2/24/00 12:58 pm Notification Tracking Sheet

Bp number: 00-054-09n
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App number: 2000-174XRAB Begin movement: 2/22/00
Received: 2/23/00 End movement: 2/21/01
Institution: Monsanto Begin release: 2/22/00
Recipient: Wheat End release: 2/21/01
Status: Pending Acre: 20.00
Effective date: 3/24/00 CBI status-c CBI
Phenotype: HT - Glyphosate tolerant

Comments:
Resp person:
Parsed name:

onsanto Company

Addressl:

Address2: 700 Chesterfield Parkway N.

Address3:

Address4:

City/State/Zip:Chesterfield, MO 63198

Telephone: Fax: 636-737-7085

Initial Date
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MONSANTO
Food « Health - Hope

_ s P MonNsaNTO CoMPANY
CONFID& N ?‘WiA L 700 CHESTERFIELD PARKWAY NORTH
ST. Louis, Missourl 63198
PHONE (314) 694-1000

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

2000-174XRAB

Permit Unit February 22, 2000

USDA, APHIS, PPQ, BSS
4700 River Rd.

Riverdale, MD 27037
00-054-09n

1. USDA Reference Number

2. Applicant Reference Number 2000-174XRAB
3. Applicant/Responsible Party

{O ) ({

) (7)(L) Phone
FAX 636/737-7085
Monsanto Company EMail
700 Cheserfield Parkway North

St. Louis MO 63198

@monsanto.com

4. Duration of Introduction

Interstate Movement and Release February 22,2000 - March 23, 2000

5. Recipient
Wheat, Triticum aestivum

6. Regulated Article
Phenotypic Category: HT

Phenotype: Glyphosate Tolerant

Cultivar/ Variety Bobwhite

Page 1 of 10
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CONFIDENTIAL

Monsanto Reference ID
2000-174XRAB

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
Eé-gzolpyruwlshikimate-3-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.

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:-9nolpyruvylshikimate-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 10
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CONFIDENTIAL

Monsanto Reference ID
2000-174XRAB

designation of transformed line: 33512

Constructs: PV-TXGT12

GENE OF INTEREST

Poncie chP /e (b) (4)
(D) (4)

('lj) (4)

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

Page 3 0f 10
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CONFIDENTIAL

Monsanto Reference ID
2000-174XRAB

7. Mode of Transformation Disarmed Agrobacterium tumefaciens

8. Introduction Interstate Movement and Release

Ship up to 1500 pounds of wheat seed to and from each location.

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

| ( 5) ( 4) Bedgwick County/Province, KS | b) (4) Ty

CONTACT: (b) (4). (b) (6). (b) (7)(CO) Bozeman, MT SN

]-CBI

MT
(b) (4), (b) (6), (b) (7)(C)[errerrr County/Province, MT-USA

p—

CONTACT: (b) (4), (b) (6), (b) (7)(

]1-CBI

gi(D) (4). (b) (6). (b) (7)(C) (At RS M-USA

sl (D) (4), (b) (6), (b) (7)(C) S

]1-CBI

Page 4 of 10
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CONFIDENTIAL

Monsanto Reference ID
2000-174XRAB

CONTACT:

]- CBI

7)

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

]-CBI

*[ Pad b) (4), (b) (6), (b) (7)

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

]1-CBI

Ship To:

CONTACT:

L

]-CBI

Page 50f 10
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CONFIDENTIAL

Monsanto Reference ID
2000-174XRAB

MT
(D) (4). (b) (6), (b) (7)(C)[Nreen County/Province, MT,-JSA

CONTACT

1-CBI

]1-CBI

1-CBI
N . (b) (4)
( b ) ( il ) Gallitin County/Province, MT, -USA
CONTACT: MT.-
]-CBI
Page 6 of 10
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CONFIDENTIAL

Monsanto Reference ID
2000-174XRAB

]-CBI

Page 7 of 10
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CONFIDENTIAL

Monsanto Reference ID
2000-174XRAB

Release Site:

NUMBER OF STATES/TERRITORIES AND SITES:

MT (4)
MT
OICIN KOO MIIRESI®) C.scade County/Province, MT, USA, 5 acres.
PE SEARCHER: LWIGKVIONLINI®
]1-CBI

GIGELOIONLOINI@®

M_?WESEARCHER: (b) (4), (b) (6), (b) (7)(C)

1-CBI

{ b ) ( 4 ) allitin County/Province, MT, USA, 5 acres.
RESPONSIBLE PEﬂESEARCHER:
(). ® ©.0 0O UL

]-CBI

OECONOEONERINS) .,qith Basin County/Province, MT, USA, 5 acres.

Page 80of 10
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CONFIDENTIAL

Monsanto Reference ID
2000-174XRAB

]-CBI

Page 9 of 10
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MONSANTO
Food - Health - Hope

i ) _ ) - _ MoNsaNTO COMPANY
(%@NFI@}::N ig‘"gﬁ L 700 CHESTERFIELD PARKWAY NORTH
vl B Awiae - ST. Louis, MissOURI 63198
PHONE (314) 694-1000

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

2000-174XRAB

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
February 22, 2000
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Monsanto ID: 2000-174XRAB

CONFIDENTIAL BUSINESS INFORMATION JUSTIFICATION

The information claimed as confidential within this application consists of donor organisms and gene
descriptions. The gene description (referred to as vector components) category includes the names and
information about genes and their expressed traits, promoters and terminators (stop signal).

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. 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, €.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.

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
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Monsanto 1ID: 2000-174XRAB

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 agricultural biotechnology 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 various research
facilities.

The uniqueness of this product 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 the terminator. 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, but are not limited to companies such: Novartis, Agrevo, Xeneca and
DuPont.

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.

! 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 protection from disclosure.
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Monsanto ID: 2000-174XRAB

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.

Names And Information About Genes, Promoters, Terminators And Expressed Traits

The release of information about the genes, promoters and terminators 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 some of 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 Organisms

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 incorporated in the description for each of the components
of the vector for the product subject to this justification 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 identity
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.

Identification Of Physical Site And Release Location

The identity of the physical site and release locations have been claimed confidential by Monsanto.
Disclosure of this information would reveal precise shipping locations and field testing facilities to
environmental activists. The destruction of this valuable technology could substantially put at risk the
safety of Monsanto’s cooperators and jeopardize the expense and time intensive effort by 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.
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MONSANTO
Food « Health - Hope

MonsaNTO COMPANY
QBI-DEL E TE’D 700 CHESTERFIELD PARKWAY NORTH

S1. Louls, MiSSOuRI 63198

PHONE (314} 694-1000

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

2000-174XRAB

Permit Unit February 22, 2000
USDA, APHIS, PPQ, BSS
4700 River Rd.

Riverdale, MD 27037
00-054-09n

1. USDA Reference Number

2. Applicant Reference Number 2000-174XRAB

3. Applicant/Responsible Party

DICIOIN® SESRN ) (6). (b) (7)(C)

FAX 636/737-7085

Monsanto Company EMail _monsanto.com
700 Cheserfield Parkway North

St. Louis MO 63198

4. Duration of Introduction

Interstate Movement and Release February 22, 2000 - March 23, 2000

5. Recipient
Wheat, Triticum aestivum

6. Regulated Article

Phenotypic Category: HT

Phenotype: Glyphosate Tolerant

Cuitivar/ Variety Bobwhite

Page 1 of 10
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Monsanto Reference ID
2000-174XRAB

designation of transformed line: 33391

Constructs: PV-TXGT10

GENE OF INTEREST
Promoter: CMoVa/i2--[ CBI Deleted ] 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
Promoter: CMP3/I5--[ CBlI Deleted | 22

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 10
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Monsanto Reference ID
2000-174XRAB

designation of transformed line: 33512

Constructs: PV-TXGT12

GENE OF INTEREST

Promoter: CMP 3/15--[ CBI Deleted ] cBl

Gene: CTP7-CP4--[ CBI Deleted ] cBl

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

GENE OF INTEREST

Promoter: MP4 --[ CBI Deleted ] 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: M1 --[ CBI Deleted ] cBl

Page 3 of 10
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Monsanto Reference ID
2000-174XRAB

7. Mode of Transformation Disarmed Agrobacterium tumefaciens

8. Introduction Interstate Movement and Release

Ship up to 1500 pounds of wheat seed to and from each location.

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

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

MT
[ CBlDeleted ]--*Cascade County/Province, MT, USA

[ CBlDeleted ]--*Gallitin County/Province, MT, USA

Page 4 of 10
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Monsanto Reference ID
2000-174XRAB

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

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

[ CBlDeleted ]--*Judith Basin County/Province, MT, USA

Ship To:

KS
[ CBlDeleted 1]--*Sedgwick County/Province, KS, USA

Page 5 of 10
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Monsanto Reference ID
2000-174XRAB

MT
[ CBliDeleted ]--*Cascade County/Province, MT, USA

[ CBlDeleted ]--*Gallitin County/Province, MT, USA

[ CBiDeleted ]--*Gallatin County/Province, MT

[ CBlDeleted | --*Gallitin County/Province, MT, USA

Page 6 of 10
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Monsanto Reference ID
2000-174XRAB

[ CBIDeleted ] -- *Judith Basin County/Province, MT, USA

Page 7 of 10
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Monsanto Reference ID
2000-174XRAB

Release Site:
NUMBER OF STATES/TERRITORIES AND SITES:
MT (4)

MT
[ CBIlDeleted ]--Cascade County/Province, MT, USA, 5 acres

[ CBIDeleted ]-- Gallitin County/Province, MT, USA, 5 acres

[ CBlDeleted ]-- Gallitin County/Province, MT, USA, 5 acres

[ CBIlDeleted ]--Judith Basin County/Province, MT, USA, 5 acres

Page 8 0f 10
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Monsanto Reference ID
2000-174XRAB

Page 9 of 10
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MONSANTO
Food + Health - Hope

MoNsaNTO COMPANY
] fad
CBI"D EEE’ i EE% '? ED 700 CHESTERFIELD PARKWAY NORTH
St1. Louis, MISSOUR! 63198
PHONE (314) 694-1000

V http: YWW. to.
Monsanto Reference ID p:/ /www.monsanto.com

2000-174XRAB

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
February 22, 2000
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s MONSANTO
Food + Health - Hope

MoONSANTO COMPANY
%ONF'IDEN Tgﬁ L 700 CHESTERFIELD PARKWAY NORTH
&p’ St. Louts, MisSOURI 63198
PHONE -(314) 694-1000

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

2000-174XRAB

Permit Unit : February 22, 2000

USDA, APHIS, PPQ, BSS
4700 River Rd.

Riverdale, MD 27037
00-054-09n

1. USDA Reference Number

2. Applicant Reference Number 2000-174XRAB
3. Applicant/Responsible Party

( 1|“t- ) (6). ( b ) ( 7 () Phone _

FAX 636/737-7085
Monsanto Company EMail DACORORI® 1 onsanto.com
700 Cheserfield Parkway North
St. Louis MO 63198

4. Duration of Introduction

Interstate Movement and Release February 22,2000 - March 23, 2000

5. Recipient
Wheat, Triticum aestivum

6. Regulated Article
' Phenotypic Category:  HT

Phenotype: Glyphosate Tolerant

Cultivar/ Variety Bobwhite

Page 1 of 10
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CONFIDENTIAL

Monsanto Reference ID
2000-174XRAB

designation of transformed line: 33391

Constructs: PV-TXGT10

GENE OF INTEREST
Promoter: CMoVa/i2 -- |

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
g—gzolpyruvylshikimate-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.

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
(S:-F?Solpyruvylshikimate-3-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 10
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Monsanto Reference ID
2000-174XRAB

designation of transformed line:

Constructs: PV-TXGT12

GENE OF INTEREST

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

38512

CONFIDENTIAL

(h) (4

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

g-gz\olpyruvylshikimate-S-phosphate synthase gene (CP4) from an Agrobacterium species, strain

Page 3 of 10
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CONFIDENTIAL

Monsanto Reference ID
2000-174XRAB

7. Mode of Transformation Disarmed Agrobacterium tumefaciens

8. Introduction Interstate Movement and Release

Ship up to 1500 pounds of wheat seed to and from each location.

ORIGIN: DESTINATION:
KS, MT KS, MT
Ship From:
KS
'l (b) (4) Sedgwick County/Province, KSSA
CONTACT: (b) (4), (b) (6), (b) (7)(C) v
]1-CBI
MT

WIOGKOIOILVIN(@®

]-CBI
DI RBIOREEE® G-iitin County/Province, MT-USA
CONTACT:
]-CBI
Page 4 of 10
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CONFIDENTIAL

Monsanto Reference ID
2000-174XRAB

[ (b) (4) allatin County/Province, MT [

CONTACT: MT, -
]-CBI

I (b) (4) Gallitin County/Province, MT (IS USA
CONTACT:
]-CBI

CONTACT:

1-CBI

Ship To:
KS

" CONTACT: (b) (4), (b) (6), (b) (7

]-CBI

Page 5of 10
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CONFIDENTIAL

Monsanto Reference ID
2000-174XRAB

MT
OICONORONERINS) Cascade County/Province, M1- USA

CONTACT:

]-CBI

CONTACT:

]1-CBI

'l ( b ) (—1 ) Gallitin County/Province, Vil (D) ()TN

o

CONTACT:

]-CBI

Page 6 of 10
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CONFIDENTIAL

Monsanto Reference ID
2000-174XRAB

. Judith Basin County/Province, MT,-JSA

LIGEOIOLVINIG

Page 7 of 10
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CONFIDENTIAL

Monsanto Reference ID
2000-174XRAB

Release Site:
NUMBER OF STATES/TERRITORIES AND SITES:
MT (4)

MT
IOGEOIONOINI@®

ascade County/Province, MT, USA, 5 acres.

PE SEARCHER:
MT

]-CBI
[ (NGRS MAIRCII® - . i, County/Province, MT, USA, 5 acres,
pren oo - R (b) (4), (b) (6), (b) (7)(C)
]-CBI
( b ) ( “]‘ ) allitin County/Province, MT, USA, 5 acres.
PE SEARCHER: (b) (4), (b) (6), (b) (T)(O)
]-CBI

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

Judith Basin County/Province, MT, USA, 5 acres.

Page 8 of 10
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CONFIDENTIAL

Monsanto Reference ID
2000-174XRAB

W&z ESEARCHER: (b) (4), (b) (6), (b) (7)(C)

]-CBI

Page 9 of 10
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MONSANTO
Food + Health - Hope

2 o i R— MonsanTo Company
@ QMFgggm g fA L 700 CHESTERFIELD PARKWAY NORTH
ST. Louts, MissouRri 63198
PHONE - (314) 694-1000

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

2000-174XRAB

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 9 vledge here are any changes, we will contact APHIS.

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

Monsanto Company
February 22, 2000

OR120018_BR_005766




Monsanto ID: 2000-174XRAB

CONFIDENTIAL BUSINESS INFORMATION JUSTIFICATION

The information claimed as confidential within this application consists of donor organisms and gene
descriptions. The gene description (referred to as vector components) category includes the names and
information about genes and their expressed traits, promoters and terminators (stop signal).

Legal Backgrbund

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. 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.

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
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Monsanto ID: 2000-174XRAB

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 agricultural biotechnology 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 various research
facilities.

The uniqueness of this product 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 the terminator. 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, but are not limited to companies such: Novartis, Agrevo, Xeneca and
DuPont.

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.

" 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 protection from disclosure.
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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.

Names And Information About Genes, Promoters, Terminators And Expressed Traits

The release of information about the genes, promoters and terminators 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 some of 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 Organisms

A donor organism is not claimed as CBI when the gene from such organism appears alone. CBIis 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 incorporated in the description for each of the components
of the vector for the product subject to this justification 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 identity
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.

_ Identification Of Physical Site And Release Location

The identity of the physical site and release locations have been claimed confidential by Monsanto.
Disclosure of this information would reveal precise shipping locations and field testing facilities to
environmental activists. The destruction of this valuable technology could substantially put at risk the
safety of Monsanto’s cooperators and jeopardize the expense and time intensive effort by 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.
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MonsaNTo COMPANY

CB! DEE ETED 700 CHESTERFIELD PARKWAY NORTH
=
ST. Louis, Missouri 63198
PHONE (314} 694-1000

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

2000-174XRAB

Permit Unit February 22, 2000

USDA, APHIS, PPQ, BSS
4700 River Rd.

Riverdale, MD 27037
00-054-09n

1. USDA Reference Number
2. Applicant Reference Number 2000-174XRAB

3. Applicant/Responsible Party
WIONLINI(G® Phone, _

FAX 636/737-7085

Monsanto Company EMail -monsanto.com

700 Cheserfield Parkway North
St. Louis MO 63198

4. Duration of Introduction

Interstate Movement and Release February 22,2000 - March 23, 2000

5. Recipient
Wheat, Triticum aestivum

6. Regulated Article

Phenotypic Category: HT

Phenotype: Glyphosate Tolerant

Cultivar/ Variety Bobwhite

Page 1 0f 10
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2000-174XRAB

designation of transformed line: 33391

Constructs: PV-TXGT10

GENE OF INTEREST
Promoter: CMoVa/l2--[ CBI Deleted ]

Gene: CTP2-CP4 -- A gene fugjon composed of the N-terminal chloroplast transit peptide sequence
from the Arabidopsis thaliana &e@®8:gene (CTP2), and the C-terminal )
Eé-snolpyruvylshikimate-a—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.

GENE OF INTEREST
Promoter: CMP3/15 --[ CBI Deleted ]

Gene: CTP2-CP4 -- A gene filsiorfcomposed of the N-terminal chloroplast transit peptide sequence
from the Arabidopsis thaliana €88PSgene (CTP2), and the C-terminal
g—gzolpyruwlshikimate-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 10
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Monsanto Reference ID
2000-174XRAB

designation of transformed line: 33512

Constructs: PV-TXGT12

GENE OF INTEREST
Promoter: CMP 3/15--[ CBI Deleted | CBI |

Gene: CTP7-CP4 [ ;&ﬁl Deleted ] 22

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

GENE OF INTEREST
Promoter: MP4 --[ CBI Deleted ] CBI

Gene. CTP2-CP4 -- A gene4{usiom composed of the N-terminal chloroplast transit peptide sequence
from the Arabidopsis thalianasR88S gene (CTP2), and the C-terminal
(5: ggolpyruvylshlklmate -3-phosphate synthase gene (CP4) from an Agrobacterium species, strain

Terminator: M1--[ CBIl Deleted ] csi

Page 30f 10
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7. Mode of Transformation Disarmed Agrobacterium tumefaciens

8. Introduction Interstate Movement and Release

Ship up to 1500 pounds of wheat seed to and from each location.

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

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

MT
[ CBlDeleted ]--*Cascade County/Province, MT, USA

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

Page 4 of 10
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[ . CBlDeleted ]--*Gallatin County/Province, MT

[ . CBl Deleted ]-- *Gallitin County/Province, MT, USA

[ CBlDeleted ]--*Judith Basin County/Province, MT, USA

Ship To:

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

Page 5 of 10
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MT
[ CBlDeleted ]--*Cascade County/Province, MT, USA

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

[ CBlDeleted ]--*Gallatin County/Province, MT

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

Page 6 of 10

OR120018_BR 005775



Monsanto Reference ID
2000-174XRAB

[ CBIDeleted ]--*Judith Basin County/Province, MT, USA

Page 7 of 10
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Release Site:
NUMBER OF STATES/TERRITORIES AND SITES:
MT (4)

MT
[ CBiDeleted ]-- Cascade County/Province, MT, USA, 5 acres

[ CBl Deleted ]-- Gallitin County/Province, MT, USA, 5 acres

[ CBIDeleted 1]-- Gallitin County/Province, MT, USA, 5 acres

[ CBIlDeleted 1]--Judith Basin County/Province, MT, USA, 5 acres

Page 8 of 10
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MONSANTO
Food + Health - Hope

- MONSANTO COMPANY
Qg!’ QE z ETEQ 700 CHESTERFIELD PARKWAY NORTH
=
d 8. Louis, MissouRrl 63198
PHONE - (314) 694-1000

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

2000-174XRAB

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
yledge here are any changes, we will contact APHIS.

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

Monsanto Company
February 22, 2000
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file copy

Mr. Tom 8im IV, Administrator February 24, 2000
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 00-054-09n 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 00-054-09n Applicant #: 2000-174XRAB
Received: February 23, 2000 Effective: March 24, 2000
Institution: Monsanto - Recipient: Wheat
Interstate destination: KS 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,

/8/ B. Dianne¢ Haltmaker

E. Dianne Hatmaker, Chief
Biotechnology Program Operations
Permits and Risk Assessments
Plant Protection and Quarantine

Enclosure

cc: D. DeWeese, PPQ, Jefferson City, MO

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

Dr. Gary Gingery, Administrator February 24, 2000
Agriculture Sciences Division

Montana Department of Agriculture

P.O. Box 200201

Helena, MT 59620-0201

Dear Dr. Gingery:
Enclosed is notification 00-054-09n 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 (¢).

Bp number 00-054-09n Applicant #: 2000-174XRAB
Received: February 23, 2000 Effective: March 24, 2000
Institution: Monsanto Recipient: Wheat
Interstate destination: KS 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/ B. Dianie Hoimaker

E. Dianne Hatmaker, Chief
Biotechnology Program Operations
Permits and Risk Assessmentsg
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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Uniteo States Animal and 4700 River Road

' Department of Plant Heaith Riverdats, MO 20737
Agniculture Inspection Service
Mr. Tom Sim IV, Administrator : f%ebruary 24, 2000

Plant Protection and Weed Control Section ;
" Kansas State Board of Agriculture

901 S. Kansas Avenue ng) ;

Topeka, KS 66612-1281 :

J

L iy e
-

Dear Mr. Sim IV: i
Enclosed is notification 00-054-09n 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 (o).

Bp number 00-054-09n Applicant #: 2000-174XRAB
Received: February 23, 2000 Effective: March 24, 2000
Institution: Monsanto Recipient: Wheat
Interstate destination: KS 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.

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

o . alllle -|.l"
Biotechnology Program Operations
Permits and Rigk Assessments
Plant Protection and Quarantine

Enclosure

cc: D. DeWeese, PPQ, Jefferson City, MO

STATE RESPONSE TO NOTIFICATION
SLK‘\C 6(\“\»,4‘;,’\«46," rr(,jT ')X ‘;-[

—————State concurs with—APHIS determination- _ :
e J\(,Ls Ha\: gvu\-\‘;ﬂ £‘A~ CLL-uug,-\»
————State DOES NOT CONCUR-end offers—the—£following reasonsi  ev,|u .\ «

Name of State official: _TLO—W\M Twe N
(b) (6). (b) (7)(C)

Signature:

Date: 3>\ $\oo

State: _ Camsns Rptloc0l1l/R4

APHMS - Protecing Amencan Agnouliure An Equal Ooportunity Emotover
6 OR120018_BR_005782
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J

Unitecs States Animal and 4700 River Road
Department of Plant Meaith Riverdaie, MD 20737
Agricultee inspection Service '
Dr. Gary Gingefy, Administrator February 24, 2000

Agriculture Sciences Division

" Montana Department of Agriculture
P.0O. Box 200201

Helena, MT 59620-0201

Dear Dr. Gingery:
Enclosed is notification 00-054-09n 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 00-054-09n 7 . Applicant #: 2000-174XRAB
Received: February 23, 2000 . Effective: March 24, 2000
Institution: Monsanto Recipient: Wheat
Interstate destination: KS MT

Release destination: MT

Should you have comments, pPlease 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 (¢) that APHIS provide an acknowledgement
within 30 days of receipt. . . .

E. Didnne Hatmaker, Chief
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:

‘Signature‘ \ )
Date:‘ 3 200 : '
State: //Mﬂ?lfdmﬁ\ Rptloc0l/R4

MAR 2 oomn

* APIS - Protacisng Amercan Agreiurs OR120018_BRa Q5F83ury Emooven




Maxrch 20, 2000

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 March 24, 2000.

Interstate movement and Release
Notification no. 00-054-09n (2000-174XRAB)
Regulated article - Wheat

Destinations - Kansas, 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. In addition, 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.

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

Sincerely,

a7 7 Trawans Halmaker

E. Dianne Hatmaker, Chief
Biotechnology Program Operations
Scientific Services

Plant Protection and Quarantine

Enclosure

T. Sim, Kansas State Board of Agric., Topeka, KS
G. Gingery, Montana Dept. of Agric., Helena, MT
R. Stoaks, PPQ, WR, Sacramento, CA

D. DeWeese, PPQ, SCR, Jefferson City, MO

File number 00-054-09n
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Confirmation Report—Memory Send

Time : Mar-21-00 04:06pm

Tel line 1 :
Tel line 2 : .
Name :

Job number 233

Date : Mar-21 04:05pm
To : 916367377085
Document Pages 0

Start time : Mar-21 04:05pm

End time t Mar-21 04:06pm

Pages sent 01

Job number 1 233 *%*% SEND SUCCESSFUL #**x

Urntoa S s Arurmas anca 4700 Riwvear Roaa
u“oo' Pl-.nt rHaann Rivaraaia. MO 207237
Agrcuuwro nspecnon Service

March 20, 2000
!on- anco !omp any

700 Chesterfield Pkwy N
St. Louilis, MO e32198

pesx _

Your notificanion regquest has been ackaQuledgad and may bbo

tcad a ding ©To
7 CFR 340.3(c)., effecrive on or after March 24, 2000.
Tme mTATE DOV = and Releass
Notificacion no. 00-054-09n (2000 - LT74XRAR)
Xegulaced article - Whoaat

Deastinacionae - Xaneas, Montana

You muse comply waith the performance standarxds as stated in 7 CFR 340.3 (<) . Yo
or any of your cooperators whoe will be involved an handling the ryegulaced arcicle
musSt be prepared with a wriccen or verbal descrapraion of the methods co be
emploved To mear each parformance standard. In addition, all packages mustc bhe

clearly labeled as To content, and norificarion number muast be prominencly
displayed on package.

This acknowledgment does not aurhorize wuse of “"challenge organisms” forxr fielad
TesT o

A copy ©f this lectcer of acknowledgment will e =ant cto the receliving Sctace
Regulatory Officials., and the Regional Program Managers, (Biorvechnology)

. LDiLanne Racmaker,
Biocrcechnology Program Operacions
Scaentairlfic Sexvaces
Flant Prouection and Quarxancina

Enclosurea

oo s

T . Sam, Kansas Scacte Doard of Agyxracs., Topeka, KS
&. Ghingery., Montana Depr. of Agric.,., Helena, ™MT
). Scoals, PPrRQ, WR, Sacramente, OA

D. PaWeese, PPQ, SCR, Jefferson Cicvty, MO

6 AFyazs ~ - Are Ecpamt COpEscrturwee Ermpsonyene
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MoNsANTO COMPANY

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

Ju1y 25, 2000 http:/ /www.monsanto.com

Ms. Dianne Hatmaker

Animal and Plant Health Inspection Services
Biotechnology and Scientific Services

4700 River Road, Unit 147

Riverdale, MD

Dear Ms. Hatmaker;

The following wheat sites for release have been canceled.

(b) (4)

Lincoln County, OR

Monsanto # 2000-182XR A o
6), (b) (

, WX )
Thompson County, iR ND -Trail County ND

USDA # 00-054-06n. Monsanto # 2000-170XRAB

g Galletin County, MT
USDA # 00-059-07n, Monsanto # 2000-188XRAB
©@ (b) (4)
(b) (4)Minndoka County, ID (b) (4) Canyon County ID

If you need further information, please contact me at |

/v
OR120018_BR_005786 ’\\




' ~ MONSANTO |¥
Food - Health - Hope

MONSANTO COMPANY
700 CHESTERFIELD PKWY NORTH
CHESTERFIELD, MIssouRri 63198

PHONE (314) 694-1000
http:/ /www.monsanto.com -

cc J. Griesbach, Oregon Dept. of Agriculture, Salem, OR
D. Nelson, North Dakota Dept. of Agriculture, Bismarck, ND
E. Gingerly, Montana Dept. of Agriculture, Helena, MT
F. Vega, Idaho Dept. of Agriculture, Boise, ID
R. Stoaks, USDA, APHIS, Sacramento, CA

OR120018_BR_005787




MONSANTO
Food - Health + Hope

July 19, 2000

Ms. Dianne Hatmaker

Animal and Plant Health Inspection Services
Biotechnology and Scientific Services

4700 River Road, Unit 147

Riverdale, MD

Dear Ms. Hatmaker;

In reviewing Monsanto’s wheat notification
Monsanto # 2000-174XRAB, it was discovered aTe

KD -

DA # 00-054-09n,

was incorrectly entered. The notification should have read

OIONGIOUSNBECY - rous County, MT.

Il { you have any questions.

cc: G. Gingery, Montana Dept. of Agric., Helena, MT
R. Stoaks, PPQ, WR, Sacramento, CA

OR120018_BR_005788

Fle

MONSANTO COMPANY

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

http:/ /www.monsanto.com

I apologize for any inconvenience that this may cause. Please call




MONSANTO %

MONSANTO COMPANY
700 CHESTERFIELD PKwY NORTH

Jllly 3 1 Py 2001 CHESTERFIELD, MiSSOURI 63198

PHONE (314) 694-1000
FAX (636) 737-7085
http://www.monsanto.com

Ms. Dianne Hatmaker

Animal and Plant Health Inspection Services
Biotechnology and Scientific Services

4700 River Road, Unit 147

Riverdale, MD

Dear Ms. Hatmaker;

In reviewing Monsanto’s acknowledged wheat notification USDA # 00-
054-09n, Monsanto # 2000 174XRAB It was discovered an incorrect
was giver. RRREENENEIEANY < 0cated in Fergus County, not

as previously stated.

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

If you have any questions, please call at

cc: R. Stoaks, USDA, APHIS, PPQ, Sacramento, CA
M. Bryson Agri Science Division, Helena, MT.

OR120018_BR_005789




CBI-DELETED

2000 Wheat Field Trial Report
USDA # 00-054-09n Monsanto # 2000-174XRAB

December 7, 2001

Biotech Field Compliance Team
Monsanto Company

Location County State

Site 1 Cascade MT (NOT PLANTED)
Site 2 Gallitin MT  (NOT PLANTED)
Site 3 Gallitin MT

Site 4 Fergus MT

Gallatin County, MT- Site 3

Planting Date: April 16, 2000

Destruct Date: July 8, 2000

Vector Constructs/Line Numbers Planted: PV-TXGT12, line 33512

Purpose of 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, Weediness and Plant Stand Characteristics: [CBI
deleted]

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

Gallatin County, MT — Site 3
Planting Date: April 16, 2000
Destruct Date: July 27, 2000
Vector Constructs/Line Numbers Planted: PV-TXGT12, 33512

Purpose of 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, Weediness and Plant Stand Characteristics: [CBI
deleted]

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

Fergus County, MT- Site 4

Planting Date: May 19, 2000

Harvest Date: August 24, 2000

Vector Constructs/Line Numbers Planted: PV-TXGT12, Line 33512

USDA # 00-054-09n OR1 2%;168 %%—005790 Monsanto # 2000-174XRAB




. ) CBI-DELETED

Purpose of 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, Weediness and Plant Stand Characteristics: [CBI
deleted]

Disposition of the Harvested Material: [CBI deleted]

Additional Comments: [CBI deleted]

USDA # 00-054-09n Monsanto # 2000-174XRAB

OR1 20[%;‘38%085_005791




. ) CONFIDENTIAL

2000 Wheat Field Trial Report
USDA # 00-054-09n Monsanto # 2000-174XRAB

December 7, 2001

Biotech Field Compliance Team
Monsanto Company

Location County State

Site 1 Cascade MT  (NOT PLANTED)
Site 2 Gallitin MT  (NOT PLANTED)
Site 3 Gallitin MT

Site 4 Fergus MT

Gallatin County, MT- Site 3

Planting Date: April 16, 2000

Destruct Date: July 8, 2000

Vector Constructs/Line Numbers Planted: PV-TXGT12, line 33512

Purpose of Trial:

Field Monitoring Observati

Field Monitoring Observations for Insect Susceptibility:

Method of Devitalization or Final Disposition of Plot Area after Harvesting_

Gallatin County, MT — Site 3

Planting Date: April 16, 2000
Destruct Date: July 27, 2000
Vector Constructs/Line Numbers Planted: PV-TXGT12, 33512

Field Monitoring Observations for Disease Susceptibility: —

OR1 201% ; g 1_085_005792

USDA # 00-054-09n Monsanto # 2000-174XRAB




. ' CONFIDENTIAL

Field Monitoring Observations for Insect Susceptibility: _

Field Monitoring Observations for Plant Growth, Weediness and Plant Stand Characteristics: -

Method of Devitalization or Final Disposition of Plot Area after Harvesting: _

Fergus County, MT- Site 4

Planting Date: May 19, 2000
Harvest Date: August 24, 2000
Vector Constructs/Line Numbers Planted: PV-TXGT12, Line 33512

Purpose of Trial:

Field Monitoring Observations for Disease Susceptibility:

Field Monitoring Observations for Insect Susceptibility_

Monsanto # 2000-174XRAB

OR1 20[% ; 232_085_005793

USDA # 00-054-09n




* .
Monsanto ID: 2000-174XRAB

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. 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. [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., BIaJnIIﬁe_EJﬁCILLC_nghLDepLJL_DepI_Q.ﬂEnﬁIgy 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. 11.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 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
¥.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_005794
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Monsanto ID: 2000-174XRAB

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.

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_005795




Mar-30-00 O07:i2pm  From- T-315 P.01/01 F-561

N\ Univaa Stajas Amma ang 4700 River Roan
Dapartman af Plant Haamn Rivarqaie, MO 20737
. Agricylture inzpechan Sarvice

March 22, 2000

Monsanto Company
700 Chesvexfield PKWY N
ST. Louls, MO 631398

Your notification request has been agknowledged and may be executed according to
7 CFR 340.3(c), effecrtiva on or afrer March 29, 2000.

Interstate movement and Release
Notification ne. 00-059-01n (2000-179XRAB)
Regulated article - Wheat

Destinations - Iowa, Kansas, Nerth Dakota

You must comply with the performance standards as stated in 7 CFR 340.3(¢). You
or any of your couvperators who will he involved in handling the regulated article
must be prepared with a wrictren or verbal descriprion of the merhods to be
employed to meetr each performance standard. Tn addition, all packages must be
clearly labeled as to content, and notification number must be prominently

displayed on package.

This acknowledgment does not authorize uge of “challenge organisms” far field
test,

A copy of rthis letter of acknowledgment will be sent to the receiving Stare
Regulatory Offjcials, and the Regional Program Managers, (Biotrechnelogy).

Sincerely,

E. Dianne Hatmakey, Chief
Bilotechnology Program Operatiaons
Secientific Services

Plant Pxotec¢taon and Quarantine

Enclosure

coc:
C. Stoltenow, Iowa Dept. of Agric. and Land Stewarxdship, Des Moines, IA
T. Bim, Kansas Stave Board of Agric,., Tcopeka, XS

D. Nelson, North Dakota Dept. of Agric., Bismarck, ND

D. DeWeese, PPQ. SCR, Jafferson City, MO

"f!i’ APHES - Frotecung AMWEan Agncuiag Ad Equt Opoiuty Emescyns

OR120018_BR_005796



MONSANTO
Food + Health « Hope

MonsaNTO CoMPANY

CONFIDENTIAL 5o on

St. Louis, MISSOURI 63198
PHONE (314) 694-1000
Monsanto Reference ID http:/ /www.monsanio.com

2000-179XRAB

Permit Unit February 24, 2000
USDA, APHIS, PPQ, BSS

4700 River Rd.

Riverdale, MD 27037

1. USDA Reference Number

2. Applicant Reference Number 2000-179XRAB
3. Applicant/Responsible Party
VIONLINI@® Phone “
FAX 636/737-7085
Monsanto Company EMail ). (0) (7
700 Cheserfield Parkway North

St. Louis MO 63198

P monsanto.com

4. Duration of Introduction

Interstate Movement and Release February 24, 2000 - March 25, 2000

5. Recipient
Wheat, Triticum aestivum

6. Regulated Article

Phenotypic Category: IR

Phenotype: Glyphosate Tolerant

Cultivar/Variety Bobwhite

Page 1of8

OR120018_BR_005797



CONFIDENTIAL

Monsanto Reference ID
2000-179XRAB

designation of transformed line: 33391

Constructs: PV-TXGT10

GENE OF INTEREST

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

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

GENE OF INTEREST

Promoter: CMP3/I5 --

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-ggolpyruvyIshikimate-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 8

OR120018_BR_005798

CBi

cBi



CONFIDENTIAL

Monsanto Reference ID
2000-179XRAB

designation of transformed line: 33512

Constructs: PV-TXGT12
GENE OF INTEREST

cBi
Terminator: NOS 3' -~ A 3" non-translated region of the nopaline synthase gene of Agrobacterium
tumefaciens T-DNA.
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
g-enolpyruvy}shEkimate-s-phosphate synthase gene (CP4) from an Agrobacterium species, strain
P4.
Bl

Page3of 8

OR120018_BR_005799



Monsanto Reference ID
2000-179XRAB

7. Mode of Transformation Disarmed Agrobacterium tumefaciens

8. Introduction Interstate Movement and Release

Ship up to 1300 pounds of wheat seed to and from each location

ORIGIN: DESTINATION:
IA, KS, ND IA, KS, ND
Ship From:
1A
' (b) (4) Cass County/Province, IA JEEI 5 A.
CONTACT: ND, - U.SA, -
]-CBI
KS

. (b) (4) Sedgwick County/Province, KWJSA

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

Page 4 of 8

OR120018_BR_005800



CONFIDENTIAL

Monsanto Reference |ID
2000-179XRAB

—

( h ) (‘]‘ ) ( h ) ( () ) ( h ) ( / )( L Cass County/Province, ND,-JSA

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

SD,

]1-CBI

KS
" ( b ) ( _1 ) Bedgwick County/Province, K USA

IGEOIOIVIN(®)

ND

‘BIRESISERIRIE a5 County/Province, ND

Wm0 60—
U.S.A.

]1-cBI

Page 5 of 8

OR120018_BR_005801



TTAL

Monsanto Reference ID
2000-179XRAB

i (D) (4),(b) (6), (b) (7)(C) N o SEUsA

Paga 6of 8

OR120018_BR_005802



CONFIDENTIAL

Monsanto Reference ID
2000-179XRAB

Release Site;

NUMBER OF STATES/TERRITORIES AND SITES:
ND (2)

BN NGIEEA®NN C:ss County/Province, ND, USA, 5 acres.

( h ) ( ‘]f ) ( h ) ( () ) ( h ) ( 7 )( (-‘ ) ass County/Province, ND, USA, 5 acres.

: S0 ARCHER:
SD USA,

1-CBl

Page 7cf8

OR120018_BR_005803



MONSANTO
Food - Health « Hope

MonsanTo Company

CONFIDENTIAL  roormms oo

S1. Lours, MISSOURI 63198
PHONE (314} 694-1000
Monsanto Reference ID http:/ /www.monsanto.com
2000-179XRAB

9. Certification

[ cerlify 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 1o the best
of our knowledge. if there are any changes, we will contact APHIS.

~

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

Monsanto Company
February 24, 2000

OR120018_BR_005804
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MONSANTO %

MONSANTO COMPANY
700 CHESTERFIELD Prwy NORTH
GHESTERFIELD, MISSCUR! 63198

May 22, 2002 http:/ /www.monsanto.com

Mary Jackson

Animal and Plant Health Inspection Services
Biotechnology and Scientific Services

4700 River Road, Unit 147

Riverdale MD

Dear Ms. Jackson;

Please find the final reports for the following USDA notifications enclosed.

Monsanto # USDA #

2000-78XRAB 00-038-19n
2000-89XRAB 00-039-10n
2000-566XRAB 00-231-07n
2000-102XRAB 00-040-11n
2000-179XRAB 00-059-01n

OR120018_BR_005805



CONFIDENTIAL

2000 Wheat Field Trial Report
USDA # 00-059-01n Monsanto # 2000-179XRAB

Biotech Field Compliance Team
July 11, 2001
Monsanto Company

Location County State
Site 1 Cass ND
Site 2 Cass ND

Cass County, ND Site 1

Cass County, ND —Site 1

b) (4

OR120018_BR_005806
USDA# 00-059-01IN Page 2 of 2 Monsanto # 2000-179XRAB



CONFIDENTIAL

(b) (4)

OR120018_BR_005807
USDAf# 00-059-01N Page 2 of 2 Monsanto # 2000-179XRAB




3/06/00 7:20 am Notification Tracking Sheet

Bp number: 00-059-01n

App number: 2000-179XRAB Begin movement :
Received: 2/28/00 End movement :
Institution: Monsanto Begin release:
Recipient: Wheat End release:
Status: Pending Acre:

Effective date: 3/29/00 CBI status:
Phenotype : IR - Glyphosate tolerant

Comments:

Resp person:
Parsed name:
Addressl: Monsanto Company
Address2: 700 Chesterfield Parkway N.
Address3:
Address4:
City/State/Zip
Telephone :

2/24/00
2/23/01
2/24/00
2/23/01

10.00

636-737-7085

s I [\‘/Assign Bp number and initial data entry
2. [\y/geview by biotechnologist
3. [U Letter of notification to State‘jfk{*tjx

4. [ ] State response

t 3fle] 2000
Y00 1+
( 3/7/00 14

0/d Loc Site Reg

Interstate *Dest*IA * *SCR *
Interstate *Dest*KS * *SCR *
Interstate *Dest*ND * *SCR *
Interstate *Orig*IA * *SCR *
Interstate *0Orig*KS * *SCR *
Interstate *Orig*ND * *SCR *

* 2*SCR *

%slease * *ND

5. [/ Enter genes into database
6. E f Letter of acknowledgement/denial/withdraw

7. [ Enter final data into database

OR120018_BR_005808
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MONSANTO
IimJ 2 ”C.Ill’h . f IU/)U

- e e MoNSANTO COMPANY
f = s £e 8 f EH JB== gN45 § IWAY 700 CHESTERFIELD PARKWAY NORTH
! St. Louts, MissouRrt 63108
PHONE (314) 694-1000

http://www.monsanto.com

Monsanto Reference ID
2000-179XRAB

Permit Unit February 24, 2000

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

00-059-01n
1. USDA Reference Number
2. Applicant Reference Number 2000-179XRAB
3. Applicant/Responsible Party

rone R

FAX 636/737-7085

Monsanto Company EMail _ monsanto.com

700 Cheserfield Parkway North
St. Louis MO 63198

4. Duration of Introduction

Interstate Movement and Release February 24, 2000 - March 25, 2000

5. Recipient
Wheat, Triticum aestivum

6. Regulated Article
Phenotypic Category: IR

Phenotype: Glyphosate Tolerant

Cultivar/Variety Bobwhite

Page 1 of8

OR120018_BR_005809



Monsanto Reference ID
2000-179XRAB

designation of transformed line: 33391

Constructs: PV-TXGT10

GENE OF INTEREST
Promoter: CMoVa/I2 -

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
CPA4.

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

GENE OF INTEREST
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 an Agrobacterium species, strain
CP4.

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

Page 2 of 8

OR120018_BR_005810



Monsanto Reference ID
2000-179XRAB

designation of transformed line: 33512

Construcis: PV-TXGT12

GENE OF INTEREST

Primoter: CMP 3/I5 -- | (b)(4) CBI
CBI
Terminator: NOS 3' -- A 3' non-translated region of the nopaline synthase gene of Agrobacterium
tumefaciens T-DNA.
GENE OF INTEREST
Promoter: MP4 -- 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.
cBi

Page 3of 8

OR120018_BR_005811



Monsanto Reference ID
2000-179XRAB

7. Mode of Transformation Disarmed Agrobacterium tumefaciens

8. Introduction Interstate Movement and Release

Ship up to 1300 pounds of wheat seed to and from each location

ORIGIN: DESTINATION:
IA, KS, ND IA, KS, ND

Ship From:
IA

‘1 (b)(4) Cass County/Province, |A KGN U S A.
CONTACT: (b) (4). (b) (6). (b) (7)(C) ND,- U.S.A.,_

] - CBI

KS

Sedgwick County/Province, KS [(S)IE8] USA

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

ND

il _Cass County/Province, ND

CONTACT: SD,

]- CBI

Page 4 of 8

OR120018_BR_005812



Monsanto Reference ID
2000-179XRAB

*[ Lowell Jahnke Farm, 1052 3rd St N, Casselton, Cass County/Province, ND, 58012, USA

CONTACT: Stephen Valenti, Monsanto Company, 4517 Quail Run Avenue, Sioux Falls, SD,
57105, U.S.A., 605/334-3350

]-cBI
Ship To:
1A
il ( b ) 4 ) Cass County/Province, IA{ b)(4) TN
CONTACT: o, s~ T
]- CBI

CT: I
U.S.A.

]-CBI

SD,

ND

'[_ Cass County/Province, ND

,Cl»w‘('w»w]u{_w( )

Page 50f 8

OR120018_BR_005813



Monsanto Reference ID
2000-179XRAB

Page 6of 8

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

OR120018_BR_005814



Monsanto Reference ID
2000-179XRAB

Release Site:

NUMBER OF STATES/TERRITORIES AND SITES:
ND (2)

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

RCH - U ) (4). (b) (6). (b) (7)(C)

Cass County/Province, ND, USA, 5 acres.

OO

]- CBI

(b) (4). (b) (6). (b) (T(O) Cass County/Province, ND, USA, 5 acres.
SO EARCH
SD, U.S.A.
]- CBI
Page 7 of 8

OR120018_BR_005815



MONSANTO ||
Food - Health- Hope

'.vl‘«’:.‘m' NT

‘;': 3 5 700 CHESTERFIELD PARKWAY NORTH
S1. Louis, Missour! 63198
PHONE (314) 694-1000

Wttp:/ /www.monsanto.com

Monsanto Reference ID
2000-179XRAB

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
February 24, 2000

OR120018_BR_005816



Monsanto ID: 2000-179XRAB

CONFIDENTIAL BUSINESS INFORMATION JUSTIFICATION

The information claimed as confidential within this application consists of donor organisms and gene
descriptions. The gene description (referred to as vector components) category includes the names and
information about genes and their expressed traits, promoters and terminators (stop signal).

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. 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.

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,
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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 agricultural biotechnology 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 various research
facilities.

The uniqueness of this product 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 the terminator. 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, but are not limited to companies such: Novartis, Agrevo, Xeneca and
DuPont.

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

" 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 protection from disclosure.
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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.

Names And Information About Genes, Promoters, Terminators And Expressed Traits

The release of information about the genes, promoters and terminators 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 some of 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 Organisms

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 incorporated in the description for each of the components
of the vector for the product subject to this justification 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 identity
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.

Identification Of Physical Site And Release Location

The identity of the physical site and release locations have been claimed confidential by Monsanto.
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Disclosure of this information would reveal precise shipping locations and field testing facilities to
environmental activists. The destruction of this valuable technology could substantially put at risk the
safety of Monsanto’s cooperators and jeopardize the expense and time intensive effort by 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.
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MONSANTO
Food - Health - Hope

Monsanto Reference ID
2000-179XRAB

Permit Unit
USDA, APHIS, PPQ, BSS
4700 River Rd.
Riverdale, MD 27037
00-059-01n
1. USDA Reference Number
2. Applicant Reference Number 2000-179XRAB
3. Applicant/Responsible Party

rrenc
FAX 636/737-7085

Monsanto Company EMail
700 Cheserfield Parkway North
St. Louis MO 63198

4. Duration of Introduction

Interstate Movement and Release February 24, 2000

5. Recipient
Wheat, Triticum aestivum

6. Regulated Article

Phenotypic Category: IR

Phenotype: Glyphosate Tolerant

Cultivar/Variety Bobwhite

Page 1 of 8

OR120018_BR_005821

MONSANTO COMPANY

700 CHESTERFIELD PARKWAY NORTH
S1. Louis, MissouRri 63198

PHONE (314) 694-1000
http://www.monsanto.com

February 24, 2000

monsanto.com

March 25, 2000




Monsanto Reference ID
2000-179XRAB

designation of transformed line: 33391

Constructs: PV-TXGT10

GENE OF INTEREST
Promoter: CMoVa/l2--[ CBI Deleted ] cBl

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—gnoipyruvylshikimate-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.

GENE OF INTEREST
Promoter: CMP3/I5--[ CBI Deleted ] cBl

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.

Page2of 8
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Monsanto Reference ID
2000-179XRAB

designation of transformed line: 33512

Constructs: PV-TXGT12

GENE OF INTEREST
Promoter: CMP 3/15--[ CBI Deleted ] cBI
Gene: CTP7-CP4--[ CBI Deleted | cBl

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

GENE OF INTEREST
Promoter: MP4 --[  CBI Deleted ] cBl

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—gnolpyruwlshikimate-a-phosphate synthase gene (CP4) from an Agrobacterium species, strain

4.

Terminator: M1 --[ CBI Deleted | cBi

Page 3 of 8
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2000-179XRAB

7. Mode of Transformation Disarmed Agrobacterium tumetfaciens

8. Introduction Interstate Movement and Release

Ship up to 1300 pounds of wheat seed to and from each location

ORIGIN: DESTINATION:
1A, KS, ND IA, KS, ND
Ship From:
1A

[ CBIlDeleted ]--*Cass County/Province, IA, U.S.A.

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

ND
[ CBIDeleted ]--*Cass County/Province, ND

Page 4 of 8
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[ CBIDeleted ]--*Cass County/Province, ND, USA

Ship To:
1A
[ CBlDeleted ]--*Cass County/Province, IA, U.S.A.

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

ND
[ CBIDeleted ]--*Cass County/Province, ND

Page 5 of 8
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[ CBlDeleted ]--*Cass County/Province, ND, USA

Page 6 of 8
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2000-179XRAB

Release Site:
NUMBER OF STATES/TERRITORIES AND SITES:
ND (2)

ND
[ CBIDeleted ]--Cass County/Province, ND, USA, 5 acres

[ CBIDeleted ]--Cass County/Province, ND, USA, 5 acres

Page7of 8

OR120018_BR_005827



MONSANTO ||
Food + Health '//Q{\' »

700 CHESTERFIELD PARKWAY NORTH
St. Louts, MissouRri 63198
PHONE (314) 694-1000
Monsanto Reference ID http:/ /vwww.monsanto.com
2000-179XRAB

9. Certification

I 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

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

hanges, we will contact APHIS.

Monsanto Company
February 24, 2000
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MONSANTO
Food - Health - Hope

CBI-DELETED

Monsanto Reference ID
2000-179XRAB

Permit Unit
USDA, APHIS, PPQ, BSS
4700 River Rd.
Riverdale, MD 27037
00-059-01n
1. USDA Reference Number
2. Applicant Reference Number 2000-179XRAB
3. Applicant/Responsible Party

prone [

FAX 636/737-7085

MONSANTO COMPANY

700 CHESTERFIELD PARKWAY NORTH
St1. Louts, MISSOUR! 63198

PHONE (314) 694-1000
http://www.monsanto.com

February 24, 2000

Monsanto Company EMail -monsanto.com

700 Cheserfield Parkway North
St. Louis MO 63198

4, Duration of Introduction

Interstate Movement and Release February 24,2000 -
5. Recipient /
Wheat, Triticum aestivum >/\§ S Z
6. Regulated Article 7
\
\\\’) Phenotypic Category:
\\:‘\\' b \X\ o
O & Phenotype: ( Glyphosate Tolerant
I\ Ay
l g B \
Ny A Cultivar/Variety Bobwhite
A

.\;\

Page 108
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CBI-DELETED

Monsanto Reference ID
2000-179XRAB

designation of transformed line: 33391

Constructs: PV-TXGT10

GENE OF INTEREST
Promoter: CMoVa/Il2--[ CBI Deleted ] CcBI

Gene: CTP2-CP4 -- A ene fusion composed of the N-terminal chloroplast transit peptide sequence
from the Arabidops PSPS gene (CTP2), and the C-terminal

5-enolpyruvylsh|k|mate-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 ] cBl

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

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

g-enolpyruvylshlklmate-s-phnsphate 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.

Page2of 8
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Monsanto Reference ID
2000-179XRAB

designation of transformed line: 33512

Constructs: PV-TXGT12

GENE OF INTEREST
Promoter: CMP 3/15--[ CBI Deleted ] cBI

Gene: CTP7-CP4--[ CBI Deleted ] cBl

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

GENE OF INTEREST
Promoter: MP4--[ CBI Deleted ] 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
Eggﬂoipyruvylshlkimate-s-phosphate synthase gene (CP4) from an Agrobacterium species, strain

Terminator: M1--[ CBI Deleted ] cBl

Page3of 8

OR120018 BR_005831



o
5:3’ r&?&“‘ Vi

LETED

Monsanto Reference ID
2000-179XRAB

7. Mode of Transformation Disarmed Agrobacterium tumefaciens

8. Introduction Interstate Movement and Release

Ship up to 1300 pounds of wheat seed to and from each location

ORIGIN: DESTINATION:
IA, KS, ND IA, KS, ND
Ship From:
1A

[ CBlDeleted ]--*Cass County/Province, IA, U.S.A.

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

ND
[ CBIDeleted ]--*Cass County/Province, ND

Page 4 of B
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2000-179XRAB

[ CBIDeleted ]--*Cass County/Province, ND, USA

Ship To:
1A
[ CBIlDeleted ]--*Cass County/Province, IA, U.S.A.

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

ND
[ CBIDeleted ]--*Cass County/Province, ND

Page5of 8
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Monsanto Reference ID
2000-179XRAB

[ CBlDeleted ]--*Cass County/Province, ND, USA

Page 6of 8
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Monsanto Reference ID
2000-179XRAB

Release Site:
NUMBER OF STATES/TERRITORIES AND SITES:
ND (2)

ND
[ CBlDeleted ]--Cass County/Province, ND, USA, 5 acres

[ CBIlDeleted ]--Cass County/Province, ND, USA, 5 acres

Page 7 of 8
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MONSANTO
Food - Health + Hope

MoNSANTO COMPANY
700 CHESTERFIELD PARKWAY NORTH

St. Louts, MissouR: 63198

PHONE (314) 694-1000

Monsanto Reference ID http:/ /www.monsanto.com
2000-179XRAB

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
February 24, 2000
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file copy

Mr. Charles Stoltenow March 6, 2000
IA Department of Agriculture and Land Stewardship

First Floor, Wallace building

East 9th Street and Grand Avenue

Des Moines, IA 50319

Dear Mr. Stoltenow:
Enclosed is notification 00-059-01n 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 00-059-01n Applicant #: 2000-179XRAB
Received: February 28, 2000 Effective: March 29, 2000
Institution: Monsanto Recipient: Wheat
Interstate destination: IA KS ND

Release destination: ND

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,
'8/ B,

I mn

E. Dianne Hatmaker, Chief
Biotechnology Program Operations
Permits and Risk Assessments
Plant Protection and Quarantine

Enclosgure

cc: D. DeWeese, PPQ, Jefferson City, MO

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 March 6, 2000
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 00-059-0ln 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 00-059-01n Applicant #: 2000-179XRAB
Received: February 28, 2000 Effective: March 29, 2000
Institution: Monsganto Recipient: Wheat
Interstate destination: IA KS ND

Release destination: ND

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,

/a/ B. Dianne i .

E. Dianne Hatmaker, Chief
Biotechnology Program Operations
Permits and Risk Assessments
Plant Protection and Quarantine

Enclosure

cc: D. DeWeese, PPQ, Jefferson City, MO

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. David R. Nelson, State Entomologist March 6,
North Dakota Department of Agriculture

600 East Boulevard, 6th Floor

Bismarck, ND 58505-0020

Dear Mr. Nelson:
Enclosed is notification 00-059-01n for your review. The information has b

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 00-059-01n Applicant #: 2000-179XRAB
Received: February 28, 2000 Effective: March 29, 2000
Institution: Monsanto Recipient: Wheat
Interstate destination: IA KS ND

Release destination: ND

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,

/8/ B. Dian ' B

E. Dianne Hatmaker, Chief
Biotechnology Program Operations
Permits and Risk Assessments
Plant Protection and Quarantine

Enclosure

cc: D. DeWeese, PPQ, Jefferson City, MO

2000

een

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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Unitea States Anmal and 4700 Rivar Roaa

Depanment of Plant Heastn Riverdala, MO 20737
Agriculiure Inspaction Service
Mr. Charles Stoltenow March 6, 2000

IA Department of Agriculture and Land Stewardship
Firgt Flooxr, Wallace building

Eagt 9th Street and Grand Avenue

Des Moines, IA 50319

Deax Mr. Stoltenow:

Enclosed is notification 00-059-01n for your review. The information hag been
reviewed and it has been determined that the request meets the eligibility
criteria and performance standards for notification under 7 CFR 340.3 {€)

Bp numbexr 00-059-01ln Applicant #: 2000-179XRAB
Received: Februaxry 28, 2000 Effective: March 29, 2000
Ingtitution: Monganto Recipient: Wheat
Intergtate destination: IA KS ND

Release destination: ND

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 receipt.

Sin

Biotechnology Program Operations
Permite and Rigk Agsessmantg
Plant Protection and Quarantine

Enclopure

ce: D. DeWeeame, PPQ, Jefferson City, MO

STATE RESPONSE TO NOTIFICATION
X__ State concurs with APHIS determination.

State DOES NOT CONCUR and offers the following reaso’ns:

Name of State official: C. R. Stoltenow

Signature;

Date: March 16, 2000

State:lowa Rptloc0l/R4

&M-MWMW An Egus Oooo unmty Emesoye
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United States Ammal and 4700 River Road

Deparimant of Plant Health Riverdala, MD 20737

Agrnculiwe Inspaction Service
Mr. Tom Sim IV, Administrator PR S __Maxrch 6, 2000
Plant Protection and Weed Control Section /. I 7 R =1

Kansas State Board of Agriculture
901 S. Kansas Avenue AT o
Topeka, KS 66612-1281 MAR 8 7om

Dear Mr. Sim IV:
- =}
Enclosed is notification 00-059-01n 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 undexr 7 CFR 340.3 (c).

Bp number 00-059-01in Applicant #: 2000-179XRAB
Received: February 28, 2000 Effective: Maxrch 29, 2000
Institution: Monsganto Recipient: Wheat
Interstate destination: IA KS ND

Release destination: ND

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.

. ’
Biotechnology Program Operations
Permits and Risk Assessments

Plant Protection and Quarantine

Enclosure

cc: D. DeWeese, PPQ, Jefferson City, MO

STATE RESPONSE TO NOTIFICATION

s\l ¢ tich sl Xaﬂ I\ﬂe‘,r\* o8
??Q U\o\'.—ghra\ Ta»«( lpu\ CM‘AO*\

———StateDOES NOT CONCUR and offers the following reasens:
: eNo \c_( ak'- 1 \\’0\\“\ s

% g-ou«o\\du&,

g " 5—g ; Son:.

Name of State official: Tl’\&/\w\us Stw W

Signature:

Date: 3\ko\cn>

State: Y b5us Rptloc01/R4

MAD 9 n
!l‘l/ ‘A

w APHS - Protacing Amencen Agrculure OR120018_BR"Gasgpqoy Emoove



Oapanment ol Plant Meantn Rivergals, MD 20737
Agricultuwe Inapacusn Service

. |
@ X‘nitm Siates Amimal and 4700 River Read

Mz, David R. Nelson, Starte Entomologist Maxeh 6, 2000
North Dakota Department of Agriculture

600 East Boulevard, 6th Floor

Bismarck, ND 58505-0020

Dear Mr. Nelson:

Enclosed 1s notification 00-059-01ln for your zeview. The information has been
reviewad and it has been derermined that the request meets the eligibility
eriteria and performance gtandarde for notification under 7 CFR 240.3 (e).

.Bp number 00-059~01n Applicant #: 2000-179XRAB
Received: Februaxy 28, 2000 Effective: March 29, 2000
Inietitution: Monganto Recipient: Wheat
Interstate destination: IA XS ND

Releage degtinatioa: ND

Should you have commenta, please regpond either by telepfxone (301) 734-5787
or by facgimilie (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.

. D e Hatmaker, Chief -
Biotechnology Program Operations
Permits and Risk Assessments
Plant Protection and Quaxa_mtine

Enclosure

ec: D, DeWeese, PPQ, Jeffergon City, MO

STATE RESPONSE TO NOTIFICATION

)<State concurs with APHIS determination.

State DOES NOT CONCUR and offers the following reasong:

Name of State o {2l . g”&“"lé 14 /(/e"ZI f‘»‘\\ ;
Date: 3 ~F~ 070
Scatce: /\/‘a Rptloc0l/Ra

AFS - Protssing Arerman AQheusire OR120018—BRA&Wlwwm |
7 d 09% "ON 1d3Q 9v (N Nd6l:¥ 00006 VN



March 29, 2000

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 March 29, 2000.

Interstate movement and Release
Notification no. 00-059-01ln (2000-179XRAB)
Regulated article - Wheat

Destinations - Iowa, Kansas, North 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. In addition, 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.

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

Sincerely,

E. Dianne Hatmaker, Chief
Biotechnology Program Operations
Scientific Services

Plant Protection and Quarantine

Enclosure

C. Stoltenow, Iowa Dept. of Agric. and Land Stewardship, Des Moines, IA
T. Sim, Kansas State Board of Agric., Topeka, KS

D. Nelson, North Dakota Dept. of Agric., Bismarck, ND

D. DeWeese, PPQ, SCR, Jefferson City, MO

File number 00-059-01n

OR120018_BR_005843



Confirmation Report—Memory Send

Time : Mar-30-00 O7:13pm

Tel line 1 :
Tel line 2 :
Name ;

Job number )

Date : Mar-30 07:12pm
To : 916367377085
Document Pages 0

Start time : Mar-30 07:12pm
End time ¢ Mar-30 07:13pm

Pages sent 0N

Job number : 561 *%% SEND SUCCESSFUL #*:3#%*

LIreees Stawws Acvenasy ara 4700 Flvar Foss
Department of Plan: Heann Rivoeragae, MD 20737
Agriculture Nnapacnhan Sorvice

March 29, 2000

!oxxna:;co !ompany

700 Chescexfield Pkwy N
S . Towuaa . mMO S3AL20

l)c‘x-_

Your nocificacion roeguest has boon maalsacwladagnd and meay be executed accoesxsding o
7 CFR 340.3(e), eoffecctive on or afrer March 29, 2000.

Imterscate movement and Release

Nocifioacion no . 00 -0S89 ~-~02x (2000~-1L79XRNAR)

Regulaced arxrcicle -~ WwWheact

Dasrcrinmnarions - ITowa,., Kansas. Noreh Dakoaooa

You mast compely with the performance standard= as smcaced in 7 CFR 32340 .3 (<) . You

or any of wyour cooperators who will be anveoelved an handling the regulacted arcicle
muasc ba prepared wich a wriccen or verbal descriprion of cvhe mechods ta be

employed vto meetr each performance sctandaxd. In addicvion, all packages mustc be
cleaxly labeled as o concenc , and novificacion numbhexr muass e Prominencly
displayed on package.

Thi=s acknowledgment does not auchorize use of “challenge organisms” for field
tesc .

A copy of this lecrer of acknowledgment will be senc to the receliving Scace
Regulacory Officials, and the Regional Program Managers, (Bioctechnology)

Sancerely,

E. Dianne Hartmakexr, Chief
BPirocechnology Program Opearacions
Sciencific Sexvices

Plant ProtectCacoin and Quasanciae

Enclosurxe

oo

C. Srtoluvenow, ITowa Dept. of Agric. and Land Sctewardship, Des Moines, b N
L o Sam, Kansas Sctcacrte Boayd of aAgric. . Topela xS

D. Nelson, Norch Dakora Deput. of Agric., Bismarclk, ND

D. DeWweese . PRQ. SCR. Jaefferson Cirrvy. MO

6 - A s QPG isrn vy Eorpucoues

OR120018_BR_005844



3/06/00 7:20 am Notification Tracking Sheet

Bp number: 00-059-02n

App number: 2000-181XRAB Begin movement: 2/24/00
Received: 2/28/00 End movement : 2/23/01
Institution: Monsanto Begin release: 2/24/00
Recipient: Wheat End release: 2/23/01
Status: Pending Acre: 10.00
Effective date: 3/29/00 CBI status: CBI
Phenotype : HT - Glyphosate tolerant

Comments:

Resp person:
Parsed name:

Addressl: onsanto Company

Address2: 700 Chestexrfield Parkway N.
Address3:

Address4:

City/State/Zip:Chesterfield, MO 63198

Telephone : _ Fax: 636-737-7085

1 Kf;mssign Bp number and initial data entry

Review by biotechnologist

[3/4/;0 1%

3. [} Letter of notification to State\»@(%ff&

4. [ ] State response

0/d Loc Site Reg

Interstate *Dest*MO * *SCR * [ 1 [ ]
Interstate *Dest*ND * *SCR * [ ] [ 1
Interstate *Orig*MO * *SCR *
Interstate *Orig*ND * *GCR *
%;1ease * *ND  * 2*SCR * [ 1 [ ]
5. [W Enter genes into database [ Clﬂct)] [ 2/7/2000
6. [ Letter of (acknowledgement/denial /withdraw [V &0 ) ['ff /[G0 1%
v i |/ S | fin
7. [ Enter final data into database [ feENV ] LS %/00 ]

OR120018_BR_005845



P g
MONSANTO
Food « Health + Hope

MoNsANTO COMPANY

St1. Louis, Missour! 63198
PHONE (314) 694-1000
http./ /www.monsanto.com

Monsanto Reference ID
2000-181XRAB

Permit Unit February 24, 2000

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

00-059-02n
1. USDA Reference Number
2. Applicant Reference Number 2000-181XRAB
3. Applicant/Responsible Party

S ) (©)- () (1))
FAX -7085
' monsanto.com

Monsanto Company EMail
700 Cheserfield Parkway North
St. Louis MO 63198

4. Duration of Introduction

Interstate Movement and Release February 24, 2000 - March 25, 2000

5. Recipient
Wheat, Triticum aestivum

6. Regulated Article
Phenotypic Category: HT

Phenotype: Glyphosate tolerant

Cultivar/Variety Bobwhite

Page 10of 12
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Monsanto Reference ID
2000-181XRAB

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.

CcBI

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 8' non-translated region of the nopaline synthase gene of Agrobacterium
tumefaciens T-DNA.

Page 2 of 12
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Monsanto Reference ID
2000-181XRAB

designation of transformed line: 33512, 35710, 35845

Constructs: PV-TXGT12

GENE OF INTEREST

cBiI
Terminator: NOS 3' -- A 3' non-translated region of the nopaline synthase gene of Agrobacterium
tumefaciens T-DNA.
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: M1 -- || (b) (4) cBl

WIC)

Page 3 of 12
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Monsanto Reference ID
2000-181XRAB

designation of transformed line: TA S537, TA S317, TA S621, TA S635, TA S1081, TA §2520. TA
S$56070, TA S5450

Constructs: PV-TXGT13

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: M1 3'--

Page 4 of 12

OR120018_BR_005849
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cBI



Monsanto Reference ID
2000-181XRAB

designation of transformed line: TA S2747, TA S8691

Constructs: PV-TXGT15

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.

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.

Page 5 of 12
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Monsanto Reference ID
2000-181XRAB

designation of transformed line: TA S7327, TA S9240

Constructs: PV-TXGT17

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

Page 6 of 12
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Monsanto Reference ID
2000-181XRAB

designation of transformed line: TA S 7886

Constructs: PV-TXGT22

GENE OF INTEREST
(b) (4) cBl

(b) (4)

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 7 of 12
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Monsanto Reference ID
2000-181XRAB

designation of transformed line: TA S7535, TA §9215

Constructs: PV-TXGT23

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—gnolpyruvylshikimate-3-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.

OR120018_BR_005853
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Monsanto Reference ID
2000-181XRAB

7. Mode of Transformation Disarmed Agrobacterium tumefaciens

8. Introduction Interstate Movement and Release

Ship up to 2000 pounds of wheat seed to and from each location.

ORIGIN: DESTINATION:
MO, ND MO, ND
Ship From:
MO
0 USSRV )
U.S.

CONTACT:
.S.

]-cBI

i Cass County/Province, ND

(b) (4). (b) (6). (b) (7)) SD,

Cass County/Province, ND, -JSA

CONTACT: SD,
e

]- CBI

Page 9 of 12
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Monsanto Reference ID
2000-181XRAB

Ship To:

MO

[ O YO . .o.i< County/Province, o, NN

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

AR Cass County/Province, ND

CT: SD,
USA,

]- CBI

(b) (4). (b) (6). (b) (7)(C) Cass County/Province, ND,-USA

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

Page 100f 12
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Monsanto Reference ID
2000-181XRAB

Release Site:

NUMBER OF STATES/TERRITORIES AND SITES:
ND (2)

Cass County/Province, ND, USA, 5 acres.

]- CBI

(b) (4). (b) (6). (b) (7)) Cass County/Province, ND, USA, 5 acres.
SO ARCHER:
D, U.S.A
]-CBI
Page 110of 12
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MONSANTO l
,"Uu] s Ilul/l’l ot /IU‘!M‘

MONSANTO COMPANY
700 CHESTERFIELD PARKWAY NORTH
St. Louts, Missour! 63198

PHONE (314) 694-1000

Monsanto Reference ID
2000-181XRAB

http:/ /www.monsanto.com

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
February 24, 2000

OR120018_BR_005857



Monsanto ID: 2000-181XRAB

CONFIDENTIAL BUSINESS INFORMATION JUSTIFICATION

The information claimed as confidential within this application consists of donor organisms and gene
descriptions. The gene description (referred to as vector components) category includes the names and
information about genes and their expressed traits, promoters and terminators (stop signal).

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. 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.

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,

OR120018_BR_005858



Monsanto ID: 2000-181XRAB

information concerning marketing strategies, and the names of independent contractors participating in a

OR120018_BR_005859



Monsanto ID: 2000-181XRAB

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 agricultural biotechnology 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 various research
facilities.

The uniqueness of this product 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 the terminator. 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, but are not limited to companies such: Novartis, Agrevo, Xeneca and
DuPont.

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

"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 protection from disclosure.

OR120018_BR_005860



Monsanto ID: 2000-181XRAB

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.

Names And Information About Genes, Promoters, Terminators And Expressed Traits

The release of information about the genes, promoters and terminators 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 some of 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 Organisms

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 incorporated in the description for each of the components
of the vector for the product subject to this justification 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 identity
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.

Identification Of Physical Site And Release Location

The identity of the physical site and release locations have been claimed confidential by Monsanto.

OR120018_BR_005861



Monsanto ID: 2000-181XRAB

Disclosure of this information would reveal precise shipping locations and field testing facilities to
environmental activists. The destruction of this valuable technology could substantially put at risk the
safety of Monsanto’s cooperators and jeopardize the expense and time intensive effort by 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_005862




MONSANTO
Food « Health + Hope

Monsanto Reference ID
2000-181XRAB

Permit Unit

USDA, APHIS, PPQ, BSS
4700 River Rd.

Riverdale, MD 27037

00-059-02n
1. USDA Reference Number

2. Applicant Reference Number 2000-181XRAB
3. Applicant/Responsible Party

Monsanto Company
700 Cheserfield Parkway North
St. Louis MO 63198

4. Duration of Introduction

Interstate Movement and Release

5. Recipient
Wheat, Triticum aestivum

6. Regulated Article

Phenotypic Category: HT

Phenotype: Glyphosate tolerant

Cultivar/Variety Bobwhite

Page 1ot 12

MonsANTO COMPANY

700 CHESTERFIELD PARKWAY NORTH
St. Louts, MissouRr1 63198

PHONE (3!14) 694-1000

http:/ /www.monsanto.com

February 24, 2000

636/737-7085

February 24,2000 - March 25, 2000
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Monsanto Reference ID
2000-181XRAB

designation of transformed line: 33391

Constructs: PV-TXGT10

GENE OF INTEREST
Promoter: CMoVa/l2--[ CBI Deleted ] 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
g—gzolpyruwlshikimate-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.

GENE OF INTEREST
Promoter: CMP3/I5--[ CBI Deleted ] 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
g—gzolpyruvylshikimaie-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 12
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Monsanto Reference ID
2000-181XRAB

designation of transformed line: 33512, 35710, 35845

Constructs: PV-TXGT12

GENE OF INTEREST
Promoter: CMP 3/15--[ CBI Deleted ] cBI

Gene: CTP7-CP4--[ CBI Deleted | CBI

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

GENE OF INTEREST
Promoter: MP4--[ CBI Deleted ] 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

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

Terminator: M1 --[ CBI Deleted ] cBl

Page 3 of 12
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Monsanto Reference ID
2000-181XRAB

designation of transformed line: TA S537, TA S317, TA S621, TA S635, TA S1081, TA S2520. TA
S5070, TA S5450

Constructs: PV-TXGT13

GENE OF INTEREST
Promoter: MP4 --[ CBI Deleted ] 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: M13'--[ CBI Deleted ] csl

Page 4 of 12
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Monsanto Reference ID
2000-181XRAB

designation of transformed line: TA S2747, TA S8691

Constructs: PV-TXGT15

GENE OF INTEREST
Promoter: CMP 3/I5--[ CBI Deleted ] csl

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—gnoIpyruvylshikimate—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.

GENE OF INTEREST
Promoter: MP4--[ CBI Deleted | csl

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
%-gnolpyruvyIshikimate-S-phosphate synthase gene (CP4) from an Agrobacterium species, strain

4,

Terminator: M1 3'--[ CBI Deleted ] CBI

Page 5 of 12
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Monsanto Reference ID
2000-181XRAB

designation of transformed line:

Construcis: PV-TXGT17

GENE OF INTEREST
Promoter: CMP3/15-1 -- |

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

TA §7327, TA §9240

CBI Deleted

]

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 6 of 12
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Monsanto Reference ID
2000-181XRAB

designation of transformed line:

Constructs: PV-TXGT22

GENE OF INTEREST
Promoter: CMP3/15-3 -- [

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

TA S 7886

CBI Deleted

]

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 7 of 12
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Monsanto Reference ID
2000-181XRAB

designation of transformed line:

Constructs: PV-TXGT23

GENE OF INTEREST
Promoter: CMP3/15-2 -- [

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

TA S7535, TA §9215

CBI Deleted

]

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

g-gnolpyruvylshikimate-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 8of 12
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Monsanto Reference ID
2000-181XRAB

7. Mode of Transformation Disarmed Agrobacterium tumefaciens

8. Introduction Interstate Movement and Release

Ship up to 2000 pounds of wheat seed to and from each location.

ORIGIN: DESTINATION:
MO, ND MO, ND
Ship From:
MO

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

ND
[ CBIlDeleted ]--*Cass County/Province, ND

[ CBIlDeleted ]--*Cass County/Province, ND, USA

Page 9 of 12
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Monsanto Reference ID
2000-181XRAB

Ship To:

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

ND
[ CBlDeleted ]--*Cass County/Province, ND

[ CBIDeleted ]--*Cass County/Province, ND, USA

Page 10 of 12
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Monsanto Reference ID
2000-181XRAB

Release Site:
NUMBER OF STATES/TERRITORIES AND SITES:
ND (2)

ND
[ CBIlDeleted ]--Cass County/Province, ND, USA, 5 acres

[ CBI Deleted ]-- Cass County/Province, ND, USA, 5 acres

Page 11 of 12
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MONSANTO |
Food « Health + //n:/u’ ;

MoNsANTO COMPANY
700 CHESTERFIELD PARKWAY NORTH
ST. Louis, Missour! 63198

PHONE (314) 694-1000

Monsanto Reference lD http:/ /www.monsanto.com
2000-181XRAB

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
February 24, 2000

OR120018_BR_005874
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MONSANTO
Food - Health - Hope

MoNSANTO COMPANY
Mo, fUmN IS .’al“ffuﬁ ey "_L;‘(Pll
; Dl B o B : & I 700 CHESTERFIELD PARKWAY NORTH
Som £ 5 &u s LS f'. ¥
fao® Nuse Sozo B & et S1. Louis, MISSOURI 63198

PHONE (314) 694-1000

http:/ /www.monsanto.com

Monsanto Reference ID
2000-181XRAB

Permit Unit February 24, 2000

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

00-059-02n
1. USDA Reference Number

2. Applicant Reference Number 2000-181XRAB
3. Applicant/Responsible Party

O ) ©)- ) ()

FAX 636/737-7085

Monsanto Company EMail - monsanto.com

700 Cheserfield Parkway North
St. Louis MO 63198

4. Duration of Introduction

Interstate Movement and Release February 24, 2000 - March 25, 2000

5. Recipient
Wheat, Triticum aestivum

6. Regulated Article

Phenotypic Category: HT

Phenotype: Glyphosate tolerant

Cultivar/Variety Bobwhite

Page 1 of 12
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CBI-DELETED

Monsanto Reference ID
2000-181XRAB

designation of transformed line: 33391

Constructs: PV-TXGT10

GENE OF INTEREST _
Promoter: CMoVa/l2 --[  CBI Deleted ] cBl

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—gnolpyruvylshikimate-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.

GENE OF INTEREST
Promoter: CMP3/I5--[ CBI Deleted ] 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
g—gno[pymwlshikimate-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 12
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CBI-DELETED

Monsanto Reference ID
2000-181XRAB

designation of transformed line: 33512, 35710, 35845

Constructs: PV-TXGT12

GENE OF INTEREST
Promoter: CMP 3/I5--[ CBI Deleted | cBi
Gene: CTP7-CP4--[ GBI Deleted | cBi

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

GENE OF INTEREST
Promoter: MP4--[ CBI Deleted ] 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 )
g—ggolpyruvylshikimate-s-phosphate synthase gene (CP4) from an Agrobacterium species, strain

Terminator: M1--[ CBI Deleted | cBl

Page 3 of 12
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Monsanto Reference ID
2000-181XRAB

designation of transformed line: TA S537, TA S317, TA S621, TA S635, TA S1081, TA S$2520. TA
§5070, TA S5450

Constructs: PV-TXGT13

GENE OF INTEREST
Promoter: MP4 --[  CBI Deleted ] 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
g—ggolpyruvylshikimate-a-phosphate synthase gene (CP4) from an Agrobacterium species, strain

Terminator: M13'--[ CBI Deleted ] cBi

Page 4 of 12
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Monsanto Reference ID
2000-181XRAB

designation of transformed line: TA 52747, TA S8691

Constructs: PV-TXGT15

GENE OF INTEREST
Promoter: CMP 3/15--[ CBI Deleted ] cBl

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—gnolpyruvylshikimate-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.

GENE OF INTEREST
Promoter: MP4--[ CBI Deleted ] cBl

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 y
5-enolpyruvylshikimate-3-phosphate synthase gene (CP4) from an Agrobacterium species, strain
CP4.

Terminator: M13'--[ CBI Deleted ] cBl

Page 5 of 12
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Monsanto Reference ID
2000-181XRAB

designation of transformed line: TA S§7327, TA §9240

Constructs: PV-TXGT17

GENE OF INTEREST

Promoter: CMP3/15-1--[ CBI Deleted ] 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 ) )
%—gnolpyruwlshikimate-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 6 of 12
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CBI-DELETED

Monsanto Reference ID
2000-181XRAB

designation of transformed line: TA S 7886

Constructs: PV-TXGT22

GENE OF INTEREST

Promoter: CMP3/15-3--[ CBI Deleted ] cBl

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
%-gnolpyruvylshikimate—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 7 of 12
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Monsanto Reference ID
2000-181XRAB

designation of transformed line: TA S7535, TA S9215

Constructs: PV-TXGT23

GENE OF INTEREST
Promoter: CMP3/15-2--[ 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-terminal
g—gzolpyruvylshikimate-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 8 of 12

OR120018_BR_005882

cBi



CBI-DELETED

Monsanto Reference ID
2000-181XRAB

7. Mode of Transformation Disarmed Agrobacterium tumefaciens

8. Introduction Interstate Movement and Release

Ship up to 2000 pounds of wheat seed to and from each location.

ORIGIN: DESTINATION:
MO, ND MO, ND
Ship From:
MO

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

ND
[ CBIDeleted ]--*Cass County/Province, ND

[ CBIDeleted ]--*Cass County/Province, ND, USA

Page 9 of 12
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CBI-DELETED

Monsanto Reference ID
2000-181XRAB

Ship To:

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

ND
[ CBIDeleted ]--*Cass County/Province, ND

[ CBlDeleted ]--*Cass County/Province, ND, USA

Page 10 of 12
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CBI-DELETED

Monsanto Reference ID
2000-181XRAB

Release Site:

NUMBER OF STATES/TERRITORIES AND SITES:
ND (2)

ND
[ CBIDeleted ]--Cass County/Province, ND, USA, 5 acres

[ CBIDeleted ]-- Cass County/Province, ND, USA, 5 acres

Page 11 of 12

OR120018_BR_005885



MONSANTO
Food + Health - Hope

MoNsANTO COMPANY

( 700 CHESTERFIELD PARKWAY NORTH
ST. Louls, MISSOURI 63198
PHONE (314) 694-1000

http://www.monsanto.com

Monsanto Reference ID
2000-181XRAB

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
February 24, 2000

OR120018_BR_005886



file copy

Mr. Michael Brown March 6, 2000
Plant Industries Division

Missouri Department of Agriculture

1616 Misgsouri Boulevard

Jefferson City, MO 65102

Dear Mr. Brown:
Enclosed is notification 00-059-02n 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 00-059-02n Applicant #: 2000-181XRAB
Received: February 28, 2000 Effective: March 29, 2000
Institution: Monsanto Recipient: Wheat
Interstate destination: MO ND

Release destination: ND

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,

8/ b, 1)1 11 i ,-.::-j"_l;..,].:_i-gj;"
E. Dianne Hatmaker, Chief
Biotechnology Program Operations
Permits and Risgk Assessments
Plant Protection and Quarantine

Enclosure

cc: D. DeWeese, PPQ, Jefferson City, MO

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_005887



file copy

Mr. David R. Nelson, State Entomologist
North Dakota Department of Agriculture
600 East Boulevard, 6th Floor

Bismarck, ND 58505-0020

Dear Mr. Nelson:

March 6, 2000

Enclosed is notification 00-059-02n 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 {g)

Bp number 00-059-02n Applicant #: 2000-181XRAR
Received: February 28, 2000 Effective: March 29, 2000
Institution: Monsanto Recipient: Wheat
Interstate destination: MO ND

Release destination: ND

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,

i~ T 1 Skl LaLITla el

E. Dianne Hatmaker, Chief
Biotechnology Program Operations
Permits and Risgk Assessments
Plant Protection and Quarantine

Enclosure

cc: D, DeWeese, PPQ, Jefferson City, MO

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

OR120018_BR_005888



Uniteg Slates Ammal and 4700 River Road
Depasimant of Flant Heahh Rivardale, MO 20737
Agnculiure Inspaction Service
Mr, Michael Browm March 6, 2000

Plant Industries Divigion

Missouri Department of Agriculture
1616 Mipsouri Boulevard

Jefferson City, MO 65102

Dear Mr. Brown:

Enclosed is notification 00-059-02n for your review. The information has been
reviewed and it has been determined that the request meets the eligibilicy
criteria and performance standards for notification under 7 CFR 340.3 (c).

Bp number 00-059-02n Applicant #: 2000-181XRAR

Received: February 28, 2000 Effective: March 29, 2000
Inptitution: Monsanto Recipient: Wheat
Interstate destination: MO ND

Release destination: ND ‘

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

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

Sincerel

v A ie
Bioctechnology Program Operationg
Permits and Risk Assessments
Plant Protection and Quarantine

Enclogure

cc: D. DeWeese, PPQ, Jeffarson City, MO

STATE RESPONSE TO NOTIFICATION

ig State concurp with APHIS determination.
State DOES NOT CONCUR and offqrs the following Treasons:
’
™. 4 E. WLiouwe

Name of State

Signature:
Date: ‘b'l“‘L DO
State: *ASD Rptloc0l/R4

OR12001 8_[%‘!3:“?‘95889
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United Slaies : Arnimal and 4700 River Roaa

Deganment ol Plant Health Riverdaia, MO 20737
Agnculiwe Inapacuon Servica
Mr. David R. Nelson, State Entomologist March &, 2000

North Dakota Department of Agriculture
600 East Boulevard, 6th Floor
Bismarck, ND 5B8505-0020

Deaxr Mr. Nelson:

Encloped ig notification 00-059-02n for your review. The information has been
reviewed and it has been dstermined that the request meets the eligibility
criteria and performance standazds for notification under 7 CFR 340.3 (g).

.BEp number 00-059-02n Applicant #: 2000-181XRAB
Received: February 28, 2000 Effective: March 29, 2000
Insetitucion; Monganto Recipient: Wheat
Interstate destination: MO ND

Release destination: ND

Should you have commentsg, please respond either by telep}ione (301) 734-5787
or by facsimilie (301) 734-8910 on or before the effective date.

It is mandated under 7 CFR 240.3 (c) that APHIS provide an acknowledgement
within 30 days of receipt.

. 14
Biotechnology Program Operations
Permite and Risk Assessments
Plant Protection and Quarantine

EncloBure

cc: D. DaWeese, PPQ, Jefferson City, MO

STATE RESPONSE TO NOTIFICATION
2éState concurs with APHIS determination.

State DOES NOT CONCUR and offers the following reasons:

&2 1

Name of Stats offic

Signature:
Date: j — F ~&-ca
State: /,/a RptlocOl /R4

6“3 rotacirg Amanean sgresre OR120018_BR 105890 omrery Ervcrore _ |
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April 17, 2000

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 April 17, 2000.

Interstate movement and Release
Notification no. 00-059-02n (2000-181lXRAB)
Regulated article - Wheat

Destinations - Missouri, North 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. 1In addition, 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.

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

Sincerely,

E. Dianne Hatmaker, Chief
Biotechnology Program Operations
Scientific Services

Plant Protection and Quarantine

Enclosure

fofol
M. Brown, Missouri Dept. of Agric., Jefferson City, MO
D. Nelson, North Dakota Dept. of Agric., Bismarck, ND
D. DeWeese, PPQ, SCR, Jefferson City, MO

File number 00-059-02n

OR120018_BR_005891



Confirmation Report—Memory Send

Time » Apr=17-00 03:38pm

Tel line 1 :
Tel line 2 :
Name -

Job number ¢ 999

Date © Apr=17 03:36pm
To + 916367377085
Document Pages 0l

Start time : Apr=17 03:37pm
End time t Apr=17 03:37pm
Pages sent + it

Job number . 999 *%% SEND SUCCESSFUL #*%:*

Unitea States Aryumal anca 4700 Rwvar Roaa
Daparundant ar P RAivaraawa. MO 20737
AT tiure INSEOCHon Secvico

Apr il - By 2H 2000

MonSanco Company
700 Chescerrfield Pkwy N
St. lfouws, MO 63198

e _

Your notafacacion reguest has been ackinow

ledagnd and may be executed according Tto
7 CFR 340.3(c), effeccive on or afctexr Apxil 217,

2000 -

LTMESETHSCATS MOVEIMOIIT aiid  Kel oo e

Nociafication no. 00-059-02n (2000-1L81LXRAB)

Regulaced ascicles - Wheao

Pegcinacions - Mismssouxi, Norctch Dakooca

You mastc comply with the performance standards as stated din 7 CFR 340.3 (<) Yo
o

My of wyour cooperaroers whe will ba involuvaed
muas o e pPrepareac wiclh a wrarcren oxr wverbal
eamploydad o meaec each Pperfoaxrmance

i handling vhe regulaced arcacle
descriprion of che mechods ©o be

& candmed ITn addirion. all pmolkageas mumt e
cleaxly labeled a=s o contenc ., and norcafacacion numbex masT ber prominencly
dasplayoed on paclkage.

Thi=m molnowledgmeans GCdoes o aachoxize use of vehallenga organi=ama” Foxr FLarala
castc.

A copy of chi=s laccex of acknowledgment will be
Ragulmooey OFFficanl =, and the

senct Tto the receivang Stace
Ragional Progixram Manacge rs | (Raocechnol oogy)

E. Dianne Hatmakex, Chief
Riovachnology Program Opearacions
Scientafic Services

Plant Proccecrion and Ouarancaine

Enclosure

[ —
M. Brown, Missouri Depr. of Agric.., Jefferson Caitcy., MO
D. Nelson, Noxch Dakota Deptrt. of Agric., Basmarclk, ND
D. DeVWeese, PPQ, SCR, Jefferson Cicy, MO

- - aAn E ©
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MONSANTO
Food « Health - Hope

MonsANTO COMPANY
700 CHESTERFIELD PKWY NORTH
CHESTERFIELD, Missouri 63198

AUgUSt 10, 2000 PHONE (314) 694-1000

http:/ /www.monsanto.com

Ms. Dianne Hatmaker

Animal and Plant Health Inspection Services
Biotechnology and Scientific Services

4700 River Road, Unit 147

Riverdale, MD

Dear Ms. Hatmaker;

In reviewing Monsanto’s acknowledged wheat notifications, it was
discovered there was an omitted line number. The following are the
affected notifications.

USDA # Monsanto #

00-041-03n 2000-108XRAB
00-041-06n 2000-111XRAB
00-041-04n 2000-109XRAB
00-059-02n 2000-181XRAB

[ apologize for any inconvience this may cause, please call me at-
f you have any questions.

cc M. Brown, Missouri Dept. of Agric., Jefferson City, MO
D. Nelson, North Dakota Dept. of Agric., Bismarck, ND
D. DeWeese, PPQ, SCR, Jefferson City, MO
K. Fridley, South Dakota Dept. of Agric, Pierre, SD
G. Gingery, Montana Dept. of Agric, Helena, MT
R. Stoaks, PPQ, WR, Sacramento, CA

OR120018_BR_005893



MONSANTO
Food + Health + Hope

T. Wessels, Washington Dept. of Agric., Jefferson City, MO

OR120018_BR_005894

MonsanTo COMPANY

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

http:/ /www.monsanto.com
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MONSANTO COMPANY

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

AugUSt IO, 2000 http:/ /www.monsanto.com

Ms. Dianne Hatmaker

Animal and Plant Health Inspection Services
Biotechnology and Scientific Services

4700 River Road, Unit 147

Riverdale, MD

Dear Ms. Hatmaker;
In reviewing Monsanto’s acknowledged wheat notifications, it was

discovered there was an omitted line number. The following are the
affected notifications.

USDA # Monsanto #

00-041-03n 2000-108 XRAB
00-041-06n 2000-111XRAB
00-041-04n 2000-109XRAB
00-059-02n 2000-181XRAB

[ aio]ogize for any inconvience this may cause, please call me at-

if you have any questions.

cc M. Brown, Missouri Dept. of Agric., Jefferson City, MO
D. Nelson, North Dakota Dept. of Agric., Bismarck, ND
D. DeWeese, PPQ, SCR, Jefferson City, MO
K. Fridley, South Dakota Dept. of Agric, Pierre, SD
G. Gingery, Montana Dept. of Agric, Helena, MT
R. Stoaks, PPQ, WR, Sacramento, CA

OR120018_BR_005895



MONSANTO
Food + Health - Hope

T. Wessels, Washington Dept. of Agric., Jefferson City, MO
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CONFIDENTIAL

2000 Wheat Field Test Report
USDA #00-059-02n Monsanto #2000-181XRAB

October 31, 2002

Biotech Field Compliance Team
Monsanto Company

Location County State
2147303606 Cass ND
2147303607 Cass ND

Cass County/ND (2147303606)

b)(4

USDA# 00-059-02n Page 1 of 3 Monsanto #2000-181 XRAB
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Cass County/ND (2147303607)
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Monsanto ID:  2000-181XRAB
CONFIDENTIAL BUSINESS JUSTIFICATION

The information claimed as confidential in the Field Test Report 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. 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 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. 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 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 is 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.

Page 1 of 2
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Monsanto ID:  2000-181XRAB

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, an observation 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.

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.

Page 2 of 2
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CBI-DELETED

2000 Wheat Field Test Report
USDA #00-059-02n Monsanto #2000-181XRAB

October 31, 2002

Biotech Field Compliance Team
Monsanto Company

Location County State
2147303606 Cass ND
2147303607 Cass ND

Cass County/ND (2147303606)

Planting Date:  05/08/2000

Harvest Date:  08/14/2000

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]

Monitoring for Volunteer Plants: [CBI-Deleted]

Planting Date:  05/09/2000

Harvest Date:  08/18/2000

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

Purpose of Field Trial: [CBI-Deleted]

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

USDA# 00-059-02n Page | of 2 Monsanto #2000-181 XRAB
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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]

Monitoring for Volunteer Plants: [CBI-Deleted]

Cass County/ND (2147303607)

Planting Date:  05/09/2000

Harvest Date:  08/14/2000

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]

Monitoring for Volunteer Plants: [CBI-Deleted]

Additional Comments: [CBI-Deleted]

USDA# 00-059-02n Page 2 of 2 Monsanto #2000-18 | XRAB
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3/06/00 7:20 am Notification Tracking Sheet

Bp number: 00-059-07n

App number: 2000-188XRAB Begin movement: 3/25/00
Received: 2/28/00 End movement : 3/24/01
Institution: Monsanto Begin release: 3/25/00
Recipient: Wheat End release: 3/24/01
Status: Pending Acre: 20.00
Effective date: 3/29/00 CBI status: CBI
Phenotype : HT - Glyphosate tolerant

Comments :

Resp person:
Parsed name:

Addressl: onsanto Company
Address2: 700 Chesterfield Parkway N.
Address3:
Address4:
City/State/Zip:Chesterfield, MO 63198
Telephone: 636-737-6032 Fax: 636-737-7085
Initial Date
1 [V( Assign Bp number and initial data entry [ OJGt) 1 [3J®/20d0
2 | Review by biotechnologist [_ﬁi@f}# J* [B’Q,/oa o
A ] /\./,‘" e
3. [bI/;etter of notification to State I C(-EX [ KX 1 [ 3/,0Q)cﬂ*
4. [ ] State response
0/d Loc Site Reg
Interstate *Dest*ID * *WR ok [ 1 [ 1
Interstate *Dest*KS * *SCR * [ 1 [ 1
Interstate *Qrig*ID * *WR
Interstate *Qrig*KS * *SCR *
Release * *ID * 4*WR * [ ] [ ]
| 1
5. [Vl Enter genes into database [th&) ] [/6]A0e)
6. [bY/ Letter of(apkpqwledgement/denial/withdraw [f’/?( 1 [TV'UVQ( 1*
7. (LY Enter final data into database K& [f%lﬁfﬂil

OR120018_BR_005904




MONSANTO
Food « Health - Hope

CONFIDENTIAL

Monsanto Reference ID
2000-188XRAB

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

Riverdale, MD 27037
00-059-07n

1. USDA Reference Number

2. Applicant Reference Number 2000-188XRAB
3. Applicant/Responsible Party

phone [
FAX 636/737-7085

MonsaNTO COMPANY

700 CHESTERFIELD PARKWAY NORTH
ST. Louts, MISSOURI 63198

PHONE (314) 694-1000

http:/ /www.monsanto.com

February 24, 2000

Monsanto Company EMail monsanto.com

700 Chesterfield Parkway North
St. Louis MO 63198

4. Duration of Introduction

Interstate Movement and Release March 25, 2000

5. Recipient
Wheat, Triticum aestivum

6. Regulated Article

Phenotypic Category: HT

Phenotype: Glyphosate Tolerant

Cultivar/Variety Bobwhite

Page 1 of 10
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Monsanto Reference ID
2000-188XRAB

designation of transformed line: 33391

Constructs: PV-TXGT10

GENE OF INTEREST
Promoter: CMoVa/I2 -- [

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
gsnolpyruvylshikimate-3-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.

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—enolpyruvylshikimate—3-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 10
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Monsanto Reference ID
2000-188XRAB

designation of transformed line: 33512

Constructs: PV-TXGT12

GENE OF INTEREST

m- | (b)(4) csl
CBI
Terminator: NOS 3'-- A 3' non-translated region of the nopaline synthase gene of Agrobacterium
tumefaciens T-DNA.
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.
CBI

Terminator: M1 -- |

Page 3of 10
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Monsanto Reference ID
2000-188XRAB

7. Mode of Transformation Disarmed Agrobacterium tumefaciens

8. Introduction Interstate Movement and Release

Ship up to 3600 pounds of wheat seed to and from each location.

ORIGIN: DESTINATION:
ID, KS ID, KS
Ship From:

ID
'[assia County/Province, ID, USA

CON] (b) (4). (b) (6). (b) (7)(C) , ID, 83301,
USA
]1-CBlI

% (b) (4) Twin Falls County/Province, 1D} b) (4)[T-IN

| Bingham
County/Province, 1D,
(b) (4). (b) (6). (b) (7)(C) .ID-

Page 4of 10

OR120018_BR_005908



Monsanto Reference ID
2000-188XRAB

y (b) (4) anyon County/Province, ID, USA

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

i (1\ ) ( -l ) Minndoka County/Province, 1D, USA
Sg (b) (4), (b) (6), (b) (7)(C) lD,-
]1-CBI
KS
(b) (4) Sedgwick County/Province, KS S USA

(b) (4). (b) (6). (b) (7)(C) ID,-

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

(b) ((C)

Page 5 of 10
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Monsanto Reference ID
2000-188XRAB

]- CBI
Fingham
County/Province, ID, USA

[070) (b) (4). (b) (6). (b) (7)) ID,-

USA

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

WIOGEVIOVINI@®

Page 6 of 10
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Monsanto Reference ID
2000-188XRAB

KS
* (b) (4) Sedgwick County/Province, KS,[{SJREIIUSA
(030) (b) (4). (b) (6), (b) (7)(C) ID
con N
]1-CBI
Page 7 of 10
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Monsanto Reference ID
2000-188XRAB

Release Site:

NUMBER OF STATES/TERRITORIES AND SITES:
ID (4)

]1-CBI

(b) @) Bingham

]-CBI
[ ( b ) ( 4 ) Minndoka County/Province, ID, USA, 5 acres.
E R a (b) (4). (b) (6). (b) (7)(C)
HOG6HOOR o
]-CBI
[ ( b ) ( 4 ) Canyon County/Province, ID, USA, 5 acres.
Page 8 of 10
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Monsanto Reference ID
2000-188XRAB

E ESE
ID, USA

]1-CBI

Page 9 of 10
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MONSANTO
Food + Health + Hope

MonsANTO COMPANY

G S £ e B peeie,  mw oA =
£ g "% [‘)é‘f‘méﬁ‘} § M § é’ fgz ﬁ 700 CHESTERFIELD PARKWAY NORTH
g‘_#g:{g‘ & 1% Y f Bt B £ B # ﬁ“’gg‘ R— S1. Louts, MiISSOURI 63198
PHONE (314) 694-1000

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

2000-188XRAB

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 gyr kn e e are any changes, we will contact APHIS.

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

Monsanto Company
February 24, 2000
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Monsanto ID: 2000-188XRAB

CONFIDENTIAL BUSINESS INFORMATION JUSTIFICATION

The information claimed as confidential within this application consists of donor organisms and gene
descriptions. The gene description (referred to as vector components) category includes the names and
information about genes and their expressed traits, promoters and terminators (stop signal).

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. 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.

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

OR120018_BR_005915
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Monsanto ID: 2000-188XRAB

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 freating 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 agricultural biotechnology 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 various research
facilities.

The uniqueness of this product 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 the terminator. 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, but are not limited to companies such: Novartis, Agrevo, Xeneca and
DuPont.

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.

! 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 protection from disclosure.

OR120018_BR_005916
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Monsanto ID: 2000-188BXRAB

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.

Names And Information About Genes, Promoters, Terminators And Expressed Traits

The release of information about the genes, promoters and terminators 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 some of 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 Organisms

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 ftrait.

The identity of the donor organisms have been incorporated in the description for each of the components

of the vector for the product subject to this justification 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 identity |
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.

Identification Of Physical Site And Release Location

The identity of the physical site and release locations have been claimed confidential by Monsanto.
Disclosure of this information would reveal precise shipping locations and field testing facilities to
environmental activists. The destruction of this valuable technology could substantially put at risk the
safety of Monsanto’s cooperators and jeopardize the expense and time intensive effort by 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.
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Monsanto ID: 2000-188XRAB

CONFIDENTIAL BUSINESS INFORMATION JUSTIFICATION

The information claimed as confidential within this application consists of donor organisms and gene
descriptions. The gene description (referred to as vector components) category includes the names and
information about genes and their expressed traits, promoters and terminators (stop signal).

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. 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.

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
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Monsanto ID: 2000-188XRAB

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 agricultural biotechnology 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 various research
facilities.

The uniqueness of this product 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 the terminator. 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, but are not limited to companies such: Novartis, Agrevo, Xeneca and
DuPont.

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.

! 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 protection from disclosure.
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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.

Names And Information About Genes, Promoters, Terminators And Expressed Traits

The release of information about the genes, promoters and terminators 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 some of 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 Organisms

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 incorporated in the description for each of the components
of the vector for the product subject to this justification 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 identity
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.

Identification Of Physical Site And Release Location

The identity of the physical site and release locations have been claimed confidential by Monsanto.
Disclosure of this information would reveal precise shipping locations and field testing facilities to
environmental activists. The destruction of this valuable technology could substantially put at risk the
safety of Monsanto’s cooperators and jeopardize the expense and time intensive effort by 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.
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MONSANTO
Food « Health « Hope

MonsAaNTO COMPANY

700 CHESTERFIELD PARKWAY NORTH
St. Louis, MissouRri 63198

PHONE (314) 694-1000

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

2000-188XRAB

Permit Unit February 24, 2000

USDA, APHIS, PPQ, BSS
4700 River Rd.

Riverdale, MD 27037
00-059-07n

1. USDA Reference Number

2. Applicant Reference Number 2000-188XRAB
3. Applicant/Responsible Party

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 March 25, 2000 MaRLh 24, vool

5. Recipient
Wheat, Triticum aestivum

6. Regulated Article
Phenotypic Category: HT

Phenotype: Glyphosate Tolerant

Cultivar/Variety Bobwhite

Page 1 of 10
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Monsanto Reference ID
2000-188XRAB

designation of transformed line: 33391

Constructs: PV-TXGT10

GENE OF INTEREST

Promoter: CMoVa/I2--[ CBI Deleted ] cBl

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
%-gzolpyruvylshlklmate-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.

GENE OF INTEREST

Promoter: CMP3/I5--[ CBI Deleted ] 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
g—gnolpyruvy!shikimate-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 10
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Monsanto Reference ID
2000-188XRAB

designation of transformed line: 33512

Constructs: PV-TXGT12

GENE OF INTEREST
Promoter: CMP 3/15--[ CBI Deleted ] cBI

Gene: CTP7-CP4--[ CBIDeleted | cBI

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

Promoter: MP4--[ CBI Deleted ] 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: M1 --[ CBI Deleted ] CBI

Page 3 of 10
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7. Mode of Transformation Disarmed Agrobacterium tumefaciens

8. Introduction Interstate Movement and Release

Ship up to 3600 pounds of wheat seed to and from each location.

ORIGIN: DESTINATION:
ID, KS ID, KS
Ship From:
ID

[ CBIDeleted ]--*Cassia County/Province, ID, USA

[ CBIlDeleted ]--*Twin Falls County/Province, ID, USA

[ CBIlDeleted ]--*Bingham County/Province, ID, USA

Page 4 of 10
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2000-188XRAB

[ CBIDeleted ]--*Canyon County/Province, ID, USA

[ CBIDeleted ]--*Minndoka County/Province, ID, USA

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

Ship To:

ID
[ CBIDeleted ]--*Cassia County/Province, ID, USA

Page 5 of 10
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Monsanto Reference ID
2000-188XRAB

[ CBlDeleted 1]--*Twin Falls County/Province, ID, USA

[ CBIDeleted ]--*Bingham County/Province, ID, USA

[ CBiDeleted ]--*Canyon County/Province, ID, USA

[ CBIlDeleted ]--*Minndoka County/Province, ID, USA

Page 6 of 10
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Monsanto Reference ID
2000-188XRAB

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

Page 7 of 10
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Monsanto Reference ID
2000-188XRAB

Release Site:
NUMBER OF STATES/TERRITORIES AND SITES:
ID (4)

1D
[ CBIDeleted ]-- Cassia County/Province, ID, USA, 5 acres

[ CBIDeleted ] --Bingham County/Province, ID, USA, 5 acres

[ CBIDeleted ]--Minndoka County/Province, ID, USA, 5 acres

[ CBIDeleted ] -- Canyon County/Province, ID, USA, 5 acres

Page 8 of 10
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MONSANTO
Food + Health + Hope

MonNsSANTO COMPAN)

700 CHESTERFIELD PARKWAY NORTH

S1. Lours, MiIsSOUR! 63198

PHONE (314) 694-1000
http:/ /www.monsanto.c
Monsanto Reference ID weE RS
2000-188XRAB

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
February 24, 2000
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MONSANTO
Food - Health - Hope

MONSANTO COMPANY

é:fgg ﬁ r}-‘ ﬁm 5%‘ ;? gﬁ 700 CHESTERFIELD PARKWAY NORTH
Ll ] g | ] 4
3 > gﬁ: sz i3 ST. Lous, MiSsOuRI 63198

PHONE (314) 694-1000

http:/ /www.monsanta.com

Monsanto Reference ID
2000-188XRAB

Permit Unit February 24, 2000

USDA, APHIS, PPQ, BSS
4700 River Rd.

Riverdale, MD 27037
00-059-07n

1. USDA Reference Number

2. Applicant Reference Number 2000-188XRAB
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 Release March 25, 2000 MaReh 24, 200l

5. Recipient
Wheat, Triticum aestivum

6. Regulated Article

Phenotypic Category: HT

Phenotype: Glyphosate Tolerant

Cultivar/Variety Bobwhite

Page 10f 10
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Monsanto Reference ID
2000-188XRAB

designation of transformed line: 33391

Constructs: PV-TXGT10

GENE OF INTEREST
Promoter: CMoVa/I2 -[ CBIlDeleted ]

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-gnolpyruvylshikimate—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.

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-terminal
g—gnolpyruvylshikimate-a-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 10
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Monsanto Reference ID
2000-188XRAB

designation of transformed line: 33512

Constructs: PV-TXGT12

GENE OF INTEREST
Promoter: CMP 3/i5--[  CBI Deleted | CBI

Gene: CTP7-CP4--[ GBIl Deleted ] CBI

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

Promoter: MP4--[  CBI Deleted ] cBl

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
Eé-gnolpyruvylshikirnate-B-phosphate synthase gene (CP4) from an Agrobacterium species, strain

4,

Terminator: M1 --[  CBI Deleted ] cBl

Page 3 of 10
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Monsanto Reference ID
2000-188XRAB

7. Mode of Transformation Disarmed Agrobacterium tumefaciens

8. Introduction Interstate Movement and Release

Ship up to 3600 pounds of wheat seed to and from each location.

ORIGIN: DESTINATION:
ID, KS ID, KS
Ship From:
ID

[ CBIDeleted ] -- *Cassia County/Province, ID, USA

[ CBIDeleted ] - *Twin Falls County/Province, ID, USA

[ CBIDeleted ]-- *Bingham County/Province, ID, USA

Page 4 of 10
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Monsanto Reference ID
2000-188XRAB

[ CBIDeleted ]--*Canyon County/Province, ID, USA

[ CBIDeleted ]--*Minndoka County/Province, ID, USA

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

Ship To:
ID
[ CBIDeleted ]--*Cassia County/Province, ID, USA

Page 5 of 10
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Monsanto Reference ID
2000-188XRAB

[ CBIDeleted ]--*Twin Falls County/Province, ID, USA

[ CBiDeleted ]--*Bingham County/Province, ID, USA

[ CBIDeleted ]--*Canyon County/Province, ID, USA

[ CBlDeleted ]--*Minndoka County/Province, ID, USA

Page 6 of 10
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CBI-DELETED

Monsanto Reference ID
2000-188XRAB

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

Page 7 of 10
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CBI-DELE

Monsanto Reference ID
2000-188XRAB

Release Site:
NUMBER OF STATES/TERRITORIES AND SITES:
ID (4)

ID
[ CBI Deleted ]-- Cassia County/Province, ID, USA, 5 acres

[ CBI Deleted ]-- Bingham County/Province, ID, USA, 5 acres

[ CBI Deleted ]-- Minndoka County/Province, ID, USA, 5 acres

[ CBIDeleted ]--Canyon County/Province, ID, USA, 5 acres

Page 8 of 10
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2000-188XRAB
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MONSANTO
Food + Health - Hope

MonsanTo CoMPANY
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%{af 2 e éms by 7 Bvew Ax’* ST. Louis, Missouni 63198

PHONE (314) 694-1000

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

2000-188XRAB

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
- Radteces baia ocemany changes, we will contact APHIS.

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

Monsanto Company
February 24, 2000
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file copy

Dr. Rogelio R. Vega March 6, 2000
Divigion of Plant Industries

Idaho Department of Agriculture

2270 0l1ld Penitentiary Road

Boise, ID 83712

Dear Dr. Vega:
Enclosed is notification 00-059-07n 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 00-059-07n Applicant #: 2000-188XRAB
Received: February 28, 2000 Effective: March 29, 2000
Institution: Monsanto Recipient: Wheat
Interstate destination: ID KS

Release destination: iD

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,

Ja/ B, Diax tmaker

E. Dianne Hatmaker, Chief
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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Mr. Tom Sim IV, Administrator March 6, 2000
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 00-059-07n 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 00-059-07n Applicant #: 2000-188XRAB
Received: February 28, 2000 Effective: March 29, 2000
Institution: Monsanto Recipient: Wheat
Interstate destination: ID KS

Release destination: ID

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,

8/ B. Dianng i 1&:X8r

E. Dianne Hatmaker, Chief
Biotechnology Program Operations
Permits and Risk Assessments
Plant Protection and Quarantine

Enclosure

cc: D. DeWeese, PPQ, Jefferson City, MO

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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March 27, 2000

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 March 29, 2000.

Interstate movement and Release
Notification no. 00-059-07n (2000-188XRAB)
Regulated article - Wheat

Destinations - Idaho, Kansas

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. In addition, 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.

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

Sincerely,

E. Dianne Hatmaker, Chief
Biotechnology Program Operations
Scientific Services

Plant Protection and Quarantine

Enclosure

R. Vega, Idaho Dept. of Agric., Boise, ID

T. Sim, Kansas State Board of Agric., Topeka, KS
R. Stoaks, PPQ, WR, Sacramento, CA

D. DeWeese, PPQ, SCR, Jefferson City, MO

File number 00-059-07n
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Confirmation Report—Memory Send

Time : Mar-27-00 06:05pm

Tel line 1 :
Tel line 2 :
Name ;

Job number : 457

Date : Mar-27 06:01pm
To : 916367377085
Document Pages 0]

Start time : Mar-27 06:02pm
End time ¢ Mar-27 06:05pm
Pages sent 0

Job number . 457 *%% SEND SUCCESSFUL **:*

LIretec Swates ArnrTeas anes 4700 Fuwer Roaca
ny of Plant Heoann Rivarcdawe. MD 20737
Agncullure INspachon Sorviee

Maxrch 27, 2000

oOnsSanco TN,
700 Chescerfield Pkwy N
Se. ouis, MO 632198

Deax

Youyr nmorificacion xequest has been acknowladaged and may be @executed according co
7 CHFR 340.3 (c), Orrrecrive on or afcer Xacrcl: 39, 2000 .

INMCarsStCatce movemsnsE and Reloaso
Notificacion no. 00-05S9-07n (2000-188XRAB)
ragulaced @scrcicle - Wheao

Desctinacions - Idaho, Kansas

You must comply with the performance standards as scared in 7 CFR 340.3 (<) . You
oxr any of vour coopermator= who will be anvolwaed ain handling rthe yvyecgulared arcicles
muset be prepared with a writcten or verbal descriprion of the merhods ©to be

employed to meatc eanch parformance socandard Tn addicion. all packages=s musc be
clearly labeled as To conteaentc, and norafaicacion number must be promanently
dasplayecd on package

This @macknowledgmenrc does not aurhorize use of “"challenge oxganxsms” foxr field
cesc.

A copy of this lervter of acknowledgment will be sent toe the receiving Scace
Regularory Offacaals, and cthe Regional Program Managexs, (Bioccechnology) -

Sancexraely.,

B. Dianne Hauotmalkexr, Chaat
Bioctechnology Program Opexacionss
ScienTtiric Serxvices

FPlantc Proctection and Quarantine

Enclosure

1 —

R. Vega. ITdahoe Deape. of Agrxric., Boiseo, ID

T. Sim, Kansas Scate Board of Agraic.., Topeka, KS
R. Scoals, PPRPO. WR. Sacramencoe. CA

D. DPDeweese, PPQ, SCR, Jeffersmson City, MO
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2000 Wheat Field Trial Report
USDA # 00-059-07n Monsanto # 2000-188XRAB

(b) (6), (b) (7)(C)
June 8, 2000
Monsanto Company

Location County

Monsanto Company Cassia

Monsanto Company Bingham

Monsanto Company Minndoka (NOT PLANTED)
Monsanto Company Canyon (NOT PLANTED)

Cassia County, ID

Bingham Count

(b)(4)

OR1 2991 8_BR_005945
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: MONSANTO ___}

Food - Health - Hope

MonsanTO COMPANY

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

JUIy 25, 2000 http:/ /vww.monsanto.com

Ms. Dianne Hatmaker

Animal and Plant Health Inspection Services
Biotechnology and Scientific Services

4700 River Road, Unit 147

Riverdale, MD

Dear Ms. Hatmaker;

The following wheat sites for release have been canceled.

USDA# 00-040-09n, Monsanto # 2000-97XRAB

Heppner Morrow County, OR (b) (4)

Lincoln County, OR

rail County ND

Thompson County,_N'D -
USDA # 00-054-06n. Monsanto # 2000-170XRAB

(b) (4)

(b) (4) Cass County ND
USDA # 00-0540n Monsanto # 2000-174XRAB

-alletin County, MT

USDA # 00-059-07n, Monsanto # 2000-188XRAB
Monsanto Company Monsanto Company
Rupert, Minndoka County, ID Nampa, Canyon County ID

If you need further information, please contact me atm
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MONSANTO '
Food + Health - Hope g

MoNSANTO COMPANY

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

http:/ /www.monsanto.com

cc J. Griesbach, Oregon Dept. of Agriculture, Salem, OR
D. Nelson, North Dakota Dept. of Agriculture, Bismarck, ND
E. Gingerly, Montana Dept. of Agriculture, Helena, MT
F. Vega, Idaho Dept. of Agriculture, Boise, ID
R. Stoaks, USDA, APHIS, Sacramento, CA
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USDA # 00-059-07n

Location
Site 1
Site 2
Site 3
Site 4

Cassia County, ID - Site 1

CONFIDENTIAL

2000 Wheat Field Trial Report

December 7, 2001

Biotech Field Compliance Team
Monsanto Company

County
Cassia
Bingham
Minndoka
Canyon

Monsanto # 2000-188XRAB

State

1D

1D

1D (NOT PLANTED)
ID (NOT PLANTED)

b) (4

Bingham County, ID — Site 2

USDA # 00-059-07n

OR12¢ea8! R 005949

Monsanto # 2000-188XRAB




CONFIDENTIAL

(b) (4)

USDA # 00-059-07n OR1 Qg@ggz_gpz_()%%o Monsanto # 2000-188XRAB




Monsantc ID: 2000-188XRAB

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. 1L.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 Assaciation v. Kleppe, 547 F.2d 673, 679 (D.C.Cir.
1976); Miami Herald Pub. Co. v. 11.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 Tight 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 & Drug_
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, such information is accorded protection from disclosure.
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Monsanto ID: 2000-188XRAB

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.

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.
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CBI-DELETED

2000 Wheat Field Trial Report
USDA # 00-059-07n Monsanto # 2000-188XRAB

December 7, 2001

Biotech Field Compliance Team
Monsanto Company

Location County State

Site 1 Cassia ID

Site 2 Bingham D

Site 3 Minndoka ID (NOT PLANTED)
Site 4 Canyon ID (NOT PLANTED)

Cassia County, ID — Site 1

Planting Date: April 7, 2000

Destruct/Harvest Date: July 27, 2000

Vector Constructs/Line Numbers Planted: PV-TXGT12, line 33512

Purpose of 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, Weediness, and Plant Stand Characteristics: [CBI
deleted]

Method of Devitalization or Final Disposition of Plot Area after Harvesting: [CBI deleted]
General Results of Field Trial: [CBI deleted]

Bingham County, ID — Site 2

Planting Date: April 11, 2000

Destruct Date: July 28, 2000
Vector Constructs/Line Numbers Planted: PV-TXGT12 line 33512

Purpose of 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, Weediness and Plant Stand Characteristics: [CBI
deleted]

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

General Results of Field Trial: [CBI deleted]
USDA # 00-059-07n OR1200281BHR 005953 Monsanto # 2000-188XRAB



USDA # 00-059-07n

CBI-DELETED

OR1201482 BR_005954

Monsanto # 2000-188XRAB



App number: 2000-164XRAB
Received: 3/02/00
Institution: Monsanto
Recipient: Wheat
Status: Pending

3/06/00 7:20 am

Effective date: 4/01/00

Phenotype:
Comments:
Resp person:
Parsed name:

S T

Begin movement :

End movement:

Begin release:

End release:

Acre:

CBI status:

HT - Glyphosate tolerant

3/31/00
3/31/01
3/31/00
3/31/01
20.00
CBI

Addressl: Monsanto Company
Address2: 700 Chesterfield Parkway N.
Address3:
Address4:
City/State/Zip; i MO 63198
Telephone: Fax 636-737-7085
Initial Date
S [\(/Assign Bp number and initial data entry [ GQ§L) 1 [BA@AQCXK)
2. [P ]/ieview by biotechnologist [ /\(/“/\K] * [ 3/5/52(/}{’}'0
= ) 7 N ol s
3. [\ Letter of notification to Statel/QZ} CX [#Q;f{) ] [;3///06”*
4, [ ] State response
0/d Loc Site Reg
Interstate *Dest*MN * *NER * [ ] [ ]
Interstate *Dest*MO * *SCR * [ ] [ ]
Interstate *Dest*ND * *SCR * [ 1 [ ]
Interstate *Dest*WA * *WR [ ] [ ]
Interstate *Orig*MN * *NER *
Interstate *Orig*MO * *SCR *
Interstate *Orig*ND * *SCR *
Interstate *Orig*WA * *WR *
Release * *MN ¥ 1*NER *
Release * *ND * 1*SCR *
591ease * *WA * 1*WR *
5. [/l Enter genes into database
6. [ Letter ofKécknowledgement/denial/withdraw
7. [ Y Enter final data into database
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MONSANTO
Food + Health « Hope
) MonsANTO COMPANY
. 1 700 CHESTERFIELD PARKWAY NORTH
St. Louts, MissouRr1 63198
PHONE (314) 694-1000
Monsanto Reference ID hitp:/ /www.monsanto.com
2000-164XRAB
USDA, APHIS, PPQ, BSS
4700 River Rd.
Riverdale, MD 27037
00-062-03n

1. USDA Reference Number

2. Applicant Reference Number 2000-164XRAB
3. Applicant/Responsible Party

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 March 31, 2000 - March 31, 2001

5. Recipient
Wheat, Triticum aestivum

6. Regulated Article

Phenotypic Category: HT

Phenotype: Glyphosate tolerant Glyphosate tolerant

Cultivar/Variety Bobwhite

Page 10of 8
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Monsanto Reference ID
2000-164XRAB

designation of transformed line: 33463, 33391

Constructs: PV-TXGT10

GENE OF INTEREST
Promoter: CMoVa/I2 --

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 2 of8
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Monsanto Reference ID
2000-164XRAB

designation of transformed line: 33512

Constructs: PV-TXGT12

GENE OF INTEREST

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: M1 --

Page 30f 8
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Monsanto Reference ID

2000-164XRAB

7. Mode of Transformation Disarmed Agrobacterium tumefaciens

8. Introduction Interstate Movement and Release

Ship up to 15,000 pounds of wheat seed to and from each location.

ORIGIN: DESTINATION:
MN, MO, ND, WA MN, MO, ND, WA
Ship From:

7)C)

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

{1')»;1»_{]'HH}}_\])\{—MQ MO-

Paged4of 8
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Monsanto Reference ID
2000-164XRAB

ND
4| (b)(4) cHenry County/Province, ND [{S)IEB]USA

[

]-CBI

WA
| (b)(4) Grant County/Province, WA [{S)I€S] USA

(b) (4). (b) (6). (b) (7)(C WA,-

Ship To:
MN

QF“_WM” County/Provinc,

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

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

Page 50f 8
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Monsanto Reference ID
2000-164XRAB

“ (b)(4) St. Louis County/Province, MO b)(4)

(b) (4). (b) (6). (b) (7XC MO-

ND
gl (b)4) McHenry County/Province, NCJ b)(4) T
o <

WA

(b)(4) Grant County/Province, WALRNES! USA

(b) (4). (b) (6). (b) (7)) WA,-

]-CBI

Page 6of 8
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Monsanto Reference ID
2000-164XRAB

Release Site:
NUMBER OF STATES/TERRITORIES AND SITES:
MN (1), ND (1), WA (1)

MN

S (b)(4) Wilkin County/Province,
MN, 5 acres.

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

WIGEVIONOIN@®

WA
(b)(4) Grant County/Province, WA, USA, 10 acres.

ESPONSIBLE PER SEARCHER:
WA USA S5 '

]-CBlI

Page 7of 8
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MONSANTO
Food « Health - Hope

MonNSANTO COMPANY
700 CHESTERFIELD PARKWAY NORTH
S1. Louis, MissOUR! 631908

PHONE (314) 694-1000
Monsanto Reference ID

2000-164XRAB

hitp:/ /www.monsanto.com

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
March 01, 2000
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Monsanto ID: 2000-164XRAB

CONFIDENTIAL BUSINESS INFORMATION JUSTIFICATION

The information claimed as confidential within this application consists of donor organisms and gene
descriptions. The gene description (referred to as vector components) category includes the names and
information about genes and their expressed traits, promoters and terminators (stop signal).

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. 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.

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

OR120018_BR_005964
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Monsanto ID: 2000-164XRAB

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 agricultural biotechnology 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 various research
facilities.

The uniqueness of this product 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 the terminator. 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, but are not limited to companies such: Novartis, Agrevo, Xeneca and
DuPont.

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.

! 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 1s accorded protection from disclosure.
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Monsanto ID: 2000-164XRAB

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.

Names And Information About Genes, Promoters, Terminators And Expressed Traits

The release of information about the genes, promoters and terminators 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 some of 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 Organisms

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 incorporated in the description for each of the components
of the vector for the product subject to this justification 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 identity
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.

Identification Of Physical Site And Release Location

The identity of the physical site and release locations have been claimed confidential by Monsanto.
Disclosure of this information would reveal precise shipping locations and field testing facilities to
environmental activists. The destruction of this valuable technology could substantially put at risk the
safety of Monsanto’s cooperators and jeopardize the expense and time intensive effort by 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.
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MONSANTO
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MonNsANTO COMPANY

700 CHESTERFIELD PARKWAY NORTH
St. Louts, MISSOURI 63198

PHONE (314) 694-1000

hitp://www.monsanto.com

Monsanto Reference ID
2000-164XRAB
Permit Unit March 01, 2000

USDA, APHIS, PPQ, BSS
4700 River Rd.

Riverdale, MD 27037
00-062-03n

1. USDA Reference Number

2. Applicant Reference Number 2000-164XRAB
3. Applicant/Responsible Party

rrone RN

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 March 31, 2000 - March 31, 2001

5. Recipient
Wheat, Triticum aestivum

6. Regulated Article

Phenotypic Category: HT

Phenotype: Glyphosate tolerant Glyphosate tolerant

Cultivar/Variety Bobwhite

Page 1 of 8
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Monsanto Reference ID
2000-164XRAB

designation of transformed line: 33463, 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
from the Arabidopsis thaliana EPSPS gene (CTP2), and the C-terminal
g-gnolpyruvylshikimateﬂ»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.

GENE OF INTEREST
Promoter: CMP3/I5--[ CBIl 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-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 20of 8
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Monsanto Reference ID
2000-164XRAB

designation of transformed line: 33512

Constructs: PV-TXGT12

GENE OF INTEREST
Promoter: CMP 3/I5--[ CBI Deleted ] cBl

Gene: CTP7-CP4--[ CBI Deleted ] cBl

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

GENE OF INTEREST
Promoter: MP4 --[ CBI Deleted ] cBl

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

Eé-enolpyruvylshikimate-3-phosphate synthase gene (CP4) from an Agrobacterium species, strain
P4.

Terminator: M1--[ CBI Deleted ] cBl
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Monsanto Reference ID
2000-164XRAB

7. Mode of Transformation Disarmed Agrobacterium tumefaciens

8. Introduction Interstate Movement and Release

Ship up to 15,000 pounds of wheat seed to and from each location.

ORIGIN: DESTINATION:
MN, MO, ND, WA MN, MO, ND, WA
Ship From:
MN

[ CBI Deleted ] --*Wilkin County/Province, MN

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

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

Page 4 of 8

OR120018_BR_005970



Monsanto Reference ID
2000-164XRAB

ND
[ CBIDeleted ]--*McHenry County/Province, ND, USA

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

Ship To:

MN
[ CBIDeleted ] --*Wilkin County/Province, MN

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

Page 50f 8

OR120018_BR_005971




Monsanto Reference ID
2000-164XRAB

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

ND
[ CBI Deleted ]--*McHenry County/Province, ND, USA

WA
[ CBIDeleted ]--*Grant County/Province, WA, USA
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Monsanto Reference ID
2000-164XRAB

Release Site:
NUMBER OF STATES/TERRITORIES AND SITES:
MN (1), ND (1), WA (1)

MN
[ CBI Deleted ] -- Wilkin County/Province, MN, 5 acres

ND
[ CBIDeleted ]--McHenry County/Province, ND, USA, 5 acres

WA
[ CBIDeleted ] -- Grant County/Province, WA, USA, 10 acres
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MonsaANTO COMPANY

700 CHESTERFIELD PARKWAY NORTH
St. Louis, Missouri 63198

PHONE (314) 694-t000

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

2000-164XRAB

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
March 01, 2000
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MoNSANTO COMPANY
700 CHESTERFIELD PARKWAY NORTH

S1. Louis, Missouri 63198
PHONE (314) 694-1000
http:/ /www.monsanto.com

Monsanto Reference ID
2000-164XRAB

Permit Unit March 01, 2000
USDA, APHIS, PPQ, BSS
4700 River Rd.

Riverdale, MD 27037
00-062-03n

1. USDA Reference Number

2. Applicant Reference Number 2000-164XRAB
3. Applicant/Responsible Party

rrove R
FAX

Monsanto Company EMail monsanto.com
700 Chesterfield Parkway North
St. Louis MO 63198

4. Duration of Introduction

Interstate Movement and Release March 31, 2000 - March 31, 2001

5. Recipient
Wheat, Triticum aestivum

6. Regulated Article

Phenotypic Category: HT

Phenotype: Glyphosate tolerant Glyphosate tolerant

Cultivar/Variety Bobwhite
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Monsanto Reference ID
2000-164XRAB

designation of transformed line: 33463, 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
from the Arabidopsis thaliana EPSPS gene (CTP2), and the C-terminal
- 2 yruvylshikimate-3-phosphate synthase gene (CP4) from an Agrobacterium species, strain:
» gl

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-terminal
(Sz-gzglpynmylshikimate-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.
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Monsanto Reference ID
2000-164XRAB

designation of transformed line: 33512

Constructs: PV-TXGT12

GENE OF INTEREST
Promoter: CMP 3/15--[ CBI Deleted ] csl

Gene: CTP7-CP4--[ CBI Deleted ] ;:.CD/

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

GENE OF INTEREST
Promoter: MP4 --[ CBI De