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App number: 2001-72XRAB Begin movement: 2/09/01
Received: 1/16/01 End movement : 2/09/02
Institution: Monsanto Begin release: 2/09/01
Recipient: Wheat End release: 2/09/02
Status: Pending Acre: 10.00
Effective date: 2/15/01 CBI status: CBI
Phenotype: HT - Glyphosate tolerant

Comments:

Resp person:
Parsed name:

Addressl: onsanto Company

Address2: 700 Chesterfield Parkway N.
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MONSANTO
Food - Health - Hope

MonsANTO COMPANY

' # f , | - j 700 CHESTERFIELD Pkwy NORTH
¢ LW } \ 7 - j i ; . - CHESTERFIELD, MISSOURI 63198
PHONE (314) 694-1000

FAX (636) 737-708
Monsanto Reference ID (636) 737-7085

2001-72XRAB

http:/ /www.monsanto.com

Permit Unit January 10, 2001
USDA, APHIS, PPQ, BSS
4700 River Rd.

Riverdale, MD 27037
01-016-23n

1. USDA Reference Number
2. Applicant Reference Number 54001.72XRAB
3. Applicant/Responsible Party

Phone
FAX 636/737-7085

EMail -monsanto.com
Monsanto Company

700 Chesterfield Parkway North
St. Louis MO 63198
4. Duration of Introduction

Interstate Movement and Release February 09, 2001 - February 09, 2002

5. Recipient
Wheat, Triticum aestivum
6. Regulated Article

Phenotypic Category:
yp gory HT

Phenotype:
e Glyphosate tolerant

Cultivar/Variety Bobwhite
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Monsanto Reference ID
2001-72XRAB

designation of transformed line: 33391
Constructs: PV-TXGT10

GENE OF INTEREST
cBI

Promoter: CMoVa/l2 -- |

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

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

GENE OF INTEREST

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

vl

Terminator: NOS 8' -- A 3' non-translated region of the nopaline synthase gene of Agrobacterium
tumefaciens T-DNA.
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OR120018_BR_007015



Monsanto Reference ID
2001-72XRAB

7. Mode of Transformation Disarmed Agrobacterium tumefaciens

8. Introduction Interstate Movement and Release

Ship up to 4000 pounds of wheat seed to and from each location.

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

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

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

KS

I (b)(4) Sedgwick County/Province, KS (b)(4) [V

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

ks JIUsA.

MO

| () CO R . .. s County/Province. O [(DIED
u.s.

Gallatin County/Province, MT [{S)IES!

| MT,-

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

Page 3 of 7
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Monsanto Reference ID
2001-72XRAB

o WIC Gallatin County/Province, MT |EEAS)EIIN ) S A

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

]-CBI
Ship To:
HI

il ) Honolulu
County/Province, HI, U.S.A.

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

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

CT: , MO,
U.S.A R
]-CBI
MT
s | (b)(4) Gallatin County/Province, (b)) (4)
(b) (4). (b) (6). (b) (7)(C) MT,
]-CBI
Page 4 of 7

OR120018_BR_007017



Monsanto Reference ID
2001-72XRAB

Page 50f 7

(b) (4). (b) (6). (b) ((C)
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Monsanto Reference ID
2001-72XRAB

Release Site:

NUMBER OF STATES/TERRITORIES AND SITES:

MT (2)
MT
(N O N . i County/Province, MT, USA, 5 acres.
BESPONSIBLE PER CHER, (b) (4), (b) (6), (b) (7)(C)
]- CBI
)) \-L}» w}*; {O). \-‘,u (7

& rgus County/Province, MT, USA, 5 acres.

RESPONSIBLE PER | (b) (4), (b) (6), (b) (7)(C
Yl (D) (4). (b) (6). (b) (7)(C)

]- CBI

m
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MONSANTO ‘
Food + Health + Hope

MonsanTO COMPANY

g /"’) 'x ’."'&'1" ;“'\; ™R i y- 700 CHESTERFIELD PKWY NORTH
] F L poen | ] _'.;H" 3 i )] p X .
L '“"yj Wy 0L i g% § 94 4 CHESTERFIELD, MISSOURI 631908
PHONE (314) 694-1000
FAX (636) 737-7085

Monsanto Reference ID
http:/ /www.monsanto.com
2001-72XRAB

9. Certification

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

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

Monsanto Company

January 10, 2001

Page 7 of 7
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CONFIDENTIAL BUSINESS INFORMATION JUSTIFICATION

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

LEGAL BACKGROUND

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

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

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

Information on gene description and commercial development falls squarely within this definition, and is
the type of information accorded trade secret protection by the courts under Exemption 4 of the Freedom
of Information Act. It is well established that information on the formulation and chemistry of a product
should be treated as confidential for FOIA purposes. See, e.g., Anderson v. Dept. of Health & Human
Services, 907 F.2d 936 (10th Cir. 1990). This is exactly the type of information provided by each and
every subcategory listed above in the gene description category. Where, as in the case of the Monsanto
products subject to this FOIA request, the development time and costs of the product have been
substantial and the information can only be obtained by competitors at considerable cost, disclosure is
prohibited. Greenberg v. Food and Drug Administration, 803 F.2d at [213, 1216-1218 (D.C. Cir. 1986);
Worthington Compressors, Inc. v. Costie, 622 F.2d 45, 51-52 (D.C.Cir. 1981). The existence of
confidentiality agreements binding employees not to reveal the information is another factor considered
by the courts. Greenberg v. FDA, 803 F.2d at 1216-1218.
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CBI Justification
Notification 2001-71XRAB
Page 2

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

GENE DESCRIPTION

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

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

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

A In a case recently decided by the U.S. Court of Appeals for the District of Columbia Circuit,
Critical Mass Energy Project v. NRC, No. 90-5120, August 21, 1992, the court determined that
information given to the government voluntarily will be treated as confidential under Exemption
4 if such information is of the kind that the provider would not customarily make available to the
public. To the extent any references and other information in the Monsanto applications were
submitted voluntarily, such information is accorded protection from disclosure.
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CBI Justification
Notification 2001-71XRAB
Page 3

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

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

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

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

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

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

OR120018_BR_007023



CBI Justification
Notification 2001-71XRAB
Page 4

NAMES AND INFORMATION ABOUT GENES, PROMOTERS AND
EXPRESSED TRAITS

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

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

IDENTITY AND CHARACTERISTICS OF DONOR ORGANISM

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

The identity of the donor organisms have been claimed as confidential by Monsanto because the
disclosure of this information will essentially reveal to Monsanto's competitors the nature of the genes
for the expressed traits. Likewise, information on the characteristics of the donor organisms and the
source of the characterization of the donor will reveal directly or with little difficulty the identify of the
donor organism. With this information in hand, even without information on the other components of the
vector, Monsanto's competitors will be accorded a tremendous advantage in their search for competitive
products, and will be able to unfairly take advantage of the expensive and time intensive effort by
Monsanto to identify this donor as the most suitable organism for providing the genetic information
necessary to best express the desired traits.
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MONSANTO |3
Food + Health - Hope

MonsanTo ComMPANY

Py =y : ?‘"" o 4 700 CHESTERFIELD PKwy NORTH
§ 8}_‘.:&{:}5} o,rul 7 ~‘zll . CHESTERFIELD, MISSOURI 63198
7 & F ¥ Swey Poowa .g.w L
PHONE (314) 694-1000
FAX (636) 737-7085
Monsanto Reference ID http:/ /www.monsanto.com

2001-72XRAB

Permit Unit January 10, 2001
USDA, APHIS, PPQ, BSS

4700 River Rd.

Riverdale, MD 27037
01-016-23n

1. USDA Reference Number
2. Applicant Reference Number 5401.72XRAB

3. Applicant/Responsible Party

FAX 636/737-7085
monsanto.com

EMail

Monsanto Company

700 Chesterfield Parkway North
St. Louis MO 63198

4. Duration of Introduction
Interstate Movement and Release February 09, 2001 - February 09, 2002

5. Recipient
Wheat, Triticum aestivum
6. Regulated Article

Phenotypic Category:
yp gory HT

Phenotype:
Glyphosate tolerant

Cultivar/Variety Bobwhite

Page 10t 7

OR120018_BR_007025




Monsanto Reference ID
2001-72XRAB

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
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: CMP3/15 [  CBI Deleted ] csi

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

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

Page 2 of 7
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Monsanto Reference ID

2001-72XRAB
7. Mode of Transformation Disarmed Agrobacterium tumefaciens
8. Introduction Interstate Movement and Release

Ship up to 4000 pounds of wheat seed to and from each location.

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

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

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

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

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

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

Page 3 of 7
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Monsanto Reference ID
2001-72XRAB

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

Ship To:

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

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

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

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

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

Page 4 of 7
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Monsanto Reference ID
2001-72XRAB

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

Page 5 of 7
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Monsanto Reference ID
2001-72XRAB

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

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

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

Page 6 of 7
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MONSANTO
Food + Health + Hope

MonsaNTO COMPANY

‘mﬁ 5 / j'? ”. - 700 CHESTERFIELD PkwY NORTH
o S 2 - f‘ Zj CHESTERFIELD, MISSOURI 63198
PHONE (314) 694-1000

FAX (636 185
Monsanto Reference ID (636) 737-7085

2001-72XRAB

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
Yalal~ bace acaany changes, we will contact APHIS.

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

Monsanto Company

January 10, 2001

Page 7 of 7
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MONSANTO
Food + Health « Hope

MonsANTO COMPANY

700 CHESTERFIELD Pxwy NORTH

CB;—DEL E TED CHESTERFIELD, MISSOURI 63198

PHONE (314) 694-1000
FAX (636) 737-7085
Monsanto Reference ID http:/ /www.monsanto.com
2001-72XRAB

Permit Unit January 10, 2001
USDA, APHIS, PPQ, BSS
4700 River Rd.

Riverdale, MD 27037
01-016-23n

1. USDA Reference Number
2. Applicant Reference Number 50951.70XRAB

3. Applicant/Responsible Party

Phone
FAX 636/737-7085
EMail monsanto.com

Monsanto Company

700 Chesterfield Parkway North

St. Loui MO

RUEB 63198
4. Duration of Introduction
Interstate Movement and Release FeDruary 09. 2001 - February 09. 2002

5. Recipient
Wheat, Triticum aestivum
6. Regulated Article

Phenotypic Category:
yp gory HT

Phenotype:
Glyphosate tolerant

Cultivar/Variety Bobwhite

Page 10t 7
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Monsanto Reference ID
2001-72XRAB

designation of transfi d line:
esignation of transformed line 33391

Constructs: PV-TXGT10
GENE OF INTEREST

Promoter: CMoVa/l2 [ CBI Deleted ] GBI
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-8-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
cBl

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—gnolpymvylshikimate-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 2ol 7
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Monsanto Reference ID
2001-72XRAB

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

Ship up to 4000 pounds of wheat seed to and from each location.

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

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

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

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

MT
[ CBI Deleted ] -- *Gallatin County/Province, MT

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

Page 3ol 7
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Monsanto Reference ID

2001-72XRAB

[ CBI Deleted
Ship To:
Hi
[ CBI Deleted
KS
[ CBI Deleted
MO
[ CBI Deleted
MT
[ CBI Deleted
[ CBI Deleted
Paged ol 7

] -- *Fergus County/Province, MT, USA

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

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

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

] -- *Gallatin County/Province, MT

] -- *Gallatin County/Province, MT, USA
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Monsanto Reference ID
2001-72XRAB

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

Page 5of 7
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Monsanto Reference ID
2001-72XRAB

Release Site:

NUMBER OF STATES/TERRITORIES AND SITES:

MT (2)

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

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

Page 6 ol 7
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MONSANTO
/'nm/ > ”(‘d/lh ® H()p(‘

MoONSANTO COMPANY

f‘ ;:i 700 CHESTERFIELD Pkwy NORTH
mes
P | Sl SR | (S CHESTERFIELD, MISSOURI 63198
PHONE (314) 694-1000

FAX (636) 737-7085
Monsanto Reference ID

2001-72XRAB

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.

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

Monsanto Company

January 10, 2001

Page 7 ol 7
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file copy

Mr. Myron Isherwood Jr., Manager January 17, 2001
Plant Quarantine Branch

Hawaii Department of Agriculture

701 Ilalo Street

Honolulu, HI 96813

Dear Mr. Isherwood Jr.:
Enclosed is notification 01-016-23n for your review. The information has been

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

Bp number 01-016-23n Applicant #: 2001-72XRAB
Received: January 16, 2001 Effective: February 15, 2001
Institution: Monsanto Recipient: Wheat

Interstate destination: HI KS MO MT

Release destination: MT

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

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

Sincerely,

[S|

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

Plant Protection and Quarantine

Enclosure

cc: R. Stoaks, PPQ, Sacramento, CA

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

Name of State official:

Signature:

Date:

State: Rptloc01/R4
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file copy

Mr. Tom Sim IV, Administrator January 17, 2001
Plant Protection and Weed Control Section

Kansas State Board of Agriculture

901 S. Kansas Avenue

Topeka, KS 66612-1281

Dear Mr. Sim IV:
Enclosed is notification 01-016-23n for your review. The information has been

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

Bp number 01-016-23n Applicant #: 2001-72XRAB
Received: January 16, 2001 Effective: February 15, 2001
Institution: Monsanto Recipient: Wheat

Interstate destination: HI KS MO MT

Release destination: MT

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

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

Sincerely,

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

Plant Protection and Quarantine

Enclosure

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

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

Name of State official:

Signature:

Date:

State: Rptloc0l1l/R4

OR120018_BR_007040




file copy

Mr. Michael Brown January 17, 2001
Plant Industries Division

Missouri Department of Agriculture

1616 Missouri Boulevard

Jefferson City, MO 65102

Dear Mr. Brown:
Enclosed is notification 01-016-23n for your review. The information has been

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

Bp number 01-016-23n Applicant #: 2001-72XRAB
Received: January 16, 2001 Effective: February 15, 2001
Institution: Monsanto Recipient: Wheat

Interstate destination: HI KS MO MT

Release destination: MT

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

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

Sincerely,

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

Plant Protection and Quarantine

Enclosure

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

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

Name of State official:

Signature:

Date:

State: Rptloc0l1l/R4

OR120018_BR_007041



file copy

Vacant , Administrator '~ January 17, 2001
Agriculture Sciences Division
Montana Department of Agriculture
P.O. Box 200201
Helena, MT 59620-0201

Dear
Enclosed is notification 01-016-23n for your review. The information has been

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

Bp number 01-016-23n Applicant #: 2001-72XRAB
Received: January 16, 2001 Effective: February 15, 2001
Institution: Monsanto Recipient: Wheat

Interstate destination: HI KS MO MT

Release destination: MT

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

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

Sincerely,

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

Plant Protection and Quarantine

Enclosure

cc: R. Stoaks, PPQ, Sacramento, CA

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

Name of State official:

Signature:

Date:

State: Rptloc01/R4

OR120018_BR_007042



Feh 15 81 10:21p HAWAII STATE AG 0GG 877-8771 Pp."7

Unilea Siates Animal and 47C0 River Road
Deparirant of Plant Health Rivercala, MD 20737
Agncuiturg Inapacticn Servica '

Mr. Myron Isherwood Jr., Manager - January 17, 2001
Plant Quarantine Branch

Hawaii Department of Agriculture

701 Ilalo Street

Honolulu, HI 96813

Dear Mr. Isherwood Jrx.:

Enclosed is notification 01-016-23n for your review. The information ‘has been
reviewed and it has been determined that the request meets the eligibility
criteria and performance standards for notification under 7 CFR 340.3 (c) .

Bp number 01-016-23n Applicant #: 2001-72XRAR
Received: January 16, 2001 Effective: February 15, 2001
Institution: Monsanto Recipient: Wheat

Interstate destination: HI KS MO MT

Release destination: MT

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

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

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

Plant Protection and Quarantine

Enclosure

cc: R. Stoaks, PPQ, Sacramento, CA

STATE RESPONSE TO NOTIFICATION

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

Hawaii Dept. of Aﬁrlculture 701 Ilalo St., Honolulu, HI 96813.
State DOES NOT CUR and offers the following reasons:

Name of State 1 . ada

Signature:

Date: 15 Februatry 2001 .

\os

State: Hawaii : Rptloc01l /R4 -

%gf;g APHLS - Protacung Amancan Agncultung Equal Ceponunity Employar
OR120018__ BR 007043



Uniled Siates

Animal and 4700 River Road
Depariment of Plant Haaim Rivercala, MR 20737
Agncultues Inspsciicn Sarvica
Mr. Michael Brown Fag January 17, 2001

Plant Industries Diviegion
Missouri Department of Agriculture
1616 Migpgouri Boulevard

Jeffergon City, MO 65102

Dear Mr. Brown:

Enclosed is notification 01-016-23n for your raview. The information'has beéen
reviewed and it has been determined that the request meets the eligibility
criteria and performance standarde for notification under 7 CFR 340.32 (c).

Bp numbez 01-016-23n Applicant #: 2001-72XRAB
Received: January 16, 2001 Effective: February 15, 2001
Ingtitution: Monsganto Recipient: Wheat

Interstate destination: HT KS MO MT )

Releasgse desgtination: MT

Should you have comments, please respond either by telephone (301) 734-5787
or by facpimilie (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.

Sincerél

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

Plant Protection and Quarantine

Enclosgure

cc: R. Elliston, PPQ, Fort Colline, €O

STATE RESPONSE TO NOTIFICATION
2;} State concursg with APHIS determination.

State DOES NOT CONCUR an

offgrs the @ollowing reasons:
(TR

Name of Sta

Signatura:

pate: | [ (©]

State: \"‘Q : Rptloc0l/R4.
WM-MWMWIM An Equsl Cpporuniry Empieyer

OR120018_BR_007044
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01/26/01 . FRI 07:50 FAX 406 444 7338 MT DEPT AGRIC/ASD doo1

Uniled Siates Animat and 4700 River Road
Ceparsment of . Plant Haealth Rivaraala, MD 20737
Agnculiurg Inggaction Sarvica g
Vacant , Administrator : ) January 17, 2001

Agriculture Sciences Division
Montana Departmeat of Agriculture
P.O. Box 200201

Helena, MT 58620-0201

Dear :

Enclosed is notification 01-016-23n for your review. The information has been
reviewed and it has been detexmined that the request maets the eligibility
criteria and performance standards for notification under 7 CFR 340.3 (o).

Bp number 01-016-23n Applicant #: 2001~72XRARB
Received: January 16, 2001 Effective: February 15, 2001
Institution: Monganto Recipient: Wheat

Interstate destinatvion: HI KS MO MT ’

Release destination: MT

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

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

Sincerel

Mary dackson, Regulatory Spacialist
Biotechnology Program Operations
Permite and Risk Assesgments

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 offerg the following reasong:
Name of State official: Lovi Witham

Signature:

pate: | 20|01
State: /mf\/\(}\ Rptloc0l /R4

An Equal Coponiuniny Enploper 'u"?
OR120018_BR_007045



February 16, 2001

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

Dear

Your notification request has been acknowledged and may be executed according to
7 CFR 340.3(c), effective on or after February 16, 2001.

Interstate movement and Release

Notification no. 01-016-23n (2001-72XRAB)
Regulated article - Wheat

Destinations - Hawaii, Kansas, Missouri, Montana

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

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

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

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

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

Sincerely,
|81

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

Plant Protection and Quarantine

Enclosure
cc:

M. Isherwood, Hawaii Dept. of Agric., Honolulu, HI
T. Sim, Kansas State Board of Agric., Topeka, KS

OR120018_BR_007046



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

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

File number 01-016-23n

OR120018_BR_007047
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February 23, 2001

Monsanto Company
700 Chesterfield Parkway N.
St. Louis, MO 63198 A

Your motification request has been acknowledged and may be executed according
to 7 CPR 340.3(c), effective on or after March B, 2001.

Interstace movemsnt and Release
Notification no. 01-037-12n (2001-33SXRAB)
Regulated article - Wheat

Destirations - Montana, Washington

You must comply with the performance standards as stated in 7 CFR 340.3(¢).
You or any of vour cooperators who will be involved in handling the requiated
article must be prepared with a writtea or verbal Geseription of the methods
to be emploved to meet each performance standard. In addition, all packages
mist be clearly labeled as to contert, and notification number must be
prominently displayed on package.

This acknowledgmen: does not authorize use of “challenge orgznisms” for field
test.

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

Sincerely,

‘aYy Jackson, Regqulatory Specialist
Biotechnologyv Program Operations
Permits and Risk Assessments

Plant Protection and Quarartine

Enclosure
cc:
M. Bryson, Montana Dept. of Agric., Helena, M7

T. Wessels, Washington Dept. of Agric., Olympia, WA
R. Srtoaks, PPQ. SCR, WR, Sacramento, CA

6 APHES - Prowcting Amaricsn Agricafluse An Equat Oppartunry Empioyes

OR120018_BR_007048



CONFIDENTIAL

2001 Wheat Field Test Report
USDA #01-016-23n Monsanto #2001-72XRAB

October 2, 2002

Biotech Field Compliance Team
Monsanto Company

Location County State
2147303789 Gallatin County MT
2147303550 Fergus County MT

Gallatin County/MT (2147303789)

b)(4

USDA# 01-016-23n Page 1 of 3 Monsanto #2001-72XRAB
OR120018_BR_007049



(b)(4)

Fergus County/MT (2147303550

(b)(4)

USDA# 01-016-23n Page 2 of 3 Monsanto #2001-72XRAB
OR120018_BR_007050




USDA# 01-016-23n Page 3 of 3 Monsanto #2001-72XRAB
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- -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 Assaciation v. Morton, 498 F.2d 765, 770 (D.C.Cir.
1974); Gulf & Western Industries, Inc. v. 11.S., 615 F.2d 527, 530 (D.C.Cir. 1979).

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

injury. Id. at 530; National Parks & Conservation Association v. Kleppe, 547 F.2d 673, 679 (D.C.Cir.
1976); Miami Herald Pub. Co. v. ULS. 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. UL.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 grotecnon from disclosure.

OR120018_BR_007052



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_007053



CBI-DELETED

2001 Wheat Field Test Report
USDA #01-016-23n Monsanto #2001-72XRAB

October 2, 2002

Biotech Field Compliance Team
Monsanto Company

Location County State
2147303789 Gallatin County MT
2147303550 Fergus County MT

Gallatin County/MT (2147303789)

Planting Date:  04/23/2001

Destruct Date:  07/03/2001

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

Purpose of Field Trial: [CBI-Deleted]

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

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

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

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

Planting Date:  05/02/2001

Harvest Date:  08/31/2001

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

Purpose of Field Trial: [CBI-Deleted]

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

USDA# 01-016-23n Page 1 of 2 Monsanto #2001-72XRAB
OR120018_BR_007054




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]

Fergus County/MT (2147303550)

Planting Date:  04/19/2001

Harvest Date:  08/14/2001

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

Purpose of Field Trial: [CBI-Deleted]

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

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

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

Disposition of the harvested material: [CBI-Deleted]

Additional Comments: [CBI-Deleted]

USDA# 01-016-23n %& 20f2 Monsanto #2001-72XRAB

R_007055

Pa
OR12001



1/17/01 4:21 pm Notification Tracking Sheet

App number: 2001 -73XRAB Begin movement: 2/09/01
Received: 1/16/01 End movement: 2/09/02
Institution: Monsanto Begin release: 2/09/01
Recipient: Wheat End release: 2/09/02
Status: Pending Acre: 5.00
Effective date: 2/15/01 CBI status: CBI
Phenotype: HT - Glyphosate tolerant

Comments:

Resp person:

Parsed name:

Addressl: ompany

Address2: 700 Chesterfield Parkway N.

Address3:

Address4:

City/State/Zip:Chesterfield, MO 63198

Telephone : Fax: 636-737-7085
Initial Date

s [\/Assign Bp number and initial data entxy [ (Q @/) 1 tl /['] {Ol]

25 [“i Review by biotechnologist [ %{”ﬁ' 1% 17/ /3¢ 1«

3. [u{/Letter of notification to State| & ‘Qv¥ [ F\Kﬁ%) ] [/LQS/CN]*

4. [ ] State response

0/d Loc Site Reg

Interstate *Dest*HI * *WR ¥ [ 1 [ ]
Interstate *Dest*KS * *SCR * [ ] [ ]
Interstate *Dest*MO * *GCR * [ ] [ ]
Interstate *Degt*MT * *WR [ ] [ 1
Interstate *Orig*HI * *WR %
Interstate *Orig*KS * *SCR *
Interstate *Orig*MO * *SCR *
Interstate *Orig*MT * *WR %

* 1*WR  * [ ] [ 1

Release s *MT
‘ At

5. [|) ,Enter genes into database [iziégv/q [ ,{Fgﬂji]
6. [\/\‘/tter of Mdenial/withdraw [ 10] [&1“12/0/ 1%

vl wil Enter final data into database [ K{O] [d Q(Q/O/]

8. [ ] If deny, reason: Address incomplete, Signature mismatch,
Ph category, Phenotype, Gene, Donor, Marker,
Does not qualify

fovem fen Tanolemesd _CKS) olidd ymaf Meaperm
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Food - Health - Hope =

CONFIDENTIAL

Monsanto Reference ID
2001-73XRAB

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

Riverdale, MD 27037
01-016-24n

1. USDA Reference Number
2. Applicant Reference Number 5001.73XRAB

3. Applicant/Responsible Party

rone [

FAX 636/737-7085

Monsanto Company

700 Chesterfield Parkway North

St. Louis MO 63198

4. Duration of Introduction

Interstate Movement and Release February 09, 2001 - February 09, 2002

5. Recipient
Wheat, Triticum aestivum

6. Regulated Article

Phenotypic Category:
HT

Phenotype:
Glyphosate tolerant

Cultivar/Variety Bobwhite

Page 10t 6

OR120018_BR_007057

MONSANTO COMPANY

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

FAX (636) 737-7085

http:/ /www.monsanto.com

January 10, 2001

EMail monsanto.com



Monsanto Reference ID
2001-73XRAB

lesignation of transformed line:
designation of transformed line 33391

Constructs: PV-TXGT10

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.

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

Page 2 of 6

OR120018_BR_007058
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Monsanto Reference ID
2001-73XRAB

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

ship up to 4000 pounds of wheat seed to and from each location.

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

Honolulu
ounty/Province, HI, S.A.

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

C

b

Sedgwick County/Province, KS (b)(4) VST

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

MO

! (N [ C R . o County/Province, MO [(SNIEH)
u.s.

CONTACT:
USAM

]- CBI

MT

' F_veuowstone County/Province,
MT,

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

]- CBI

Page 3 of 6
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Monsanto Reference ID
2001-73XRAB
Ship To:

HI

G| onolulu
County/Province, SA.

11'1\ \4!» 1'»

{
1), (b) (6). (t

b) (7)(C)

) (O6). (
) (7)(C

Sedgwick County/Province, KSEEMSM USA

(b) (4), (b) (6), (b) (7)(C) ks NN usA.

MO

! (N CTCOR . o.s County/Province, Mo [IERN

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

CONTACT:

O

]- CBI
MT

. N T Y <t CountyProvince
3 T
MT,

]- CBI

Page 4 of 6
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Monsanto Reference ID
2001-73XRAB

Release Site:
NUMBER OF STATES/TERRITORIES AND SITES:

MT (1)
MT

[
MT, USA, 5 acres.

ellowstone County/Province,

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

MonsanTO COMPANY

700 CHESTERFIELD Pkwy NORTH

\\\A S TR ;:'.\,J 4 0“\10
4
’\. 7 {- ) 7\[}1 | Gand 7 f } '""". / i CHESTERFIELD, MISSOURI 63198

¥  Bend
PHONE (314) 694-1000

FAX (636) 737-7085

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

2001-73XRAB

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)

January 10, 2001

Page 6 of 6
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CONFIDENTIAL BUSINESS INFORMATION JUSTIFICATION

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

LEGAL BACKGROUND

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

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

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

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

GENE DESCRIPTION

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

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

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

! In a case recently decided by the U.S. Court of Appeals for the District of Columbia Circuit,
Critical Mass Energy Project v. NRC, No. 90-5120, August 21, 1992, the court determined that
information given to the government voluntarily will be treated as confidential under Exemption
4 1f such information is of the kind that the provider would not customarily make available to the
public. To the extent any references and other information in the Monsanto applications were
submitted voluntarily, such information is accorded protection from disclosure.
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The uniqueness of Monsanto's products lies in the particular combination of genetic components in the
vectors transferred to these plants. Each genetic entity in these vectors has three pieces of information: a
promoter region, the gene for the expression of the trait, and a stop signal. Although the information on
each of these vector components may be in the public domain, the particular combination of the
components put together by Monsanto is unique and represents years of effort and millions of dollars of
expense.

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

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

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

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

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

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

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

IDENTITY AND CHARACTERISTICS OF DONOR ORGANISM

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

The identity of the donor organisms have been claimed as confidential by Monsanto because the
disclosure of this information will essentially reveal to Monsanto's competitors the nature of the genes
for the expressed traits. Likewise, information on the characteristics of the donor organisms and the
source of the characterization of the donor will reveal directly or with little difficulty the identify of the
donor organism. With this information in hand, even without information on the other components of the
vector, Monsanto's competitors will be accorded a tremendous advantage in their search for competitive
products, and will be able to unfairly take advantage of the expensive and time intensive effort by
Monsanto to identify this donor as the most suitable organism for providing the genetic information
necessary to best express the desired traits.
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Monsanto Reference ID
2001-73XRAB

Permit Unit January 10, 2001
USDA, APHIS, PPQ, BSS
4700 River Rd.

Riverdale, MD 27037
01-016-24n

1. USDA Reference Number
2. Applicant Reference Number 5001.73XRAB
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 February 09, 2001 - February 09, 2002

5. Recipient
Wheat, Triticum aestivum
6. Regulated Article

Phenotypic Category:
yp gory HT

Phenotype:
Glyphosate tolerant

Cultivar/Variety Bobwhite

Page 1 of 6
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Monsanto Reference ID
2001-73XRAB

designation of transformed line:

33391
Constructs: PV-TXGT10
GENE OF INTEREST
; cBI
Promoter: CMoVa/I2 --[ CBI Deleted ]

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

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

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

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.

Page 2 of 6
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Monsanto Reference ID

2001-73XRAB

7. Mode of Transformation

8. Introduction

Disarmed Agrobacterium tumefaciens

Interstate Movement and Release

ship up to 4000 pounds of wheat seed to and from each location.

| ORIGIN:

HI, K§, MO, MT

Ship From:
1]
[ CBI Deleted
KS
[ CBI Deleted
MO
[ CBI Deleted
MT
[ CBI Deleted
Ship To:
HI
[ CBI Deleted
Page 3 of 6

DESTINATION:
HI, KS, MO, MT

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

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

] -- *8t. Louis County/Province, MO, U.S.A

] -- *Yellowstone County/Province, MT, USA

] == *Honolulu County/Province, HI, U.S.A.
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2001-73XRAB

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

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

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

Page 4 of 6
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Monsanto Reference ID
2001-73XRAB

Release Site:

NUMBER OF STATES/TERRITORIES AND SITES:

MT (1)

MT

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

Page 5 of 6
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MonsanNTO COMPANY
i/‘ -"):xaﬂ o "t:rl) 700 CHESTERFIELD PKkwY NORTH
! J = f ::' s J CHESTERFIELD, MISSOURI 63198
PHONE (314) 694-1000
FAX (630) 737-7085
Monsanto Reference ID http:/ /www.monsanto.com
2001-73XRAB

9. Certification

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

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

Monsanto Company

January 10, 2001
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Food + Health + Hope

MONSANTO COMPANY
(\ r~ 700 CHESTERFIELD PkwY NORTH
- 4 BINDE LETED CHESTERFIELD, MISSOURI 63198
PHONE (314) 694-1000

FAX (036) 737-7085
Monsanto Reference ID )

2001-73XRAB

http. / /www.monsanto.com

Permit Unit January 10, 2001

USDA, APHIS, PPQ, BSS
4700 River Rd.

Riverdale, MD 27037
01-016-24n

1. USDA Reference Number
2. Applicant Reference Number 5001.73XRAB

3. Applicant/Responsible Party

FAX 636/737-7085

EMalil _ monsanto.com
Monsanto Company

700 Chesterfield Parkway North

St. Louis MO 63198
4. Duration of Introduction
Interstate Movement and Release February 09, 2001 - February 09, 2002
5. Recipient
Wheat, Triticum aestivum
6. Regulated Article
Phenotypic Category: o=

Phenotype:
Glyphosate tolerant

Cultivar/Variety Bobwhite

Page 1 of 6
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Monsanto Reference ID
2001-73XRAB

designation of transformed line: 33391

Constructs: PV-TXGT10
GENE OF INTEREST

Promoter: CMoVa/l2--[ CBI Deleted ] cal
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
%—enolpyruvyishikimale-s-phosphate synthase gene (CP4) from an Agrobacterium species, strain
P4.
Terminator: NOS 3' -- A 3' non-translated region of the nopaline synthase gene of Agrobacterium
tumefaciens T-DNA.
GENE OF INTEREST
cBi

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

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

Page 2 of 6
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Monsanto Reference ID
2001-73XRAB

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

ship up to 4000 pounds of wheat seed to and from each location.

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

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

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

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

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

Ship To:

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

Page 3ol 6
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Monsanto Reference ID
2001-73XRAB

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

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

MT
[ CBIlDeleted ]--"Yellowstone County/Province. MT, USA

Page 4 ol 6
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Monsanto Reference ID
2001-73XRAB

Release Site:

NUMBER OF STATES/TERRITORIES AND SITES:

MT (1)

MT

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

Page 5 of 6
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MonsanTO COMPANY
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: L.») 7 w}\:}_—ﬁm g i-’f-u Lﬁ CHESTERFIELD, MISSOURI 63198
PHONE (314) 694-1000

FAX (636) 737-7085
Monsanto Reference ID NP/ / WWW.monsanto.com

2001-73XRAB

o

9. Certification

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

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

Monsanto Company

January 10, 2001

Page 6 of 6
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file copy

Mr. Myron Isherwood Jr., Manager January 17, 2001
Plant Quarantine Branch

Hawaii Department of Agriculture

701 Ilalo Street

Honolulu, HI 96813

Dear Mr. Isherwood Jr.:
Enclosed is notification 01-016-24n for your review. The information has been

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

Bp number 01-016-24n Applicant #: 2001-73XRAB
Received: January 16, 2001 Effective: February 15, 2001
Institution: Monsanto Recipient: Wheat

Interstate destination: HI KS MO MT

Release destination: MT

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

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

Sincerely,

Mary Jackson, Regulatory Speciaiist
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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file copy

Mr. Tom Sim IV, Administrator January 17, 2001
Plant Protection and Weed Control Section

Kansas State Board of Agriculture

901 S. Kansas Avenue

Topeka, KS 66612-1281

Dear Mr. Sim IV:

Enclosed is notification 01-016-24n 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 01-016-24n Applicant #: 2001-73XRAB
Received: January 16, 2001 Effective: February 15, 2001
Institution: Monsanto Recipient: Wheat

Interstate destination: HI KS MO MT

Release destination: MT

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

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

Sincerely,

[S|

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

Plant Protection and Quarantine

Enclosure

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

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

Name of State official:

Signature:

Date:

State: Rptloc01/R4

OR120018_BR_007080



file copy

Mr. Michael Brown January 17, 2001
Plant Industries Division

Missouri Department of Agriculture

1616 Missouri Boulevard

Jefferson City, MO 65102

Dear Mr. Brown:
Enclosed is notification 01-016-24n for your review. The information has been

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

Bp number 01-016-24n Applicant #: 2001-73XRAB
Received: January 16, 2001 Effective: February 15, 2001
Institution: Monsanto Recipient: Wheat

Interstate destination: HI KS MO MT

Release destination: MT

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

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

Sincerely,

Mary Jackson, Regulatory Specialist
Biotechnology Program Operations

Permits and Risk Assessments
Plant Protection and Quarantine

Enclosure

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

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

Name of State official:

Signature:

Date:

State: Rptloc0l/R4

OR120018 BR_007081



v

file copy

Vacant , Administrator January 17, 2001
Agriculture Sciences Division

Montana Department of Agriculture

P.0O. Box 200201

Helena, MT 59620-0201

Dear :
Enclosed is notification 01-016-24n for your review. The information has been

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

Bp number 01-016-24n Applicant #: 2001-73XRAB
Received: January 16, 2001 Effective: February 15, 2001
Institution: Monsanto Recipient: Wheat

Interstate destination: HI KS MO MT

Release destination: MT

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

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

Sincerely,

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

Plant Protection and Quarantine

Enclosure

cc: R. Stoaks, PPQ, Sacramento, CA

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

Name of State official:

Signature:

Date:

State: Rptloc0l /R4
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united States Animat and 4700 River Road
Depanrimean of Planmt Health Riverdala, MD 20737
Agnculture Inspecten Servica “
Mr. Myron Isherwood Jr., Manager January 17, 2001

Plant Quarantine Branch

Hawaii Department of Agriculture
701 Ilalo Street

Honolulu, HI 96813

Dear Mr. Isherwood Jr.:
Enclosed is notification 01-016-24n for your review. The informaticn 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 (c).

Bp number 01-016~24n Applicant #: 2001-73XRARB
Received: January 16, 2001 Effective: February 15, 2001
Institution: Mongsanto Recipient:  Wheat

Interstate destination: HI KS MO MT

Release destination: MT

Should you have comments, please respond either by telephone (301) 734-578

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. ' L X

< [Py
I | R

e w2 &
ary Jackson, Regulatory Specialist ns = - D;ué;-h
Biotechnology Program Operations ’ Cﬂ ﬁﬂfo e SRS
Permits and Risk Assessments ‘ i oAy T

Plant Protection and Quarantine
Enclosure

cc: R. Stoaks, PPQ, Sacramento, CA

STATE RESPONSE TO NOTIFICATION

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

Hawaii Dept. of Agriculture, 70l Tlalo St., Honolulu, HI 96813.
State DOES NOT CONCUR and offers the following reasons:

Name of State o

Signature:

Date: 15 Eebrda}y.2001 -

State: "Hawaii ., Rptloc0l /R4
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United States Animal and 4700 River Roead
Depariment of Plant Health : Riveragaia, MD 20737
Agriculiurg Inapection Service I '
Mr. Michael Brown : ) January 17, 2001

Plant Industries Division
Miggouri Department of Agriculture
1616 Missouri Boulevard

Jeffarson City, MO 65102

Dear Mr. Brown:

Enclosed is notification 01-016-24n for your review. The information has heen
reviewed and it has been determined that the request meets the eligibility
criteria and performance standards for notification under 7 CFR 340.3 (c).

Bp number 01-016-24an Applicant #: 2001-73XRAB
Received: January 16, 2001 Effective: February 15, 2001
Institution: Monsanto Recipient:  Wheat

Interstate destination: HI KS MO MT

Releape degtination: 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. :

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

Plant Protection and Quarantine

Enclosure

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

STATE RESPONSE TO NOTIFICATION

>Q State concurs with APHIS determination.

State DOES NOT CONCUR and ofjers the following reasons:

Name of State offigial M\ a‘\ €. %(0(\) AR

Signature:

Date: 1/3( 0|

State: MO . Rptloc0l/Ré
%Eiiﬁy AP - Protscung Amencan Agnculium An Egual Opponuniy Empisyer
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01/26/01 FRI 07:51 FAX 406 444 7336 MT DEPT AGRIC/ASD doos

Unilea States Animal and 4700 River Road
Deparsment of Plant Health Rivergaia. MD 20737
Agriculture Inspecticn Servica ' '

Vacant , Administrator . ! Januvary 17, 1001,
Agriculture Sciences Division '

Montana Department of Agriculture

P.O. Box 200201

Helena, MT 538620-0201

Dear

"Enclosed is notification 01-016-24n for your review. The information ‘hasg lesn
reviewed and it has been determined that the request meets the eligibility
criteria and performance standards for notification under 7 CFR 340.3 (c).

Bp number 01-016-24n Applicant #: 2001-73XRAB
Received: January 16, 2001 Effective:  February 15, 2001
Institution: Monsanto Recipient:”  Wheat

Interstate destination: HI KS MO MT

Release destination: T

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. “

Sincerel

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

Plant Protection and Quarantine

Enclosure

cc¢: R. Stoaks, PPQ, Sacramento, CA

STATE RESPONSE TO NOTIFICATION

)Z State concurs with APHIS determination.

State DOES NOT CONCUR and offers the following reasons:

Name of State official: Lovi  Wakrhayre

Signature:
Date: ‘\ZU(O\
State: ]Mﬂ\.{_&/\/\&— . Rptloc0l/R4.

W AFTSS ~ Protaciay Ameancss Agrouliim

: An Equnl Opporiunsty Erplopes JAN 2°6 2001
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February 16, 2001

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

Your notification request has been acknowledged and may be executed according to
7 CFR 340.3(c), effective on or after February 16, 2001.

Interstate movement and Release

Notification no. 01-016-24n (2001-73XRAB)
Regulated article - Wheat

Destinations - Hawaii, Kansas, Missouri, Montana

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

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

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

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

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

Sincerely,

5|

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

Plant Protection and Quarantine

Enclosure
ca:

M. Isherwood, Hawaii Dept. of Agric., Honolulu, HI
T. Sim, Kansas State Board of Agric., Topeka, KS
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M. Brown, Missouri Dept of Agric., Jefferson City,
L. Witham, Montana Dept. of Agric., Helena, MT

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

File number 01-016-24n

OR120018_BR_007087
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February 23, 2001

Nonsanto Conmpany
700 Chesterfield Parkway N.

St. Louis, MO 63198

Your notification request has been acknowiedged and may be exocuted according
to 7 CPR 340.3(c), effective on or after March 8, 2001.

Interstate movemant and Release
Notification mo. 01-037-12n (2001-33SXRAB)
Regulaced article = Whoat

Dastinationg - Montana, Washington

You must comply with the performance standards as stated in 7 CFR 340.3(c).
You ox any of your cocperators who will be involved in handling the reguiated
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 notificatien 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
Requlatory Officials and the Regional Program Maragers (Biotechrology).

Sincerely.

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

Plant Protection and Quarantine

Enclosure
ca:
¥. Bryson, Montana Dept. of Agric., Helena, MT

T. Wessels, Washington Dept. of Agric., Olympia. WA
R. Stoaks, PPQ, SCR, WR, Sacramento, CA

6 APHES - Prowcting Amanicsn Agrcullute An Equat Oppeartiyery Employer
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CONFIDENTIAL

2001 Wheat Field Test Report
USDA#01-016-24n Monsanto #2001-73XRAB

August 30, 2002

Biotech Field Compliance Team
Monsanto Company

Location County State
7697 Yellowstone County MT

Yellowstone County/MT (7697)

(b)(4)

USDA# 01-016-24n OR120848 IBR 007089 Monsanto #2001-73XRAB
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Monsanto ID: 2001-73XRAB

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. 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 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_007091



Monsanto ID: 2001-73XRAB

FIELD MONITORING DATA AS CBI

Monsanto’s Field Test Reports contain information regarding Field Monitoring
Observations. This includes specific observations regarding biotechnoleogy
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_007092



CBI-DELETED

2001 Wheat Field Test Report
USDA #01-016-24n Monsanto #2001-73XRAB

August 30, 2002

Biotech Field Compliance Team
Monsanto Company

Location County tate
7697 Yellowstone County MT

ello e County/MT (76
Planting Date:  03/23/2001
Harvest Date:  08/21/2001
Vector Constructs/Line Numbers Planted: [CBI-Deleted]
Purpose of Field Trial: [CBI-Deleted]
Field Monitoring Observations for Disease Susceptibility: [CBI-Deleted)
Field Monitoring Observations for Insect Susceptibility: [CBI-Deleted]
Field Monitoring Observations for Plant Growth Characteristics: [CBI-Deleted]
Field Monitoring Observations for Weediness Characteristics: [CBI-Deleted]
Field Monitoring Observations for Plant Stand: [CBI-Deleted]
Disposition of the harvested material: [CBI-Deleted]

Additional Comments: [CBI-Deleted]

USDA# 01-016-24n OR120848! 8R_007093 Monsanto #2001-73XRAB



1/17/01 ¢ 4:21 pm Notification Tracking Sheet

App number: 2001-74XRAB Begin movement: 2/09/01
Received: 1/16/01 End movement: 2/09/02
Institution: Monsanto Begin release: 2/09/01
Recipient: Wheat End release: 2/09/02
Status: Pending Acre: 15.00
Effective date: 2/15/01 CBI status: CBI
Phenotype: HT - Glyphosate tolerant

Comments:

Resp person:
Parsed name:

Addressl: Monsanto Company

Address2: 700 Chesterfield Parkway N.

Address3:

Address4:

City/State/Zip:Chestexrfield, MO 63198

relephone:  (DFONOIDIS Fax: 636-737-7085
Initial Date

1. [\{(Assign Bp number and initial data entry [ (1/ ] [ ’/]’]L}ﬁ
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Food - Health + Hope =5

PAFNAIIFNE AT A
CONFIDENTIAL

Monsanto Reference ID
2001-74XRAB

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

Riverdale, MD 27037
01-016-25n

1. USDA Reference Number
2. Applicant Reference Number 2001-74XRAB

3. Applicant/Responsible Party

e [
FAX 636/737-7085

MONSANTO COMPANY

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

FAX (636) 737-7085
http://www.monsanto.com

January 10, 2001

EMail monsanto.com
Monsanto Company

700 Chesterfield Parkway North

St. Louis MO 63198

4. Duration of Introduction

Interstate Movement and Release February 09, 2001 - February 09, 2002

5. Recipient
Wheat, Triticum aestivum
6. Regulated Article

Phenotypic Category:
yp gory HT

Phenotype:
Glyphosate tolerant

Cultivar/Variety bobwhite

Page 1 of 10
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Monsanto Reference ID
2001-74XRAB

lesignation of transformed line:
designation of transformed line 33391

Constructs: PV-TXGT10

GENE OF INTEREST

Promoter: CMoVa/|2 - 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
st O ORI -

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

vl

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

Page 2 of 10
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Monsanto Reference ID
2001-74XRAB

designation of transformed line: ., ¢34 TA-50635, TA-S01081, TA-52520, TA-§5450,

Constructs: PV-TXGT13
GENE OF INTEREST

Promoter: MP4 --

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 3 of 10
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Monsanto Reference ID
2001-74XRAB

designation of transformed line: TA-59240, TA-S9719
Constructs: PV-TXGT17

GENE OF INTEREST
cBI

Promoter: CMP3/15-1 --

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 4 of 10
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Monsanto Reference ID
2001-74XRAB

designation of transformed line: TA-S7535, YA-S7890, TA-S9512, TA-S10430

Constructs: PV-TXGT23

GENE OF INTEREST

CBI

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

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

Page 5 of 10
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Monsanto Reference ID
2001-74XRAB

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

Ship up to 4000 pounds of wheat seed to and from each location.

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

Ship From:

HI

Honolulu

Sedgwick County/Province, KS{{S)IGS] USA

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

MO

| [ M . o County/Province, O, ([
u.S.

LWIGELOIOLIN(@®

IOEOIONVINI@®

vt N UsA.

Page 6 of 10
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Monsanto Reference ID
2001-74XRAB

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

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

vt usA

]- CBI

1 Cascadc County/Province, MT [{S)IEB]USA
(b) (4). (b) (6). (b) (7)(C) MT-USA,

Ship To:

HI

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

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

i (b)(4) Sedgwick County/Province, K[ USA

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

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

Page 7 of 10
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Monsanto Reference ID
2001-74XRAB

Cascade County/Province, MT-USA

vT S sA

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

O C N ~sc2cie County/Province, MT, [EMIEHN s

WW . vs»

]- CBI

Page 8 of 10
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Monsanto Reference ID
2001-74XRAB

Release Site:

NUMBER OF STATES/TERRITORIES AND SITES:

MT (3)

MT

LIGRLOIONLIN(@ ascade County/Province, MT, USA, 5 acres.

ONSIBLE PERS R: (b) (4), (b) (6), (b) (7)(C)
]- CBI
(D) (4), (b) (6), (b) (7)(C)jgees County/Province, MT, USA, 5 acres.
ON RSON/ R: (b) (4), (b) (6), (b) (7)(C)

]- CBI

N ERSON/RESEARCHER:
T usA SRR

]- CBI

Page 9 of 10
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MONSANTO
Food + Health + Hope

MonsanNTo COMPANY

S SO M Suwem M Eom e mge gy g g 700 CHESTERFIELD PKwY NORTH

JPQ(—- 7 5&7 ZL” ":; i;} }"ﬂ f’\f ‘!? j "F‘ /} CHESTERFIELD, MISSOUR! 63198

Bt U d U H B Bewad W § HF™EL das MR
PHONE (314) 694-1000

FAX (6306) 737-7085
Monsanto Reference ID

2001-74XRAB

http:/ /www.monsanto.com

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 of
our knowledge. If there are any changes, we will contact APHIS.

Monsanto Company

January 10, 2001

Page 10 of 10
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CONFIDENTIAL BUSINESS INFORMATION JUSTIFICATION

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

LEGAL BACKGROUND

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

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

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

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

OR120018_BR_007105



CBI Justification
Notification 2001-74XRAB
Page 2

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

GENE DESCRIPTION

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

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

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

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

OR120018_BR_007106



CBI Justification
Notification 2001-74XRAB
Page 3

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

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

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

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

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

The release of gene description information would also provide competitors with commercially valuable
knowledge about the particular products that Monsanto is planning to commercialize and the likely time

frame for commercialization. This information would be extremely helpful to these companies in
developing their own marketing strategies and development plans in a highly competitive market.

OR120018 BR_007107



CBI Justification
Notification 2001-74XRAB
Page 4

NAMES AND INFORMATION ABOUT GENES, PROMOTERS AND
EXPRESSED TRAITS

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

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

IDENTITY AND CHARACTERISTICS OF DONOR ORGANISM

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

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

OR120018_BR_007108
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MonsanNTO COMPANY
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Monsanto Reference ID http:/ /www.monsanto.com

2001-74XRAB

Permit Unit January 10, 2001

USDA, APHIS, PPQ, BSS
4700 River Rd.

Riverdale, MD 27037
01-016-25n

1. USDA Reference Number
2. Applicant Reference Number 5401.74XRAB

3. Applicant/Responsible Party

erone

FAX 636/737-7085

EMail 2 monsanto.com
Monsanto Company

700 Chesterfield Parkway North
St. Loui MO

s 63198
4. Duration of Introduction

Interstate Movement and Release February 09, 2001 - February 09, 2002

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
2001-74XRAB

designation of transformed line: 33391

Constructs: PV-TXGT10
GENE OF INTEREST

Promoter: CMoVa/l2 --[ CBI Deleted ] CcB
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-enolpyruvylshiki mate-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.
GENE OF INTEREST
cBi

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
%—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
2001-74XRAB

desiguution yEirstornicd Hile: TA-S0317, TA-SO635, TA-SO1081, TA-52520, TA-S5450,

Constructs: PV-TXGT13
GENE OF INTEREST

Promoter: MP4 --[ CBI Deleted ] L

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

cBi
Terminator: M13'--[ CBI Deleted ]

Page 3 of 10
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Monsanto Reference ID
2001-74XRAB

designation of transformed line: TA-589240, TA-S9719

Constructs: PV-TXGT17
GENE OF INTEREST

Promoter: CMP3/15-1--[ CBI Deleted ] g

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 4 of 10
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Monsanto Reference ID
2001-74XRAB

designation of transformed line:

TA-57535, YA-S7890, TA-89512, TA-510430

Constructs: PV-TXGT23
GENE OF INTEREST

Promoter: CMP3/15-2 --[ CBI Deleted ] e8!

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 5 of 10
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Monsanto Reference ID
2001-74XRAB

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

Ship up to 4000 pounds of wheat seed to and from each location.

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

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

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

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

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

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

Page 6 of 10
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Monsanto Reference ID

2001-74XRAB

[ CBI Deleted
[ CBI Deleted
Ship To:
HI
[ CBI Deleted
KS
[ CBI Deleted
MO
[ CBIDeleted
MT
[ CBI Deleted
Page 7 of 10

] -- *Pondera County/Province, MT, USA

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

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

] - *Sedgwick County/Province, KS, USA

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

] -- *Cascade County/Province, MT, USA
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Monsanto Reference ID
2001-74XRAB

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

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

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

Page 8 of 10
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Monsanto Reference ID
2001-74XRAB

Release Site:

NUMBER OF STATES/TERRITORIES AND SITES:
MT (3)

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

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

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

Page 9 of 10
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MONSANTO
Food « Health - Hope

MONSANTO COMPANY
700 CHESTERFIELD PKWY NORTH

CHESTERFIELD, MISSOURI 63198

PHONE (314) 694-1000

FAX (636) 737-7085
Monsanto Reference ID

2001-74XRAB

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.

VWIOKLINI(®

Monsanto Company

January 10, 2001

Page 10 of 10
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' ' MONSANTO
Food - Health + Hope

MONSANTO COMPANY
700 CHESTERFIELD PKWY NORTH

CB!_D o g__ f CHESTERFIELD, MISSOUR! 63198
.éc- ‘e PHONE (314) 694-1000

FAX (636) 737-7085
Monsanto Reference ID http:/ /www monsanto.com
2001-74XRAB

Permit Unit January 10, 2001
USDA, APHIS, PPQ, BSS
4700 River Rd.

Riverdale, MD 27037
01-016-25n

1. USDA Reference Number
2. Applicant Reference Number »001.74XRAB

3. Applicant/Responsible Party

Phone
FAX 636/737-7085
Monsanto Company EMail @monsanto.com
700 Chesterfield Parkway North
y i M
St. Louis 0] 63196
4. Duration of Introduction
Interstate Movement and Release February 09, 2001 - February 09, 2002
5. Recipient
Wheat, Triticum aestivum
6. Regulated Article
Phenotypic Category:
k. HT

Phenotype:
Glyphosate tolerant

Cultivar/Variety bobwhite

Page 1 of 10
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Monsanto Reference ID
2001-74XRAB

designation of transformed line: 33391

Constructs: PV-TXGT10

GENE OF INTEREST

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

Gene. CTP2-CP4 -- A gene fusion composed of the N-terminal chloroplast transit peptide sequence
from the Arabidopsis thaliana EPSPS gene (CTP2), and the C-terminal
(WpyruvylshMmalemﬁéphate 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: CMP3/15--[ CBI Deleted | ek

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
2001-74XRAB

designation of transformed line: 1., <041 1A 50635, TA-SO1081, TA-S2520, TA-S5450,

Constructs: PV-TXGT13
GENE OF INTEREST

Promoter: MP4 --[ CBI Deleted ] o

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: M13'--[ CBI Deleted ]

Page 3 of 10
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Monsanto Reference ID
2001-74XRAB

designation of transformed line: TA-S9240, TA-S9719

Constructs: PV-TXGT17

GENE OF INTEREST

Promoter: CMP3/15-1--[ CBI Deleted ] csi

Gene: CTP2-CP4 -- A gene fusion composed of the N-terminal chloroplast transit peptide sequence
from the Arabidopsis thaliana EPSPS gene (CTP2), and the C-terminal
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 4 of 10
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Monsanto Reference ID
2001-74XRAB

designation of transformed line: ., o75a5 ya 57890, TA-S9512, TA-S10430

Constructs: PV-TXGT23
GENE OF INTEREST

Promoter: CMP3/15-2 --[ CBI Deleted ] CEl

Gene: CTP2-CP4 -- A gene fusion composed of the N-terminal chloroplast transit peptide sequence
from the Arabidopsis thaliana EPSPS gene (CTP2), and the C-terminal
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 5 of 10
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Monsanto Reference ID
2001-74XRAB

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

Ship up to 4000 pounds of wheat seed to and from each location.

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

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

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

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

MT

[ CBIDeleted |--“Cascade County/Province, MT, USA

[ CBIDeleted ]--“Teton County/Province, MT, USA

Page 6 of 10
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Monsanto Reference ID

2001-74XRAB

[ CBI Deleted
[ CBI Deleted
Ship To:
HI
| CBI Deleted
KS
[ CBI Deleted
MO
[ CBI Deleted
MT
[ CBI Deleted
Page 7 of 10

] -- *Pondera County/Province, MT, USA

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

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

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

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

] -- *Cascade County/Province, MT, USA
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Monsanto Reference ID
2001-74XRAB

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

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

[ CBI Deleted ]-- *Cascade County/Province, MT, USA

Page 8 of 10
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Monsanto Reference ID
2001-74XRAB

Release Site:

NUMBER OF STATES/TERRITORIES AND SITES:

MT (3)

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

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

[ CBIDeleted |- Pondera County/Province, MT, USA, 5 acres

Page 9 of 10
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MONSANTO
Food - Health - Hope

MONSANTO COMPANY

) \ P [P DTS T 700 CHESTERFIELD PXwY NORTH
gt - M Pl A et 7 4
w’;’ ) 0P 2 I! Py CHESTERFIELD, MISSOURI 63198
PHONE (314) 694-1000

FAX (630) 737-7085
Monsanto Reference 1D

2001-74XRAB

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

January 10, 2001
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file copy

Mr. Myron Isherwood Jr., Manager January 17, 2001
Plant Quarantine Branch

Hawaii Department of Agriculture

701 Ilalo Street

Honolulu, HI 96813

Dear Mr. Isherwood Jr.:
Enclosed is notification 01-016-25n for your review. The information has been

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

Bp number 01-016-25n Applicant #: 2001-74XRAB
Received: January 16, 2001 Effective: February 15, 2001
Institution: Monsanto Recipient: Wheat

Interstate destination: HI KS MO MT

Release destination: MT

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

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

Sincerely,

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

Plant Protection and Quarantine

Enclosure

cc: R. Stoaks, PPQ, Sacramento, CA

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

Name of State official:

Signature:

Date:

State: Rptloc01 /R4

OR120018 BR_007129



file copy

Mr. Tom Sim IV, Administrator January 17, 2001
Plant Protection and Weed Control Section

Kansas State Board of Agriculture

901 S. Kansas Avenue

Topeka, KS 66612-1281

Dear Mr. Sim IV:

Enclosed is notification 01-016-25n for your review. The information has been
reviewed and it has been determined that the request meets the eligibility
criteria and performance standards for notification under 7 CFR 340.3 (c).

Bp number 01-016-25n Applicant #: 2001-74XRAB
Received: January 16, 2001 Effective: February 15, 2001
Institution: Monsanto Recipient: Wheat

Interstate destination: HI KS MO MT

Release destination: MT

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

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

Sincerely,

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

Plant Protection and Quarantine

Enclosure

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

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

Name of State official:

Signature:

Date:

State: Rptloc01/R4

OR120018_BR_007130



file copy

Mr. Michael Brown January 17, 2001
Plant Industries Division

Missouri Department of Agriculture

1616 Missouri Boulevard

Jefferson City, MO 65102

Dear Mr. Brown:
Enclosed is notification 01-016-25n for your review. The information has been

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

Bp number 01-016-25n Applicant #: 2001-74XRAB
Received: January 16, 2001 Effective: February 15, 2001
Institution: Monsanto Recipient: Wheat

Interstate destination: HI KS MO MT

Release destination: MT

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

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

Sincerely,

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

Plant Protection and Quarantine

Enclosure

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

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

Name of State official:

Signature:

Date:

State: Rptloc0l /R4
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file copy

Vacant , Administrator January 17, 2001
Agriculture Sciences Division
Montana Department of Agriculture
P.O. Box 200201
Helena, MT 59620-0201

Dear :

Enclosed is notification 01-016-25n for your review. The information has been
reviewed and it has been determined that the request meets the eligibility
criteria and performance standards for notification under 7 CFR 340.3 (c).

Bp number 01-016-25n Applicant #: 2001-74XRAB
Received: January 16, 2001 Effective: February 15, 2001
Institution: Monsanto Recipient: Wheat

Interstate destination: HI KS MO MT

Release destination: MT

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

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

Sincerely,

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

Plant Protection and Quarantine

Enclosure

cc: R. Stoaks, PPQ, Sacramento, CA

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

Name of State official:

Signature:

Date:

State: Rptloc0l /R4
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Feb 15 01 10:21p HAWAII STATE AG 0GG 877-8771 p.9

Uniled States Anmmal and 47C0 Rwver Road
Depariment of Plant Heaith Rivercata, MD 20737
Agncultura Inspacnon Sarvica ' .
Mr. Myron Isherwood Jr., Manager _ January 17, 2001

Plant Quarantine Branch

Hawaii Department of Agriculture
701 Ilalo Street

Honolulu, HI 96813

Dear Mr. Isherwood Jr.:

Enclosed is notification 01-016-25n 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 01-016-25n Applicant #: 2001-74XR2AB
Received: January 16, 2001 Effective: February 15, 2001
Institution: Monsanto Recipient: Wheat

Interstate destination: HI KS MO MT

Release destination: MT

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

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

Mary JaCkson, Regulatory Specialist .

Biotechnology Program Operations ' iuf~{ :

Permits and Risk Assessments =0
QIGIEO «37

Plant Protection and Quarantine

Enclosure

cc: R. Stoaks, PPRQ, Sacramento, CA

STATE RESPONSE TO NOTIFICATION

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

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

Name of State official: carol L

Signature:

Date:_ 15 Februatry 2001 »
\ s

State: _Hawaii | Rptloc01 /R4 i

AFPTHS - Protac Amancan Wty Er
%‘5 o Gy OR120018_BH BHf/Fagu Emvorer



r"\ Unitea States

Animal and 4700 River Road
X Dapaniment of Plant Health Riverdale, MD 20747
Agrcultura inapecticn Service )
Mr. Michael Brown . January 17, 2001

Plant Indugtries Division
Misgouri Department of Agriculture
1616 Missouri Boulevard

Jefferson City, MO 65102

Dear Mr. Brown:

Enclosed is notification 01-016-25n for your review. The information has been
reviewed and it has been derermined that the request meets the eligibility
criteria and performance standards for notification under 7 CFR 340.3 ().

Bp number 01-016-25n hApplicant #: 2001-74XRAB
Received: January 16, 2001 BEffective: Febzuary 15, 2001
Insgtitution: Monsanto Recipient:”  Wheat

Interstate destination: HI KS MO MT

Release destination: MT

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

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

1:

Mary Jackson, Requlatory Specialist
Biotechnology Program Operations
Parmits and Risk Assessments

Plant Protection and Quarantine

Enclcosure

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

STATE RESPONSE T0O NOTIFICATION
_2 State concurs with APHIS determination.
State DOES NOT CONCUR and gfferg the following reasons:

s~

,
Name of State offjci s M\

Signature:
Date - O) ‘L;;

State: ‘\D Rptloc0l/R4 .

oty Employor

ﬂ&fﬂ;y APYSS - Protecing Amencan Agncudiura An Equal Oppor
OR120018_BR_007134
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01/26/01 FRI 07:51 FAX 406 444 7336 MT DEPT AGRIC/ASD 4002

Unitea Statex Animal and 4700 River Road
Deparsment of Plant Heaitn Rivercala, MD 20737
Agrculiuee :

inspactien Sarvica

Vacant , Administrator : 5 January 17, 2001
Agriculture Sciences Division
Montana Department of Agriculture
P.O. Box 200201
Helena, MT' 58620-0201

Dear

Enclosed is notification 01-016-25n for your zreview. The information ‘has lLaen
revieved and it has been determined that the request meets the eligibility
criteria and performance standards for notification under 7 CER 340.3 (c).

Bp nunber 01-016-25n Applicant #: 200L-74XRAB
Received: January 16, 2001 Effective: February 15, 2001
Ingtitution: Monsanto Recipient: - Wheat

Interstate destination: HT KS MO MT g

Release destination: MT

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

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

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

Plant Protection and Quarantine

Enclosure

cc: R. Stoaks, PPQ, Sacramento, CA

STATE RESPONSE TO NOTIFICATION
\J Srare concurs with APHEIS determination.
State DCES NOT CONCUR and offers the following reasons:

Name of S el Vi GVY\

Signature

Date: \\2i1 Dl

State: ’/U\WM/V“K Rpt1oc01/Ra

An Equal Oppounty Empoyer AN :.T TNT
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February 16, 2001

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

Your notification request has been acknowledged and may be executed according to
7 CFR 340.3(c), effective on or after February 16, 2001.

Interstate movement and Release

Notification no. 01-016-25n (2001-74XRAB)
Regulated article - Wheat

Destinations - Hawaii, Kansas, Missouri, Montana

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

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

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

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

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

Sincerely,

9]

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

Plant Protection and Quarantine

Enclosure
ce:

M. Isherwood, Hawaii Dept. of Agric., Honolulu, HI
T. Sim, Kansas State Board of Agric., Topeka, KS

OR120018_BR_007136



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

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

File number 01-016-25n

OR120018_BR_007137
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United States Animal and 4700 Ri
ver Road
Department of Plant Health Riverdale. MD 20737
Agticuttyre Inspection Servica

February 23, 2001

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

Your notification request has been ackpnowledged and may be executed according
to 7 CPR 340.3(c), effective on or aftexr March 8, 2001.

Interstate movemsnt and Releasge
Notification no. 01-037-12n (2001-339XRAB)
Ragulated article - Wheat

Destinations - Montana, Washington

You must comply with the performance standards as stated in 7 CFR 340.3(c).
You or any of your cooperators wno will be involved in handling the requiated
article must pe prepared with a written or verbal description of the metnods
to be employed to reet each performance standard. In addition, all packages
must be clearly labeled as to contert, and notification number must be
prominently displayed on package.

This acknowledgment &ces not authorize use of “challenge organisms® for field
test.

A copy of this letter of acknowledgment will be sent to the reeeiving State
Regulatory Officials and the Regional Program Maragers (Biotechriology).

Sincerely,

Mary Jackson, Regulatory Specialist
Biotechnologyv Program Operations
Permite and Risk Assessments

Plant Protection and Quararntine

Enclosure
cc:
M. Bryson, Montana Dept. of Agric., Helena, MT

T. Wessels, Washincgton Dept. of Agric., Oiympia, WA
R. Stoaks, PPQ, SCR, WR, Sacramento, CA

6 APYES - Prowecting Amancen Agriciiuse An Equst Opportisrty Employes
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MONSANTO

MONSANTO COMPANY

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

March 23, 2001 FAX (636) 737-7085

http:/ /www.monsanto.com

Ms. Dianne Hatmaker

Animal and Plant Health [nspection Services
Biotechnology and Scientific Services

4700 River Road. Unit 147

Riverdale, MD

Dear Ms. Hatmaker;

In reviewing several acknowledged wheat notification, a typing error was
discovered in line numbers. The line numbers should be TA_S0317,
TA_S0635, TA_01081, TA_S2520, TA_S5450, TA_9240, TA_S0719,
TA_S7535, TA_S7890, TA_S9512, TA_S10430. These lines were
submitted with a hyphen rather than an underscore. The affected
notifications were

Monsanto # USDA #

2001-65XRAB 01-017-02n
2001-74XRAB 01-016-25n
2001-64XRAB 01-017-01n
2001-144XRAB 01-017-12n
2001-201 XRAB 01-022-15n

If you have any additional questions , please call me my telephone number
is 636/737-6032.

cc: M. Isherwood Hawaii Dept. of Agric., Honolulu, HI
T. Sim, Kansas State Board of Agric. Topeka, Ks
M. Brown, Missouri Dept of Agric. Jefferson City, MO

OR120018_BR_007139



MONSANTO @

J. Griesbach, Oregon Dept. of Agric., Salem, Oregon b G
T. Wessels, Washington Dept. of Agric., Olympia, WA 700 Cuesterrieio Prwy Norm

R. Stokes, PPQ, WR, SCR, Sacramento, CA e e
L. Witham, Montana Dept. of Agric., Helena, WA FAX (636) 737-7085

D. Nelson, North Dakota Dept. of Agric., Bismarch, ND "7/ mensantocon
K. Fridley, South Dakota Dept. of Agric., Pierre, SD

OR120018_BR_007140



CONFIDENTIAL

2001 Wheat Field Test Report
USDA #01-016-25n Monsanto #2001-74XRAB

October 2, 2002

Biotech Field Compliance Team
Monsanto Company

Location County State

2147306798 Cascade County MT Not Planted
2147306799 Teton County MT

2147303362 Pondera County MT

ty/MT 730679

(b)(4)

USDA# 01-016-25n Page | of 2 Monsanto #2001-74XRAB
OR120018_BR_007141



(b)(4)

Pondera County/MT (2147303362)

(b)(4)

USDA# 01-016-25n Page 2 of 2 Monsanto #2001-74XRAB
OR120018_BR_007142




| -CONFIDENTIAL BUSINESS INFORMATION JUSTIFICATION

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

Legal Background

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

A party seeking to demonstrate "substantial competitive harm" need not show actual competitive harm,
but must only demonstrate the presence of competition and the likelihood of substantial competitive
injury. Id. at 530; National Parks & Conservation Association v. Kleppe, 547 F.2d 673, 679 (D.C.Cir.
1976); Miami Herald Pub. Co. v. 1.S. Small Business Administration, 670 F.2d 610, 614 (5th Cir. Unit B
1982).

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

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

Information on commercial development falls squarely within this definition, and is the type of
information accorded trade secret protection by the courts under Exemption 4 of the Freedom of
Information Act request. The courts have been very clear in finding commercial development
information covered by Exemption 4 where the release of such information could allow competitors to
procure a clear understanding of a company's business practices and allow a competitor to cause harm to
a company's competitive standing. See, e.g., Braintree Electric 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. 1LS. Customs Service, 531 FE.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). Spemﬁc 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, sclsch information is accorded protection from disclosure.

R120018_BR_007143



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

2001 Wheat Field Test Report
USDA #01-016-25n Monsanto #2001-74XRAB

October 2, 2002

Biotech Field Compliance Team
Monsanto Company

Location County State
2147306798 Cascade County MT Not Planted
2147306799 Teton County MT
2147303362 Pondera County MT
2147306799

Planting Date:  04/24/2001

Destruct Date:  06/20/2001

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

Purpose of Field Trial: [CBI-Deleted]

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

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

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

Disposition of the harvested material: [CBI-Deleted]

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

Additional Comments: [CBI-Deleted]

Pondera Count T (2147303362

Planting Date:  04/25/2001

USDA# 01-016-25n Page 1 of 2 Monsanto #2001-74XRAB
OR120018_BR_007145



Harvest Date:  08/20/2001

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

Purpose of Field Trial: [CBI-Deleted]

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

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

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

Disposition of the harvested material: [CBI-Deleted]

Additional Comments: [CBI-Deleted]

USDA# 01-016-25n Page 2 of 2 Monsanto #2001-74XRAB
OR120018_BR_007146



1/17/01 » 4:21"pm

Notification Tracking Sheet

e s ss s EER

Bp number: 01-016-26n

App number: 2001-77XRAB Begin movement: 2/09/01
Received: 1/16/01 End movement : 2/09/02
Institution: Monsanto Begin release: 2/09/01
Recipient: Wheat End release: 2/09/02
Status: Pending Acre: 5.00
Effective date: 2/15/01 CBI status: CBI
Phenotype: HT - Glyphosate tolerant

Comments:
Resp person:
Parsed name:

Addressl: Monsanto Company

Address2: 700 Chesterfield Parkway N.
Address3:
Address4:

City/State/Zip; i MO 63198
Telephone: Fax: 636-737-7085

Bt S S S T

1. [\{/:ssign Bp number and initial data entry [ 1 [|/,'7ﬁ9'

2. [A Review by biotechnologist

3. [u(/Letter of notification to State Iéﬂj —X 0 ¥<Uzﬁ(7] [l[;%g/gvl*

4. [ ] State response

Interstate
Interstate
Interstate
Interstate
Interstate
Interstate
Interstate
Interstate
Release

0/d Loc Site Reg

*Dest*HI
*Dest*KS
*Dest*MO
*Dest*SD
*Qrig*HI
*Orig*KS
*Orig*MO
*Qrig*SD
* *SD

* % %k % * F ¥ ¥ ¥

*WR
*SCR
*SCR
*SCR
*WR
*SCR
*SCR
*SCR
1*SCR

L R B e W |
[ —
-~ e

* % % % % F ¥ ¥ ¥

[ ] [ ]

5. ::;/ Enter genes into database

[
. &y//;etter of (acknowledgement/Henial/withdraw [#< K)] [édluyty]*
7. [ Enter final data into database [ k<0£a¢)

T1g7za0\

) ralaclon

8. [] 1If deny, reason: Address incomplete, Signature mismatch,

noan (80

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

Sonetonasd < (KS)olicl ynat Mdpaved
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r MONSANTO
Food + Health + Hope

MonNsANTO COMPANY

CG%JFJD‘g‘ﬂj ‘j“fj{ﬁi L 700 CHESTERFIELD PKwY NORTH

CHESTERFIELD, MISSOURI 63198
PHONE (314) 694-1000

Monsanto Reference iD FAX (636) 737-7085
2001-77XRA8 http:/ /www.monsanto.com
Permit Unit January 10, 2001

USDA, APHIS, PPQ, BSS
4700 River Rd.

Riverdale, MD 27037
01-016-26n

1. USDA Reterence Number
2. Agplicant Reference Number 5001.77XRAE

3. Appiicant/Responsible Party

prone [ ERCONIDNGRIS

FAX 636/737-7085
EMail 0). ( Rk monsanto.com .

Monsanto Company
700 Cresterfield Parkway North
St Louis MO

63198

4. Duratioa of introduction
interstate Movement and Release February 08 20601 - Februa-’y 09. 2002

5. Recipient
Wheat, Triticum aestivum
€. Reguiated Article

Phanotypic Category: -
b

Phenotype:
Glyphosate tolerant

Cultivar/Variaty B8obwhite

Page 1of 7
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CONFIDENTIAL

Monsanto Reference ID
2001-77XRAB

designation of transformed line: 33391

Constructs: PV-TXGT10
GENE OF INTEREST

Promoter:

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-enolpyruvylishikimate-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 --

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-snolpyruvylshikimate~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.

Page 2 of 7
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CONFIDENTIAL

Monsanto Reference ID
2001-77XRAB

7. Mode of Transformation Disarmed Agrobacterium tumefaciens

8. Introduction Interstate Movement and Release

Ship up to 4000 pounds of wheat seed to and from each location.

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

il Honolulu
County/Province, Hl, US.A.

[edgwuck County/Province, kS, [{BIBJusA
(b) (4). (b) (6). (b) (7)(C) KS-USA

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

»cl:wr(ﬁw\» ‘:]:“”—“:(, )

Page 3 of 7
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CONFIDENTIAL

Monsanto Reference ID
2001-77XRAB

Codington County/Province, SD[{S)IE] usA
(b) (4), (b) (6), (b) (7)(C)

HI

1 Honolulu
County/Province, HI, S.A.

)C)

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

Sedgwwk County/Province, kS, [{IER] usa
ks, I usa.

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

SD

1 R - g County/Province, S0, NG
(b) (4). (b) (6). (b) (7)) SD,-

(O i , ,
CONTACT IR (b) (4), (b) (6), (b) (7)(C) so,-

U.S.A,
]-CBI

Page 4 of 7
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Monsanto Reference ID
2001-77XRAB

Page 5 of 7

CONFIDENTIAL
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CONFIDENTIAL

Monsanto Reference ID
2001-77XRAB

Release Site:

NUMBER OF STATES/TERRITORIES AND SITES:

SD (1)

SD

(b)(4) Codington County/Province, SD, USA, 5 acres.

RS EARCH
SD, USA

]1-CBI

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

Page 6 of 7
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MONSANTO
Food + Health - Hope

] ) MonsanTo CoMPANY
; e 7 A
CQ‘?\jFJDt N _-? jA Z 700 CHESTERFIELD PKwY NORTH
A $ - CHESTERFIELD, MISSOUR! 63198
PHONE (314) 694-1000

FAX (636) 737-7085

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

2001-77XRAB

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.

WIOKWIN(S)

Monsanto Company

January 10, 2001

Page 7 of 7
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CONFIDENTIAL BUSINESS INFORMATION JUSTIFICATION

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

LEGAL BACKGROUND

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

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

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

Information on gene description and commercial development falls squarely within this definition, and is

the type of information accorded trade secret protection by the courts under Exemption 4 of the Freedom

~ of Information Act. It is well established that information on the formulation and chemistry of a product

should be treated as confidential for FOIA purposes. See, e.g., Anderson v. Dept. of Health & Human

Services, 907 F.2d 936 (10th Cir. 1990). This is exactly the type of information provided by each and
every subcategory listed above in the gene description category. Where, as in the case of the Monsanto
products subject to this FOIA request, the development time and costs of the product have been
substantial and the information can only be obtained by competitors at considerable cost, disclosure is
prohibited. Greenberg v. Food and Drug Administration, 803 F.2d at [213, 1216-1218 (D.C. Cir. 1986);

- Worthington Compressors, Inc. v. Costie, 622 F.2d 45, 51-52 (D.C.Cir. 1981). The existence of

-confidentiality agreements binding employees not to reveal the information is another factor considered
by the courts. Greenberg v. FDA, 803 F.2d at 1216-1218.

OR120018_BR_007155



CBI Justification
Notification 2001-77XRAB
Page 2

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

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

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

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

OR120018_BR_007156



CBI Justification
Notification 2001-77XRAB

Page 3

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

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

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

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

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

_The release of gene description information would also provide competitors with commercially valuable
knowledge about the particular products that Monsanto is planning to commercialize and the likely time
frame for commercialization. This information would be extremely helpful to these companies in
developing their own marketing strategies and development plans in a highly competitive market.
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CBI Justification
Notification 2001-77XRAB
Page 4

NAMES AND INFORMATION ABOUT GENES, PROMOTERS AND
EXPRESSED TRAITS

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

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

IDENTITY AND CHARACTERISTICS OF DONOR ORGANISM -

A donor organism is not claimed as CBI when the gene from such organism appears alone. 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 claimed as confidential by Monsanto because the
disclosure of this information will essentially reveal to Monsanto's competitors the nature of the genes
for the expressed traits. Likewise, information on the characteristics of the donor organisms and the
source of the characterization of the donor will reveal directly or with little difficulty the identify of the
donor organism. With this information in hand, even without information on the other components of the
vector, Monsanto's competitors will be accorded a tremendous advantage in their search for competitive
products, and will be able to unfairly take advantage of the expensive and time intensive effort by
Monsanto to identify this donor as the most suitable organism for providing the genetic information
necessary to best express the desired traits.
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MONSANTO
Food « Health - Hope

CBI-DELETED

Monsanto Reference ID
2001-77XRAB

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

Riverdale, MD 27037
01-016-26n

1. USDA Reference Number
2. Applicant Reference Number 5001.77XRAB
3. Applicant/Responsible Party

(b) (6), (b) (7)(C) PN (1) (6). (b) (7)(C)

FAX 636/737-7085

MonsANTO CompANY

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

FAX {636} 737-7085

http:/ /www.monsanto.com

January 10, 2001

EMail n monsanto.com »
Monsanto Company

700 Chesterfield Parkway North
St. Louis MO

63198

4. Duration of Introduction
Interstate Movement and Release February 09, 2001 - February 09, 2002

5. Recipient
Wheat, Triticum aestivum
6. Regulated Article

Phenotypic Category:
YpP gory HT

Phenotype:
typ Glyphosate tolerant

Cultivar/Variety Bobwhite

Page 1 of 6
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CBI-DELETED

Monsanto Reference ID
2001-77XRAB

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—gnoIpyruvylshikimate-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
cBI

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-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.

Page 2 of 6
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CBI-DELETED

Monsanto Reference ID
2001-77XRAB

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

Ship up to 4000 pounds of wheat seed to and from each location.

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

[ CBIl Deleted ]--*Honolulu County/Province, HIl, U.S.A.

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

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

SD
[ CBIDeleted ]--*Brookings County/Province, SD, U.S.A

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

Page 3 of 6
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CBI-DELETED

Monsanto Reference ID
2001-77XRAB

Ship To:

[

Hi
CBI Deleted

KS
CBl Deleted

MO
CBI Deleted

SD
CBI Deleted

. CBI Deleted

Page 4 of 6

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

] - *Sedgwick County/Province, KS, USA

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

] -- *Brookings County/Province, SD, U.S.A

] -- *Codington County/Province, SD, USA
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CBI-DELETED

Monsanto Reference ID
2001-77XRAB

Release Site:

NUMBER OF STATES/TERRITORIES AND SITES:

SD (1)

SD
[ CBlDeleted ]-- Codington County/Province, SD, USA, 5 acres

Page 5 of 6
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MONSANTO
Food + Health + Hope

MoNsANTO COMPANY

CBI-DEL ETED 700 CHESTERFIELD PKwy NORTH
CHESTERFIELD, MiSSOURI 63198
PHONE (314) 694-1000

FAX (636) 737-7085

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

2001-77XRAB

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.

WIONWINI®

Monsanto Company

January 10, 2001

Page 6 of 6
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MONSANTO
Food - Health - Hope

MoONSANTO COMPANY

CO}A‘]FJ/ E‘Ef\’j ‘j-j’;i“\i L 700 CHESTERFIELD PKwY NORTH

CHESTERFIELD, MisSOURI 63198
PHONE (314) 694-1000

Monsanto Reference ID FAX (636) 737-7085
2001-77XRAS8 http:/ /www.monsanto.com

Permit Unit January 10, 2001
USDA, APHIS, PRPQ, 888
4700 River Rd.

Riverdale, MO 27037
01-016-26n

1. USCA Reterance Number
2. Agplicant Reference Number -0+ .77XRAE

3. Applicant/Responsible Party

)
J
O
2
@

FAX 6C€,737-7085

Monsanto Company

70C Cresterfieid Parkway North

St Louws MO 63198
3. Duration of introduction
intarsiate Movement and Seiease Fecruars 08 20Ct - Facruan, 03 2002
5. Recipent
Wheet, Trnhicam aestivum
€. Reguliated Article
Pnenctypic Category: .

Phenctype:

Cultivarvanat; Scownii:

Page 1ot 7
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CONFIDENTIAL

Monsanto Reference ID
2001-77XRAB

designation of transformed line: 33391
Constructs: PV-TXGT10

GENE OF INTEREST
cBI

Promoter: CMoVa/I2 -- |

Gene: CTP2-CP4 -- A gene fusion composed of the N-terminal chloroplast transit peptide sequence
from the Arabidopsis thaliana EPSPS gene (CTP2), and the C-terminal
5-enolpyruvyishikimate-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 -- (b)(4) csl

(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 2 of 7
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Monsanto Reference ID
2001-77XRAB

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

Ship up to 4000 pounds of wheat seed to and from each location.

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

N Honoluiu
County/Province, HI U.S.A.

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

Sedgwick County/Province, KS. [(SIG]USA

VIGELOVIONLIN(® KS.-USA,

MO

U.Ss:
NTACT: MO,
&U.S. .

- CBI

SD

N Y CO R, ooing5 County/Province, S0, IR
so

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

Page 3ot 7
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Y A Ml W Rl B S
COMAIDENTLAT

Monsanto Reference ID
2001-77XRAB

Codington County/Province, sD§ (b) USA

so. Il

HI

it Honolulu
County/Province, HI, S.A.

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

Sedgwick County/Province, KS, | b)(4) Ny

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

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

SD

[ O TCO R - - o: couniyerovince. 5o ([N
(b) (4). (b) (6). (b) (7)) SD-

]icéel

Page 4 of 7
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Monsanto Reference ID
2001-77XRAB

Page 5of 7

CONFIDENTI
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OONEENT] AL
J ’ l»-",d:] 'j ) ] imu

Monsanto Reference iD
2001-77XRAB

Release Site:
NUMBER OF STATES/TERRITORIES AND SITES:
SD (1)
SD
[ IE)) Codington County/Province, SD, USA, 5 acres.
| RS EARC :
SD, U.S.A|
]-CBI
Page6of 7
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. MONSANTO
Food « Health - Hope

MonsanTo ComPANY
& ¥ aid
CG i\jj: ,B )i"' ;\J TiA Z 700 CHESTERFIELD PkWY NORTH
S 4 4 5 J: ey | i CHESTERFIELD, MISSOURI 63198
PHONE (314) 694-1000

Fax (636 -708
Monsanto Reference ID . . AX (636} 737-7085
http:/ /www.monsanto.com

2001-77XRAB

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 of

our knowledge. If there are any changes, we will contact APHIS.

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

Monsanto Company

January 10, 2001

Page 7of 7
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CONFIDENTIAL BUSINESS INFORMATION JUSTIFICATION

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

LEGAL BACKGROUND

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

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

1982). -

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

Information on gene description and commercial development falls squarely within this definition, and is
the type of information accorded trade secret protection by the courts under Exemption 4 of the Freedom
of Information Act. It is well established that information on the formulation and chemistry of a product
should be treated as confidential for FOIA purposes. See, e.g.. Anderson v. Dept. of Health & Human
Services, 907 F.2d 936 (10th Cir. 1990). This is exactly the type of information provided by each and
every subcategory listed above in the gene description category. Where, as in the case of the Monsanto
products subject to this FOIA request, the development time and costs of the product have been
substantial and the information can only be obtained by competitors at considerable cost, disclosute is
prohibited. Greenberg v. Food and Drug Administration, 803 F.2d at {213, 1216-1218 (D.C. Cir. 1986);
Worthington Compressors, Inc. v. Costie, 622 F.2d 45, 51-52 (D.C.Cir. 1981). The existence of ‘
confidentiality agreements binding employees not to reveal the information is another factor considered
by the courts. Greenberg v. FDA, 803 F.2d at 1216-1218.
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CBI Justification
Notification 2001-77XRAB
Page 2

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

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

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

! In a case recently decided by the U.S. Court of Appeals for the District of Columbaia Circuit,
Crninical 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 1s 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
submutted voluntarily, such information is accorded protection from disclosure.
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CBI Justification
Notification 2001-77XRAB

Page 3

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

expense.

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

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

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

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

The release of gene description information would also provide competitors with commercially valuable
knowledge about the particular products that Monsanto is planning to commercialize and the likely time
frame for commercialization. This information would be extremely helpful to these companies in
developing their own marketing strategies and development plans in a highly competitive market.
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CBI Justification
Notification 2001-77XRAB

Page 4

NAMES AND INFORMATION ABOUT GENES, PROMOTERS AND
EXPRESSED TRAITS

The release of information about the genes and promoters in the vectors will directly provide competitors
with the knowledge of the precise genetic sequence - that Monsanto has found to be most desirable. If
this information is disclosed, the competitors will have access to the structure of the Monsanto products,
with the consequences outlined above. Patents for the products at issue in this matter are pending, but

have not been issued.

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

IDENTITY AND CHARACTERISTICS OF DONOR ORGANISM -

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

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

MONSANTO COMPANY

CB; DE i E TE‘Q 700 CHESTERFIELD PkwY NORTH
| el Z CHESTERFIELD, MISSOUR! 63198
PHONE (314} 694-1000
Monsanto Reference ID P (036) 7377055
- http://www.monsanto.com

2001-77XRAB

Permit Unit January 10, 2001

USDA, APHIS, PPQ, BSS
4700 River Rd.

Riverdale, MD 27037
01-016-26n

1. USDA Reference Number
2. Applicant Reference Number 5401.77XRAB
3. Applicant/Responsible Party

FAX 636/737-7085
I ) (0). C)% . .

Monsanto Company EMai monsanto.com

700 Chesterfield Parkway North

. i M
St. Louis (e] _ 63198
4. Duration of Introduction
interstate Movement and Release February 09, 2001 - February 09, 2002

5. Recipient
Wheat, Triticum aestivum
6. Regulated Article

Phenotypic Category:
YP gory T

Phenotype:
ve Glyphosate tolerant

Cultivar/Variety Bobwhite

Page 10t 6
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CBI-DELETED

Monsanto Reference ID
2001-77XRAB

designation of transformed line: 33391

Constructs: PV-TXGT10

GENE OF INTEREST

Promoter: CMoVa/l2 —-[ CBI Deleted ] Bl

Gene: G l Fé-CP{; A gene fusion composed of the N-terminal chloroplast transit peptide sequence
from the”Afabidopsis thalianga'EPSPS gene (CTP2), and the C-terminal
5-enolpy TEvMeMIITTTE=Sphosphate 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 ] cei

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

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

Page 2 of 6
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CBI-DELETED

Monsanto Reference ID
2001-77XRAB

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

Ship up to 4000 pounds of wheat seed to and from each location.

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

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

KS
[ CBiDeleted |--*Sedgwick County/Province, KS, USA

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

SD
[ CBlDeleted ]--"Brookings County/Province, SD, U.S.A

[ CBl Deleted ]-- "Codington County/Province, SD, USA

Page 30f 6
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1

CBI-DELETED

Monsanto Reference ID
2001-77XRAB

Ship To:

[

HI
CBI Deleted

KS
CBI Deleted

MO
CBI Deleted

SD
CBli Deleted

CBI Deleted

Page 4 of 6

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

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

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

] -- *Brookings County/Province, SD, U.S.A

} -- *Codington County/Province, SD, USA
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CBI-DELETED

Monsanto Reference ID
2001-77XRAB

Release Site:

NUMBER OF STATES/TERRITORIES AND SITES:

SD (1)

SD
[ CBIDeleted ]--Codington County/Province, SD, USA, 5 acres

Page 5 of 6
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MONSANTO
Food - Health « Hope

MoONSANTO COMPANY

CBI-DEL ETED 700 CHESTERFIELD PkwY NORTH
CHESYERFIELD, MisSSOURI 63198
PHONE (314) 694-1000

FAX (676] 737-7085

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

2001-77XRAB

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 wili contact APHIS.

WIOAWINI®

Monsanto Company

January 10, 2001

Page 6 of 6
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file copy

Mr. Myron Isherwood Jr., Manager January 17, 2001
Plant Quarantine Branch

Hawaii Department of Agriculture

701 TIlalo Street

Honolulu, HI 96813

Dear Mr. Isherwood Jr.:
Enclosed is notification 01-016-26n for your review. The information has been

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

Bp number 01-016-26n Applicant #: 2001-77XRAB
Received: January 16, 2001 Effective: February 15, 2001
Institution: Monsanto Recipient: Wheat

Interstate destination: HI KS MO SD

Release destination: SD

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

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

Sincerely,

Mary Jackson, Regulatory Specialist
Biotechnology Program Operationsg
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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file copy

Mr. Tom Sim IV, Administrator January 17, 2001
Plant Protection and Weed Control Section '
Kansas State Board of Agriculture

901 S. Kansas Avenue

Topeka, KS 66612-1281

Dear Mr. Sim IV:
Enclosed is notification 01-016-26n 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 (c) .

Bp number 01-016-26n Applicant #: 2001-77XRAB
Received: January 16, 2001 Effective: February 15, 2001
Institution: Monsanto Recipient: Wheat

Interstate destination: HI KS MO SD

Release destination: SD

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

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

Sincerely,

[S

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

Plant Protection and Quarantine

Enclosure

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

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

Name of State official:

Signature:

Date:

State: Rptloc01l/R4
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file copy

Mr. Michael Brown January 17, 2001
Plant Industries Divisgion

Missouri Department of Agriculture

1616 Missouri Boulevard

Jefferson City, MO 65102

Dear Mr. Brown:
Enclosed is notification 01-016-26n for your review. The information has been

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

Bp number 01-016-26n Applicant #: 2001-77XRAB
Received: January 16, 2001 Effective: February 15, 2001
Institution: Monsanto Recipient: Wheat

Interstate destination: HI KS MO SD

Release destination: SD

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

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

Sincerely,

[ S|

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

Plant Protection and Quarantine

Enclosure

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

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

Name of State official:

Signature:

Date:

State: Rptloc0l/R4
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file copy

Mr. Kevin Fridley January 17, 2001
Division of Agricultural Services

South Dakota Department of Agriculture

Foss Building-523 East Capitol

Pierre, SD 57501-3182

Dear Mr. Fridley:
Enclosed is notification 01-016-26n for your review. The information has been

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

Bp number 01-016-26n Applicant #: 2001-77XRAB
Received: January 16, 2001 Effective: February 15, 2001
Institution: Monsanto Recipient: Wheat

Interstate destination: HI KS MO SD

Release destination: SD

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

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

Sincerely,

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

Plant Protection and Quarantine

Enclosure

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

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

Name of State official:

Signature:

Date:

State: Rptloc01/R4
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Feb 15 01 10:22p HAWAII STATE AG OGG 877-8771 p.10

x

Uniled States Animai and - 47C0 Rivar Road
Depariment of Plant Heaith Rivercals, MD 20737
Agriculture inspecton Servica K

JAN 2 5 200)

: - 57 2
ENEICIEINE
—- Mr. Myron Isherwocod Jr., Manager AREE |

Plant Quarantine Branch fw%’

Hawaii Department of Agriculture
701 Ilalo Street .
Honolulu, HI 96813 o e
i UGEC - 0 3%

January 17, 2001

Dear Mr. Isherwood Jr.:

Enclosed is notification 01-016-26n for your review. The information -has been
reviewed and it has been determined that the request meets the eligibility
criteria and performance standards for notification under 7 CFR 340.3 (c).

Bp number 01-016-26n Applicant #: 2001-77XRAB
Received: January 16, 2001 Effective: February 15, 2001
Institution: Monsanto Recipient:  Wheat

Interstate destination: HI KS MO SD ’

Release destination: SD

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

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

Sincerel

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

Plant Protection and Quarantine

Enclosure

cc: R. Stoaks, PPQ, Sacramento, Ca

STATE RESPONSE TO NOTIFICATION
X _ State concurs with APHIS determination: Please notify Ms. Carol Okada,
Hawaii Dept. of Agriculture, 701 Ilalo St., Honolulu, HI 96813.
State DOES NOT CONCUR and offers the following reasons:

££i

Name of Statg [e)

Signature:

A\

Date:__ 15 Februakry 2001 i .

State: Hawaii . 'Rptloc01/R4

Ly NMﬁ-ﬁﬂanAmmmnAgtmu‘. ty Erpinxer

An Equal Cpporiur
OR120018_BR_007186
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Unitea Stateg Animas and 4700 Rivar Roéd
Depariment of Plant Heaith Rivercaia, MD 20737
Agricuiturg Inapecten Service ' '
Mr. Michael Brown _ . January 17, 2001

Plant Indugrries Division
Missouri Department of Agriculture
1616 Misgouri Boulevard

Jefferson City, MO 65102

Dear Mr. Brown:

Enclosed ie notification 01-016-26n" for your review. The information -has been
reviewed and it has been determined that the request meeteg the eligibiliey
criteria and performance standards for notification under 7 CFR 340.3 (c).

Bp number 01-016-26n Applicant #: 2001-77XRAR
Received: January 16, 2001 Effective: February 15, 2001
Institution: Mongsanto Recipient:  Wheat

Interstate destination: HT KS MO SD '

Release destination: SD

Sheould you have comments, please respond eit:,her'hy telephone (301) 734-5787
or by facsimilie (301) 734-8310 on or befora the effective date.

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

Yy Jackson, Regulatory Specialisgt
Biotechnology Program Operations
Permite and Rigk Agsegements

Plant Protection and Quarantine

Enclosure

ca; R.AElliston, PPQ, Fort Collins, CO

STATE RESPONSE TQ NOTIFICATION

@ Scate concurs with APHIS determination.

V‘C\D . Rptloc01. /R4 .

WM-ﬁuwmwxm An Equal Oppanumty Einpicyer
' OR120018_BR_00718
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visedsuL 192U Q0BUs 773 J451 S D DEPT OF AG doo2

4 Unileq States - Animal and 4700 River Roag

Deperimeni aof .. Plant Heain Riveraaia, MD 20737

Agrcultwe Inspection Service

L Mey Kevin Fsldley . '
‘Divigion of Agrlcultural Services i
South -Dakota- Department of Agr;culture-
Foss Building-523 East Capitol
_Pierre, SD 57501-3182 '

Dear Mr. Fridley:

,ﬂEﬁcioéed is not;f;cation 01-016~26ni for your review. The information has been |
;rev;ewed and it has been determined that the request meets the eligibility .
criteria. and performance standards for notificatlon_under 7 CFR 340.3 (c).

’ 'Bp number 01-016-26n * Applicant #: 2001-77XRABE |
‘Received:. = January 15, 2001 Effectiva: February 15, 2001
Institution: Monsanto Recipient:" " Wheat
Interstate desgtination: HT XS MO &D : ’

Releaae destmar_ion . 8§D

. Should you have commentg, please respond elther by telephone (301) 734-5787
. or hy faca:.m;l;a (301) 734-8910 oo or before the effective date.

' It is mandated undsr 7 CFR 340.3° (c) that ADHIS provide an acknowledgement
w:.th:.n 30 daya of- receipt L

Ty Kequla ory Specialist .
. B:.otechnology Program Operations
" Parmits and Risk Assessments

Plant Protecnon and Quaran:ine

Enclosure

ce: R. I-Igllxiston', PRQ, F‘;ort- Collins, CO

; STATE RESPONSE TO NOTIFICATION
‘ Zg State concurs with APHIS determination.

State DOES NOT CONCUR and offers the £cllowing raasons:

Name of §Sta' - \,L
Signetufe-v |

Deﬁe

State Rptloc0l/R4

An Equnl Gopu'hnly Em;:b,u ) \JAN 2 9 {’.\')C

- OR120018_BR_007188




February 16, 2001

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

vear [N

Your notification request has been acknowledged and may be executed according to
7 CFR 340.3(c), effective on or after February 16, 2001.

Interstate movement and Release

Notification no. 01-016-26n (2001-77XRAB)

Regulated article - Wheat

Destinations - Hawaii, Kansas, Missouri, South Dakota

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

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

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

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

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

Sincerely,

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

Plant Protection and Quarantine

Enclosure
cC:

M. Isherwood, Hawaii Dept. of Agric., Honolulu, HI
T. Sim, Kansas State Board of Agric., Topeka, KS

OR120018_BR_007189




M. Brown, Missouri Dept of Agric., Jefferson City, MO
K. Fridley, South Dakota Dept. of Agric., Pierre, 8D
R. Stoaks, PPQ, WR, SCR, Sacramento, CA

File number 01-016-26n

OR120018_BR_007190




et —COMM.  TOLIBNAL ~ soksoisoickiooriooiokxrk DATE FEB-23-2081 soerick TIME 17159 sckkksoiok

MODE = MEMORY TRANSMISSION START=FEB-23 17:44 END=FEB-23 17:59
FILE NO.=437
STN NO. CoriM. ABBR NO. STRTION NAME/TEL NO. PAGES  DURATION
%53 oK & 816367377885 P38/038 02:88:28
- - NCICHER - NOKAORICIIORK
United States Animat and 4700 Ri
var Road
m‘"‘ of Plant Health Riverdale, MD 20737
inspection Service

February 23, 2001

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

O 0 00

Your notification request has been acknowiedged and may be exocuted according
to 7 CPR 340.3(c), effective on or after March 6, 2001.

Interstate movemsnt and Release
Notification mo. 01-037-12n (2001-335XRAB)
Regulated article - Wheat

Destinations ~ Montana, Washington

You must comply with the performance standards as stated in 7 CFR 340.3({c).

You or any of your cooperators who will be involved in handling the regulated
article must be prepared with a written or verbal deseription of the metheds
to be employed to meet each performance .standard. In addition, all packages
mist be clearly labeled as to content, aand notification number must be

prominently displayed on package.

Thiz acknowledgment &ces not authorize use of *challenge organisms® for field
test.

A copy of this letter of acknowledgmeat will be sent to the receiving State
Regulatory Officials and the Regional Progrem Maragers (Biotechrology).

Sincerely,

Maxy Jackson, Regulatory Specialist
Biotechnology Program Operations
Perwits and Risk Assessments

Plant Protection and Quarantine

Enclosure

cc:

M. Bryson, Montana Dept. of Agric., Helena, M7

T. Wessels, Washington Dept. of Agric., Olympia, WA
R. Stoaks, PPQ., SCR, WR, Sacramento, CA

‘H!,I’"NU'Fn.mmonn-ﬂanloﬂN&n- An St OppartuneyEmplore
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MONSANTO
Food + Health - Hope

MONSANTO COMPANY
700 CHESTERFIELD Prwy NORTH
CHESTERFIELD, MISSOURI 63108
PHONE (314} 694-1000

April 16, 2001 FAX (636) 737-7085

http:/ /www.monsanto.com

Ms. Dianne Hatmaker

Biotechnology Program Operations

United States Department of Agriculture
Animal and Plant Health Inspection Service
4700 River Road

Riverdale, MD 20737

Re: USDA # Monsanto # - — .
) (= Not a FOIA Deletion
01-017-12n 2001-144XRAB
01-022-10n 2001-191XRAB
01-022-11n 2001-192XRAB
01-022-13n 2001-199XRAB
01-022-15n 2001-201XRAB
01-022-17n 2001-204XRAB
01-022-18n 2001-206XRAB

Dear Ms. Hatmaker:

Due to an error, transformed line #33512 (PV-TXGT12) was inadvertently omitted from the
notifications listed above. Please include this line number in the above notifications. This line
had been included in notification 00-195-06n (2000-520XRAB), which covered the trial that
produced the seed for shipment and release under the notifications listed above.

M assistance with this matter. Please call if you require further information

Sincerely yours,

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

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

cc: Dr. Ralph Stoaks
USDA, APHIS, PPQ

OR120018_BR_007192




MONSANTO

CONFIDENTIAL

December 19, 2003

7
Mr. Juan A. Roman (/ \
Team Leader
Permitting and Notification )(O
USDA, APHIS '

4700 River Road, Unit 147
Riverdale, MD 20737

USDA#

Monsanto #
01-016-26n 2001-77XRAB
01-017-12n 2001-144XRAB
01-022-10n 2001-191XRAB
01-022-11n 2001-192XRAB
01-022-13n 2001-199XRAB
01-022-15n 2001-201XRAB
01-022-17n 2001-204XRAB
01-022-18n 2001-106XRAB

Dear Mr.

OR120018_BR_007193

MonsanTo Company -

700 CHESTERFIELD PKWY NORTH
CHESTERFIELD, MISSOUR! 63198
http:/ /www.monsanto.com




) MONSANTO
‘
CBI-DELETED MonsaNTO COMPANY
700 CHESTERFIELD PkwY NORTH
December 19, 2003 CHESTERFIELD, MISSOURI 63198

http://www.monsanto.com

Mr. Juan A. Roman

Team Leader

Permitting and Notification
USDA, APHIS

4700 River Road, Unit 147
Riverdale, MD 20737

Re: Our Letter of 4/16/01 concerning the following notifications:

USDA# Monsanto #
01-016-26n 2001-77XRAB
01-017-12n 2001-144XRAB
01-022-10n 2001-191XRAB
01-022-11n 2001-192XRAB
01-022-13n 2001-199XRAB
01-022-15n . 2001-201XRAB
01-022-17n 2001-204XRAB
01-022-18n 2001-106XRAB

Dear Mr. Roman:

This letter provides an update to our previous letter of 4/16/01 concerning the addition of a construct and
line number to the notifications listed above.

[ CBI-DELETED ]-CBI
Please call if you require further information concerning this matter.

Sincerely yours,

[CBI-DELETED }-CBI

OR120018_BR_007194




CONFIDENTIAL

2001 Wheat Field Test Report
USDA %01-016-26n 'Monsanto #2001-77XRAB

October 2, 2002

Biotech Field Compliance Team
Monsanto Company

Location County State
2147306818 Codington County SD

USDA# 01-016-26n Page 1 of 1 Monsanto #2001-77XRAB
OR120018_BR_007195




CBI-DELETED

2001 Wheat Field Test Report
USDA #01-016-26n Monsanto #2001-77XRAB

October 2, 2002

Biotech Field Compliance Team
Monsanto Company

Location County State
2147306818 Codington County SD

Codington County/SD (2147306818)

Planting Date:  04/26/2001

Harvest Date:  08/24/2001

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

Purpose of Field Trial: [CBI-Deleted]

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

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

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

Disposition of the harvested material: [CBI-Deleted]

Additional Comments: [CBI-Deleted]

USDA# 01-016-26n Page 1 of 1 Monsanto #2001-77XRAB
OR120018_BR_007196




" 'AéO-NFIDENTIAL 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); Guif & Western Industries, Tnc. v. 11.S,, 615 F.2d 527, 530 (D.C.Cir. 1979). '

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

injury. Id. at 530; National Parks & Conservation Association v. Kleppe, 547 F.2d 673, 679 (D.C.Cir.
1976); Miami Herald Pub. Co. v, 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

substantlal effort ” Euhhc_Chnzen_Health_Rﬂs.eamh_GmupJLEDA 704 F.2d 1280, 1288 (D C.Cir. 1983)

h & ervices, 907 F.2d 936, 943-44 (10th Cir. 1990). - RS

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 Flectric 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). Specxﬁc justification for treating field
monitoring observation information as CBI is provided below.!

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

OR120018_BR_007197




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)

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

Deleted.
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1/17/01 4:21 pm Notification Tracking Sheet

App number: 2001 -90XRAB Begin movement: 2/10/01
Received: 1/16/01 End movement: 2/10/02
Institution: Monsanto Begin release: 2/10/01
Recipient: Wheat End release: 2/10/02
Status: Pending Acre: 5.00
Effective date: 2/15/01 CBI status: CBI
Phenotype: HT - Glyphosate tolerant
Comments:
Parsed name:
Addressl: Monsanto Company
Address2: 700 Chesterfield Parkway N.
Address3:
Address4:
City/State/Zip;:Chestexrfield, MO 63198
zelophone:  DIONOIGKE] Faox: 636-737-7085
Initial Date
i [L{(Assign Bp number and initial data entry [ QU [I/i7/0 ]
2 Pf/Review by biotechnologist [ /e [t HAN I8 ?Qm
b
3. & Letter of notification to State Fed ~EX [ Hsg'\(/] [l{93/0/ ]
4. [ ] State response
0/d Loc Site Reg
Interstate *Dest*HI * *WR ¥ [ ] [ 1
Interstate *Dest*KS * *SCR * [ ] [ ]
Interstate *Dest*MO * *SCR * [ ] [ ]
Interstate *Dest*ND * *SCR * [ ] [ ]
Interstate *Orig*HI * *WR *
Interstate *0Orig*KS * *¥SCR *
Interstate *Orig*MO * *SCR *
Interstate *Oxrig*ND * *SCR *
Release * *ND *  1*SCR * [ ] [ ]
Wi 1
5. [l Enter genes into database [ ] [I Igl'zdol

6. [J Letter of(ggggggiééggééégzdenial/withdraw [ F<0<f(9] [td/éU/O/]*
7 [Ll/ Enter final data into database [L°<D€I\O] [ 9-} &@/0/]

8. [ 1 If deny, reason: Address incomplete, Signature mismatch,
Ph category, Phenotype, Gene, Donor, Marker,
Does not qualify

Moo fun tfonatinaed < (KS) ol met [ 2ore/
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Yo

MONSANTO
Food + Health - Hope o

MONSANTO COMPANY

oy ooy ¥ Zemu greaw 3 g = 3 & y

£ e 3 ¢ n . -
;{ f _ ]~j .}\,.,j-i :} }.,a JV j J d% )i 700 CHESTERFIELD PKWY NORTH
B’ Nye Wad J il fonid W A 474 e CHESTERFIELD, MISSOURI 63198

PHONE (314) 694-1000

Monsanto Reference ID FAX [636) 737-7085
2001-90XRAB http:/ /www.monsanto.com
Permit Unit January 11, 2001

USDA, APHIS, PPQ, BSS
4700 River Rd.

Riverdale, MD 27037
01-016-30n

1. USDA Reference Number
2. Applicant Reference Number 5001-90XRAB
3. Applicant/Responsible Party

prove |

FAX 636/737-7085
EMail

P monsanto.com
Monsanto Company

700 Chesterfield Parkway North
St. Louis MO 63198
4. Duration of Introduction

Interstate Movement and Release February 10, 2001 - February 10, 2002

5. Recipient
Wheat, Triticum aestivum
6. Regulated Article

Phenotypic Category:
yp gory HT

Phenotype:
Glyphosate tolerant

Cuitivar/Variety Bobwhite

Page 1 of 6
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Monsanto Reference ID
2001-90XRAB

designation of transformed line: 33391

Constructs: PV-TXGT10
GENE OF INTEREST

Promoter: CMoVa/I2 - || b)(4) CcBl

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

wiiiony O O

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 6
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Monsanto Reference ID
2001-90XRAB

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

Ship up to 3000 pounds of wheat seed to and from each location.

ORIGIN: DESTINATION:
HI, KS, MO, ND HI, KS, MO, ND
Ship From:
Hi

| Honolulu
County/Province, Hl, US.A.

KS, USA,

MO

'l St. Louis County/Province, MO, {{SHEY

U.S.A

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

NTACT:

]- CBI

ND

P Willams County/Province, ND,

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

Page 3 of 6
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Monsanto Reference ID
2001-90XRAB

Ship To:

Hi

[ , Honolulu
County/Province, U.S.A.

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

]-CBI

Sedgwuck County/Province, KS [{S)IES] USA
(b) (4). (b) (6). (b) (7)(C) KS-JSA

]-CBI

MO

[ O TCOR . . s Courty/Province, Mo

(b) (4). (b)

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

CONTACT:
SARES

]- CBI
ND

i ) R 75 Courty/Province, ND,

CONTACT: (b)Y (4),(b)(6), (b)(7)NC)
N ) (4). (b) (6), (& b b) (6 b C

]- CBI

Page 4 of 6
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Monsanto Reference ID
2001-90XRAB

Release Site:

NUMBER OF STATES/TERRITORIES AND SITES:

ND (1)
ND
[ —_wnnams County/Province, ND,
USA, 5 acres.
(b) (4), (b) (6), (b) (7)
X ¢ ' A ' t 7 \:
]-CBI
Page 5 of 6
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= [
MONSANTO
)‘Um/ » ”(’dl!h D ”()IM‘

MONSANTO COMPANY

/:.“ _f“"ﬂ-! i\ i ":J im; Fﬂf f?'\ q x—;l"j {‘3 f’v 700 CHESTERFIELD Pkwy NORTH
Qs s 4 Wi J L j d 4/ b CHESTERFIELD, MISSOURI 63198
PHONE (314) 694-1000
Monsanto Reference ID AN OIS
2001-90XRAB 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

January 11, 2001

Page 6 of 6
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CONFIDENTIAL BUSINESS INFORMATION JUSTIFICATION

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

LEGAL BACKGROUND

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

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

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

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

GENE DESCRIPTION

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

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

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

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

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

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

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

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

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

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

IDENTITY AND CHARACTERISTICS OF DONOR ORGANISM

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

The identity of the donor organisms have been claimed as confidential by Monsanto because the
disclosure of this information will essentially reveal to Monsanto's competitors the nature of the genes
for the expressed traits. Likewise, information on the characteristics of the donor organisms and the
source of the characterization of the donor will reveal directly or with little difficulty the identify of the
donor organism. With this information in hand, even without information on the other components of the
vector, Monsanto's competitors will be accorded a tremendous advantage in their search for competitive
products, and will be able to unfairly take advantage of the expensive and time intensive effort by
Monsanto to identify this donor as the most suitable organism for providing the genetic information
necessary to best express the desired traits.
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Monsanto Reference ID
2001-90XRAB

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

Riverdale, MD 27037
01-016-30n

1. USDA Reference Number
2. Applicant Reference Number 5001.g0XRAB

3. Applicant/Responsible Party

AT ) (0).(0) ()(C)

FAX 636/737-7085

MonsanTo CoOMPANY

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

FAX (636) 797-7085

http:/ /www.monsanto.com

January 11, 2001

EMail @ monsanto.com
Monsanto Company

700 Chesterfield Parkway North

St. Louis MO 63198

4. Duration of Introduction

Interstate Movement and Release February 10, 2001 - February 10, 2002

5. Recipient
Wheat, Triticum aestivum
6. Regulated Article

Phenotypic Category:
yp gory HT

Phenotype:
Glyphosate tolerant

Cultivar/Variety Bobwhite

Page 1 of 6
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Monsanto Reference ID
2001-90XRAB

desi ion of S ine:
esignation of transformed line 33391

Constructs: PV-TXGT10
GENE OF INTEREST

Promoter: CMoVa/l2 [ CBI Deleted ] cal
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
CBI

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
S-PezclpyruvyIshikimate-s-phosphate synthase gene (CP4) from an Agrobacterium species, strain
CP4,

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

Page 2 of 6
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Monsanto Reference ID
2001-90XRAB

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

Ship up to 3000 pounds of wheat seed to and from each location.

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

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

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

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

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

Ship To:
Hi
[ CBIDeleted ]--*Honolulu County/Province, HI, U.S.A.

Page 3 of 6
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Monsanto Reference ID
2001-90XRAB

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

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

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

Page 4 of 6
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Monsanto Reference ID
2001-90XRAB

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

ND
[ CBIDeleted ] --Williams County/Provin

Page 5 of 6

ce, ND, USA, 5 acres
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Monsanto Reference ID
2001-90XRAB

9. Certification

s
(V|

MONSANTO
Food + Health - Hope

VIONSANTO COMPANY
72 3 ] /‘ }‘ f’;’ ] afgu 1", J) 700 CHESTERFIELD PKWY NORTH
D [ == o & CHES < 21c
~(‘:~«:>7 ‘J:.J =87 K V{“vv j, ; l’“ B CHESTERFIELD, MISSOURI 63198
PHONE (314) 694-1000
FAX (636) 737-7085

http:/ /www.monsanto.comn

| certify that the regulated article will be introduced in accordance with the eligibility criteria and

Monsanto Company

January 11, 2001

Page 6 of 6

our knowledge.

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

the performance standards set forth in 7 CFR 340.3. The above information is true to the best of
If there are any changes, we will contact APHIS.
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MONSANTO
Food « Health - Hope

MONSANTO COMPANY

Fa Yo ; ™~ : :f"' s 700 CHESTERFIELD PKWY NORTH
io’ Q " Bead B ‘g ; d 4 CHESTERFIELD, MISSOURI 63198
PHONE (314) 694-1000

FAX (636) 737-7085
Monsanto Reference ID Rear,
http:/ /www.meonsanto.com

2001-90XRAB

Permit Unit January 11, 2001

USDA, APHIS, PPQ, BSS
4700 River Rd.

Riverdale, MD 27037
01-016-30n

1. USDA Reference Number
2. Applicant Reference Number 2001.g0XRAB

3. Applicant/Responsible Party

FAX 636/737-7085
Monsanto Company EMail _ monsanto.com

700 Chesterfield Parkway North
Lol
St. Louis MO 63198

4. Duration of Introduction

Interstate Movement and Release February 10, 2001 - February 10. 2002

5. Recipient
Wheat, Triticum aestivum
6. Regulated Article

Phenotypic Category:
yp gory HT

Phenotype:
Glyphosate tolerant

Cultivar/Variety Bobwhite

Page 1 016
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Monsanto Reference ID
2001-90XRAB

! - siieh oy -
designation of transformed line 33391

Constructs: PV-TXGT10

GENE OF INTEREST

Promoter: CMoVa/l2 --[ CBI Deleted ] cal
Gene: CTP2-CP4 -- A gene fusion composed of the N-terminal chloroplast transit peptide sequence

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

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

CP4, &

Terminator: NOS 3' -- A 3' non-translated region of the nopaline synthase gene of Agrobacterium

tumefaciens T-DNA.

GENE OF INTEREST

Promoter. CMP3/I5 --[  CBI Deleted | Cel

Gene CTP2-CP4 -- A gene fusion composed of the N-terminal chloroplast transit peptide sequence
from the Arabidopsis thaliana EPSPS gene (CTP2). and the C-terminal
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
tumetaciens T-DNA

Page 2ol 6
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Monsanto Reference ID
2001-90XRAB

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

Ship up to 3000 pounds of wheat seed to and from each location.

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

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

KS
[ CBIDeleted ]--‘Sedgwick County/Province, KS. USA

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

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

Ship To:

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

Page 30l 6
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Monsanto Reference ID
2001-90XRAB

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

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

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

Paged of 6
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Monsanto Reference ID
2001-90XRAB

Release Site:

NUMBER OF STATES/TERRITORIES AND SITES:

ND (1)

ND

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

Page 5ol 6
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MONSANTO
Food - Health - Hope

MONSANTC COMPANY

i ,-n ’ o =5 700 CHESTERFIELD PKWY NORTH

2 . o &

y: ! - s & LL- g ) CHESTERFIELD, MiSSOUR! 67198
PHONE (314) 694-1000

FAX (636) 737-7085
Monsanto Reference ID

2001-90XRAB

http: / /www.monsanta.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.

WIONLIN(®

Monsanto Company

January 11, 2001

Page 6 of 6
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file copy

Mr. Myron Isherwood Jr., Manager January 17, 2001
Plant Quarantine Branch

Hawaii Department of Agriculture

701 Ilalo Street

Honolulu, HI 96813

Dear Mr. Isherwood Jr.:
Enclosed is notification 01-016-30n for your review. The information has been

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

Bp number 01-016-30n Applicant #: 2001-90XRAB
Received: January 16, 2001 Effective: February 15, 2001
Institution: Monsanto Recipient: Wheat

Interstate destination: HI KS 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,

| S|

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

Plant Protection and Quarantine

Enclosure

cc: R. Stoaks, PPQ, Sacramento, CA

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

Name of State official:

Signature:

Date:

State: Rptloc01l/R4

OR120018_BR_007222




file copy

Mr. Tom Sim IV, Administrator January 17, 2001
Plant Protection and Weed Control Section

Kansas State Board of Agriculture

901 S. Kansas Avenue

Topeka, KS 66612-1281

Dear Mr. Sim IV:

Enclosed is notification 01-016-30n for your review. The information has been
reviewed and it has been determined that the request meets the eligibility
criteria and performance standards for notification under 7 CFR 340.3 (c).

Bp number 01-016-30n Applicant #: 2001-90XRAB
Received: January 16, 2001 Effective: February 15, 2001
Institution: Monsanto Recipient: Wheat

Interstate destination: HI KS 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,

|5l

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

Plant Protection and Quarantine

Enclosure

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

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

Name of State official:

Signature:

Date:

State: Rptloc01 /R4

OR120018_BR_007223




file copy

Mr. Michael Brown January 17, 2001
Plant Industries Division

Missouri Department of Agriculture

1616 Missouri Boulevard

Jefferson City, MO 65102

Dear Mr. Brown:
Enclosed is notification 01-016-30n for your review. The information has been

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

Bp number 01-016-30n Applicant #: 2001-90XRAB
Received: January 16, 2001 Effective: February 15, 2001
Institution: Monsanto Recipient: Wheat

Interstate destination: HI KS 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,

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

Plant Protection and Quarantine

Enclosure

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

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

Name of State official:

Signature:

Date:

State: Rptloc01 /R4

OR120018_BR_007224



file copy

Mr. David R. Nelson, State Entomologist January 17, 2001
North Dakota Department of Agriculture

600 East Boulevard, 6th Floor

Bismarck, ND 58505-0020

Dear Mr. Nelson:
Enclosed is notification 01-016-30n for your review. The information has been

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

Bp number 01-016-30n hApplicant #: 2001-90XRAB
Received: January 16, 2001 Effective: February 15, 2001
Institution: Monsanto Recipient: Wheat

Interstate destination: HI KS 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,

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

Plant Protection and Quarantine

Enclosure

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

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

Name of State official:

Signature:

Date:

State: RptlocO0l/R4
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Feb 15 01

10:22p

Unitea States
Depannmen: af
Agricultura

Mr. Myron

HAWAII STATE AG

Animal and
Plant Health
Insgacion Sarvice

Ishexwood Jr., Manager

Plant Quarantine Branch
Hawaii Department of Agriculture
701 Ilalo Street

Honolulu, HI

Dear Mr.
Enclosed
criteria

Bp number
Received:

96813

Ishexwood Jr. :

01-016-30n
January 16,

2001

Institution: Monsanto

Interstate destination: HT KS MO ND

Release destination: ND

Should you have comments, please respond either b
or by facsimilie (301) 734-8910 on or before the

It is mandated under 7 CFR 340.3

within 30 days of receipt.

ry Jackson, Regulatory Specialist

Biotechnology Program Operations
Permits and Risk Assessments
Plant Protection and Quarantine

Enclosure

cc: R. Stoaks,

PPQ,

Sacramento, CA

0GG

is notification 01-016-30n for your review.
reviewed and it has been determined that the request m
and performance standards for notification un

Applicant #:
Effective:
Recipient:

877-8771

47C0 River Road
Riverdala, MD 20737

Wheat

2001-90XRAB
February 15,

January 17,

2001

vy telephone (301) 734-5787
effective date.

(c) that APHIS provide an acknowledgement

0l gE0-027

2001

The information has been
eets the eligibility
der 7 CFR 340.3 (c).

X _State concurs with APHIS determination.
Hawaii Dept. of Agriculture,
State DOES NOT CONCUR and offers the followi

Name of State
Signature:

Date:

STATE RESPONSE TO NOTIFICATION

State:

lS_FebfGary 2001

Hawaii

%%fﬁg? APHS - Pretaciang Amencan AGneuilim

701 Ilalo St.,

Rptloc01/R4

OR120018_BR" Bt7938 " mperer

Please notify Ms. Carol Okada

Honolulu, HI 96813.
ng reasons:
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Uniled States
Dapariment af
Agricullure

4700 River Roaa
Rivargale, MD 20737

Animal and
Plant Heaith
Inspactien Servica

Mr. Michael Brown

Plant Industries Divipion
Missouri Department of Agriculture
1616 Mipgouri Boulevard

Jefferson City, MO 65102

Dear Mr. Brown:

Enclosed ip notification 01-016-30n for your review.

January 17,

2001

The information '‘has beén

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 numbex 01-016-30n Applicant #: 2001-90XRAB
Received: January 16, 2001 Effective: February 15,
Institution: Monsanto Recipient:  Wheat
Interstate destination: HI KS 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.

Ty Jackson, Regulatory Specialist
Biotechnology Program Operations
Permits and Risk Assessments
Plant Protection and Quarantine

Enclosure
cc: R, Elliston,

PPQ, Fort Colling, CO

STATE RESPONSE TO NOTIFICATION

! ) State concurs with APHIS determination.

State DOES NOT CONCUR and offers the following reasons:

Wdoo E

Name of State official: (\\'\\\r\

Signature:
pare:_ 01 [ ¥1(9)
State: O Rptloc0l/R4
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United Siazes Animat and 4760 River Road

pariment of Plant Haaith Rivarcals, MD 20737
Agriculture Inspacucn Servics ‘
Mx. David R. Nelacn, Stace Entomologist ) January 17, 200%.

North Dakota Department of Agriculcture
600 East Boulevard, 6th Floor
Bismarck, ND 58505-0020

Dear Mr. Nelson:

Enclosed is notification 01-016-30n for your review. The information has been
reviewed and it has been detexmined that the Tequest meets the eligibility
criteria and performance standards for notification under 7 CFR 340.32 (g).

Bp numbexr 01-016-30n Applicant #: 2001-90XRAR
Received: January 16, 2001 Effective: February 15, 2001
Inatitution: Momsanto Recipient: wWheat

Tnterstate destination: HT KS MO ND '

Release destinacion: ND

Should you have eomments, please respond either by telephone (201) 724-5787
©r by facsimilie (301) 734-8510 on or before the effective dare.

It is mandated under 7 COFR 340.2 (e) that APHIS provide an acknowledgement
within 30 days of receipt.

34

Ty Jackson, Regulatory Specialist
Biotechnology Program Operations
Permits and Risk Ascessments
Plant Protection and Quarantine

Enclosure

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

STATE RESPONSE TO NOTIFICATION
4§ State concurs with APHIS determination.

State DOES NOT CONCUR and offerg the following reasons:

Name of Sta ELIO-?
Signature;

Date:rJ" LZ/O/

State: /V/lj RptlocOl/Ra

JAN 29 2001

An Equal Coparuniy Ermpisyar
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NORTH DAKOTA DEPARTMENT OF AGRICULTURE
600 EAST BOULEVARD
BISMARCK ND 58505-0020

PHONE 701 328-4765 FAX 701 328-4567
FACSIMILE MESSAGE

DATE: April 17, 2001

FAX NUMBER: 301 734-8910

COMPANY NAME: . USDA APHIS - BIOTECHNOLOGY SCIENTIFIC SERVICES

CITY AND STATE RIVERDALE MD

ATTENTION DIANNE HATMAKER 301 734-5787

TRANSMISSION CONSISTS OF 7 PAGE INCLUDING COVER PAGE.

»1BASE ADVISE IF TRANSMISSION IS NOT WELL RECEIVED. I YOU HAVE
ANYPROBLEMS OR QUESTIONS, PLEASE CALL THE NORTH DAKOTA
AGRICULTURE AT (701) 328-2231.

SENDER DAVID R. NELS
State Entomologist
(701) 328-4765

DIVISION PLANT PROTECTION

Astached are respouses to notifications.

I would like to sce these conditions on the attached letter applied to several notifications that
were previously replied to. They ate:

01-022-18N

01-022-16N

01-022-17N

01-022-15N

01-022-11N

01-022-13N

01-016-30N

01-022-10N

OR120018_BR_007229
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AGRICULTURE COMMISSIONER

PHONE (701)328-2231
ROGER JOENSON

(800) 2427535
FAX  (701)328-4567

DEPARTMENT OF AGRICULTURE
State of North Dakota
600 E. Boulevard Ave. Dept, 602
Bismarck, ND 58505-0020

TO: Jarnes White E. Diane Hatmaker
USDA-APHIS-PPQ USDA-APHIS-PPQ
Biotechnology Risk Assessment Permits-Biotechnology
4700 River Road 4700 River Road
Riverdale MD 2073 i MD 20737

FROM: David R. Nelson
DATE: April 17, 2001
~ RE: Performance Standards for Wheat Notifications

We believe the performance standards for biotechnology wheat trials under notification or permit
need to be strengthened to prevent the regulated material from the field trial from persisting in
the environment by minimizing the likelihood of pollination and successful fertilization of
receptive plants outside of the field trial. Standards should be stronger than those used for seed

certification purposes because the needs of seed certification differ from the need to prevent
persistence in the environment,

Biotechnology wheat trials planned for this and future growing seasons should incorporate the
following safeguards:

1. Isolation from wheat that will be harvested for use as seed should be at least 330 feet. This
includes all classes of certified seed as well as any grain that may be used as common seed.
This distance reflecis dic polien moyement distances recognized by seed certification
standards.

2. Isolation from any wheat that will be harvested for grain should be at least 100 feet.

3. Because of the possibility of volunteers, wheat should not be grown within the field triel or

isolation arca during the subsequent growing season and all volunteer wheat plants appearing
within this area should be destroyed.

F (b) (6), (b) (7)(C)
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February 21, 2001

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

Your notification request has been acknowledged and may be executed according to
7 CFR 340.3 (c), effective on or after February 21, 2001.

Interstate movement and Release

Notification no. 01-016-30n (2001-90XRAB)

Regulated article - Wheat

Destinations - Hawaii, Kansas, 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. All packages must be clearly
labeled as to content, and notification number must be prominently displayed on
package.

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

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

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

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

Sincerely,

S|

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

Plant Protection and Quarantine

Enclosure
(T el

M. Isherwood, Hawaii Dept. of Agric., Honolulu, HI
T. Sim, Kansas State Board of Agric., Topeka, KS
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M. Brown, Missouri Dept of Agric., Jefferson City, MO
D. Nelson, North Dakota Dept. of Agric., Bismarck, ND
R. Stoaks, PPQ, WR, SCR, Sacramento, CA

File number 01-016-30n
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February 23, 2001

Monsanto Company
700 Chesterfield Perkway N.
St. Louis, MO 63198 ;

Your notification request has been acknowledged and may be executed according
to 7 CPR 340.3(c), effective on or after March 8, 2001.

Interstate movemsnt and Release
Notification no. 01-037-12n (2001-339XRAB)
Regulated article - Wheat

Destinations - Montana, Washington

You must comply with the performance standards as stated in 7 CFR 340.3(c).
You or any of your cooperators wno will be involved in handling the reguiated
article must be prepared with a writtem or verbal dQeseription of the metnods
to be employed to meet each performance standard. In addition, all packages
must be clearly labeled as to contert, and notification number must be
prominently displayed on package.

This acknowledgmen:t Goes 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 Progrem Maragers (Biotechnology).

Sincerely,

¥ary Jackson, Regulatory Specialist
Biotechnology Program Operations
Permits and Risk Assessments

Plant Protection and Quararntine

enclosure
cc:
M. Bryson, Montana Dept. of Agric., Helena, MT

T. Wessels, Washington Dept. of Agric., Oiympia, WA
R. Stoaks, PPQ, SCR, WR, Sacramento, CA

6 APYES - Prowecting Amaricen Agriciftuce 5 b Bppeanriy ki
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CONFIDENTIAL

2001 Wheat Field Test Report
USDA #01-016-30n Monsanto #2001-90XRAB

August 30, 2002

Biotech Field Compliance Team
Monsanto Company

Location County State
-896470389 Williams County ND

Williams County/ND (-896470389)

b)(4

USDA# 01-016-30n Page 1 of | Monsanto #2001-90XRAB
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Monsanto ID: 2001-90XRAB

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. 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 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: 2001-90XRAB

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_007236




CBI-DELETED

2001 Wheat Field Test Report
USDA #01-016-30n Monsanto #2001-90XRAB

August 30, 2002

Biotech Field Compliance Team
Monsanto Company

Location unt State
-896470389 Williams County ND

Villiams County/ND (-896470389)

Planting Date:  05/11/2001

Harvest Date:  08/20/2001

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

Purpose of Field Trial: [CBI-Deleted]

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

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

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

Disposition of the harvested material: [CBI-Deleted]

Additional Comments: [CBI-Deleted]

USDA# 01-016-30n OR120048! 8R_007237 Monsanto #2001-90XRAB
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1/17/01 4:21 pm Notification Tracking Sheet

App number: 2001 -64XRAB Begin movement: 2/08/01
Received: 1/17/01 End movement : 2/08/02
Institution: Monsanto Begin release: 2/08/01
Recipient: Wheat End release: 2/08/02
Status: Pending Acre: 5.00
Effective date: 2/16/01 CBI status: CBI
Phenotype : HT - Glyphosate tolerant

Comments:

Resp person:
Parsed name:

Addressl: Monsanto Company
Address2: 700 Chesterfield Parkway N.
Address3:
Address4:
City/State/Zip:Chesterfield, MO 63198
IUSTSONSSRN ) (0). (b) (7)(C)) Fax: 636-737-7085
Initial Date
Y
i [V(/Assign Bp number and initial data entxry [ GL_‘ ] [ )/r7ﬂop
2:2 V4/Review by biotechnologist [ ﬁz 1% [JAN | 8 Qnm
3 [b{/Letter of notification to State}jscl‘MZK [ F;Xﬁ{) ] [IL93/0)]*
4. [ ] State response

0/d Loc Site Reg

Interstate *Dest*HI * *WR [ ] [ ]
Interstate *Dest*KS * *SCR * [ 1 [ ]
Interstate *Dest*MO * *GCR * [ ] [ ]
Interstate *Dest*WA * *WR % [ | [ ]
Interstate *Orig*HI * *WR ¥

Interstate *Orig*KS * *SCR *

Interstate *Orig*MO * *SCR *

Interstate *Orig*WA =* *WR *

Release * *WA % 1L*WR * [ ] [ ]
/ | : -

5. [\[ , Enter genes into database [ ] [ [// Y/ZC]ZQL

6. [Vf/‘Letter ofréggégziiggsﬁges)denial/withdraw [ '(9 1 [CX(U4D/ 1'%
75 [\y/'Enter final data into database [JQ;éD(j ] [gdgﬁj/Oﬂ

8. [ ] If deny, reason: Address incomplete, Signature mismatch,
Ph category, Phenotype, Gene, Donor, Marker,
Does not qualify
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A

MONSANTO
Food + Health - Hope

MonsanTO COMPANY

(’"'.\ F /‘\j ,'{;’;”; D gt "\ : ”:?"‘ f\ j 700 CHESTERFIELD Pkwy NORTH
D B 4 U A s fm f":‘, i 144 i GHESTERFIELD, MISSOURI 63198
PHONE (314) 694-1000

AX (636) 737-7085
Monsanto Reference ID FAX (636] 737-7085

2001-64XRAB

http://www.monsanto.com

Permit Unit January 09, 2001

USDA, APHIS, PPQ, BSS
4700 River Rd.

Riverdale, MD 27037 01-017-01n

1. USDA Reference Number
2. Applicant Reference Number 5001.54XRAB

3. Applicant/Responsible Party

phone [

FAX 636/737-7085
EMail monsanto.com
Monsanto Company '

700 Chesterfield Parkway North
St. Louis MO 63198
4. Duration of Introduction

Interstate Movement and Release February 08, 2001 - February 08, 2002

5. Recipient
Wheat, Triticum aestivum
6. Regulated Article
Phenotypic Category:

Phenotype:
P Glyphosate tolerant

Cultivar/Variety Bobwhite

Page 1 of 10
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Monsanto Reference ID
2001-64XRAB

designation of transformed line: 33391

Constructs: PV-TXGT10

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
iiiiim iiﬂiiii[ (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
g-gnolpyruvylshikimate-3-phosphate synthase gene (CP4) from an Agrobacterium species, strain

4,

Terminator: NOS 8' -- 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
2001-64XRAB

designation of travstormed line: TA_S0317, TA_S0635, TA_S01081, TA_-52520, 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 3 of 10
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Monsanto Reference ID
2001-64XRAB

designation of transformed line: TA_ 59240, TA_S9719

Constructs: PV-TXGT17

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-enolpyruvyishikimate-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 4 of 10
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Monsanto Reference ID
2001-64XRAB

designation of transformed line: TA_S7535, TA_S7890, TA_S9215, TA_S10430

Constructs: PV-TXGT23
GENE OF INTEREST

Promoter: CMP3/15-2 -- (b) (4) cBi

WIEG

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 5 of 10
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Monsanto Reference ID
2001-64XRAB

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

Ship up to 4000 pound of whwat seed to and from each location.

ORIGIN: DESTINATION:
HI, KS, MO, WA HI, KS, MO, WA
Ship From:
HI
'[T_ Honolulu
County/Province, H U.S.A.

*11‘\\4\,&1x}((;w\i\]vr1_\\(

[ (b) (4) Sedgwick County/Province, KS USA

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

St. Louis County/Province, MO

WIGELOIONVIVN(® MO,

y) (4). (0), (D) |

WA
* [ X CO N s County/Province, WA,
. b) H(C)
CONTA ) .

Page 6 of 10
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Monsanto Reference ID
2001-64XRAB

[ Walla Walla County/Province,
W .S.A.

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

]- CBI

Ship To:

HI

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

(b) (4). (b) (6). (b) ((C)
b) (4 6 b \(C

| (b) (4) Sedgwick County/Province, KS,[(SXE3 USA

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

]- CBI
MO
Y (X CO R . o CountyProvince, MO [{ENEED
- (b) (4)
CONTACT: (b) (4). (b) (6). (b) (7)(C MO,
U.S.A
]- CBI
WA
ik WIE Adams County/Province, WA

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

]- CBI

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

]- CBI

Page 7 of 10
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Monsanto Reference ID
2001-64XRAB

Page 8 of 10
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Monsanto Reference ID
2001-64XRAB

Release Site:

NUMBER OF STATES/TERRITORIES AND SITES:

WA (1)
WA
[ (b) (4) Walla Walla County/Province, WA, USA, 5 acres.
WE N/RESEARCHER: (b) (4). (b) (6). (b) (7)(C)
A,%
]-CBI
Page 9 of 10
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- | Yo
MONSANTO |
Food - Health - Hope

VIONSANTO COMPANY

i S e 700 CHESTERFIELD PkWY NORTH
A - ™ A 1" 44
Cg 5(’? ]'C\] ;"}‘747 gnu 4\7 f-j :Ja ? CHESTERFIELD, MISSOURI 63198
7 Qe w L o’ Scwa i ‘i? e W KO . i
PHONE (314) 694-1000
FAX (6306) 737-7085
Monsanto Reference ID http:/ /www.monsanto.com
2001-64XRAB

. 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.

GIOROINIG

Monsanto Company

January 09, 2001

Page 10 of 10
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CONFIDENTIAL BUSINESS INFORMATION JUSTIFICATION

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

LEGAL BACKGROUND

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

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

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

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

OR120018_BR_007249



CBI Justification
Notification 2001-64XRAB
Page 2

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

GENE DESCRIPTION

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

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

: In a case recently decided by the U.S. Court of Appeals for the District of Columbia Circuit,
Critical Mass Energy Project v. NRC, No. 90-5120, August 21, 1992, the court determined that
information given to the government voluntarily will be treated as confidential under Exemption
4 if such information is of the kind that the provider would not customarily make available to the
public. To the extent any references and other information in the Monsanto applications were
submitted voluntarily, such information is accorded protection from disclosure.
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CBI Justification
Notification 2001-64XRAB
Page 3

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

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

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

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

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

The release of gene description information would also provide competitors with commercially valuable
knowledge about the particular products that Monsanto is planning to commercialize and the likely time
frame for commercialization. This information would be extremely helpful to these companies in
developing their own marketing strategies and development plans in a highly competitive market.
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CBI Justification
Notification 2001-64XRAB
Page 4

NAMES AND INFORMATION ABOUT GENES, PROMOTERS AND
EXPRESSED TRAITS

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

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

IDENTITY AND CHARACTERISTICS OF DONOR ORGANISM

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

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

MonsaNTO COMPANY
700 CHESTERFIELD PKwy NORTH

CBI-DEI E
;. s ;'Ax‘ ;!,m_.m ‘zm ‘;  aw CHESTERFIELD, MISSOURI 63198

PHONE (314) 694-1000
FAX (636) 737-7085
Monsanto Reference ID http:/ /www.monsanto.com
2001-64XRAB

Permit Unit January 09, 2001

USDA, APHIS, PPQ, BSS
4700 River Rd.

Riverdale, MD 27037
01-017-01n

1. USDA Reference Number
2. Applicant Reference Number 2001-64XRAB

3. Applicant/Responsible Party

0 ) (). (b) ()(C)
FAX 636/737-7085
EMail monsanto.com

Monsanto Company

700 Chesterfield Parkway North
St. Louis MO 63198
4. Duration of Introduction

Interstate Movement and Release February 08, 2001 - February 08, 2002

5. Recipient
Wheat, Triticum aestivum
6. Regulated Article

Phenotypic Category: o

Phenotype:
tvp Glyphosate tolerant

Cultivar/Variety Bobwhite

Page 1 of 9

OR120018_BR_007253



Monsanto Reference ID
2001-64XRAB

designation of transformed line:

33391

Constructs: PV-TXGT10
GENE OF INTEREST

Promoter: CMoVa/l2 [ CBI Deleted ] 8l
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
cBI

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 ) v
(S:-F?notpyruvylshikimate-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 9
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Monsanto Reference ID
2001-64XRAB

GESATHIdon oL SARMOTRY trics TA_S0317, TA_S0635, TA_S01081, TA_-S2520, 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—gzoipyruvylshikimate-S-phosphate synthase gene (CP4) from an Agrobacterium species, strain
cBI
Terminator: M13'--[ CBI Deleted ]
Page 3 of 9
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Monsanto Reference ID
2001-64XRAB

designation of transformed line:

Constructs: 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_S9240, TA_S9719

CBI Deleted

]

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

Eé-sz0Ipyruvylshikimate-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 4 of 9
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Monsanto Reference ID
2001-64XRAB

destgnaton of bawsiormad ar: TA_S7535, TA_S7890, TA_S9215, TA_S10430

Constructs: PV-TXGT23
GENE OF INTEREST

Promoter: CMP3/15-2--[ 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—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.

Page 5 of 9
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Monsanto Reference ID
2001-64XRAB

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

Ship up to 4000 pound of whwat seed to and from each location.

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

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

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

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

WA
[ CBIDeleted ]--*Adams County/Province, WA

[ CBIDeleted ]--*Walla Walla County/Province, WA, U.S.A.

Page 6 of 9
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Monsanto Reference ID
2001-64XRAB

Ship To:

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

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

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

WA
[ CBIDeleted ]--*Adams County/Province, WA

[ CBIDeleted ]--*Walla Walla County/Province, WA, U.S.A.

Page 7 of 9
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Monsanto Reference ID
2001-64XRAB

Release Site:

NUMBER OF STATES/TERRITORIES AND SITES:

WA (1)

WA
[ CBIlDeleted ]--Walla Walla County/Province, WA, USA, 5 acres

Page 8 of 9
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MONSANTO |
Food - ”(’(l/l/) X ”U/)(‘ .

MONSANTO COMPANY
- N - D
o P g o 2“ . 2~ oy 700 CHESTERFIELD PKwY NORTH
' - 2
{ ."\n\) - } o feaa / 3 CHESTERFIELD, MISSOURI 63198
vV ns? d ~>’ X':u .o-: - {. e

PHONE (314) 694-1000

FAX (636) 737-7085

Monsanto Reference ID http:/ /www.monsanto.com
2001-64XRAB

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. |f there are any changes, we will contact APHIS.

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

Monsanto Company

January 09, 2001

Page 9 of 9

OR120018_BR_007261



MONSANTO
Food « Health - Hope

MonNsANTO COMPANY
700 CHESTERFIELD Pxwy NORTH

CBI-DELETED  iniiii:

PHONE (314) 694-1000
FAX (630) 737-7085
Monsanto Reference ID http:/ /www.monsanto.com
2001-64XRAB

Permit Unit ) January 09, 2001

USDA, APHIS, PPQ, BSS
4700 River Rd.

Riverdale, MD 27037
01-017-01n

1. USDA Reference Number
2. Applicant Reference Number »001.64XRAB
3. Applicant/Responsible Party

FAX 636/737-7085
Monsanto Company eval (NN monsanto com

700 Chesterfield Parkway North

St. Louis M
o 9 63198

4. Duration of Introduction

Interstate Movement and Release February 08, 2001 - February 08, 2002
5. Recipient

Wheat, Trilicum aestivum
6. Regulated Article

Phenotypic Category:
P gory HT

Phenotype:
Glyphosate tolerant

Cultivar/Vanety Bobwhite

Page 1 of 9
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Monsanto Reference ID
2001-64XRAB

desi i t 3 ine:
esignation of transformed line 33391

Constructs: PV-TXGT10
GENE OF INTEREST

Promoter: CMoVa/l2 [ GBI Deleted ] eal
Gene: CTP2-CP4 -- A gene fusion composed of the N-terminal chloroplast transit peptide sequence
from the Arabidopsis thaliana EPSPS gene (CTP2), and the C-terminal
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
cBI

Promoter: CMP3/15--[ 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
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 ot 9
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Monsanto Reference ID
2001-64XRAB

designation of transformed line: ) gn317 A 50635, TA_S01081, TA_-52520, 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.
cBI
Terminator: M13'--[ CBI Deleted ]
Page 30l 9
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Monsanto Reference ID
2001-64XRAB

designation of transformed line:

Constructs: 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_S9240, TA_S9719

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 4 of 9
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Monsanto Reference ID
2001-64XRAB

designation of transformed line: TA_S7535, TA_S7890, TA_S9215, TA_S10430

Constructs: PV-TXGT23
GENE OF INTEREST

Promoter: CMP3/15-2 - 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. '

Page 5 of 9
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Monsanto Reference ID
2001-64XRAB

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

Ship up to 4000 pound of whwat seed to and from each location.

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

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

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

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

WA
[ CBIDeleted ]--*Adams County/Province, WA

[ CBIDeleted ]--*Walla Walla County/Province, WA, U.S.A.

Page 6 of 9
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Monsanto Reference ID
2001-64XRAB

Ship To:

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

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

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

WA
[ CBIDeleted ]--*Adams County/Province, WA

[ CBIDeleted |-- *Walla Walla County/Province, WA, U.S.A.

Page 7 ol 9
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Monsanto Reference ID
2001-64XRAB

Release Site:

NUMBER OF STATES/TERRITORIES AND SITES:

WA (1)

WA

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

Page 8 of 9
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MONSANTO
I(’(’J $ ”L‘dll}) s l{(’p(‘

MONSANTO COMPANY
: 700 CHESTERFIELD PKwY NORTH
fﬁ R "3. D :i FTED CHESTERFIELD, MiSSOuRr! 63198
N et j : b o G PHONE (314) 694-1000
FAX (636) 737-7085
Monsanto Reference ID http:/ /www.monsanto.com
2001-64XRAB

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.

WIORWINI(®

Monsanto Company

January 09, 2001
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file copy

Mr. Myron Isherwood Jr., Manager January 17, 2001
Plant Quarantine Branch

Hawaii Department of Agriculture

701 Ilalo Street

Honolulu, HI 96813

Dear Mr. Isherwood Jr.:
Enclosed is notification 01-017-01n 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 01-017-01n Applicant #: 2001-64XRAB
Received: January 17, 2001 Effective: February 16, 2001
Institution: Monsanto Recipient: Wheat

Interstate destination: HI KS MO WA

Release destination: WA

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

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

Sincerely,
Mary Jackson, Regulatory Specialist
Biotechnology Program Operations

Permits and Risk Assessments
Plant Protection and Quarantine

Enclosure

cc: R. Stoaks, PPQ, Sacramento, CA

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

Name of State official:

Signature:

Date:

State: Rptloc0l /R4
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file copy

Mr. Tom Sim IV, Administrator January 17, 2001
Plant Protection and Weed Control Section

Kansas State Board of Agriculture

901 S. Kansas Avenue

Topeka, KS 66612-1281

Dear Mr. Sim IV:

Enclosed is notification 01-017-01ln for your review. The information has been
reviewed and it has been determined that the request meets the eligibility
criteria and performance standards for notification under 7 CFR 340.3 (c).

Bp number 01-017-01n Applicant #: 2001-64XRAB
Received: January 17, 2001 Effective: February 16, 2001
Institution: Monsanto Recipient: Wheat

Interstate destination: HI KS MO WA

Release destination: WA

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

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

Sincerely,

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

Plant Protection and Quarantine

Enclosure

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

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

Name of State official:

Signature:

Date:

State: Rptloc0l/R4
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file copy

Mr. Michael Brown January 17, 2001
Plant Industries Division

Misgsouri Department of Agriculture

1616 Missouri Boulevard

Jefferson City, MO 65102

Dear Mr. Brown:
Enclosed is notification 01-017-01n 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 01-017-01n Applicant #: 2001-64XRAB
Received: January 17, 2001 Effective: February 16, 2001
Institution: Monsanto Recipient: Wheat

Interstate destination: HI KS MO WA

Release destination: WA

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

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

Sincerely,

| S|

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

Plant Protection and Quarantine

Enclosure

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

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

Name of State official:

Signature:

Date:

State: Rptloc01l /R4
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file copy

Mr. Thomas L. Wessels, Plant Services Program Manager January 17, 2001
Laboratory Services Division

Washington Department of Agriculture

1111 Washington Street

Olympia, WA 98504-2560

Dear Mr. Wessels:
Enclosed is notification 01-017-01ln for your review. The information has been

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

Bp number 01-017-01n Applicant #: 2001-64XRAB
Received: January 17, 2001 Effective: February 16, 2001
Institution: Monsanto Recipient: Wheat

Interstate destination: HI KS MO WA

Release destination: WA

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

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

Sincerely,
Mary Jackson, Regulatory Specialist
Biotechnology Program Operations

Permits and Risk Assessments
Plant Protection and Quarantine

Enclosgure

cc: R. Stoaks, PPQ, Sacramento, CA

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

Name of State official:

Signature:

Date:

State: Rptloc01/R4
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Feb 15 01.11:12p HRAWAII STATE AG 0GG 877-8771 p.1

i \ Uniled Siates Amma! and 4700 River Road
A Deparimant of Plant Heaith Rivercais, MO 20737
X Agncultura Inspacucn Sarvice :
Mr. Myron Isherwood Jr., Manager January 17, 2001
Plant Quarantine Branch
Hawaii Department of Agriculture |
701 Ilalo Street s
Honolulu, HI 96813
Dear Mr. Isherwood Jr.: ~ji?
Enclosed is notification 01L-017-0ln 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 (e).
Bp number 01-017-01n Applicant #: 2001-64XRAB
Received: January 17, 2001 Effective: February 16, 2001
Institution: Monsanto Recipient:  Wheat
Interstate destination: HI XS MO wa
Release destination: WA
Should you have comments, please respond either by telephone (301) 734-5787
or by facsimilie (301) 734-8910 on or before the effective date. ;
It is mandated under 7 CFR 240.3 (c¢) that APHIS provide an acknowledgement
within 30 days of receipt.
Sincerel
Ly Son, Regulatory Specialist
Biotechnology Program Operations
Permits and Risk Assessments
Plant Protection and Quarantine
Enclosure
cc: R. Stoaks, PPQ, Sacramento, CA
STATE RESPONSE TO NOTIFICATTON
X State concurs with APHIS determination. Please notify Ms. Carol Okada,
Hawaii Dept. of Agriculture, 701 Ilalo St., Honolulu, HT 96813.
State DOES NOT CONCUR and offers the following reasons:
Name of State official: Carol
Signature:
N
Date: 15 Februaty 2001 . 3t
State: ‘Hawaii Post-it® Fax Note 7671 |Dale p‘éﬁ&s’
To ”. L7ba4¢oo From e. 0/400/4.
Co./Dept, Co.
Phone # Phone #
‘|Fax # Fax #
%Efg? Mmﬁ-ﬁuxumAmummAwumuw
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7\ Unifea States Animat and 4700 River Road

\ Depariment of Plant Heaith Rivercale, MD 20737
Agriculiurg Ingactien Sarvice '
Mr. Michael Brown T Jamuary 17, 2001

Plant Industries Divigion
Missouri Department of Agriculture
1616 Migpouri Boulevard

Jeffergon City, MO 65102

Dear Mr. Brown:

Enclosed is notification 01-017-0ln for your review. The information ‘has been
reviewed and it hag been determined that the request meets the eligibility
criteria and performance standards for notification under 7 CFR 340.2 (c).

Bp number 01-017-01n Applicant #: 2001-64XRAR
Raceived: January 17, 2001 Effective: February 16, 2001
Institution: Monganto Recipient:  Wheat

Interstate degtination: HI XS MO WA

Release destination: WA

Should you have ccmments, please respond either by telephone (30L) 734-5787
or by facsimilie (301) 734-8910 on or before the effecrive date.

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

Mary J¥ckson, Regulatory Specialist
Biotachnology Program Operationg
Parmits and Risk Assessments

Plant Protection and Quarantine

Enclosure

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

STATE RESPONSE TO NOTIFICATION
Zg State concurs with APHIS determination.

State DOES NOT CONCUR and cffers the following reasons:
-
%‘/E«.j

Name of State official:

Signature:
Date: ’1‘, )
State: A ' Rptloc0l/R4

Empicyor

qgfﬁy APYES - Protecung Amencan Agrcullung

sizia’d SvBRISLy IS FRANLINOIYOY 40 Ld3d @pv:2T 1Tme-S|m—-934
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VesUL/72001 1612l FAX 802 2094 LABORATORY SERVICES » PPQ 2000 doo5

Unilsd States Animal and 4700 River Roag
Deparimant of Plant Health Rivardale, MD 20737
Agnculura Inspeciicn Servica ' :
Mr. Thomae L. Wessels, Plant Services Program Manager . "~ January 17, 200L

Laboratory Serviceg Divigion
Washington Department of Agriculture
1111 Waghingrton Street

Olympia, WA 98504-2560

Dear Mr. Wessels:

Encloged is notification 01-017-01n 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 01-017-01n Applicant #: 2001-64XRAR
Received: January 17, 2001 Effactive: February 16, 2001
Institution: Monsanto Recipient:  Wheat

Interstate destination: HI KS MO WA '

Release destination: WA

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

It i8 mandated under 7 CFR 340.3 (¢) that APHIS provide an acknowledgement
within 30 days of receipt. ;

Mary Jackson, Requlatory Specialist
Biotechnology Program Operations
Parmits and Risk Asgessmentg

Plant Protection and Quarantine

Enclosure

cC: R.Af;9aks, PPQ, Sacramento, CA

/ STATE RESPONSE T0O NOTIFICATION
State concurs with APHTS determination.

State DOES NOT Cowand offers the following reasons:

2554/5

Name of §

Signatu;e :

I &£
State: VWCZl _ Rptloc0l /R4 .

cen a 7
w APYS - Pretacing Amancan Agncuiiog An Eousl Opponunity Empiayes rEl '
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February 16, 2001

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

Your notification request has been acknowledged and may be executed according to
7 CFR 340.3(c), effective on or after February 16, 2001.

Interstate movement and Release

Notification no. 01-017-01ln (2001-64XRAB)

Regulated article - Wheat

Destinations - Hawaii, Kansas, Missouri, Washington

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

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

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

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

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

Sincerely,

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

Plant Protection and Quarantine

Enclosure
cc:

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

File number 01-017-01ln
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ot —COMMA. TOLIBHAL = sclosiaionsoksioisnksooion. DATE FEB-23-2081 ki TIME 17:358 sdbskioriclor

MODE = MEMIRY TRANSMISSION START=FEB-23 17:44 END=FEB-23 17:59

FILE NO.=497
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Agricutture Inspection Service

February 23, 2001

!on san! [+} !o:\pany

700 Chesterfield Parkway N.
St. Louis, MO 63198

Your notification request has been acknowledged and may be executed according
to 7 CPR 340.3(c), effective on or after March 8, 2001.

Interstate movement and Releasge
Notification mo. 01-037-12n (2001-33SXRAB)
Regulated article =« Wheat

Destinations - Montana, Washington

You nmust comply with the performance standards as stated in 7 CFR 340.3(c).
You or any of your cooperators wno will be involved in handling the reguiated
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 contert, and notificatien number nust be

prominently displayed on package.

This acknowledgment @oes not authorize use of ‘challenge organisms” for field
test.

A copy of this letter of acknowledgment will be seat to the receiving State
Requlatory Officials and the Regional Program Maragers (Biotechrnology).

Sincerely,

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

Plant Protection and Quarantine

Enclosure
cc:
M. Bryson, Montana Dept. of Agric., Helena, MT

T. Wessels, Washington Dept. of Agric., Olvmpia, WA
R. Stoaks, PPQ, SCR, WR, Sacramento, CA

6‘“'““ Amaricsn Agriciuce R g B
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MONSANTO éﬂ

March 23, 2001

Ms. Dianne Hatmaker

Animal and Plant Health Inspection Services
Biotechnology and Scientific Services

4700 River Road, Unit 147

Riverdale, MD

Dear Ms. Hatmaker;

MONSANTO COMPANY

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

FAX (636) 737-7085

http:/ /www.monsanto.com

In reviewing several acknowledged wheat notification, a typing error was
discovered in line numbers. The line numbers should be TA_S0317,
TA_S0635, TA_01081, TA_S2520, TA_S5450, TA_9240, TA _S0719,
TA_S7535, TA_S7890, TA_S9512, TA_S10430. These lines were
submitted with a hyphen rather than an underscore. The affected

notifications were

Monsanto # USDA #

2001-65XRAB 01-017-02n
2001-74XRAB 01-016-25n
2001-64XRAB 01-017-0Oln
2001-144XRAB 01-017-12n
2001-201 XRAB 01-022-15n

_~Sincerel

cc: M. Isherwood Hawaii Dept. of Agric., Honolulu, HI
T. Sim, Kansas State Board of Agric. Topeka, Ks
M. Brown, Missouri Dept of Agric. Jefferson City, MO

OR120018_BR_007281

[f you have any additional questions , please call me my telephone number
is_



MONSANTO

J. Griesbach, Oregon Dept. of Agric., Salem, Oregon e
T. Wessels, Washington Dept. of Agric., Olympia, WA 700 Cuesterrieco Prwy Norm

CHESTERFIELD, MISSOURI 63198
R. Stgkes, PPQ, WR, SCR, Sacramento, CA e B st
L. Witham, Montana Dept. of Agric., Helena, WA FAX (636) 737-7085

D. Nelson, North Dakota Dept. of Agric., Bismarch, ND "/ menssnio.com
K. Fridley, South Dakota Dept. of Agric., Pierre, SD

OR120018 BR_007282



CONFIDENTIAL
2001 Wheat Field Test Report
USDA #01-017-01n Monsanto #2001-64XRAB
August 30, 2002

Biotech Field Compliance Team
Monsanto Company

Location County State
2147306760 Walla Walla County WA

Walla Walla County/WA (2147306760)

b)(4

USDA# 01-017-01n Page 1 of 4

OR120018_BR_007283

Monsanto #2001-64XRAB
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Monsanto ID: 2001-64XRAB

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. 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 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_007287



Monsanto ID: 2001-64XRAB

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_007288



CBI-DELETED

2001 Wheat Field Test Report
USDA #01-017-01n Monsanto #2001-64XRAB

August 30, 2002

Biotech Field Compliance Team
Monsanto Company

Location County State
2147306760 Walla Walla County WA

Walla Walla County/WA (2147306760)

Planting Date:  03/21/2001

Harvest Date:  07/20/2001

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

Purpose of Field Trial: [CBI-Deleted]

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

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

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

Disposition of the harvested material: [CBI-Deleted]

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

Planting Date:  03/21/2001

Harvest Date:  07/20/2001

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

Purpose of Field Trial: [CBI-Deleted]

USDA# 01-017-01n Page | of 3 Monsanto #2001-64XRAB
OR120018_BR_007289



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

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

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

Disposition of the harvested material: [CBI-Deleted]

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

Planting Date:  03/21/2001

Harvest Date:  07/20/2001

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

Purpose of Field Trial: [CBI-Deleted]

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

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

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

Disposition of the harvested material: [CBI-Deleted]

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

Planting Date:  03/23/2001

Destruct Date:  06/26/2001

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

Purpose of Field Trial: [CBI-Deleted]

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

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

USDA# 01-017-01n Page 2 of 3 Monsanto #2001-64XRAB
OR120018_BR_007290



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]

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

Planting Date:  04/10/2001

Harvest Date:  07/26/2001

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

Purpose of Field Trial: [CBI-Deleted]

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

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

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

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

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

Disposition of the harvested material: [CBI-Deleted]

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

Additional Comments: [CBI-Deleted]

USDA# 01-017-01n Page 3 of 3 Monsanto #2001-64XRAB
OR120018_BR_007291
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MONSANTO
Food - Health + Hope

CONFIDENTIAL

Monsanto Reference ID
2001-65XRAB

Permit Unit

USDA, APHIS, PPQ, BSS
4700 River Rd.

Riverdale, MD 27037

01-017-02n

1. USDA Reference Number
2. Applicant Reference Number 5501.55XRAB

3. Applicant/Responsible Party

Monsanto Company

700 Chesterfield Parkway North

St. Louis MO 63198

4. Duration of Introduction
Interstate Movement and Release

5. Recipient
Wheat, Triticum aestivum
6. Regulated Article

Phenotypic Category:
yp gory HT

Phenotype:

Phone
FAX
EMail

Glyphosate tolerant

Cultivar/Variety Bobwhite

Page 1 of 10

A

Monsanto CompPANY

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

FAX (630) 737-7085

http:/ /www.maonsanto.com

January 09, 2001

636/737-7085

February 08, 2001 - February 08, 2002

OR120018_BR_007293



Monsanto Reference ID
2001-65XRAB

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
S-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

Promiter: iﬁPi‘Ii - (b)(4) 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.

Page 2 of 10

OR120018_BR_007294



Monsanto Reference ID
2001-65XRAB

designation of teansformed line: TA_S0317, TA_S0635, TA_S01081, TA_S2520, TA_S5450,

Constructs: PV-TXGT13

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

Terminator: M1 3' --

Page 3 of 10
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Monsanto Reference ID
2001-65XRAB

designation of transformed line: TA_ 89240, TA_S9719

Constructs: PV-TXGT17
GENE OF INTEREST

Promoter: CMP3/15-1 --

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 4 of 10
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Monsanto Reference ID
2001-65XRAB

designation of transformed line: TA_S7535, TA_S7890, TA_S9512, TA_S10430

Constructs: PV-TXGT23

GENE OF INTEREST

Promoter: CMP3/15-2 -- 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.

Page 5 of 10
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Monsanto Reference ID
2001-65XRAB

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

Ship up to 4000 pounds of wheat seet to and from each location.

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

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

(b) (4). (b) (6), (b) (7
T 6). (t 0) (¢

‘ (b)(4) Sedgwick County/Province, KS | DI UsA

'3[4\»|1'Hl('»h»”'ﬂl—\((”\ KS,-USA,

MO
| A N . 0.5 County/Province. MO, [(SNIE
CONTACT: MO,

SAQN

]- CBI

w])\ ﬁJr}A ‘1,"‘1',‘1\
(b) (4). (b) (6). (b) (7))

Page 6 of 10
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Monsanto Reference ID
2001-65XRAB

WA
y F_Wana Walla County/Province,
WA, U.S.A.
3 (R (AN (R (AN h —)(",
VS:X . (b) (4), 1) (6), 1) (N(C) m—
]-CBI
Ship To:
Hi
o . Honolulu
County/Province, Hl, U.S.A.
]1-CBI
1 Sedngck County/Province, <5, [ RN USA

(]Mt_l» (b) (6). (b) (7(C)

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

MO,

IICONOIONGIBI®E Umatilla County/Province, OR, USA
(b) (4), (b) (

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

(@)

), (b) (7

( ]J ) \—l

(h) (4) (h
(b)) (4). ( b)((») (1»)(

Page 7 of 10
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Monsanto Reference ID
2001-65XRAB

Page 8 of 10
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Monsanto Reference ID
2001-65XRAB

Release Site:

NUMBER OF STATES/TERRITORIES AND SITES:

OR (1)

Page 9 of 10
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i "
MONSANTO |a§)
Food + Health + Hope :

MONSANTO COMPANY

P Y at B R ad B Y waad: § wpa 1 £ = HES 53 Sy N
Y ; )ja\j | - ] f ‘) s /{\\; !/ ] l),ulg } 700 CHESTERFIELD PKwy NORTH
X_.A,,./‘ Bl { [ - _‘!‘.,,,u i % § 371 S CHESTERFIELD, MISSOURI 63198

PHONE (314) 694-1000
AX (636 -708
Monsanto Reference ID f"tx ;;’) e
ht P www.monsanto.com
2001-65XRAB

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)

vionsanto Gompany

January 09, 2001

Page 10 of 10
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CONFIDENTIAL BUSINESS INFORMATION JUSTIFICATION

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

LEGAL BACKGROUND

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

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

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

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

OR120018_BR_007303



CBI Justification
Notification 2001-65XRAB
Page 2

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

GENE DESCRIPTION

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

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

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

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

OR120018_BR_007304



CBI Justification
Notification 2001-65XRAB
Page 3

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

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

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

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

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

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

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

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

IDENTITY AND CHARACTERISTICS OF DONOR ORGANISM

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

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

MonsanTo CoOMPANY

zf _ st & T ? 700 CHESTERFIELD Pkwy NORTH
xtl! -
‘ .vr)." ;- j,‘., : CHESTERFIELD, MiSSOURI 63198
PHONE (314) 694-1000
FAX (636) 737-7085
Monsanto Reference ID http:/ /www.monsanto.com

2001-65XRAB

Permit Unit January 09, 2001

USDA, APHIS, PPQ, BSS
4700 River Rd.

Riverdale, MD 27037
01-017-02n

1. USDA Reference Number
2. Applicant Reference Number 5001.565XRAB

3. Applicant/Responsible Party

prone RN

FAX 636/737-7085

EMail monsanto.com
Monsanto Company

700 Chesterfield Parkway North
St. Louis MO 63198

4. Duration of Introduction
Interstate Movement and Release February 08, 2001 - February 08, 2002

5. Recipient
Wheat, Triticum aestivum
6. Regulated Article

Phenotypic Category:
yp gory HT

Phenotype:
» Glyphosate tolerant

Cultivar/Variety Bobwhite

Page 1 of 9
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Monsanto Reference ID
2001-65XRAB

designation of transformed line:
esignation of transformed line 33391

Constructs: PV-TXGT10

GENE OF INTEREST

Promoter: CMoVa/l2 —[ CBI Deleted ] o

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 ] cB)

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 9
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Monsanto Reference ID
2001-65XRAB

designation of transformed line: ., <0517 1A 50635, TA_S01081, TA_S2520, TA_S5450,

Constructs: PV-TXGT13
GENE OF INTEREST

Promoter: MP4 --[  CBI Deleted ] oy

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.

cBi
Terminator: M13'--[ CBI Deleted ]

Page 3 of 9
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Monsanto Reference ID
2001-65XRAB

designation of transformed line:

Constructs: 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_89240, TA_S9719

CBI Deleted

]

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

g—gnofpyruvy!shikimate-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 4 of 9
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Monsanto Reference ID
2001-65XRAB

designation of transformed line: 1, o7ea5 TA 57890, TA_S9512, TA_S10430

Constructs: PV-TXGT23
GENE OF INTEREST

Promoter: CMP3/15-2--[ CBI Deleted ] cal

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 5 of 9
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Monsanto Reference ID
2001-65XRAB

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

Ship up to 4000 pounds of wheat seet to and from each location.

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

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

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

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

OR
[ CBIDeleted ]--*Umatilla County/Province, OR, USA

WA
[ CBIDeleted ]--*Walla Walla County/Province, WA, U.S.A.

Page 6 of 9
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Monsanto Reference ID
2001-65XRAB

Ship To:

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

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

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

OR
[ CBlDeleted ]--*Umatilla County/Province, OR, USA

WA
[ CBIlDeleted ]--*Walla Walla County/Province, WA, U.S.A.

Page 7 of 9
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Monsanto Reference ID
2001-65XRAB

Release Site:

NUMBER OF STATES/TERRITORIES AND SITES:
OR (1)

OR
[ CBIDeleted ]--Umatilla County/Province, OR, USA, 10 acres

Page 8 of 9
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Monsanto Reference ID
2001-65XRAB

9. Certification

MONSANTO
Food + Health - Hope

MoONSANTO COMPANY

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

FAX (636 737-7085

http:/ /www.monsanto.com

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

Monsanto Company

January 09, 2001

Page 9 of 9

our knowledge. If there are any changes, we will contact APHIS.

(b) (6), (b) (7)(C)
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FAX (636) 737-7085
Monsanto Reference ID hitp:/ /www.monsanto.com

2001-65XRAB

Permit Unit January 09, 2001

USDA, APHIS, PPQ, BSS
4700 River Rd.

Riverdale, MD 27037
01-017-02n

1. USDA Reference Number
2. Applicant Reference Number 5001.65XRAB

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 February 08, 2001 - February 08. 2002
5. Recipient
Wheat. Triticum aestivum
6. Regulated Article
Phenotypic Category:
¥ HT

Phenotype:
Glyphosate tolerant

Cultivar/Variety Bobwhite

Page 10of 9
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Monsanto Reference ID
2001-65XRAB

designation of transformed line: 93391

Constructs: PV-TXGT10
GENE OF INTEREST

Promoter: CMoVa/l2 [ CBI Deleted ] cal
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
. cBI
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
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 9
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Monsanto Reference ID
2001-65XRAB

designation of transformed line: .\ 31 1A 50635, TA_S01081, TA_S2520, TA_S5450,

Constructs: PV-TXGT13
GENE OF INTEREST

Promoter: MP4 --[ CBI Deleted ] cal

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 3'--[ CBI Deleted ]

Page 3 of 9

OR120018 BR_007318



Monsanto Reference ID
2001-65XRAB

designation of transformed line:

Constructs: 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_S9240, TA_S9719

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 4 of 9
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Monsanto Reference ID
2001-65XRAB

designation of transformed line: 1., o535 1A 57890, TA_S9512, TA_S10430

Constructs: PV-TXGT23
GENE OF INTEREST

Promoter: CMP3/15-2--[ CBI Deleted ] PR

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 5019
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Monsanto Reference ID
2001-65XRAB

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

Ship up to 4000 pounds of wheat seet to and from each location.

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

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

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

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

OR
[ CBI Deleted ]--*Umatilla County/Province, OR, USA

WA
[ CBI Deleted ]--*Walla Walla County/Province, WA, U.S.A.

Page 6 of 9
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Monsanto Reference ID
2001-65XRAB

Ship To:

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

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

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

OR
[ CBIDeleted |- "Umatilla County/Province, OR. USA

WA
[ CBIDeleted |]--*Walla Walla County/Province, WA U S A

Page 7 of 9

OR120018_BR_007322



Monsanto Reference ID
2001-65XRAB

Release Site:

NUMBER OF STATES/TERRITORIES AND SITES:

OR (1)

OR

[ CBIDeleted ]--Umatilla County/Province, OR, USA, 10 acres

Page 8ol 9
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Monsanto Reference ID
2001-65XRAB

9. Certification

| certify that the regulated a
the performance standards set f
our knowledage

MONSANTO
Food + Health - Hope

CBI-DELETED

If there are any changes, we will contact APHIS.

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

Monsanto Company

January 09, 2001

|
|
|
Page 3 of 9

OR120018_BR_007324

MONSANTO COMPANY

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

FAX (630) 737-7085

http:/ /www.monsanto.com

rticle will be introduced in accordance with the eligibility criteria and
orth in 7 CFR 340.3. The above information is true to the best of



file copy

Mr. Myron Isherwood Jr., Manager January 17, 2001
Plant Quarantine Branch

Hawaii Department of Agriculture

701 Ilalo Street

Honolulu, HI 96813

Dear Mr. Isherwood Jr.:
Enclosed is notification 01-017-02n 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 01-017-02n Applicant #: 2001-65XRAB
Received: January 17, 2001 Effective: February 16, 2001
Institution: Monsanto Recipient: Wheat

Interstate destination: HI KS MO OR WA

Release destination: OR

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

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

Sincerely,

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

Plant Protection and Quarantine

Enclosure

cc: R. Stoaks, PPQ, Sacramento, CA

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

Name of State official:

Signature:

Date:

State: Rptloc01/R4

OR120018_BR_007325



file copy

Mr. Tom Sim IV, Administrator January 17, 2001
Plant Protection and Weed Control Section

Kansas State Board of Agriculture

901 S. Kansas Avenue

Topeka, KS 66612-1281

Dear Mr. Sim IV:

Enclosed is notification 01-017-02n 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 01-017-02n Applicant #: 2001-65XRAB
Received: January 17, 2001 Effective: February 16, 2001
Institution: Monsanto Recipient: Wheat

Interstate destination: HI KS MO OR WA

Release destination: OR

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

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

Sincerely,

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

Plant Protection and Quarantine

Enclosgure

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

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

Name of State official:

Signature:

Date:

State: Rptloc01l /R4

OR120018_BR_007326



file copy

Mr. Michael Brown January 17, 2001
Plant Industries Division

Missouri Department of Agriculture

1616 Missouri Boulevard

Jefferson City, MO 65102

Dear Mr. Brown:

Enclosed is notification 01-017-02n 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 01-017-02n Applicant #: 2001-65XRAB
Received: January 17, 2001 Effective: February 16, 2001
Institution: Monsanto Recipient: Wheat

Interstate destination: HI KS MO OR WA

Release destination: OR

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

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

Sincerely,

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

Plant Protection and Quarantine

Enclosure

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

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

Name of State official:

Signature:

Date:

State: Rptloc01/R4

OR120018_BR_007327



file copy

Mr. John Griesbach January 17, 2001
Oregon Department of Agriculture

Plant Divigion

635 Capitol St., N.E.

Salem, OR 97310-0110

Dear Mr. Griesbach:

Enclosed is notification 01-017-02n 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 01-017-02n Applicant #: 2001-65XRAB
Received: January 17, 2001 Effective: February 16, 2001
Institution: Monsanto Recipient: Wheat

Interstate destination: HI KS MO OR WA

Release destination: OR

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

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

Sincerely,

[S

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

Plant Protection and Quarantine

Enclosure

cc: R. Stoaks, PPQ, Sacramento, CA

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

Name of State official:

Signature:

Date:

State: Rptloc01 /R4

OR120018 BR_007328



file copy

Mr. Thomas L. Wessels, Plant Services Program Manager January 17, 2001
Laboratory Services Division

Washington Department of Agriculture

1111 Washington Street

Olympia, WA 98504-2560

Dear Mr. Wessels:
Enclosed is notification 01-017-02n 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 01-017-02n Applicant #: 2001-65XRAB
Received: January 17, 2001 Effective: February 16, 2001
Institution: Monsanto Recipient: Wheat

Interstate destination: HI KS MO OR WA

Release destination: OR

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

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

Sincerely,

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

Plant Protection and Quarantine

Enclosure

cc: R. Stoaks, PPQ, Sacramento, CA

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

Name of State official:

Signature:

Date:

State: Rptloc01 /R4

OR120018_BR_007329



Feb 15 01 11:13p HAWAII STATE AG 0GG 877-8771 p.2

4
Uniled Siates Anima! and 47C0 River Road
Departmant of Plant Healin Rivercale, MD 20737
Agnculiure Inapaciion Service '
Mr. Myron Isherwood Jr., Manager January 17, 2001_

Plant Quarantine Branch

Hawaii Department of Agriculture
701 Ilalo Street

Honolulu, HI 96813

Dear Mr. Isherwood Jr. -

Enclosed is notification 01-017-02n 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 3403 (€)x

Bp number 01-017-02n Applicant #: 2001-65XRAR
Received: Januaxry 17, 2001 Effective: February 16, 2001
Institution: Monsanto Recipient: Wheat

Interstate destination: HI XS MO OR WA

Release destination: OR

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 (e) that APHIS provide an acknowledgement
within 30 days of receipt.

Sincer

Mary Jackson, Regulatory Specialist

Biotechnology Program Operations L o
Permits and Risk Assessments ' :
Plant Protection and Quarantine : 0/650 = 0;7
Enclosure

cc: R. Stoaks, PPQ, Sacramento, CA

STATE RESPONSE TO NOTIFICATION

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

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

Name of State official: ada

Signature:

Date:__ 15 February 2001

State: Hawaii RptlocO0l/R4 .
%ﬁfﬁ? APTTSS - Protechng Amencan Agreuilurg An Enusl Opponunty Empioar
V OR120018_BR_007330




{" 2 United States Animal and 4700 River Road

Depariment of Plant Health Rivergala, MD 20737
Agricultues inspection Servica
Mr. Michael Brown . . : January 17, 2001

Plant Industriep Division
Missouri Department of Agriculture
1616 Missouri Boulevard

Jeffergon City, MO 65102

Dear Mr. Brown:

Enclosed is notification 01-017-02n 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 numbex 01-017-02n Applicant #: 2001-65XRARB
Received: January 17, 2001 Effective: February 16, 2001
Tngtitution: Monganto Recipient: Wheat

Interstate degtination: HI XS MO OR WA

Release destination: OR

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

It is mandated under 7 CFR 340.3 (c) that APHIS provide an acknowledgement
within 30 days of receipt. § 2

Sinceraly,

Mary Jackson, Regulatory Specialist
Blotechnology Program Operatione
Permits and Risk Assessuments

Plant. Protection snd Quarantine

Enclogure

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

STATE RESPONSE TO NOTIFICATION
Zi State concurs with APHIS determination.

State DOES NOT CONCUR anjAoffe 8 the following reasong:

A\ E&(\

Name of State official \

Signature:

Date: Ql( BN

State: DA ' . Rptloc0l/R4 .

Y APHES - Protacung Amencan Agrculii Copartunity Ermptovor

An Equsl
OR120018_BR_ 007331
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13
Uniled Siates Animat and 47C0 River Road

“Depariment of Plant Health Rivercals, MD 20737
Agncultura ingpecucn Servica :
Mr. John Griesbach Januvary 17, 2001_

Oregon Department of Agriculture
Plant Division

635 Capitol St., N.E.

Salem, OR 97310-0110

Dear Mr. Griesbach:
Enclosed is notification 01-017-02n 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 01-017-02n Applicant #: 2001-65XRAR
Received: January 17, 2001 Effective: February 16, 2001
Institution: Monsanto Recipient: Wheat

Interstate destination: HI KS MO OR WA

Release destination: OR

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 (¢) that APHIS provide an acknowledgement
within 30 days of receipt. .

RECEIVED

: vy Specialist JAN 24 2001
Biotechnology Program Operations W )
Permits and Risk Assessments "AGRICULTURE
Plant Protection and Quarantine PLANT DIVISION

Enclosure

cc: R. Stoaks, PPQ, Sacramento, CA

/aba STATE RESPONSE TO NOTIFICATION ) C (! / )
: : : s SO 2 ) ‘/ HC > ‘ﬁ_'s
k// State concurs with APHIS determination. %k’ §£f(;, c / (Che SIS rf

State DOES NOT CONCUR and offers the following reasons:

N ML

Name of S%;-

Signature:
¢ [i
Date: 7 /’7’ O(
A~
state: ()R G DM Rptloc01/R4
Lo/
S APHIS - Protacing Amencan Agncullurs An Egual Cpporiunty Employor

OR120018_BR_007332



Salem, OR 97301-2532

A Department of Agriculture
z regon 635 Capitol Street NE

: John A. Kitzhaber, M.D., Governor
February 14, 2001
Mary Jackson
Biotechnology Program Operations

Permits and Risk Assessments
USDA, APHIS, PPQ

4700 River Road

Riverdale, MD 20737

Dear Ms. Jackson:

We have received and reviewed notification numbers 01-016-22n and 01-017-02n.
These notifications were submitted by Monsanto for Glyphosate tolerant wheat.

Due to an extremely sensitive market situation at the current time, we’d like to see
stringent safeguards applied before this research proceeds in Oregon in 2001. We
also suggest that given the current market climate around the world, USDA
carefully review national requirements for research on genetically modified wheat.
In particular, isolation distances designed to prevent mechanical mixing do not
address pollen transfer concerns. Until tolerances for genetically modified wheat are
established and accepted, protocols should reflect the need to ensure conventional
wheat crops are completely free of contamination by genetically modified wheat.

Most of Oregon’s wheat is grown for export and much of it goes to Japan. Since
Japan will require mandatory labeling of genetically modified commodities in April
of this year, it is extremely important that we ensure genetically modified wheat is
fully segregated from Oregon’s conventional commercial wheat crop. Inadvertent
contamination of the conventional wheat crop would seriously constrain wheat
grower’s access to Japanese and other export markets. We suggest the following
modifications to existing requirements to ensure that this 2001 research is done with
the utmost concern for market preservation:

1.) Total acreage of plots is limited to 1.5 acres.

2.) Plots of genetically modified wheat must be separated from all other spring wheat by a
distance of at least 660 ft.

3.) Plots of genetically modified wheat must be separated from non-spring wheat by a
distance of at least 90 ft.

4.) Goatgrass (Aegilops sp.) must be eliminated from the area around the plots for a
distance of at least 660 ft.

5.) Equipment used to plant and harvest the genetically modified wheat must be
completely cleaned of all seeds and other plant parts on site before reuse.

OR120018 BR_007333
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6.) All parts of the genetically modified plants, including the seeds, must be destroyed on
site. The plants must be sprayed with a labeled herbicide before plowing, flailing or other
mechanical destruction.

7.) Plots must not be replanted into wheat in the year following planting of the genetically
modified crop and the plots must be monitored for any volunteers. Volunteers must be
destroyed.

8.) Either USDA must inspect the plots for isolation distance compliance and monitor the
crop destruction process or the Oregon Department of Agriculture must be supplied with
the information necessary to permit monitoring by ODA.

Thank you for helping us to make sure that this research does not interfere with the
orderly marketing of Oregon’s wheat crop. If you have any questions please don’t
hesitate to contact me.

Dantel |. Hilburn
Administrator, Plant Division
(503) 986-4663

OR120018_BR_007334



02/01/2001- 16:22 FAX 902 2094 LABORATORY SERVICES -+ PPQ 2000 éﬁ007

United States Animal and 4700 River Road
Deparimemt of Plant Healtn Rivergala, MD 20737
Agncullura [nspe’c“on saNiCB s &
Mr. Thomag L. Wessels, Plant Sexvices Program Manager = January 17, 2001

Laboratory Services Division
Waghington Department of Agriculture
1111 Washington Street

Dlympia, WA 9BS504-2560

Dear Mr. Wesselg:
Enclosed is notification 01-017-02n 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 (¢).

Bp number 01-017-02n Applicant #: 2001-65XRAR
Received: January 17, 2001 Effective: February 16, 2001
Institution: Monsanto Recipient:” ~Whaat

Interstate destination: HI KS MO OR WA

Release destination: OR

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

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

ry Jackson, Regulatory Specialist
Biotechnology Program Operations
Permite and Rigk Assessments

Plant Protection and Quarantine

Enclosura

¢cc: R. Stoaks, PPQ, Sacramento, CA
s

STATE RESPONSE TO NOTIFICATION
State concurs with APHIS determination.

_State DOES NOT CONCURyand offers phe following repsons :

Date: ,2_/ ’
State: V”f/g X RptlocOl/R4

An Enval Opparwiny Emplayor FEB 7
OR120018_BR_007335



February 21, 2001

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

Your notification request has been acknowledged and may be executed according to
7 CFR 340.3(c), effective on or after February 21, 2001.

Interstate movement and Release

Notification no. 01-017-02n (2001-65XRAB)

Regulated article - Wheat

Destinations - Hawaii, Kansas, Missouri, Oregon, Washington

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

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

The State of Oregon has (attached) conditioms.

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

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

arrival.

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

Sincerely,

|5\
Mary Jackson, Regulatory Specialist
Biotechnology Program Operations
Permits and Risk Assessment

Plant Protection and Quarantine

Enclosure

OR120018_BR_007336



Isherwood, Hawaii Dept. of Agric., Honolulu, HI
Sim, Kansas State Board of Agric., Topeka, KS
Brown, Missouri Dept of Agric., Jefferson City, MO
Griesbach, Oregon Dept. of Agric., Salem, OR
Wessels, Washington Dept. of Agric., Olympia, WA

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

File number 01-017-02n

ME g EH43E

OR120018_BR_007337
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Department of Agriculture
regon 635 Capitol Street NE
Salem, OR 97301-2532

lolm A, Kitzhaber, M.D., Guvernor

February 14, 2001

Mary Jackson

Biotechnology Program Operations
Permits and Risk Assessments
USDA, APHIS, PPQ

4700 River Road

Riverdale, MD 20737

Dear Ms. Jackson:

We have received and reviewed notification numbers 01-016-22n and 01-017-02n.
These notifications were submitted by Monsanto for Glyphosate tolerant wheat.

Due to an extremely sensitive market situation at the current time, we’d like to see
stringent safeguards applied before this research proceeds in Oregon in 2001. We
also suggest that given the current market climate around the world, USDA
carefully review national requirements for research on genetically modified wheat.
In particular, isolation distances designed to prevent mechanical mixing do not
address pollen transfer concerns. Until tolerances for genetically modified wheat are
established and accepted, protocols should reflect the need to ensure conventional
wheat crops are completely free of contamination by genetically modified wheat.

Most of Oregon’s wheat is grown for export and much of it goes to Japan. Since
Japan will require mandatory labeling of genetically modified commodities in April
of this year, it is extremely important that we ensure genetically modified wheat is
fully segregated from Oregon’s conventional commercial wheat crop. Inadvertent
contamination of the conventional wheat crop would seriously constrain wheat
grower’s access to Japanese and other export markets. We suggest the following
modifications to existing requirements to ensure that this 2001 research is done with
the utmost concern for market preservation:

1.) Total acreage of plots is limited to 1.5 acres.

2.) Plots of genetically modified wheat must be separated from all other spring wheat by a
distance of at least 660 ft.

3.) Plots of genetically modified wheat must be separated from non-spring wheat by a
distance of at least 90 ft.

4.) Goatgrass (Aegilops sp.) must be eliminated from the area around the plots for a
distance of at least 660 ft.

5.) Equipment used to plant and harvest the genetically modified wheat must be
completely cleaned of all seeds and other plant parts on site before reuse.

OR120018 BR_007338
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6.) All parts of the genetically modified plants, including the seeds, must be destroyed on
site. The plants must be sprayed with a labeled herbicide before plowing, flailing or other
mechanical destruction.

7.) Plots must not be replanted into wheat in the year following planting of the genetically
modified crop and the plots must be monitored for any volunteers. Volunteers must be
destroyed.

8.) Either USDA must inspect the plots for 1solation distance compliance and monitor the
crop destruction process or the Oregon Department of Agriculture must be supplied with
the information necessary to permit monitoring by ODA.

Thank you for helping us to make sure that this research does not interfere with the

orderly marketing of Oregon’s wheat crop. If you have any questions please don’t
hesitate to contact me.

aniel ). rupurn
Administrator, Plant Division
(503) 986-4663

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

OR120018_BR_007339
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MODE = MEMIRY TRANSMISSION START=FEB-23 17:44 END=FEB-23 17:59

FILE NO.=437
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P01 oK = 916367377665 @38/038 00:08: 28
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United States Animal and 4700 River Road
Depanment of Plant Heatth Riverdale, MD 20737
Agricuture Inspection Service

February 23, 2001

on )
700 Chesterfield Parkway N.
St. Louis, MO 63198 !

Your notification request has heen acknow.edced and may be executed according
to 7 CPR 340.3(¢), effective on or after March 8, 2001.

Interstato movemant and Release
Notification no. 01-037-12n (2001-339XRAB)
Ragulated article - Wheat

Destinations - Hontana, Washington

You must comply with the performznce standards as stated in 7 CFR 340.3(c).
You or any of your cooperators wno will be involved in handling the regquiated
article must be prepared with a writtem or verbal description of the methods
to be employed to meet each performance standard. In addition, all packages
mist be clearly labeled as to contert, and notification number must be
prominently displayed on package.

This acknowledgment @oes not authorize use of “challenge organisms” for rield
test.

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

Sincerely,

Mary Jackson, Regulatory Specialist
Biotechnologyv Program Operations
Pexwits and Risk Assessments

Plant Protection and Quarantine

Enclosure
cc:
M. Bryson, Montana Dept. of Agric., Helena, MT

T. Wessels, Washington Dept. of Agric., Oiympia. WA
R. Stoaks, PPQ., SCR, WR, Sacramento, CA

6 APHES « ProWcting Amaricsn Agriculluse An Equat Opportiyaty Employer

OR120018_BR_007340
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MONSANTO §l§$

MoNSANTO COMPANY

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

March 23, 2001 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 several acknowledged wheat notification, a typing error was
discovered in line numbers. The line numbers should be TA_S0317,

TA S0635, TA_ 01081, TA_S2520, TA_S5450, TA_ 9240, TA_S0719,
TA_S7535, TA_S7890, TA_S9512, TA_S10430. These lines were
submitted with a hyphen rather than an underscore. The affected
notifications were

Monsanto # USDA #

2001-65XRAB 01-017-02n
2001-74XRAB 01-016-25n
2001-64XRAB 01-017-01n
2001-144XRAB 01-017-12n
2001-201 XRAB 01-022-15n

If you have any additional questions , please call me my telephone number
is_

cc: M. Isherwood Hawaii Dept. of Agric., Honolulu, HI
T. Sim, Kansas State Board of Agric. Topeka, Ks
M. Brown, Missouri Dept of Agric. Jefferson City, MO

OR120018_BR_007341



MONSANTO @

J. Griesbach, Oregon Dept. of Agric., Salem, Oregon
T. Wessels, Washington Dept. of Agric., Olympia, WA
R. Stokes, PPQ, WR, SCR, Sacramento, CA

L. Witham, Montana Dept. of Agric., Helena, WA

D. Nelson, North Dakota Dept. of Agric., Bismarch, ND
K. Fridley, South Dakota Dept. of Agric., Pierre, SD

OR120018_BR_007342

MonsanTo COMPANY

700 CHESTERFIELD PRWY NORTH
CHESTERFIELD, MiSSOURI 63198
PHONE (314) 694-1000

Fax (636) 737-7085

http:/ /www.monsanto.com
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Bp number: 01-017-12n

App number: 2001-144XRARBR Begin movement: 2/14/01
Received: 1/17/01 End movement: 2/14/02
Institution: Monsanto Begin release: 2/14/01
Recipient: Wheat End release: 2/14/02
Status: Pending Acre: 15.00
Effective date: 2/16/01 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: (1) (6), (b) (7)(O)] Fax: 636-737-7085

Initial Date

.

1. [\[/Assign Bp number and initial data entry

[ ]
2. [« Review by biotechnologist [ 14/41/]* &AN |8 iﬂnl
&40 1

3. [V Letter of notification to State Fed -€x [ < [1/23/0/ 1>
4. [ ] State response
0/d Loc Site Reg
Interstate *Dest*HI =* *WR [ 1 [ ]
Interstate *Dest*KS * *SCR * [ 1 [ 1
Interstate *Dest*MO * *SCR * [ ] [ ]
Interstate *Dest*SD * *SCR * [ 1 [ ]
Interstate *Orig*HI «* *WR  *
Interstate *Orig*KS =+ *¥SCR *
Interstate *Orig*MO * *SCR *
Interstate *Orig*SD * *SCR *
%5}ease * *SD 3*SCR * [ ] [ ]
L i
5. [W Enter genes into database [ 1 [ l/}g/@ﬂ
6. [v{//Letter of<acknowledgement)denial/withdraw [%ﬁ;&&(} ] [éﬁlu#O) ]1*
7. Enter final data into database [l*&%e“o] [QZLQUWQW]
8. [ 1 If deny, reason: Address incomplete, Signature mismatch, 2
Ph category, Phenotype, Gene, Donor, Marker, )i

Reowm (g1 %W;L:wj: lf?)’(S) sl st (oM p{%/

OR120018_BR_007343 10




MONSANTO
Food + Health - Hope

MoNSANTO COMPANY

NFID N ! ! 700 CHESTERFIELD PXWY NORTH
j CHESTERFIELD, MISSOURI 63198

PHONE (314) 694-1000

Monsanto Reference ID ' : ’::;f;’;i:;f;:f:amo oo
2001-144XRAB ) ' .
Permit Unit January 15, 2001

USDA, APHIS, PPQ, BSS
4700 River Rd.

Riverdale, MD 27037
01-017-12n

1. USDA Reference Number
2. Applicant Reference Number 2001-144XRAB

3. Applicant/Responsible Party
(b) (6), (b) (7)(C)

FAX 636/737-7085
EMail ' .(b) (7

&)@ monsanto.com
Monsanto Company

700 Chesterfield Parkway North
St. Louis MO 63198

4. Duration of introduction

Interstate Movement and Release February 14, 2001 - February 14, 2002

5. Recipient
Wheat, Triticum aestivum
6. Regulated Article

Phenotypic Category:
typ gory HT

Phenotype:
P Glyphosate tolerant

Cultivar/Variety Bobwhite

Page 1of 10
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CONFIDENTIAL

Monsanto Reference ID
2001-144XRAB

designation of transformed line: 33391
Constructs: PV-TXGT10

GENE OF INTEREST
cBi

(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.

GENE OF INTEREST

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

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

Page 2 of 10
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CONFIDENTIAL

Monsanto Reference ID
2001-144XRAB

designation of transformed line: TA_S0317, TA_S0635, TA_S01081, TA_-S2520, TA_S5450,

Constructs: PV-TXGT13
GENE OF INTEREST

Promoter: MP4 -- 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-gnolpyruvylshikimate-S-phosphate synthase gene (CP4) from an Agrobacterium species, strain
4,
CBI

Terminator: M1

Page 3 of 10
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DENTIAL

CONFI

Monsanto Reference ID
2001-144XRAB

designation of transformed line: TA_S9240, TA_S9719
Constructs: PV-TXGT17

GENE OF INTEREST
CBI

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

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

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

Page 4 of 10
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CONFIDENTIAL

Monsanto Reference ID
2001-144XRAB

designation of transformed line: ) < rac 1A 57890, TA_S9215, TA_S10430

Constructs: PV-TXGT23

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—lgnolpyruvylshikimate-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.

Page 5 of 10
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CONFIDENTIAL

Monsanto Reference ID

2001-144XRAB
7. Mode of Transformation Disarmed Agrobacterium tumefaciens
8. Introduction Interstate Movement and Release

Ship up to 4,000 pounds of wheat seed to and from each location.

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

Honolulu

NC

(b)(4

{USA

KS, - USA,

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

Brookings County/Province, SD ()G USA

sD, i usA

Page 6 of 10
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CONFIDENTIAL

Monsanto Reference ID
2001-144XRAB

SA
(b) (4), (b) (6), (b) (7)(O) SD, USA,

IGEOIOVINI(@

MO,

Page 7 of 10
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CONFIDENTIAL

Monsanto Reference ID
2001-144XRAB

)

(b)(4) Brookings County/Province, SD ARGl SA

m s s,
]-CBI

Roberts County/Province, SD- USA

s, JiusA.

Page 8 of 10
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CONFIDENTIAL

Monsanto Reference ID
2001-144XRAB

Release Site:
NUMBER OF STATES/TERRITORIES AND SITES:

SD (3)

SD
(DXEINOIEON RS Ciark County/Province, SD, USA, 5 acres.

WlBLEﬁON/RESEARCHER (b) (4). (b)

]-cBI

(6). (b) (7H