
CEI-Deleted Application No. 08-337-106r-al 

The collection of this information is authorized by the Plant Protection Act of 2000. The information will be used to determine eligibility to receive all types of 
permits No permit will be issued until this application has been approved 

u.s. DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

BIOTECHNOLOGY REGULATORY SERVICE 

APPLICATIONS FOR PERMIT OR COURTESY PERMIT UNDER 7 CFR 340 
(Genetically Engineered Organisms or Products) 

1. NAME, ADDRESS, TELEPHONE, AND EMAIL OF APPLICANT 

Name: --- - - - --- -- - -- - ------ 
Position: 
Organization: Applied Biot e c hno l o gy Inst i t u t e 
Organization Unique 10: 
Address: Califo rnia Po lyt echnic St a t e 

Univer s i t y , Bldg . - -- 
San Lui s Obispo, CA 94 30 7 

County/Province: 
Townshipllsland: 

Day Telephone: --- - - --- ---- --- -- 
FAX: 
Alternate: 

Email 1:  - - -------------------  -- - - - -- --- 
Email 2: 

5. CONFIDENTIAL BUSINESS INFORMATION VERIFICATION (CBI) 

Does this application contain CBI? []Yes ONo 
CBI Justification: 

2. INTRODUCTION TYPE 

01 mportation 

01 nterstate Movement 

01 nterstate Movement and Release 

[JRelease 

4. PURPOSE OF PERMIT 

Dlndustrial Product 

[JPharmaceutical Product 
DPhytoremediation 

DTraditional 

3. PERMIT TYPE 

0Standard 
x Permit 

oCourtesy 
Permit 

The info rmat i on designated CBI in t hi s s ubmiss i on i s info rmat i on t hat relat e s to proc e sses and 
resear c h dat a t hat have been maint ained in se c re c y by t he Applied Biot e c hno l o gy Ins t i t u t e , be c aus e 
i ts dis c l osure will jeopardize pat ent applicat i ons c urrent ly being prepared , and i t will reveal 
c ri t ical info rmat i on on confident ial pr oduct i on proces s e s used by ABI in i ts bus ines s operat i on s. 
Bas ed on previou s dest ruct i on o f t rans geni c plants by ant i - GMO gr oups, we are al so con c erned abou t 
vandali s m a t t he l oc a t i on o f t he f ie l d t rial . I t wou l d be easy to ident ify t he test plant s in an 
area t hat has relat ively few plots of corn gr own t herefo re , we have kept t he l oc a t i on confident ial . 
Disc l os ure o f s u c h info rmat i on will c aus e finan c ial damage to ABI be c aus e i t will re s ul t in t he l o s s 
o f i ts c ompe t i t ive p os i t i on . 

6. REQUEST TYPE 

o New [] Amendment o Renewal o Variance o Amendment, Renewal and/or Variance 

Amendment/Renewal Description: 
Amend SOP No. RGP - 1 0, Pre - Harvest and Harvest, by adding t he f ollowing s e ct i on : 

4 . Sa Con t ingenc y Plan in t he Event Harvested Seed Are Not Dry Enough to Shell 

Pri o r to s he l ling , ins pect ears f o r dryness. Thos e ears n ot dry enough to s hell s h ou l d be s eparat ed 
and bagged fo r t rans p o r t. The ear s s h ould be plac ed in plas t ic bags wi t h t ies and t hese bags plac ed 
in labeled c ardboard b oxes. Us e t he s ame plast i c bags indi c a t ed in SOP No. RGP -0 6 , Seed Pac kaging 
and Shipment. The b oxe s s h ould be labeled c onsis t ent wi t h SOP No. RGP -O S , ABI Se e d Coding Sys t em . 
Se al t he b oxe s wi t h pac king t ape and plac e in an enc l os ed vehi c le . 

The b oxed ear s s h ould be t rans p o r t ed to our dedi c a t ed and l oc ked storage s hed (se e SOP No. 14 , Seed 
Storage , Sect i on S . 4 , f irst s torage f a c ilit y) fo r t empo rary s torage . The t ranspo r t vehi c le s h ould be 
cleaned ac cording to SOP RGP - 13, Seed Trans p o r t, and Fo rm 13, Vehi c le Cleanou t Veri f i c a t i on , s h ould 
be comple t ed . Move t he b oxe s into one o f t wo ABI greenhou s e s, appr oximat ely 1 0 and S O fe et fr om t he 
storage s hed . The s e greenhou s es have been ins pected by USDA and appr oved f o r t he gr owing of 
t ransgenic p l ants. The greenhou ses are l oc ked and ent ry restricted to aut h o rized pers onnel only . 
Place t he ear s in me sh bag s and all ow to air dry in t h e gre e nhou s e . Whe n t h e ear s are dry enough to 
s hell , s hell by hand o r u s e our d e di c a t ed s heller ins ide t he g re e nhous e . Clean t he s heller and any 
oth e r e quipment u s ed inside t h e gre e nhou s e as inst ructed in SOP No. RGP - 12 , Fi e ld Equ ipment Cl e anou t 
and complet e Fo rm12 , Field Equipme n t Cleanou t Verifi c a t i on . The greenhou s e s h ould be c leaned by 
t h o r oughly swe e ping t h e c oncret e f l oor wi t h a dedi c a t ed gre e nhou s e broom. Any l oose se e d should be 
collected and devi t a l ized by autoc laving a s inst ructed in SOP No. RGP - 1S , Seed Devi t alizat i on and 
Di sposal , and Fo rm lS , Seed Dispos al Veri f i c a t i on , comple t ed . 

WARNING. Any U&3 of ePermits to make matenally false, fictitbus, or fraudulent statements or repre&3ntations is subject to civil penalties of up to $2!XJ,1XXJ (1 US C § 1134{b)) or punishable by a fine of not more 
than $ 10,fXJO, or IITipriw nroo nt of not more than !5 years, or both ( 18 USC §1001) 
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eEl-Deleted Application No. 08-337-106r-al 

Previous Permit Number(s): 08-33 7- 106r 

7. MEANS OF MOVEMENT 

Seed f o r t he t rial will me moved fr om t he ABI laboratory a t California Polyt e c hni c Univer s i t y (Cal 
Po ly) in San Lui s Obi s p o, California , to t he t e st s i t e in con t ainer s in a clos ed vehi c le . 

8. VARIANCE VERIFICATION 

Have you previously applied for variance(s) that you wish to apply to this permit? [j!J Yes 0 No 
Variance Number(s): 08-00 4 

If so, describe in a brief sum mary how the variance will be applied: 
Thi s varianc e i s f o r pac kaging and s hipping s eed . We will pac kage t he harvested s eed a s d esc ribed in 
t his variance f o r t he fu t ure s hipment of seed . There will be a separat e reques t fo r a movement 
permit f o r t he fu t ure s hipment a t a l a t er dat e . 

9. REGULATED ARTICLE 

Scientific Nam e: Zea mays 

Common Name: 

Any biological material (e.g., culture medium, or host material) accompanying the regulated Article during movement: 
n one 

Country and locality where the donor organism, recipient organism, and vector or vector agent were collected, developed, 
and produced: 
The t rans geni c corn plants were deve loped in College St a t i on , Texas. The regulat ed mat erial was 
t ranspo r t ed to California under a USDA movement permit (06-0 59 -02m). Some of t he s eeds we re gr own in 
San Lui s Obi s p o, California in a g reenhou s e ins p ected by USDA to generate t he s e e d s planne d f o r t he 
field plant ing . 

Processes, Procedures, and Safeguards Description: 
Don o r o rganisms: All components of d on o r o rganisms are c l oned DNA fragment s con t ained in plasmids of 
E. coli o r Agr obacterium t ume f a c i e n s, and maint ained in t he laboratorie s of Appli e d Biotechno l o gy 
Ins t i t u te under BLI con t ainment condi t i on s. 

Re c ipient o rgani s m: Non-t rans fo rmed Zea mays has b e en c ul t ivat ed in t he f ield and pr opagat ed in t he 
laboratory under standard g ood agri c ul t ural o r laboratory pract i c e s. 

Ve ctor and vector agent: Agr obacterium t ume f a c iens has been maint ained in t he laboratory under BLI 
con t ainme n t condi t i ons . 

Re gulat ed ar t i c le : Trans f o rmed Ze a mays has been maint aine d in t he laboratory and greenhou s e under 
BLIP con t ainment condi t i on s. 

10. ARTICLE SUPPLIER AND/OR DEVELOPER 

Name Location Contact Information 

--- - - - --- -- - ------ Applied Biotechno l o gy Inst i t u t e Day Telephone: --- - - --- ---- --- -- 
Cali fo rnia Polyt e c hni c St a te Univer s i t y , FAX: 
Bldg . ---- 
San Luis Obi s p o, CA 93 407 Email: 

 - - -------------------  -- - - - -- --- 

11. PHENOTYPES/GENOTYPE 

1) Phenotypic Designation Name: Oth e r --OO 

Identifying Line(s): 

Construct(s): 

Mode of Transformation: 

Phenotype Description: 
A description of the anticipated or 
actual expression of the altered 
genetic material in the regulated 
article and how that expression 
differs from the expression in the 
non-modified parental organism. 

Agr obacterium t ume f a c iens, disarmed 

The cons t ruct used to generat e t he t ransgeni c plants con t ains t wo plant 
t ranscript i on units f o r protein pr oducts. The f irst is t he pr oduct fr om 
t h e s electable marke r encod e d by t he PAT gene . This is is olat ed f r om 
St reptomyc e s viridochr omogene s whi c h pr oduc e s t he enzyme 
phos phinothri c in N- a c e t yl t rans fera s e . Thi s e nzyme i s used to con f er 
resistanc e to t he commer c ial herbi c ide Finale f r om Bayer and relat ed 
compounds . Thi s gene i s const i t u t ively expres sed t hr oughou t t he plant 
and is t he s ame gene u s ed fo r many t rans geni c plants inc luding 
comme r c ializ e d corn plants u s ed in c r op impr ovement. The s e cond 
t rans g e ni c pr oduct i s t hat of t he s u rface ant i gen f r om t h e hepat i t i s B 

WARNING. Any U&3 of ePermits to make matenally false. fictitnus. or fraudulent statements or repre&3ntations is subject to civil penalties of up to $2!XJ.1XXJ (1 US C § 1134{b)) or punishable by a fine of not more 
than $10JXJO. or IITipriw nroo nt of not more than !5 years. or both ( 18 USC §1001) 
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eEl-Deleted Application No. 08-337-106r-al 

virus (HepBSAg ). Thi s is a st ructural protein and has n o enzymat i c o r 
toxi c a ct ivit y . Thi s protein i s c urrent ly u s ed to make t he commer c ial 
vac c ine f o r hepat i t i s B (e . g . Rec ombivax HE by Mer c k) and milli on s o f 
pe ople have been in j e cted wi t h t his protein . A pr omoter whi c h has been 
shown to pr ovide expression spe c ific to t he embryo o f maize (Belanger 
and Kriz , Plant Physi o l . 91 : 636, 1 98 9 ) i s u s ed to drive t he expression 
o f t hi s protein . [ 

J Both o f t hese proteins are unique to t he 
corn plant and are n ot pre s ent in wild t ype plants. The only ob s erved 
change in phenotype is herbi c ide resis t anc e a tt ribut ed to t he PAT gene 
and t he HebBSAg protein t hat c an be only be de t e cted by biochemi c al a ss ay 

Phenotype(s) 

00 - Pharmac eut i c al Protein 

Genotype(s) 

Gene (s) o f Int erest 
Pr omoter : gl obulin- l from Zea mays - Pr omoter fr om t he Zea mays gl obulin- l gene 

Enhanc er : alpha amylas e signal sequenc e from Ho rdeum vulgare - Ho rdeum vulgare alpha amylas e 
s ignal s equence , s erving as an enhanc er and t arget ing sequenc e 

Gene : Hepat i t s B virus surface ant igen from Hepat i t is virus B - Hepat i t i s B virus surfac e 
antigen cod on op t imized f o r Zea mays 

Terminator : proteinas e inhibitorII from So lanum t uber o sum - Terminator fr om So lanum t uber osum 
proteinas e inhibitor II gene 

Selectable Marker 
Pr omoter : 3 5S from Cauliflower mos ai c c aulimovirus - Cauliflower mos ai c c aulimovirus 3 5S pr omoter 

Gene : phos phinothricin N- a c e t yl t ransferase from St reptomyc es viridochr omogene s - St reptomyc e s 
viridochr omogene s phos phinothri c in N- a c e t yl t rans fera s e cod on op t imized fo r Zea mays 

Terminator : 3 5S from Cauliflower mosaic caulimovirus - Cauliflower mosaic c aulimovirus 3 5S 
t erminator 

12. INTRODUCTION 

Release Site 
Location 
Name& Location Add ress Contact(s} 

Descri12tion 
1) ABI sit e [ J 1) --- - -- - - -- - --- 
2 008- 1 CA Day 

Proposed Release Start Date: 5/ 20/ 200 9 Teleph------- 
Proposed Release End Date: 11/17 / 200 9 --- ------------ -- 
No. of Releases: 1 -------- --- 
Quantity: 0 . 5 a c re s  - -- - ----- - --- - --  ----- 
Comments: 
[ 

J 

Location Unique I D: ABI 0833 71 06dr 

Location GPS Coordinates: [ ], [ J 
[ ], [ J 
[ ], [ J 
[ ], [ J 

R""I",,<"IC:;:"" ~it"" I-lidnrv· ~hp qi r OO' p"n ",rOO'", r n hOO' m n ni rn rOO'n hpc hOO'OO'n 11nnOO'r m",n",,,OO'n ",,,ri ('111 r 11r", l nr n n11 ('r i n n 

WARNING. Any U&3 of ePermits to make matenally false, fictitbus, or fraudulent statements or repre&3ntations is subj ect to civil penalties of up to $2!XJ,1XXJ (1 US C § 1134{b)) or punishable by a fine of not more 
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eEl-Deleted Application No. 08-337-106r-al 

for the past several years. There have only been forage crops, cover crops and 
grapes grown on the site and area to be monitored. 

Critical Habitat Involved?: 

13. DESIGN PROTOCOLS 

Production Design 

__ Yes ....Ii... No 

A detailed description of the purpose for the introduction of the regulated article including detailed description of the proposed experimental 
and/or production design: 

Purpose of Introduction and Intended Use: 

Description of the Field Plot Design: 

Description of the Field Plot Design: 

1. Field Site Location: 
[ 

2. Distance to Reproductively Compatible Plants: 
Adjacent fields are used for cultivation of forage grasses and grapes. 

Description of the Fielc 

pollen flow will be controlled by placing bags around the corn tassels and pollination will be 
done by hand. In addition, the transgenic corn will be planted no less than 28 days before or 28 
days after any corn growing in a zone extending from 2,640 to 5,280 feet from the field test site. 
[ 

--- ------  - rial Supervisor: 
----- -------- will act as the field trial supervisor 

WARNING. Any U&3 of ePermits to make matenally false, fictitbus, or fraudulent statements or repre&3ntations is subject to civil penalties of up to $2!XJ,1XXJ (1 US C § 1134{b)) or punishable by a fine of not more 
than $ 10,fXJO, or IITipriwnroontof not more than!5 years, or both (18 USC §1001) 
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Office ----------------- 
--------- ----------------- -- ------------------------- 

Destination or Release Description 
A detailed description of the intended destination (including final and all intermediate destinations), uses, and/or distribution of the regulated 
article (e.g., greenhouses, laboratory, or growth chamber location; field trial location, pilot project location; production, propagation, and 
manufacture location; proposed sale and distribution location): 

[ 

I 

J This is the final destination of the regulated seed where it will be 
devitalized by grinding followed by selected processing applications including degermination, 
defatting, flour preparation and extrusion. The devitalized processed grain will then be used in 
laboratory analysis to determine the stability of the transgenic protein under various conditions. 
Some of the processed material will also be used in experiments to [ 

Confinement Protocols 
A detailed description of the proposed procedures, processes, and safeguards which will be used to prevent escape and dissemination of the 
regulated article at each ofthe intended destinations: 

Final Disposition Method: 

Final Disposition Description: 

14. ATTACHMENTS 

~ Destruction/Devitalization U Other ~ Storage in Contained Facility 

J This is 
the final destination of the regulated seed where it will be devitalized 
by grinding followed by selected processing applications including 
degermination, defatting, flour preparation and extrusion. The 
devitalized processed grain will then be used in laboratory analysis to 
determine the stability of the transgenic protein under various 
conditions. Some of the processed material will also be used in 
experiments to [ 

J The remainder of the seed will be 
stored in a locked storage container at an AEI-dedicated and locked 
storage area. AEl will use the material for further analysis of protein 
integrity as well as for growing seeds in the greenhouse to improve 

. agronomic characteristics of the plants. 

AttacbmeDls 
ABI SOPs CEI-deleted (11/2/2009 @ 09:39 PM) 

Data 4-10-09 CEl deleted (11/2/2009 @ 09:39 PM) 

Letter of Completeness CEI-deleted (11/2/2009 @ 09:39 PM) 

Requested Pictures CEl deleted (11/2/2009 @ 09:39 PM) 

Response to Aphis CEl deleted (11/2/2009 @ 09:39 PM) 

WARNING. Any U&3 of ePermits to make matenally false, fictitbus, or fraudulent statements or repre&3ntations is subject to civil penalties of up to $2!XJ,1XXJ (1 US C § 1134{b)) or punishable by a fine of not more 
than $ 10,fXJO, or IITipriwnroontof not more than!5 years, or both (18 USC §1001) 
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15. ADDITIONAL INFORMATION 

16. COURTESY JUSTIFICATION 

WARNING. Any U&3 of ePermits to make matenally fa lse, fietitbus, or fraudulent statements or representa tions is subject to civil penalties of up to $2!XJ,1XXJ (1 US C § 1134{b)) or punishable by a fine of not more 
than $ 10,fXJO, or IITipriw nroo nt of not more than !5 years, or both (18 USC §1001) 
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I, -------- --- ---- -- ------ hereby certify that the information in this application and all attachments is complete and accurate to the best of 
my kno\Medge and belief. 

I acknowledge this is not an application to move or import select agents, the genes expressing select agents, or the toxins made by 
the select agents, as described in 9 CFR 121. 

I will not introduce the regulated articles described in this application until APHIS has deemed the application complete and has 
granted the permit. By signing this permit, I agree to comply with any and all state, local, and triballavvs and regulations that may 
apply to the introduction of the articles described in this applications. 

If there are any changes to the information disclosed in this application, I will contact APHIS. 

17. SIGNATURE OF RESPONSIBLE PERSON 18. DATE 

-- --- --- -- - ------ November 2, 2009 

WARNING. Any U&3 of ePermits to make matenally fa lse. fictitnus. or fraudulent statements or repre&3nta tions is subject to civil penalties of up to $2!XJ.1XXJ (1 US C § 1134{b)) or punishable by a fine of not more 
than $10JXJO. or IITipriw nroo nt of not more than !5 years. or both (18 USC §1001) 
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