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WASHINGTON, D.C. 20460 

OFFICE OF PREVENTION, 
PESTICIDES AND TOXIC 
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MEMORANDUM 

SUBJECT: 

FROM: 

THROUGH: 

TO: 

Review of Product Characterization, Expression Analysis, and Human Health 
Data for Plant-Incorporated Protectant plants as expressed in the stacked 
products: Btl I x MIRl62 maize hybrid [EPA Reg. No. 67979-RE] and Btl I x 
MIRl62 x MIR604 maize hybrid [EPA Reg. No. 67979-RG] in support for Sec. 
3 Registration, submitted by Syngenta Seeds, Inc. - Field Crops- NAFT A 

Annabel Waggoner, Environmental Protection Specialist 
Microbial Pesticides Branch, Biopesticides and 
Pollution Prevention Division (751IP) 

John L. Kough, Ph.D., Senior Scientist 
Microbial Pesticides Branch, Biopesticides and 
Pollution Prevention Division (751IP) 

Jeannine Kausch, Regulatory Action Leader 
Microbial Pesticides Branch, Biopesticides and 
Pollution Prevention Division (751IP) 

[signed] 

[signed] 

ACTION REQUESTED: To review product characterization, protein expression analyses, and 
toxicological and allergenicity data, submitted by Syngenta Seeds, Inc.-Field Crops - NAFTA in 
support for Section 3 registrations for the PIP stacked products- Btl I x MIRl62 maize hybrid and 
Btl I x MIRl62 x MIR604 maize hybrid, crossed via traditional breeding methods with the Bacillus 
thuringiensis derived PIP Com Events: CrylAb protein as expressed in Event Btl I, Vip3Aa20 
protein as expressed in Event MIR162, and/or modified Cry3A protein as expressed in Event 
MIR604. 

CONCLUSION: The data submitted for the transgenic protein expression levels and the Southern 
Analyses in Events Btl I, MIRI62, MIR604 and the stacked Btl I x MIRl62 and Btl I x MIRl62 x 
MIR604 hybrids, crossed via traditional plant breeding, were found to be similar to the CrylAb 
protein expressed in Event Btl I corn, the Vip3Aa protein expressed in Event MIRl62 com, and 
mCry3A protein as expressed in Event MIR604 com. These data are classified as ACCEPTABLE. 
However, the data to support the characterization of the CrylAb test material, TRYCRYIAB-OI05, 
is classified as SUPPLEMENTAL. The registrant should submit the mass spectra as visual 
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confinnation of the molecular weight for the TRYCRYIAB-0105 and conduct a direct and 
concurrent comparison of the biochemical and functional characteristics of a purified plant
expressed protein extracted from Btl 1 maize leaves to the TRYCRYIAB-0105 test substance. 
These data can be used to address the equivalence between the plant- and microbial-produced . 
CryIAb proteins in support of utilizing the TRYCRYIAB-OI05, as a test material in the non-target 
organism studies for demonstration oflack of synergism in the stacked Btl1 x MIR162 and Btl 1 x 
MIR162 x MIR604 PIP products. 

DATA REVIEW RECORD: 

Active Ingredients: 1) Plant-Incorporated Protectant (PIP) Bacillus thuringiensis CrylAb protein 
as expressed in Event Btl 1 and the genetic material (via elements pZ01502) 
necessary for its production [OECD Unique ID. SYN-BT011·1J, 

2) PIP Bt Vip3Aa20 protein as expressed in Event MIR162 and the genetic 
material (via elements pZNOV1300) necessary for its production [OECD 
Unique ID. SYN-IRI62-4J, and/or 

3) PIP Bt Modified Cry3A protein as expressed in Event MIR604 and the 
genetic material (via elements pZM26) necessary for its production [OECD 
Unique ID. SYN-IR604-8J 

Product Names: Agrisure TM 2100, Btl 1 x MIRl62 hybrid [EPA Reg. No. 67979-REJ and 
Agrisure TM 3100, Btl 1 x MIR162 x MIR604 hybrid [EPA Reg. No. 67979-
RGJ 

Company Name: Syngenta Seeds, Inc. - Field Corps- NAFTA 
67979 IDNo: 

Chemical Number: 006461,006599, and/or 006509 
379488 and 379490 Decision Number: 

DPBarcode: 

MRIDNo: 

471374-01 

471372-01 

471372-02 

471372-11 

345909 and 345912 

Comparative Southern Analysis ofBt11 x MIR162 Maize Hybrid with 
the Individual Events Bt11 Maize and MIR162 Maize. 

Comparison of Transgenic Protein Expression in Event Bt11, Event MIR162 
and Stacked Bt11 x MIR162 Maize (com) Hybrids 

Comparative Southern Analysis ofBt11 x MIR162 x MIR604 Maize Hybrid 
with the Individual Events Bt11 Maize, MIR162 Maize, and MIR604 Maize. 

Comparison of Transgenic Protein Expression in Event Bt11, Event MIR162, 
and MIR604 and Stacked Bt11 x MIR162 x MIR604 Maize (com) Hybrids 

Characterization of Trypsinized CrylAb Test Substance TRYCRYIAB-OI05 
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