information Act ("FOIA"), 5 U.S.C. § 552, specifically exempts from release "trade
secrets and commercial or financial information obtained from a person and privileged or confidential”
f("Exemption 4"). 5 U.S.C. § 552(b)(4). Exemption 4 applies where the disclosure of information would
be likely to cause substantial harm to the competitive position of the owner, or where, in the case of
voluntarily submitted information, the submitter would be less likely in the future to share data with the
agency voluntarily. National Parks & Conservation Association v. Morton, 498 F.2d 765, 770 (D.C.Cir.
1974); Gulf & Western Industries, Inc. v. U.S., 615 F.2d 527, 530 (D.C.Cir. 1979).

A party seeking to demonstrate "substantial competitive harm" need not show actual competitive harm,
but must only demonstrate the presence of competition and the likelihood of substantial competitive
injury. Id. at 530; National Parks & Conservation Association v. Kleppe, 547 F.2d 673, 679 (D.C.Cir.
1976); Miami Herald Pub. Co. v. U.S. Small Business Administration, 670 F.2d 610, 614 (5th Cir. Unit B
1982).

For the purposes of FOIA, courts have defined the term "trade secret" to mean a "secret, commercially
valuable plan, formula, process, or device that is used for the making, preparing, compounding, or
processing of trade commodities and that can be said to be the end product of either innovation or
substantial effort. Public Citizen Health Research Group v. FDA, 704 F.2d 1280, 1288 (D.C.Cir. 1983);
Anderson v. Dept. of Health & Human Services, 907 F.2d 936, 943-44 (10th Cir. 1990).

Information on gene description and commercial development falls squarely within this definition, and is
the type of information accorded trade secret protection by the courts under Exemption 4 of the Freedom
of Information Act. It is well established that information on the formulation and chemistry of a product
should be treated as confidential for FOIA purposes. See, e.g., Anderson v. Dept. of Health & Human
Services, 907 F.2d 936 (10th Cir. 1990). This is exactly the type of information provided by each and
every subcategory listed above in the gene description category. Where, as in the case of the Monsanto
products subject to this FOIA request, the development time and costs of the product have been
substantial and the information can only be obtained by competitors at considerable cost, disclosure is
prohibited. Greenberg v. Food and Drug Administration, 803 F.2d at [213, 1216-1218 (D.C. Cir. 1986);
Worthington Compressors, Inc. v. Costie, 622 F.2d 45, 51-52 (D.C.Cir. 1981). The existence of
confidentiality agreements binding employees not to reveal the information is another factor considered
by the courts. Greenberg v. FDA, 803 F.2d at 1216-1218.

OR120018_BR_007851




CBI Justification
Notification 2001-250XRAB
Page 2

The courts have also been very clear in finding commercial development information covered by
Exemption 4 where the release of such information could allow competitors to procure a clear
understanding of a company's business practices and allow a competitor to cause harm to a company's
competitive standing. See, e.g., Braintree Electric Light Dept. v. Dept. of Energy, 494 F.Supp. 287, 289-
291 (D.D.C. 1980). Information on distribution channels, market strategies, pricing structures, and
patterns of competition fall squarely within the Exemption because such information enables a
competitor to gain an accurate picture of a company's marketing activities and the competitive structure
of the market. Timken v. U.S. Customs Service, 531 F.Supp. 194, 200 (D.D.C. 1981). Typically,
information concerning marketing strategies, and the names of independent contractors participating in a
company's studies have been accorded confidential treatment. See, e.g., Teich v. Food & Drug
Administration, 751 F. Supp. 243, 253 (D.D.C. 1990). Specific justifications for treating information in
these two categories as CBI are provided below.'

GENE DESCRIPTION

The essence of the commercial value of the Monsanto biotechnology products is the particular genetic
information that confers the desired properties on the plant product, as well as the technical know-how
inherent in this information. Monsanto is at the leading edge in the development of biotechnology
products in a rapidly growing and highly competitive industry. This expertise has been gained through
many man years of effort, and the expenditure of tens of millions of dollars on biotechnology research.

Monsanto has been working on the development of transgenic crops since the early 1980’s and has
expended several million dollars in research and testing costs. Monsanto can document the development
and testing costs by means of monthly summaries of the man hours devoted to these projects, budgetary
documents, field test agreements, and project documents for the Chesterfield facility.

In a case recently decided by the U.S. Court of Appeals for the District of Columbia Circuit,
Critical Mass Energy Project v. NRC, No. 90-5120, August 21, 1992, the court determined that
information given to the government voluntarily will be treated as confidential under Exemption
4 if such information is of the kind that the provider would not customarily make available to the
public. To the extent any references and other information in the Monsanto applications were
submitted voluntarily, such information is accorded protection from disclosure.

OR120018_BR_007852




CBI Justification
Notification 2001-250XRAB
Page 3

The uniqueness of Monsanto's products lies in the particular combination of genetic components in the
vectors transferred to these plants. Each genetic entity in these vectors has three pieces of information: a
promoter region, the gene for the expression of the trait, and a stop signal. Although the information on
each of these vector components may be in the public domain, the particular combination of the
components put together by Monsanto is unique and represents years of effort and millions of dollars of
expense.

To achieve the products which are the subject of this Confidential Business Information Justification,
Monsanto has developed and tested many different plant strains using different combinations of genetic
components. The plant products developed by Monsanto represent the best fit of the components, and
the best mode of gene expression of the desired traits. The specific combination of genetic information
on the vectors transferred to the Monsanto products has been kept strictly confidential. Monsanto
employees and contractors under contract to Monsanto are contractually obligated to keep this
information confidential.

There are many competitors of Monsanto, both national and international, who have the expertise not
only to replicate Monsanto's products, but also to use Monsanto's technology to develop other products
which would be competitive with Monsanto, thereby saving millions of dollars and years of development
effort. These competitors include companies such as Rhone-Poulenc, Zeneca, and Ciba.

Monsanto's competitors cannot presently duplicate Monsanto's commercially valuable products from
information in the public domain without going through the same painstaking trial and error development
and testing of many different combinations of genetic information. It is important to emphasize that
although there may be information about Monsanto products available in patent applications, this
information is voluminous and general in nature, and does not identify the specific combinations of
genetic information which Monsanto has found to be most effective. A competitor cannot determine
from the patent applications which particular combination of genes and transgenic products will prove to
be commercially valuable.

Access to gene description information for Monsanto's products would allow competitors to create
essentially "copy-cat" products (avoiding any technical patent infringement) that would result in a market
share loss for Monsanto of millions of dollars. By performing simple copy work, these competitors
would avoid the millions of dollars and many years of research and development effort expended by
Monsanto to develop its commercial products.

The release of gene description information would also provide competitors with commercially valuable
knowledge about the particular products that Monsanto is planning to commercialize and the likely time
frame for commercialization. This information would be extremely helpful to these companies in
developing their own marketing strategies and development plans in a highly competitive market.

OR120018_BR_007853




CBI Justification
Notification 2001-250XRAB
Page 4

NAMES AND INFORMATION ABOUT GENES, PROMOTERS AND
EXPRESSED TRAITS

The release of information about the genes and promoters in the vectors will directly provide competitors
with the knowledge of the precise genetic sequence - that Monsanto has found to be most desirable. If
this information is disclosed, the competitors will have access to the structure of the Monsanto products,
with the consequences outlined above. Patents for the products at issue in this matter are pending, but
have not been issued.

Information on the expressed trait of the genes is tantamount to providing the name of the genes, and will
allow Monsanto's competitors to readily identify the particular genes that have been transferred to the
Monsanto products. The release of any information relating to changes made to an original gene to
facilitate fusion with another gene would explicitly reveal Monsanto's trade secret technology for
developing gene combinations.

IDENTITY AND CHARACTERISTICS OF DONOR ORGANISM

A donor organism is not claimed as CBI when the gene from such organism appears alone. CBI is only
claimed for the name and/or identifying characteristics of a donor organism when the gene from this
organism is used in a new and unique combination with another gene to give greatly enhanced expression
of the desired trait.

The identity of the donor organisms have been claimed as confidential by Monsanto because the
disclosure of this information will essentially reveal to Monsanto's competitors the nature of the genes
for the expressed traits. Likewise, information on the characteristics of the donor organisms and the
source of the characterization of the donor will reveal directly or with little difficulty the identify of the
donor organism. With this information in hand, even without information on the other components of the
vector, Monsanto's competitors will be accorded a tremendous advantage in their search for competitive
products, and will be able to unfairly take advantage of the expensive and time intensive effort by
Monsanto to identify this donor as the most suitable organism for providing the genetic information
necessary to best express the desired traits.

OR120018_BR_007854



MONSANTO
Food + Health + Hope

MonNsANTO COMPANY

CBI-DELETED

CHESTERFIELD, MISSOURI 63198

PHONE (314) 694-1000

FAX (636) 737-7085
Monsanto Reference ID i

ttp:/ /www.monsanto.com

2001-250XRAB
Permit Unit January 22, 2001

USDA, APHIS, PPQ, BSS

4700 River Rd.

Riverdale, MD 27037
01-024-22n

1. USDA Reference Number
2. Applicant Reference Number 5001-250XRAB
3. Applicant/Responsible Party

rrone

FAX 636/737-7085

EMail - monsanto.com
Monsanto Company

700 Chesterfield Parkway North
St. Louis MO

63198

4. Duration of Introduction
Interstate Movement and Release February 21, 2001 - February 21, 2002

5. Recipient
Wheat, Triticum aestivum

6. Regulated Article

Phenotypic Category: HT

Phenotype:
Glyphosate tolerant

Cultivar/Variety HJ98

Page 1 of 6
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Monsanto Reference ID
2001-250XRAB

designation of transformed line:
33391

Constructs: PV-TXGT10

GENE OF INTEREST
Promoter: CMoVa/I2 --[ CBI Deleted ] eal
Gene: CTP2-CP4 -- A gene fusion composed of the N-terminal chloroplast transit peptide sequence
from the Arabidopsis thaliana EPSPS gene (CTP2), and the C-terminal
g-enolpyruvylshikimate-s-phosphate synthase gene (CP4) from an Agrobacterium species, strain
P4.
Terminator: NOS 3' -- A 3' non-translated region of the nopaline synthase gene of Agrobacterium
tumefaciens T-DNA.
GENE OF INTEREST
Promoter: CMP3/I5--[ CBI Deleted | CEl

Gene: CTP2-CP4 -- A gene fusion composed of the N-terminal chloroplast transit peptide sequence

from the Arabidopsis thaliana EPSPS gene (CTP2), and the C-terminal

g—enolpyruvylshikimate-a-phosphate synthase gene (CP4) from an Agrobacterium species, strain
P4.

Terminator: NOS 8'-- A 3' non-translated region of the nopaline synthase gene of Agrobacterium
tumefaciens T-DNA.

Page 2 of 6
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Monsanto Reference ID
2001-250XRAB

7. Mode of Transformation Disarmed Agrobacterium tumefaciens
8. Introduction Interstate Movement and Release

Ship up to 30,000 pounds of wheat seed to and from each location.

ORIGIN: DESTINATION:
HI, KS, MN, MO HI, KS, MN, MO
Ship From:
HI

[ CBIlDeleted ]--*Honolulu County/Province, HI, U.S.A.

KS
[ CBIDeleted ]--*Sedgwick County/Province, KS, USA

MN
[ CBIlDeleted ]--*Ramsey County/Province, MN, USA

MO
[ CBIlDeleted ]--*St. Louis County/Province, MO, U.S.A.

Page 3 of 6
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Monsanto Reference ID
2001-250XRAB
Ship To:

HI
[ CBIDeleted ]--*Honolulu County/Province, HI, U.S.A.

KS
[ CBIDeleted ]--*Sedgwick County/Province, KS, USA

MN
[ CBIDeleted ]--*Ramsey County/Province, MN, USA

MO
[ CBIDeleted ]--*St. Louis County/Province, MO, U.S.A.

Page 4 of 6
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Monsanto Reference ID
2001-250XRAB

Release Site:
NUMBER OF STATES/TERRITORIES AND SITES:

MN (1)

MN
[ CBIDeleted ]--Dakota County/Province, MN, U.S.A., 7 acres

Page 5 of 6
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< A l\
v MONSANTO |a¢|
Food + Health + Hope '

MonsANTO COMPANY
,m}, "'- ! .
;’ { 7 ' h .w ; g,‘j 700 CHESTERFIELD PKwY NORTH
J;’ ur: -zzm vm: » CHESTERFIELD, MISSOURI 63198
PHONE (314) 694-1000
FAX (636) 737-7085

Monsanto Reference ID http:/ /www.monsanto.com

2001-250XRAB
9. Certification

| certify that the regulated article will be introduced in accordance with the eligibility criteria and
the performance standards set forth in 7 CFR 340.3. The above information is true to the best of
our knowledge. If there are any changes, we will contact APHIS.

Monsanto Company

January 22, 2001

Page 6 of 6
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A

MONSANTO
Food + Health + Hope

MONSANTO COMPANY

CBI-DELETED

CHESTERFIELD, MISSOURI 63198

PHONE (314] 694-1000

Monsanto Reference ID el
2001-250XRAB ’ ’ ’
Permit Unit January 22, 2001

USDA, APHIS, PPQ, BSS
4700 River Rd.

Riverdale, MD 27037
01-024-22n

1. USDA Reference Number
2. Applicant Reference Number 2001-250XRAB
3. Applicant/Responsible Party

rone [

FAX 636/737-7085

EMail [@ monsanto.com
Monsanto Company

700 Chesterfield Parkway North
St. Louis MO

63198

4. Duration of Introduction

Interstate Movement and Release February 21, 2001 - February 21, 2002

5. Recipient
Wheat, Triticum aestivum
6. Regulated Article

Phenotypic Category: T

Phenotype:
Glyphosate tolerant

Cultivar/Variety HJS8

Page 1 of 6
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Monsanto Reference ID
2001-250XRAB

designation of transformed line:
33391

Constructs: PV-TXGT10

GENE OF INTEREST

Promoter: CMoVa/l2--[ CBI Deleted ] BEs

Gene: CTP2-CP4 -- A gene fusion composed of the N-terminal chloroplast transit peptide sequence
from the Arabidopsis thaliana EPSPS gene (CTP2), and the C-terminal
5-enolpyruvylshikimate-3-phosphate synthase gene (CP4) from an Agrobacterium species, strain
CP4. ’

Terminator: NOS 3’ -- A 3' non-translated region of the nopaline synthase gene of Agrobacterium
tumefaciens T-DNA.
GENE OF INTEREST

Promoter: CMP3/I5--[ CBI Deleted ] e

Gene: CTP2-CP4 -- A gene fusion composed of the N-terminal chloroplast transit peptide sequence
from the Arabidopsis thaliana EPSPS gene (CTP2), and the C-terminal
g—gnolpyruvylshiklmate-S-phosphate synthase gene (CP4) from an Agrobacterium species, strain

4.

Terminator: NOS 3' -- A 3' non-translated region of the nopaline synthase gene of Agrobacterium
tumefaciens T-DNA,

Page 2 of 6
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Monsanto Reference ID
2001-250XRAB

7. Mode of Transformation Disarmed Agrobacterium tumefaciens
8. Introduction Interstate Movement and Release’

Ship up to 30,000 pounds of wheat seed to and from each location.

ORIGIN: DESTINATION:
HI, KS, MN, MO HI, KS, MN, MO
Ship From:
HI

[ CBIDeleted ]--*Honolulu County/Province, HI, U.S.A.

KS
[ CBIDeleted ]--*Sedgwick County/Province, KS, USA

MN
[ CBIDeleted ]--*Ramsey County/Province, MN, USA

MO
[ CBIDeleted ]--"St. Louis County/Province, MO, U.S.A.

Page 3 of 6
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Lo

Monsanto Reference ID
2001-250XRAB -
Ship To:

HI
[ CBIDeleted ]--*Honolulu County/Province, HI, U.S.A.

KS
[ CBIDeleted ]--*Sedgwick County/Province, KS, USA

MN
[ CBIl Deleted ] --*Ramsey County/Province, MN, USA

MO
[ CBIDeleted ]--*St. Louis County/Province, MO, U.S.A.

Page 4 of &
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Monsanto Reference ID
2001-250XRAB

Release Site:
NUMBER OF STATES/TERRITORIES AND SITES: .

MN (1)

MN
[ CBIDeleted ]--Dakota County/Province, MN, U.S.A., 7 acres

Page 5 of 6
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MONSANTO
Food + Health - Hope

MonSANTO COMPANY

CB!—DELETED 700 CHESTERFIELD PKwY NORTH
CHESTERFIELD, MISSOURI 63198
PHONE (314) 694-1000

FAX (636) 737-7085
Monsanto Reference ID

2001-250XRAB
9. Certification

http:/ /www.monsanto.com

| certify that the regulated article will be introduced in accordance with the eligibility criteria and
the performance standards set forth in 7 CFR 340.3. The above information is true to the best of
our kpowledge here are any changes, we will contact APHIS.

Monsanto Company

January 22, 2001

Page 6 of 6
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file copy

Mr. Myron Isherwood Jr., Manager January 25, 2001
Plant Quarantine Branch

Hawaii Department of Agriculture

701 Ilalo Street

Honolulu, HI 96813

Dear Mr. Isherwood Jr.:
Enclosed is notification 01-024-22n for your review. The information has been

reviewed and it has been determined that the request meets the eligibility
criteria and performance standards for notification under 7 CFR 340.3 (c).

Bp number 01-024-22n Applicant #: 2001-250XRAB
Received: January 24, 2001 Effective: February 23, 2001
Institution: Monsanto Recipient: Wheat

Interstate destination: HI KS MN MO

Release destination: MN

Should you have comments, please respond either by telephone (301) 734-5787
or by facsimilie (301) 734-8910 on or before the effective date.

It is mandated under 7 CFR 340.3 (c) that APHIS provide an acknowledgement
within 30 days of receipt.

Sincerely,

Mary Jackson, Regulatory Specialist
Biotechnology Program Operations
Permits and Risk Assessments

Plant Protection and Quarantine

Enclosure

cc: R. Stoaks, PPQ, Sacramento, CA

STATE RESPONSE TO NOTIFICATION
State concurs with APHIS determination.
State DOES NOT CONCUR and offers the following reasons:

Name of State official:

Signature:

Date:

State: Rptloc01l/R4
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file copy

Mr. Tom Sim IV, Administrator January 25, 2001
Plant Protection and Weed Control Section

Kansas State Board of Agriculture

901 S. Kansas Avenue

Topeka, KS 66612-1281

Dear Mr. Sim IV:

Enclosed is notification 01-024-22n for your review. The information has been
reviewed and it has been determined that the request meets the eligibility
criteria and performance standards for notification under 7 CFR 340.3 (c).

Bp number 01-024-22n Applicant #: 2001-250XRAB
Received: January 24, 2001 Effective: February 23, 2001
Institution: Monsanto Recipient: Wheat

Interstate destination: HI KS MN MO

Release destination: MN

Should you have comments, please respond either by telephone (301) 734-5787
or by facsimilie (301) 734-8910 on or before the effective date.

It is mandated under 7 CFR 340.3 (c) that APHIS provide an acknowledgement
within 30 days of receipt.

Sincerely,

Mary Jackson, Regulatory Specialist
Biotechnology Program Operations
Permits and Risk Assessments

Plant Protection and Quarantine

Enclosure

cc: R. Elliston, PPQ, Fort Collins, CO

STATE RESPONSE TO NOTIFICATION
State concurg with APHIS determination.
State DOES NOT CONCUR and offers the following reasons:

Name of State official:

Signature:

Date:

State: Rptloc0l1l/R4
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file copy

Dr. Mary J. Hanks, Biotechnologist January 25, 2001
Plant Industry Division

Minnesota Department of Agriculture

90 West Plato Boulevard

St. Paul, MN 55107

Dear Dr. Hanks:
Enclosed is notification 01-024-22n for your review. The information has been

reviewed and it has been determined that the request meets the eligibility
criteria and performance standards for notification under 7 CFR 340.3 (c).

Bp number 01-024-22n Applicant #: 2001-250XRAB
Received: January 24, 2001 Effective: February 23, 2001
Institution: Monsanto Recipient: Wheat

Interstate destination: HI KS MN MO

Release destination: MN

Should you have comments, please respond either by telephone (301) 734-5787
or by facsimilie (301) 734-8910 on or before the effective date.

It is mandated under 7 CFR 340.3 (c¢) that APHIS provide an acknowledgement
within 30 days of receipt.

Sincerely,

|5\

Mary Jackson, Regulatory Specialist
Biotechnology Program Operations
Permits and Risk Assessments

Plant Protection and Quarantine

Enclosure

cc: S. Wood, PPQ, Raleigh, NC

STATE RESPONSE TO NOTIFICATION
State concurs with APHIS determination.
State DOES NOT CONCUR and offers the following reasons:

Name of State official:

Signature:

Date:

State: Rptloc01/R4
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file copy

Mr. Michael Brown January 25, 2001
Plant Industries Division

Misgsouri Department of Agriculture

1616 Missouri Boulevard

Jefferson City, MO 65102

Dear Mr. Brown:
Enclosed is notification 01-024-22n for your review. The information has been

reviewed and it has been determined that the request meets the eligibility
criteria and performance standards for notification under 7 CFR 340.3 (c).

Bp number 01-024-22n Applicant #: 2001-250XRAB
Received: January 24, 2001 Effective: February 23, 2001
Ingtitution: Monsanto Recipient: Wheat

Interstate destination: HI KS MN MO

Release destination: MN

Should you have comments, please respond either by telephone (301) 734-5787
or by facsimilie (301) 734-8910 on or before the effective date.

It is mandated under 7 CFR 340.3 (c) that APHIS provide an acknowledgement
within 30 days of receipt.

Sincerely,

Mary Jackson, Regulatory Specialist
Biotechnology Program Operations
Permits and Risk Assessments

Plant Protection and Quarantine

Enclosure

cc: R. Elliston, PPQ, Fort Collins, CO

STATE RESPONSE TO NOTIFICATION
State concurs with APHIS determination.
State DOES NOT CONCUR and offers the following reasons:

Name of State official:

Signature:

Date:

State: Rptloc0l /R4
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Feb-22-01 10:59am  From=PLANT QUARANTINE HNL - 8085860864 T-928 P.08/10 F-635

’

United Stales Animal and 4700 River Road
Dapar:mant of Plant Hearth Rivercale, MD 20727
Agriculture Inspsction Service '

Mx. Myron Isherwood Jr., Manager : January 25, 20017
Plant Quarantine Branch

Hawaii Department of Agriculture

701 Ilalo Street

Honolulu, HI 96813

Dear Mr. Isherwood Jr.:

Enclosed is notification 01-024-22n for your review. The information has been
reviewed and it has been determined that the request meetsg the eligibility
criteria and perxformance standardg for notification under 7 CFR 340.3 (c).

Bp number 0L-024~-22n Applicant #: 2001.-250XRARB
Received: January 24, 2001 Effecrive: February 23, 2001
Institution: Monganto Recipient: Wheat

Interstate destination: HI XS MN MO

Release destination: MN

Should you have comments, please respond either by telephone (301) 734-5787
or by facsimilie (301) 734-8910 on oxr before the effective date.

It is mandated under 7 CFR 340.3 (c) that APHIS provide an acknowledgement
within 30 days of receipt. -

Sincerely,

Mary Jackson, Regulatory Specialist
Biotechnology Program Operations
Permits and Risk Asscessments

Plant Protection and Quarantine

Enclosure

cc: R. Stoaks, PPQ, Sacramento, CA

STATE RESPONSE TO NOTIFICATION
X gtate concurs with APHIS determination. Please notify Ms. Carol Okada,

Hawaii Dept. of Agriculture, /01 Ilalo St., Honolulu, HI 96813.
State DOES NOT CONCUR and offers the following reasons:

Name of State official.
Signature:

pate: 22 February 2001

State: Hawaii Rptloc0l/Ré4

ggf%? APHS « Pretecung Amancan AgncdLre 4 An Eguel Cpgoriunty Empioyns
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MDA AG PLNG & DEY Fax:612-297-7678 Mar 1 01  9:59 P. 05/08

United States Animal and 4700 River Road

Depariment of Plant Health Rivercala, MD 20737
Agnicuiture Inspection Sarvica ' W 3 / ﬁ /
Dr. Mary J. Hanks, Biotechnologist . Jamary 25, 2001

plant Industry Divisicn

Minnesota Department of Agriculture
90 West Plato Boulevard

St. Paul, MN 55107

Dear Dr. Hanks:
Enclosed is notification 01-024-22n for your review. The informatiomn has been

reviewed and it has been detexmined that the request meets the eligibility
criteria aand performance standarde for notification under 7 CFR 340.3 (c).

By numbexr 01-024-22n Applicant #: 2001-250XRAB ,
Received: January 24, 2001 Effective: February 23, 2001
Tnsritution: Monsanto Recipient:  Wheat

Interstate destination: HI KS MN MO

Release degtination: MN

Should you have comments, please respond either by telephone (301) 734-5787
or by facgimilie (301) 734-8310 on ox before the effective date.

It is mandated under 7 CFR 340.3 (c) that APHIS provide an acknowledgement
within 30 days of receipt.

Mary Jackson, Regula Specialist
Biotechnology Program Cperations
permits and Risk Asgessments

plant Protecticon and Quarantine

Enclosure

cc: 8. Wood, DPRQ, Raleigh, NC

STATE RESPONSE TO NCTIFICATION
Af State concurs with APHIS deteyrmination.
State DOES NOT CONCUR and offers the following reasons:

ry <) MHeales

Name of State official:

Signature

Pate: 02 e M” 0]

State: /W/U RptlocOl/R4
s@fz;? AFPRHIS « Protectng Anwecan Agncailire BAn Equal Coponunity Emcioyar
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United States Animal ang 470Q River Road
Depariment of Plant Healh Riverdala, MD 20737
‘ Agnculture Inspecon Service

Mr. Michael Brown ‘ January 25, 2001
Plant Industries Divisgion

Missouri Department of Agricultuze

1616 Missouri Boulevard

Jafferson City, MO 65102

Dear Mr. Brown:

Enclosed is notification 01-024-22n for your review. The information haa been
reviewad and it has been determined that the request meete the eligibilicy
criteria and parformance standards for notification under 7 CFR 340.3 (c).

Bp number 01-024-22n Applicant #: 2001-250XRAR
Received: January 24, 2001 Effective: February 23, 2001
Institution: Monsanto Racipient: Wheat

Interstate destination: HI KS MN MO

Release destination: M

Should you have comments, please respond either by talephone (301) 734-5787
or by facs:.nuue (301) 734-8910 on or before the effective date.

It ip mandated under 7 CFR 340.3 (c) that APHIS provide an acknowledgement
within 30 daye of receipt.

Sincerel

Mary Jackeon, Regulatory Specialist
Biotechnology Program Operations
Permits and Risk Assessments

Plant Protection and Quarantine

Enclosure

cc: R. Elliston, PPQ, Forc Collins, CO

STATE RESPONSE TO NOTIFICATION

)“ State concurs with APHIS determination.

State DOES NOT CONCUR and offers the following reasons:

Name of St : : DL

Signaturae:

Date: ’L,I’L.,Ie)

State: WO Rptlocol /R4

@ o e OR120018_BRIBHFEF™ o
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February 28, 2001

Monsanto Company
700 Chesterfield Pkwy N
St. Louis, MO 63198

Your notification request has been acknowledged and may be executed according to
7 CFR 340.3(c), effective on or after February 28, 2001.

Interstate movement and Release

Notification no. 01-024-22n (2001-250XRAB)
Regulated article - Wheat

Destinations - Hawaii, Kansas, Minnesota, Missouri

You must comply with the performance standards as stated in 7 CFR 340.3(c).
You or any of your cooperators who will be involved in handling the regulated
article must be prepared with a written or verbal description of the methods to
be employed to meet each performance standard. All packages must be clearly
labeled as to content, and notification number must be prominently displayed on
package.

This acknowledgment does not authorize use of “challenge organisms” for field
test.

In addition, the State of Hawaii has requested that you adhere to the following
requirement:

1. Notify State Agricultural Official, Ms. Carol Okada, Hawaii Department
of Agriculture, 701 Ilalo Street, Honolulu, Hawaii, 96813 upon

arrival.

A copy of this letter of acknowledgment will be sent to the receiving State
Regulatory Officials, and the Regional Program Managers, (Biotechnology) .

Sincerely,

9

Mary Jackson, Regulatory Specialist
Biotechnology Program Operations
Permits and Risk Assessment

Plant Protection and Quarantine

Enclosure

OR120018_BR_007874
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Isherwood, Hawaii Dept. of Agric., Honolulu, HI
Sim, Kansas State Board of Agric., Topeka, KS
Hanks, Minnesota Dept. of Agric., St. Paul, MN
Brown, Missouri Dept of Agric., Jefferson City, MO
Wood, PPQ, NER, SER, Raleigh, NC

. Stoaks, PPQ, WR, SCR, Sacramento, CA

File number 01-024-22n

M E2EEAHEQ
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CONFIDENTIAL
2001 Wheat Field Test Report
USDA #01-024-22n Monsanto #2001-250XRAB

October 2, 2002

Biotech Field Compliance Team
Monsanto Company

Location County State
8025 Dakota County MN

Dakota County/MN (8025)

b) (4

USDA# 01-024-22n Page 1 of 2 Monsanto #2001-250XRAB
OR120018_BR_007876




USDA# 01-024-22n Page 2 0f 2 Monsanto #2001-250XRAB
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CBI-DELETED

2001 Wheat Field Test Report
USDA #01-024-22n Monsanto #2001-250XRAB

October 2, 2002

Biotech Field Compliance Team
Monsanto Company

Location County State
8025 Dakota County MN

Dakota County/MN (8025)

Planting Date:  05/15/2001

Harvest Date:  08/09/2001

Vector Constructs/Line Numbers Planted: [CBI-Deleted]

Purpose of Field Trial: [CBI-Deleted]

Field Monitoring Observations for Disease Susceptibility: [CBI-Deleted]

Field Monitoring Observations for Insect Susceptibility: [CBI-Deleted]

Field Monitoring Observations for Plant Growth Characteristics: [CBI-Deleted]
Field Monitoring Observations for Weediness Characteristics: [CBI-Deleted]
Field Monitoring Observations for Plant Stand: [CBI-Deleted]

Disposition of the harvested material: [CBI-Deleted]

Additional Comments: [CBI-Deleted]

USDA# 01-024-22n Page 1 of 1 Monsanto #2001-250XRAB
OR120018_BR_007878




| '.CONFIDENTIAL BUSINESS INFORMATION JUSTIFICATION

The information claimed as confidential within this application consists of field monitoring observations
regarding biotechnology products under development.

Legal Background

The Freedom of Information Act ("FOIA"), 5 U.S.C. § 552, specifically exempts from release "trade
secrets and commercial or financial information obtained from a person and privileged or confidential”
("Exemption 4"). 5 U.S.C. § 552(b)(4). Exemption 4 applies where the disclosure of information would
be likely to cause substantial harm to the competitive position of the owner, or where, in the case of
voluntarily submitted information, the submitter would be less likely in the future to share data with the
agency voluntarily. National Parks & Conservation Association v. Morton, 498 F.2d 765, 770 (D.C.Cir.
1974); Gulf & Western Industries, Inc. v. 11.S., 615 F.2d 527, 530 (D.C.Cir. 1979).

A party seeking to demonstrate "substantial competitive harm" need not show actual competitive harm,
but must only demonstrate the presence of competition and the likelihood of substantial competitive
injury. Id. at 530; National Parks & Conservation Association v. Kleppe, 547 F.2d 673, 679 (D.C.Cir.
1976); Miami Herald Pub. Co. v. TLS. Small Business Administration, 670 F.2d 610, 614 (5th Cir. Unit B
1982).

For the purposes of FOIA, courts have defined the term "trade secret" to mean a "secret, commercially
valuable plan, formula, process, or device that is used for the making, preparing, compounding, or
processing of trade commodities and that can be said to be the end product of either innovation or

substantial effort.” Public Citizen Health Research Group v. FDA, 704 F.2d 1280, 1288 (D.C.Cir. 1983);
Anderson v. Dept. of Health & Human Services, 907 F.2d 936, 943-44 (10th Cir. 1990). »

Information on commercial development falls squarely within this definition, and is the type of
information accorded trade secret protection by the courts under Exemption 4 of the Freedom of
Information Act request. The courts have been very clear in finding commercial development
information covered by Exemption 4 where the release of such information could allow competitors to
procure a clear understanding of a company's business practices and allow a competitor to cause harm to
a company's competitive standing. See, e.g., Braintree Electric Light Dept. v. Dept. of Energy, 494
F.Supp. 287, 289-291 (D.D.C. 1980). Information on distribution channels, market strategies, pricing
structures, and patterns of competition fall squarely within the Exemption because such information
enables a competitor to gain an accurate picture of a company's marketing activities and the competitive
structure of the market. Timken v. 1LS. Customs Service, 531 F.Supp. 194, 200 (D.D.C. 1981).
Typically, information concerning marketing strategies, and the names of independent contractors
participating in a company's studies have been accorded confidential treatment. See, e.g., Teich v. Food
& Drug Administration, 751 F.Supp. 243, 253 (D.D.C. 1990). Specxfic justification for treating field
monitoring observation information as CBI is provided below.'

! In a case decided by the U.S. Court of Appeals for the District of Columbia Circuit, Critical Mass Energy Project v,
NRC, No. 90-5120, August 21, 1992, the court determined that information given to the government voluntarily will

be treated as confidential under Exemption 4 if such information is of the kind that the provider would not
customarily make available to the public. To the extent any references and other information in the Monsanto
applications were submitted voluntarily, such information is accorded 5rotcction from disclosure.

OR120018_BR_00787



FIELD MONITORING DATA AS CBI

Monsanto'’s Field Test Reports contain information regarding Field Monitoring
Observations. This includes specific observations regarding biotechnology
products under development. The Field Test Report will indicate which crop is
the subject of the Report and the observations provide information that can
reveal the trait being tested. For instance, observations concerning the
roots of the plant is evidence that the product in testing has a trait
designed to guard against rootworm.

Allowing a competitor access to such information could result in substantial
competitive harm to Monsanto in that it reveals what products Monsanto is in
the process of developing, the stage of development, the performance of the
product under development, and an estimated time when such a product could be
commercialized. A competitor could use this critical information regarding
Monsanto’s product pipeline to gain a competitive advantage against Monsanto.
This advantage would start immediately upon the revelation of this
information, in that a competitor could use this information to evaluate the
timing and commercialization of its own products, to develop new competing
products, and to convey information to the marketplace regarding its products
compared to Monsanto’s products.

Tn addition, the observations provide information concerning Monsanto’s
protocols for conducting Field Tests. Monsanto has invested substantial time
and money in developing a workable system for conducting these trials and
allowing others access to this information would give them an unfair advantage

over Monsanto.

Identification of Items claimed as Confidential Business Information (CBI)

Items claimed as CBI indicated in the text are labeled as [CBI ] and that document is labeled as
Confidential. A non-confidential copy of the application is also included and the CBI information that
has been deleted is enclosed in brackets labeled [CBI-Deleted] and that document labeled as CBI-

Deleted.

OR120018_BR_007880




" |
1/25/01 2:43 pm Notification Tracking Sheet

Bp number: 01-024-23n

App number: 2001 -252XRAB Begin movement: 2/21/01
Received: 1/24/01 End movement : 2/21/02
Institution: Monsanto Begin release: 2/21/01
Recipient: Wheat End release: 2/21/02
Status: Pending Acre: 12.00
Effective date: 2/23/01 CBI status: CBI
Phenotype: HT - Glyphosate tolerant

Comments:

Resp person:
Parsed name:

Addressl: Monsanto Company
Address2: 700 Chesterfield Parkway N.
Address3:
Address4:
City/State/Zip:Chesterfield, MO 63198
Telephone : [(b) (6), (b) (D(C)) Fax: 636-737-7085
Initial Date
1 [\//Assign Bp number and initial data entry [ (/ ( /1 [l/{Q(S/oI] /XC(
.~ ,U ¥
2. [ Review by biotechnologist [ Q/ 1* JAN 29 wﬁ, y
3. [ Letter of notification to State\/cxj‘{iKJ [F<OZ?A£)] [){30/(” 1*

4. [ ] State response

0/d Loc Site Reg

Interstate *Dest*HI * *WR & [ 1 [ ]
Interstate *Dest*KS * *SCR * [ 1 [ ]
Interstate *Dest*MO * *SCR * [ ] [ ]
Interstate *Dest*WA * *WR [ ] [ 1
Interstate *Orig*HI * *WR  *
Interstate *QOrig*KS * *SCR *
Interstate *Orig*MO * *SCR *
Interstate *Orig*WA * *WR *
Release * *WA ok 2*WR * [ ] [ ]
/ R
5. [Vl / Enter genes into database [GJd) 1 [\laql O\]
o 2 e e - \
6. Liij/;etter of (acknowledgement /denial /withdraw [ #<¢f%()] [cQLQE/CU]*
7. [ Enter final data into database [%<§é7&>] [QJQS/QI]
8. [ ] If deny, reason: Address incomplete, Signature mismatch,

Ph category, Phenotype, Gene, Donor, Marker,
Does not qualify
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MONSANTO
Food + Health - Hope

Monsanto CompANY
700 CHESTERFIELD PKwY NORTH
CHESTERFIELD, MISSOURI 63198
PHONE (314) 694-1000

PN N A L ’A-‘] FY ™ RA§F“7T7 A FAX (630) 737-7085
-{ 7 eu J'X;j = § ‘i)g-m }\vl ] / f ,"(/ http://www.monsanto.com
Hew X WA “@ o =% <] \ ] Sy

Monsanto Reference ID
2001-252XRAB

Permit Unit January 22, 2001
USDA, APHIS, PPQ, BSS
4700 River Rd.

Riverdale, MD 27037
01-024-23n

1. USDA Reference Number
2. Applicant Reference Number 2001-252XRAB

3. Applicant/Responsible Party

prone R

FAX 636/737-7085

Monsanto Company EMail monsanto.com

700 Chesterfield Parkway North
St. Louis MO 63198

4, Duration of Introduction

Interstate Movement and Release February 21, 2001 - February 21, 2002

5. Recipient

Wheat, Triticum aestivum

6. Regulated Article

Phenotypic Category: HT

Phenotype: Glyphosate tolerant

Cultivar/Variety BW251

Page 1 of 7
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Monsanto Reference ID
2001-252XRAB

designation of transformed line:
33391

Constructs: PV-TXGT10
GENE OF INTEREST

Promoter: CMoVa/l2 -- ) CBI

Gene: CTP2-CP4-- A gene fusion composed of the N-terminal chloroplast transit peptide sequence
from the Arabidopsis thaliana EPSPS gene (CTP2), and the C-terminal
5-enolpyruvylshikimate-3-phosphate synthase gene (CP4) from an Agrobacterium species, strain
CP4.

Terminator: NOS 3'-- A 3' non-translated region of the nopaline synthase gene of Agrobacterium
tumefaciens T-DNA.

GENE OF INTEREST

Gene: CTP2-CP4-- A gene fusion composed of the N-terminal chloroplast transit peptide sequence
from the Arabidopsis thaliana EPSPS gene (CTP2), and the C-terminal
5-enolpyruvylshikimate-3-phosphate synthase gene (CP4) from an Agrobacterium species, strain
CP4.

Terminator: NOS 3'-- A 3' non-translated region of the nopaline synthase gene of Agrobacterium
tumefaciens T-DNA.

Page 2of 7
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Monsanto Reference ID
2001-252XRAB

7. Mode of Transformation Disarmed Agrobacterium tumefaciens

8. Introduction Interstate Movement and Release

Ship up to 50,000 pounds of wheat seed to and from each location.

ORIGIN: DESTINATION:
HI, KS, MO, WA HI, KS, MO, WA

Ship From:

HI
I Honolulu
County/Province, HI U.S.A.

1\)(% 1))(» (b) (7)(C)

OIO) (b) (7)(C KS, -USA

MO

N (O CO N, . ouis County/Province, vio, (KN
U.S.A.

*

[

(b) (7)(O)

(b) (4). (b) (6).

CONTA
USA,

]- CBI

o

Page 3 of 7
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Monsanto Reference ID
2001-252XRAB

WA

(b) (4), (b) (6), (b) (7)(C) Grant County/Province, wA, I UsA

CONTACT: (b) (4), (b) (6), (b) (7)(C) wA U sA
]- CBI
Ship To:
HI
‘[*ﬂ_ Honolulu
County/Province, HI U.S.A.

(b) (4). (b) (6). (b) (7))

Sedgwick County/Province, KS[SHEH USA

(b) (4). (b) (6). (b) (7)(C) KS,-USA,

]- CBI

MO

. I T CO R . o> CountyProvince, 0 [ DI

Page 4 of 7
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Monsanto Reference ID
2001-252XRAB

CONTACT:

]-CBlI

Page 5 of 7

(b) (4), (b) (6), (b) (7)(C)

(b) (4), (b) (6), (b) (7)(C) A,-USA
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Monsanto Reference ID
2001-252XRAB

Release Site:

NUMBER OF STATES/TERRITORIES AND SITES:

WA (2)
WA
[ WIONOWIONOIV(S) Grant County/Province, WA,
USA, 5 acres.
RE LE PERSON/RESEARCHER:
WA, USA
]-CBI

rant County/Province, WA, USA, 7 acres.
LWIGKOIOOINI@®

(b) (4). (b) (6). (b) (7)(C)

RE LE PERSON/RESEARCHER
w SA

]- CBI

Page 6 of 7
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MONSANTO
Food + Health - Ilolw

MonsANTO COMPANY
700 CHESTERFIELD Pkwy NORTH
CHESTERFIELD, MISSOURI 63198
PHONE (314) 694-1000
F A ¥ FAX (630) 737-7085
] ;lj hittp:/ /www.monsanto.com

Monsanto Reference ID
2001-252XRAB

9. Certification

| certify that the regulated article will be introduced in accordance with the eligibility criteria and
the performance standards set forth in 7 CFR 340.3. The above information is true to the best of
our knowledge. If there are any changes, we will contact APHIS.

IONLOING

Monsanto Company
January 22, 2001

Page 7 of 7
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CONFIDENTIAL BUSINESS INFORMATION JUSTIFICATION

The information claimed as confidential within this application consists of donor organisms and gene
descriptions. The gene description category includes names and information about genes, promoters and
expressed traits.

LEGAL BACKGROUND

The Freedom of Information Act ("FOIA"), 5 U.S.C. § 552, specifically exempts from release "trade
secrets and commercial or financial information obtained from a person and privileged or confidential"
f("Exemption 4"). 5 U.S.C. § 552(b)(4). Exemption 4 applies where the disclosure of information would
be likely to cause substantial harm to the competitive position of the owner, or where, in the case of
voluntarily submitted information, the submitter would be less likely in the future to share data with the
agency voluntarily. National Parks & Conservation Association v. Morton, 498 F.2d 765, 770 (D.C.Cir.
1974); Gulf & Western Industries, Inc. v. U.S., 615 F.2d 527, 530 (D.C.Cir. 1979).

A party seeking to demonstrate "substantial competitive harm" need not show actual competitive harm,
but must only demonstrate the presence of competition and the likelihood of substantial competitive
injury. Id. at 530; National Parks & Conservation Association v. Kleppe, 547 F.2d 673, 679 (D.C.Cir.
1976); Miami Herald Pub. Co. v. U.S. Small Business Administration, 670 F.2d 610, 614 (5th Cir. Unit B
1982).

For the purposes of FOIA, courts have defined the term "trade secret" to mean a "secret, commercially
valuable plan, formula, process, or device that is used for the making, preparing, compounding, or
processing of trade commodities and that can be said to be the end product of either innovation or
substantial effort. Public Citizen Health Research Group v. FDA, 704 F.2d 1280, 1288 (D.C.Cir. 1983);
Anderson v. Dept. of Health & Human Services, 907 F.2d 936, 943-44 (10th Cir. 1990).

Information on gene description and commercial development falls squarely within this definition, and is
the type of information accorded trade secret protection by the courts under Exemption 4 of the Freedom
of Information Act. It is well established that information on the formulation and chemistry of a product
should be treated as confidential for FOIA purposes. See, e.g., Anderson v. Dept. of Health & Human
Services, 907 F.2d 936 (10th Cir. 1990). This is exactly the type of information provided by each and
every subcategory listed above in the gene description category. Where, as in the case of the Monsanto
products subject to this FOIA request, the development time and costs of the product have been
substantial and the information can only be obtained by competitors at considerable cost, disclosure is
prohibited. Greenberg v. Food and Drug Administration, 803 F.2d at [213, 1216-1218 (D.C. Cir. 1986);
Worthington Compressors, Inc. v. Costie, 622 F.2d 45, 51-52 (D.C.Cir. 1981). The existence of
confidentiality agreements binding employees not to reveal the information is another factor considered
by the courts. Greenberg v. FDA, 803 F.2d at 1216-1218.
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The courts have also been very clear in finding commercial development information covered by
Exemption 4 where the release of such information could allow competitors to procure a clear
understanding of a company's business practices and allow a competitor to cause harm to a company's
competitive standing. See, e.g., Braintree Electric Light Dept. v. Dept. of Energy, 494 F.Supp. 287, 289-
291 (D.D.C. 1980). Information on distribution channels, market strategies, pricing structures, and
patterns of competition fall squarely within the Exemption because such information enables a
competitor to gain an accurate picture of a company's marketing activities and the competitive structure
of the market. Timken v. U.S. Customs Service, 531 F.Supp. 194, 200 (D.D.C. 1981). Typically,
information concerning marketing strategies, and the names of independent contractors participating in a
company's studies have been accorded confidential treatment. See, e.g., Teich v. Food & Drug
Administration, 751 F. Supp. 243, 253 (D.D.C. 1990). Specific justifications for treating information in
these two categories as CBI are provided below.'

GENE DESCRIPTION

The essence of the commercial value of the Monsanto biotechnology products is the particular genetic
information that confers the desired properties on the plant product, as well as the technical know-how
inherent in this information. Monsanto is at the leading edge in the development of biotechnology

products in a rapidly growing and highly competitive industry. This expertise has been gained through
many man years of effort, and the expenditure of tens of millions of dollars on biotechnology research.

Monsanto has been working on the development of transgenic crops since the early 1980’s and has
expended several million dollars in research and testing costs. Monsanto can document the development
and testing costs by means of monthly summaries of the man hours devoted to these projects, budgetary
documents, field test agreements, and project documents for the Chesterfield facility.

: In a case recently decided by the U.S. Court of Appeals for the District of Columbia Circuit,
Critical Mass Energy Project v. NRC, No. 90-5120, August 21, 1992, the court determined that
information given to the government voluntarily will be treated as confidential under Exemption
4 if such information is of the kind that the provider would not customarily make available to the
public. To the extent any references and other information in the Monsanto applications were
submitted voluntarily, such information is accorded protection from disclosure.
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The uniqueness of Monsanto's products lies in the particular combination of genetic components in the
vectors transferred to these plants. Each genetic entity in these vectors has three pieces of information: a
promoter region, the gene for the expression of the trait, and a stop signal. Although the information on
each of these vector components may be in the public domain, the particular combination of the
components put together by Monsanto is unique and represents years of effort and millions of dollars of
expense.

To achieve the products which are the subject of this Confidential Business Information Justification,
Monsanto has developed and tested many different plant strains using different combinations of genetic
components. The plant products developed by Monsanto represent the best fit of the components, and
the best mode of gene expression of the desired traits. The specific combination of genetic information
on the vectors transferred to the Monsanto products has been kept strictly confidential. Monsanto
employees and contractors under contract to Monsanto are contractually obligated to keep this
information confidential.

There are many competitors of Monsanto, both national and international, who have the expertise not
only to replicate Monsanto's products, but also to use Monsanto's technology to develop other products
which would be competitive with Monsanto, thereby saving millions of dollars and years of development
effort. These competitors include companies such as Rhone-Poulenc, Zeneca, and Ciba.

Monsanto's competitors cannot presently duplicate Monsanto's commercially valuable products from
information in the public domain without going through the same painstaking trial and error development
and testing of many different combinations of genetic information. It is important to emphasize that
although there may be information about Monsanto products available in patent applications, this
information is voluminous and general in nature, and does not identify the specific combinations of
genetic information which Monsanto has found to be most effective. A competitor cannot determine
from the patent applications which particular combination of genes and transgenic products will prove to
be commercially valuable.

Access to gene description information for Monsanto's products would allow competitors to create
essentially "copy-cat" products (avoiding any technical patent infringement) that would result in a market
share loss for Monsanto of millions of dollars. By performing simple copy work, these competitors
would avoid the millions of dollars and many years of research and development effort expended by
Monsanto to develop its commercial products.

The release of gene description information would also provide competitors with commercially valuable
knowledge about the particular products that Monsanto is planning to commercialize and the likely time
frame for commercialization. This information would be extremely helpful to these companies in
developing their own marketing strategies and development plans in a highly competitive market.
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NAMES AND INFORMATION ABOUT GENES, PROMOTERS AND
EXPRESSED TRAITS

The release of information about the genes and promoters in the vectors will directly provide competitors
with the knowledge of the precise genetic sequence - that Monsanto has found to be most desirable. If
this information is disclosed, the competitors will have access to the structure of the Monsanto products,
with the consequences outlined above. Patents for the products at issue in this matter are pending, but
have not been issued.

Information on the expressed trait of the genes is tantamount to providing the name of the genes, and will
allow Monsanto's competitors to readily identify the particular genes that have been transferred to the
Monsanto products. The release of any information relating to changes made to an original gene to
facilitate fusion with another gene would explicitly reveal Monsanto's trade secret technology for
developing gene combinations.

IDENTITY AND CHARACTERISTICS OF DONOR ORGANISM

A donor organism is not claimed as CBI when the gene from such organism appears alone. CBI is only
claimed for the name and/or identifying characteristics of a donor organism when the gene from this
organism is used in a new and unique combination with another gene to give greatly enhanced expression
of the desired trait.

The identity of the donor organisms have been claimed as confidential by Monsanto because the
disclosure of this information will essentially reveal to Monsanto's competitors the nature of the genes
for the expressed traits. Likewise, information on the characteristics of the donor organisms and the
source of the characterization of the donor will reveal directly or with little difficulty the identify of the
donor organism. With this information in hand, even without information on the other components of the
vector, Monsanto's competitors will be accorded a tremendous advantage in their search for competitive
products, and will be able to unfairly take advantage of the expensive and time intensive effort by
Monsanto to identify this donor as the most suitable organism for providing the genetic information
necessary to best express the desired traits.
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MONSANTO |
Food + Health - Hope ]

CBI-DELETED

Monsanto Reference ID
2001-252XRAB

Permit Unit
USDA, APHIS, PPQ, BSS
4700 River Rd.

Riverdale, MD 27037
01-024-23n

1. USDA Reference Number
2. Applicant Reference Number 2001-252XRAB

3. Applicant/Responsible Party

prone NN

FAX 636/737-7085
EMail

Monsanto Company

700 Chesterfield Parkway North
St. Louis MO

63198

4. Duration of Introduction

Interstate Movement and Release February 21, 2001 - February 21, 2002

5. Recipient
Wheat, Triticum aestivum
6. Regulated Article

Phenotypic Category:
YP gory HT

Phenotype:
Glyphosate tolerant

Cultivar/Variety BW251

Page 1 of 6
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MonsANTO COMPANY

700 CHESTERFIELD PxwY NORTH
CHESTERFIELD, MISSOURI 63198
PHONE (314) 694-1000

FAX (630) 737-7085

http:/ /www.monsanto.com

January 22, 2001
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Monsanto Reference ID
2001-252XRAB

designation of transformed line:
33391

Construcis: PV-TXGT10

GENE OF INTEREST

Promoter: CMoVa/l2--[ CBI Deleted ] csi

Gene: CTP2-CP4 -- A gene fusion composed of the N-terminal chloroplast transit peptide sequence

from the Arabidopsis thaliana EPSPS gene (CTP2), and the C-terminal

g«anolpyruvylshikimate-s-phosphate synthase gene (CP4) from an Agrobacterium species, strain
P4.

Terminator: NOS 3' -- A 3' non-translated region of the nopaline synthase gene of Agrobacterium
tumefaciens T-DNA,

GENE OF INTEREST

Promoter: CMP3/I5--[ CBI Deleted ] eal

Gene: CTP2-CP4 -- A gene fusion composed of the N-terminal chloroplast transit peptide sequence
from the Arabidopsis thaliana EPSPS gene (CTP2), and the C-terminal
g—ggolpyruvylshikimate-s-phosphate synthase gene (CP4) from an Agrobacterium species, strain

Terminator: NOS 3' -- A 3' non-translated region of the nopaline synthase gene of Agrobacterium
tumefaciens T-DNA.

Page 2 of 6
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Monsanto Reference ID
2001-252XRAB

7. Mode of Transformation Disarmed Agrobacterium tumefaciens
8. Introduction Interstate Movement and Release

Ship up to 50,000 pounds of wheat seed to and from each location.

ORIGIN: DESTINATION:
HI, KS, MO, WA HI, KS, MO, WA
Ship From:
HI

[ CBI Deleted ]--*Honolulu County/Province, HI, U.S.A.

KS
[ CBIDeleted ]--*Sedgwick County/Province, KS, USA

MO
[ CBI Deleted ]--*St. Louis County/Province, MO, U.S.A.

WA
[ CBI Deleted ]--*Grant County/Province, WA, USA

Page 3 of 6
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Monsanto Reference ID

2001-252XRAB
Ship To:

HI
[ CBI Deleted

KS
[ CBI Deleted

MO
[ CBI Deleted

WA
[ CBI Deleted

Page 4 of 6

] - *Honolulu County/Province, HI, U.S.A.

] -- *Sedgwick County/Province, KS, USA

] -- *St. Louis County/Province, MO, U.S.A.

] -- *Grant County/Province, WA, USA
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Monsanto Reference ID
2001-252XRAB

Release Site:
NUMBER OF STATES/TERRITORIES AND SITES:

WA (2)

WA
[ CBIDeleted ]-- Grant County/Province, WA, USA, 5 acres

[ CBIDeleted ]--Grant County/Province, WA, USA, 7 acres

Page 5 of 6
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MonsanTO COMPANY

W

'f 3 ¥y Q ;7::: J a;:’ ,:7”'[:’ 'm"':) 700 CHESTERFIELD PKWY NORTH
B .L"zi)" 3 m.l ‘ _Jm‘v 11-w .'.4'.;1 j ié«m . CHESTERFIELD, MISSOURI 63198

PHONE (314) 694-1000
FAX (636) 737-7085
Monsanto Reference ID http:/ /www.monsanto.com
2001-252XRAB

9. Certification

| certify that the regulated article will be introduced in accordance with the eligibility criteria and
the performance standards set forth in 7 CFR 340.3. The above information is true to the best of
our knowledge. If there are any changes, we will contact APHIS.

(b) (6). (b) (7)(C)

Monsanto Company

January 22, 2001
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MoONSANTO COMPANY
CB; DELETED 700 CHESTERFIELD PxwY NORTH
- CHESTERFIELD, MISSOURI1 63198
PHONE (314) 694-1000
FAX (636) 737-7085

Monsanto Reference ID http:/ /www monsanto.com
2001-252XRAB
Permit Unit ) January 22, 2001

USDA, APHIS, PPQ, BSS
4700 River Rd.

Riverdale, MD 27037
01-024-23n

1. USDA Reference Number
2. Applicant Reference Number 2001-252XRAB

3. Applicant/Responsible Party

prone RN

FAX 636/737-7085

EMail _monsanto.com
Monsanto Company

700 Chesterfield Parkway North
St. Louis MO

63198
4. Duration of Introduction

Interstate Movement and Release February 21, 2001 - February 21, 2002

5. Recipient
Wheat, Triticum aestivum

6. Regulated Article

Phenotypic Category: HT

Phenotype:
Glyphosate tolerant

Cultivar/Variety BW251
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Monsanto Reference ID
2001-252XRAB
designation of transformed line:

33391
Constructs: PV-TXGT10
GENE OF INTEREST

Promoter: CMoVa/I2 --[ CBI Deleted ]

Gene: CTP2-CP4 -- A gene fusion composed of the N-terminal chloroplast transit peptide sequence
from the Arabidopsis thaliana EPSPS gene (CTP2), and the C-termin
Eé-re)_ztolpyruvylshikimale-s—p_hosphate synthase gene (CP4) from an

e

Terminator: NOS 3' -- A 3' non-translated region of the nopaline synthase gene of Agrobacterium
tumefaciens T-DNA.

GENE OF INTEREST

Promoter: CMP3/I5 --[ CBI Deleted ]

Gene: CTP2-CP4 -- A gene fusion composed of the N-terminal chloroplast transit peptide sequence

from the Arabidopsis thaliana EPSPS gene (CTP2), and the C-termi

Eé—'enolpyr'uv‘ylshikimate.-a-p'hosphate synthase gene (CP4) from an “strain
P4.

Terminator: NOS 3'-- A 3' non-translated region of the nopaline synthase gene of Agrobacterium
tumefaciens T-DNA.
pe!

ot
o'

Page 2 of 6
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Monsanto Reference ID

2001-252XRAB

7. Mode of Transformation Disarmed Agrobacterium tumefaciens

8. Introduction

Interstate ‘Movement and Release

Ship up to 50,000 pounds of wheat seed to and from each location.

ORIGIN: DESTINATION:
HI, KS, MO, WA HI, KS, MO, WA
Ship From:
HI
[ CBI Deleted ]--*Honolulu County/Province, HI, U.S.A.
KS
[ CBI Deleted ]--*Sedgwick County/Province, KS, USA
MO
[ CBI Deleted ]--*St. Louis Ccuntnyrovinée. MO, U.S.A.
WA
[ CBI Deleted ]--*Grant County/Province, WA, USA
Page 3 of 6
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Monsanto Reference 1D
2001-252XRAB
Ship To:

HI
[ CBIDeleted ]--*Honolulu County/Province, HI, U.S.A.

KS
[ CBIDeleted ]--*Sedgwick County/Province, KS, USA

MO
[ CBIDeleted ]--*St. Louis County/Province, MO, U.S.A.

WA
[ CBIDeleted ]--*Grant County/Province, WA, USA

Page 4 of 6
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Monsanto Reference ID
2001-252XRAB

Release Site:

NUMBER OF STATES/TERRITORIES AND SITES:

WA (2)

WA

[ CBI Deleted ]-- Grant County/Province, WA, USA, 5 acres

[ CBI Deleted ]--Grant County/Province, WA, USA, 7 acres

Page 50l 6
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MONSANTO
Food + Health - Hope

MoONSANTO COMPANY
Cpi DEL ETEE 700 CHESTERFIELD PKwY NORTH
nJ I CHESTERFIELD, MISSOUR! 63198
PHONE (314) 694-1000
FAX (636) 737-7085
Monsanto Reference ID http://www.monsanto.com
2001-252XRAB

9. Certification

| certify that the regulated article will be introduced in accordance with the eligibility criteria and
the performance standards set forth in 7 CFR 340.3. The above information is true to the best of
our knowledge. If there are any changes, we will contact APHIS.

WIONWIVI(S

Monsanto Company

January 22, 2001

Page 6 of 6
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file copy

Mr. Myron Isherwood Jr., Manager January 25, 2001
Plant Quarantine Branch

Hawaii Department of Agriculture

701 Tlalo Street

Honolulu, HI 96813

Dear Mr. Isherwood Jr.:
Enclosed is notification 01-024-23n for your review. The information has been

reviewed and it has been determined that the request meets the eligibility
criteria and performance standards for notification under 7 CFR 340.3 (c).

Bp number 01-024-23n Applicant #: 2001-252XRAB
Received: January 24, 2001 Effective: February 23, 2001
Institution: Monsanto Recipient: Wheat

Interstate destination: HI KS MO WA

Release destination: WA

Should you have comments, please respond either by telephone (301) 734-5787
or by facsimilie (301) 734-8910 on or before the effective date.

It is mandated under 7 CFR 340.3 (c) that APHIS provide an acknowledgement
within 30 days of receipt.

Sincerely,

Mary Jackson, Regulatory Specialist
Biotechnology Program Operations
Permits and Risk Assessments

Plant Protection and Quarantine

Enclosure

cc: R. Stoaks, PPQ, Sacramento, CA

STATE RESPONSE TO NOTIFICATION
State concurs with APHIS determination.
State DOES NOT CONCUR and offers the following reasons:

Name of State official:

Signature:

Date:

State: Rptloc0l1l/R4
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file copy

Mr. Tom Sim IV, Administrator January 25, 2001
Plant Protection and Weed Control Section

Kansas State Board of Agriculture

901 S. Kansas Avenue

Topeka, KS 66612-1281

Dear Mr. Sim IV:

Enclosed is notification 01-024-23n for your review. The information has been
reviewed and it has been determined that the request meets the eligibility
criteria and performance standards for notification under 7 CFR 340.3 (c).

Bp number 01-024-23n Applicant #: 2001-252XRAB
Received: January 24, 2001 Effective: February 23, 2001
Institution: Monsanto Recipient: Wheat

Interstate destination: HI KS MO WA

Release destination: WA

Should you have comments, please respond either by telephone (301) 734-5787
or by facsimilie (301) 734-8910 on or before the effective date.

It is mandated under 7 CFR 340.3 (c¢) that APHIS provide an acknowledgement
within 30 days of receipt.

Sincerely,

|S

Mary Jackson, Regulatory Specialist
Biotechnology Program Operations
Permits and Risk Assessments

Plant Protection and Quarantine

Enclosure

cc: R. Elliston, PPQ, Fort Collins, CO

STATE RESPONSE TO NOTIFICATION
State concurs with APHIS determination.
State DOES NOT CONCUR and offers the following reasons:

Name of State official:

Signature:

Date:

State: Rptloc01/R4

OR120018_BR_007906



file copy

Mr. Michael Brown January 25, 2001
Plant Industries Division

Missouri Department of Agriculture

1616 Missouri Boulevard

Jefferson City, MO 65102

Dear Mr. Brown:
Enclosed is notification 01-024-23n for your review. The information has been

reviewed and it has been determined that the request meets the eligibility
criteria and performance standards for notification under 7 CFR 340.3 (c).

Bp number 01-024-23n Applicant #: 2001-252XRAB
Received: January 24, 2001 Effective: February 23, 2001
Institution: Monsanto Recipient: Wheat

Interstate destination: HI KS MO WA

Release destination: WA

Should you have comments, please respond either by telephone (301) 734-5787
or by facsimilie (301) 734-8910 on or before the effective date.

It is mandated under 7 CFR 340.3 (c) that APHIS provide an acknowledgement
within 30 days of receipt.

Sincerely,

Mary Jackson, Regulatory Specialist
Biotechnology Program Operations
Permits and Risk Asgsessments

Plant Protection and Quarantine

Enclosure

cc¢: R. Elliston, PPQ, Fort Collins, CO

STATE RESPONSE TO NOTIFICATION
State concurs with APHIS determination.
State DOES NOT CONCUR and offers the following reasons:

Name of State official:

Signature:

Date:

State: Rptloc0l/R4
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file copy

Mr. Thomas L. Wessels, Plant Services Program Manager January 25, 2001
Laboratory Services Division

Washington Department of Agriculture

1111 Washington Street

Olympia, WA 98504-2560

Dear Mr. Wessels:

Enclosed is notification 01-024-23n for your review. The information has been
reviewed and it has been determined that the request meets the eligibility
criteria and performance standards for notification under 7 CFR 340.3 (c).

Bp number 01-024-23n Applicant #: 2001-252XRAB
Received: January 24, 2001 Effective: February 23, 2001
Institution: Monsanto Recipient: Wheat

Interstate destination: HI KS MO WA

Release destination: WA

Should you have comments, please respond either by telephone (301) 734-5787
or by facsimilie (301) 734-8910 on or before the effective date.

It is mandated under 7 CFR 340.3 (c) that APHIS provide an acknowledgement
within 30 days of receipt.

Sincerely,

Mary Jackson, Regulatory Specialist
Biotechnology Program Operations
Permits and Risk Assessments

Plant Protection and Quarantine

Enclosure

cc: R. Stoaks, PPQ, Sacramento, CA

STATE RESPONSE TO NOTIFICATION
State concurs with APHIS determination.
State DOES NOT CONCUR and offers the following reasons:

Name of State official:

Signature:

Date:

State: Rptloc01 /R4
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Feb-22-01 10:59am  From~PLANT: QUARANT INE HNL 8085860864 T-928 P.08/10 F-635

Unjtec States Animal and 4700 River Road
Depariment of Plant Heanhnh Riverdale, MD 20737
Agrculture Inspecnon Service '

Mr. Myron Isherwcod Jr., Manager : Januaxy 25, 2001
Plant Quarantine Branch

Hawaii Department of Agriculture

701 Ilalo Street

Honolulu, HI 96813

Dear Mr. Ishexrwood Jr.:
Encloged is notification 01-024-23n for your review. The information has been

reviewed and it has been determined thar the request meets the eligibility
criteria and performance standards for notification under 7 CFR 340.3 (c).

Bp numbex 01-024-23n Applicant #: 2001-252XRAB
Received: Januaxy 24, 2001 Effective: February 23, 2001
Ingtitution: Monganro Recipient: Wheat

Interstate destination: HI KS MO WA

Release destination: WA

Should you have comments, please respond either by telephone (301) 734-5787
or by facsimilie (301) 734-8910 on or before the effective date.

It is mandated under 7 CFR 340.3 (c) that APHIS provide an acknowledgement
within 30 days of receiprt,

T .,
.
’ ‘-.

' [ ‘\LQ*E’ 0‘,,:
i Lu; i
ry Jackeon, Regulatory Specialist }1 / <~ . /’5,.';':-‘
Biotechnolcgy Program Operations { @J:O é Lf/"
Permits and Risk Assessments 4 PLANTQ ) ,éf f
Plant Protection and Quarantine UARANT;’:'E;R\J j
ANCH
Enclosure ——

ce: R. Stoaks, PPQ, Sacramento, CA

STATE RESPONSE TO NOTIFICATION
X State concurs with APHIS determination.Please notify Ms. Carol Okada,

Hawaii De a%t of Agriculture, /01 Ilalo St., Honolulu, HI 96813.
State DOES NOT CONCUR and offers the following reasongs:

Name of State of fgad
Signature:

pave: 22 February 2001

State: Hawaii RptlocOl/R4

W AFRS - Prowcing Amercin ACnediurs An Equal Ogprsturaty Ermpiser
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United States Animal and 4700 Fiver Road

Deparment of Plant Heatih Riverdale, MO 20737
Agriculiure Inspection Service
Mr. Michael Brown January 25, 2001

Plant Industries Divipion
Missouri Department of Agriculture
1616 Missgouri Boulevard

Jefferson Clity, MO 65102

Dear Mr. Brown:

Enclosed is notification 01-024-23n for your review., The information has been
reviewed and it has been determined that the request meets the eligikility
criteria and performance standards for notification under 7 CFR 340.3 (c).

Bp numbar 01-024-23n Applicant #: 2001 -252XRAB
Receivad: January 24, 2001 Effactiva: February 23, 2001
Institution: Monsanto Recipient: VWheat

Incerstate destination: HI KS MO WA

Releage destination: WA

Should you have comments, please respond either by telephone (301) 734-5787
or by facsimilie (301) 734-8910 on or before the effective date.

Tt is mandated under 7 CFR 340.3 (¢) that APHIS provide an acknowledgement
within 30 days of receipt.

Sincerel

Mary Jackson, Regulatory Specialist
Bictechnology Program Operations
Permits and Risk Assessments

Plant Protection and Quarantine

Enclosure

cc: R. Elliston, PPR, Fort Collins, CO

STATE RESPONSE TO NOTIFICATION
ZQ State concurs with APHIS determination.

State DOES NOT CONCDR and offexs the following reasons:

Ty

Name of State official:

Signature:

Date:

state: ffﬁtb RptlocOl/R4

!g::g APHS - Prtacung Amarcan Agnciuss Ermpiloyer

OR120018_BR* 007510
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02/01/2001 16:20 FAX 802 2094 LABORATORY SERVICES =+ PPQ 2000 (41002

Uniled States Animal and 4700 River Road
Dapariment of Plant Heahh Riverdale, MD 20737
Agnculture Inspecuan Sarvice '
Mr. Thomas L. Wessgls, Plant Sexvices Program Manager January 25, 2001

Laboratory Services Division
Washihgton Department of Agriculture
1111 Washington Street

Olympia, WA 98504-2560

Dear Mr. Wespoels:

Enclosed is notification 0L-024-23n for your review, The information has been
reviewed and it has been deterzmined that the request meetg8 the eligibility
criteria and performance ptandards for notification under 7 CFR 340.3 (c).

Bp number 01-024-23n Applicant #: 2001-252%RAB
Received: January 24, 2001 Effective: February 23, 2001
Institution: Monsanto Recipient: Wheat

Intergtate degtination: HI KS MO WA

Release destination: WA

Should you have comments, please reppond either by telephone (301) 734-5787
ox by faceimilie (301) 734-8910 on or before the effective darte.

It is mandated under 7 CFR 340.3 (c¢) that APHIS provide an acknowledgement
within 30 days of receipt. i

ry Jackeon, Regulatory Specialist
Biotechnology Program Opezrations
Permits and Risk Assessments

Plant Protection and Quarantine

Enclosure

cc: R. Stoaks, PPQ, Sacramento, CA

/ STATE RESPONSE TO NOTIFICATION

Scace concurs with APHIS determination.

Scace DOES NOT COfEEE/gnd offers the fol OWiniﬂjiasonS:

2.5

Name of St

Signature:
Date: -—2 /
W A
State: RptlocQl /R4
cCcn
@ APRIS - Protscirg Amanean Ao tture An Equal Cpporiunty Expicyer
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February 23, 2001

Monsanto Company
700 Chesterfield Pkwy N
St. Louis, MO 63198

Your notification request has been acknowledged and may be executed according to
7 CFR 340.3(c), effective on or after February 23, 2001.

Interstate movement and Release
Notification no. 01-024-23n (2001-252XRAB)
Regulated article - Wheat

Destinations - Hawaii, Kansas, Missouri, Washington

You must comply with the performance standards as stated in 7 CFR 340.3(c).
You or any of your cooperators who will be involved in handling the regulated
article must be prepared with a written or verbal description of the methods to
be employed to meet each performance standard. All packages must be clearly
labeled as to content, and notification number must be prominently displayed on
package.

This acknowledgment does not authorize use of “challenge organisms” for field
test.

In addition, the State of Hawaii has requested that you adhere to the following
requirement :

1. Notify State Agricultural Official, Ms. Carol Okada, Hawaii Department
of Agriculture, 701 Ilalo Street, Honolulu, Hawaii, 96813 upon
arrival.

A copy of this letter of acknowledgment will be sent to the receiving State
Regulatory Officials, and the Regional Program Managers, (Biotechnology) .

Sincerely,

Mary Jackson, Regulatory Specialist
Biotechnology Program Operations
Permits and Risk Assessment

Plant Protection and Quarantine

Enclosure

OR120018_BR_007912
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Isherwood, Hawaii Dept. of Agric., Honolulu, HI
Sim, Kansas State Board of Agric., Topeka, KS
Brown, Missouri Dept of Agric., Jefferson City, MO
Wessels, Washington Dept. of Agric., Olympia, WA
Stoaks, PPQ, WR, SCR, Sacramento, CA

Flle number 01-024-23n

OR120018_BR_007913
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Urited States Arimal 2nd 4700 River Road
Department of Plant Haalh Rivaraala, MO 20737
Agncutture nspecuon Servica

Pebruary 23, 2001

Monsanto !ompa ny -

700 Chesterfield Pkwy N
Se. Loeuis, MO 63198

Your notificatiecn request has been acknowledged and may pa executed according to
7 CFR 340.3(c), effective on or after Pebruary 23, 2001.

Interstate movement and Release

Notification no. 01-024-23n (2001-252XRAB)

Regulated article - Wheat ’

pagtinations - Hawaii, Kansag, Missourl, Waghingtom

You must comply with the performance etandards as stated in 7 CFR 340.3(¢).
You or any of your cooperators who will be involved in handling the requlated
article must be prepared with a written or verbal deseription of the metheds to
be employed to meet each performance arandard. All packages must be clearly
labeled as to content, and notification number must be prominently displayed on
package.

This acknowledgment does not authorize use of nchallenge organisme” for £ield
test.

fn addition, the State of Hawaii has requested that you adhere to the following
roguirement:

1, Notify State Agricultural Official, Ms. Carcl Okada, Hawaii Department
of Agriculture, 701 Zlalo Street, Bonolulu, Hawaii, 96812 upon
arrival.

A copy of this letter of acknowledgment will be gent to the receiving State
Regulatory Officialg, and the Regional Program Managexs, (Biotechnology) .

Mary Jackson, Regulatory Specialist
Biotechnology Program Operations
Permits and Risk Assessment

Plant Protection and Quarantine

Enclosure

‘E::"'“.' * ~y An Coust Opoxriuety Emoiover
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2001 Wheat Field Test Report
USDA #01-024-23n Monsanto #2001-252XRAB

October 16, 2002

Biotech Field Compliance Team
Monsanto Company

Location County State
2147307583 Grant County WA
2147307598 Grant County WA

Grant County/WA (2147307583)

b)(4

USDA# 01-024-23n Page | of 2 Monsanto #2001-252XRAB
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Grant Countv/WA (2147307598)

(b)(4)

USDA# 01-024-23n Page 2 of 2 Monsanto #2001-252XRAB
OR120018_BR_007916



| '.(‘Z'ONFIDENTIAL BUSINESS INFORMATION JUSTIFICATION

The information claimed as confidential within this application consists of field monitoring observations
regarding biotechnology products under development.

Legal Background

The Freedom of Information Act ("FOIA"), 5 U.S.C. § 552, specifically exempts from release "trade
secrets and commercial or financial information obtained from a person and privileged or confidential"
("Exemption 4"). 5 U.S.C. § 552(b)(4). Exemption 4 applies where the disclosure of information would
be likely to cause substantial harm to the competitive position of the owner, or where, in the case of
voluntarily submitted information, the submitter would be less likely in the future to share data with the

agency voluntarily. National Parks & Conservation Association v. Morton, 498 F.2d 765, 770 (D.C.Cir.
1974): Gulf & Western Industries, Inc. v. 1LS., 615 F.2d 527, 530 (D.C.Cir. 1979).

A party seeking to demonstrate "substantial competitive harm" need not show actual competitive harm,
but must only demonstrate the presence of competition and the likelihood of substantial competitive

injury. Id. at 530; National Parks & Conservation Association v. Kleppe, 547 F.2d 673, 679 (D.C.Cir.
1976); Miami Herald Pub. Ca. v. 1.S. Small Business Administration, 670 F.2d 610, 614 (5th Cir. Unit B

1982).

For the purposes of FOIA, courts have defined the term "trade secret” to mean a "secret, commercially
valuable plan, formula, process, or device that is used for the making, preparing, compounding, or
processing of trade commodities and that can be said to be the end product of either innovation or -
substantial effort.” Public Citizen Health Research Group v. FDA, 704 F.2d 1280, 1288 (D.C.Cir. 1983),

Anderson v. Dept. of Health & Human Services, 907 F. 2d 936, 943-44 (10th-Cir. 1990). ¥

Information on commercial development falls squarely within this definition, and is the type of
information accorded trade secret protection by the courts under Exemption 4 of the Freedom of
Information Act request. The courts have been very clear in finding commercial development
information covered by Exemption 4 where the release of such information could allow competitors to
procure a clear understanding of a company's business practices and allow a competitor to cause harm to
a company's competitive standing. See, e.g., Braintree Electric Light Dept. v. Dept. of Energy, 494
F.Supp. 287, 289-291 (D.D.C. 1980). Information on distribution channels, market strategies, pricing
structures, and patterns of competition fall squarely within the Exemption because such information
enables a competitor to gain an accurate picture of a company's marketing activities and the competitive
structure of the market. Timken v. 1L.S. Customs Service, 531 F.Supp. 194, 200 (D.D.C. 1981).
Typically, information concerning marketing strategies, and the names of independent contractors
participating in a company's studies have been accorded confidential treatment. See, e.g., Teich v. Food_
& Drg Administration, 751 F.Supp. 243, 253 (D.D.C. 1990). Specific justification for treating field
monitoring observation information as CBI is provided below.

! In a case decided by the U.S. Court of Appeals for the District of Columbia Circuit, Critical Mass Energy Project v.
NRC, No. 90-5120, August 21, 1992, the court determined that information given to the government voluntarily will
be treated as confidential under Exemption 4 if such information is of the kind that the provider would not
customarily make available to the public. To the extent any references and other information in the Monsanto

applications were submitted voluntarily, yy¢b {nfgpmagiomiRaceqydegppotection from disclosure.



FIELD MONITORING DATA AS CBI

Monsanto’s Field Test Reports contain information regarding Field Monitoring
Observations. This includes specific observations regarding biotechnology
products under development. The Field Test Report will indicate which crop is
the subject of the Report and the observations provide information that can

reveal the trait being tested. For instance, observations concerning the
roots of the plant is evidence that the product in testing has a trait

designed to guard against rootworm.

ss to such information could result in substantial
to in that it reveals what products Monsanto is in
the stage of development, the performance of the
product under development, and an estimated time when such a product could be
commercialized. A competitor could use this critical information regarding
Monsanto’s product pipeline to gain a competitive advantage against Monsanto.
This advantage would start immediately upon the revelation of this .
information, in that a competitor could use this information to evaluate the
timing and commercialization of its own products, to develop new competing
products, and to convey information to the marketplace regarding its products

compared to Monsanto’s products.

Allowing a competitor acce
competitive harm to Monsan
the process of developing,

In addition, the observations provide information concerning Monsanto’s
protocols for conducting Field Tests. Monsanto has invested substantial time
and money in developing a workable system for conducting these trials and
allowing others access to this information would give them an unfair advantage

over Monsanto.

Identification of Items claimed as Confidential Business Information (CBI)

Ttems claimed as CBI indicated in the text are labeled as [CBI ] and that document is labeled as
Confidential. A non-confidential copy of the application is also included and the CBI information that
has been deleted is enclosed in brackets labeled [CBI-Deleted] and that document labeled as CBI-

Deleted.

OR120018_BR_007918



CBI-DELETED

2001 Wheat Field Test Report
USDA #01-024-23n Monsanto #2001-252XRAB

October 16, 2002

Biotech Field Compliance Team
Monsanto Company

Location County State
2147307583 Grant County WA
2147307598 Grant County WA

Grant County/WA (2147307583)

Planting Date:  04/23/2001

Harvest Date:  08/17/2001

Vector Constructs/Line Numbers Planted: [CBI-Deleted]

Purpose of Field Trial: [CBI-Deleted]

Field Monitoring Observations for Disease Susceptibility: [CBI-Deleted]

Field Monitoring Observations for Insect Susceptibility: [CBI-Deleted]

Field Monitoring Observations for Plant Growth Characteristics: [CBI-Deleted]
Field Monitoring Observations for Weediness Characteristics: [CBI-Deleted]
Field Monitoring Observations for Plant Stand: [CBI-Deleted]

Disposition of the harvested material: [CBI-Deleted]

Method of Devitalization or Final Disposition of Plot Area after Harvesting: [CBI-Deleted]

Grant County/WA (2147307598)

Planting Date:  04/19/2001
Harvest Date:  08/17/2001

Vector Constructs/Line Numbers Planted: [CBI-Deleted]

USDAI#t 01-024-23n Page 1 of 2 Monsanto #2001-252XRAB
OR120018_BR_007919



Purpose of Field Trial: [CBI-Deleted]

Field Monitoring Observations for Disease Susceptibility: [CBI-Deleted]

Field Monitoring Observations for Insect Susceptibility: [CBI-Deleted]

Field Monitoring Observations for Plant Growth Characteristics: [CBI-Deleted)
Field Monitoring Observations for Weediness Characteristics: [CBI-Deleted]
Field Monitoring Observations for Plant Stand: [CBI-Deleted]

Disposition of the harvested material: [CBI-Deleted]

Method of Devitalization or Final Disposition of Plot Area after Harvesting: [CBI-Deleted]

USDA# 01-024-23n Page 2 of 2 Monsanto #2001-252XRAB
OR120018_BR_007920
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1/25/01 2:43 pm Notification Tracking Sheet

Bp number: 01-024-25n

App number: 2001 -280XRAB Begin movement: 2/22/01

Received: 1/24/01 End movement: 2/22/02

Institution: Monsanto Begin release: 2/22/01

Recipient: Wheat End release: 2/22/02

Status: Pending Acre: 6.00

Effective date: 2/23/01 CBI status: CBI

Phenotype : HT - Glyphosate tolerant

Comments:

Parsed name:

Addressl: onsanto Company

Address2: 700 Chesterfield Parkway N.

Address3:

Address4d:

City/State/Zip:Ch MO 63198

Telephone: Fax: 636-737-7085
Initial Date

1 Assign Bp number and initial data entry [(§ ] [ ILQESAD?

2., [Vf/Review by biotechnologist B, [ fﬁZ¥2 ]* B& ? g 203]

3. [/] Letter of notification to State'/ﬁzl\“ﬁixl [ kicf%¢;] [ﬁ\BC/o/]*

4. [ ] State response

0/d Loc Site Reg

Interstate *Dest*MT * *WR  * [ ] [ ]
Interstate *Dest*WA * *WR  * [ 1 [ ]
Interstate *Orig*MT * *WR,.
Interstate *Orig*wA =* *WR *
Release w *WA 3%¥WR ¥ [ 1 [ ]
/ Vg N
5. [\l , Enter genes into database [ W 1 [ ”anO(]
6. /Letter ofCé;;;owledgemeggydenial/withdraw [ ¥<052&)] [ QIQ/D/ il
7. | Enter final data into database [F<o£%5}] [CQIQ/CH 1
8. [ ] If deny, reason: Address incomplete, Signature mismatch,

Ph category, Phenotype, Gene, Donor, Marker,
Does not qualify

OR120018_BR_007921
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MONSANTO |
Food + Health - Hope e

CONFIDENTIAL

Monsanto Reference ID
2001-280XRAB

Permit Unit
USDA, APHIS, PPQ, BSS
4700 River Rd.

Riverdale, MD 27037
01-024-25n

1. USDA Reference Number
2. Applicant Reference Number 2001-280XRAB
3. Applicant/Responsible Party

rrone [N

FAX 636/737-7085

MonsanTo COMPANY

700 CHESTERFIELD Pkwy NORTH
CHESTERFIELD, MISSOURI 63198
PHONE (314) 694-1000

FAX (636) 737-7085

http:/ /www.monsanto.com

January 23, 2001

mail (RN monsanto.com
Monsanto Company EMail

700 Chesterfield Parkway North

St. Louis MO 63198

4. Duration of Introduction

Interstate Movement and Release February 22, 2001 - February 22, 2002

5. Recipient
Wheat, Triticum aestivum
6. Regulated Article

Phenotypic Category: HT

Phenotype:
w Glyphosate tolerant

Cultivar/Variety Backcross progenies of transgenic Bobwhite and elite lines.

Page 1 of 6
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Monsanto Reference ID
2001-280XRAB

designation of transformed line:
33391

Constructs: PV-TXGT10

GENE OF INTEREST

cBI

Gene: CTP2-CP4 -- A gene fusion composed of the N-terminal chloroplast transit peptide sequence
from the Arabidopsis thaliana EPSPS gene (CTP2), and the C-terminal
5-enolpyruvylshikimate-3-phosphate synthase gene (CP4) from an Agrobacterium species, strain
CP4.

Terminator: NOS 3' -- A 3' non-translated region of the nopaline synthase gene of Agrobacterium
tumefaciens T-DNA.

GENE OF INTEREST

ikt OO

Gene: CTP2-CP4 -- A gene fusion composed of the N-terminal chloroplast transit peptide sequence
from the Arabidopsis thaliana EPSPS gene (CTP2), and the C-terminal
g-ggolpyruvylshikimate-S-phosphate synthase gene (CP4) from an Agrobacterium species, strain

Terminator: NOS 3' -- A 3' non-translated region of the nopaline synthase gene of Agrobacterium
tumefaciens T-DNA.

Page 2 of 6
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Monsanto Reference ID
2001-280XRAB

7. Mode of Transformation Disarmed Agrobacterium tumefaciens

8. Introduction Interstate Movement and Release

Ship up to 2,000 Kg. wheat seed to and from each location.

ORIGIN: DESTINATION:
MT, WA MT, WA
Ship From:

) (4). (b) (6). (b) (7)) MT,-USA,

WWMWH County/Province,
b) |4i (b) (6). (b) (7)(C)
O

]- CBI

Ship To:

Ga”a"” County/Province, M TR USA
|l)|l1i1l))1(1l \[))\ )(C) MT-USA

]1-CBI

Page 30f 6
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Monsanto Reference ID
2001-280XRAB

WA
Whitman County/Province,

[}[)“H-l) (b) (6). (b) (7)(C)

Page 4 of 6
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Monsanto Reference ID
2001-280XRAB

Release Site:

NUMBER OF STATES/TERRITORIES AND SITES:

WA (3)

WA

[ (b) (4) Whitman County/Province, WA, USA,
2 acres.

(b) (4). ‘:]'HH"‘,:",‘]'H{—H(:‘:

1 4

[ ( b ) (—I— ) hitman County/Province, WA, USA, 2 acres.

\}'»\\4\»\1w;r"\r»\
“erl ) (6). (b) (7

b) (7)(C)

)

RESPONSIBLE PERSON/RESEARCHER S .
) (6). (b) (7)(C WA ’ .

]-CBI

Page 5 of 6
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MONSANTO |ag|
Food + Health - Hope

MonsANTO COMPANY

700 CHESTERFIELD PkwY NORTH
CONF;DEN T!A L CHESTERFIELD, MISSOURI 63198

PHONE (314) 694-1000

FAX (636) 737-7085

Monsanto Reference ID http:/ /www.monsanto.com

2001-280XRAB
9. Certification
| certify that the regulated article will be introduced in accordance with the eligibility criteria and

the performance standards set forth in 7 CFR 340.3. The above information is true to the best of
our knowledge. If there are any changes, we will contact APHIS.

Monsanto Company

January 23, 2001

Page 6 of 6
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CONFIDENTIAL BUSINESS INFORMATION JUSTIFICATION

The information claimed as confidential within this application consists of donor organisms and gene
descriptions. The gene description category includes names and information about genes, promoters and
expressed traits.

LEGAL BACKGROUND

The Freedom of Information Act ("FOIA"), 5 U.S.C. § 552, specifically exempts from release "trade
secrets and commercial or financial information obtained from a person and privileged or confidential”
f("Exemption 4"). 5 U.S.C. § 552(b)(4). Exemption 4 applies where the disclosure of information would
be likely to cause substantial harm to the competitive position of the owner, or w