DECISION DOCUMENT 2023-01
APPLICATION FOR CONFINED FIELD TRIALS FOR MON 89034 (BT MAIZE)
1. Summary

This Decision Document has been prepared to explain the decision reached under the Biosafety Act of 2002 and the Biosafety (Genetically Modified Organisms) Regulations of 2007. The Biosafety Act provides for the safe management of biotechnological activities. The Biosafety Regulations supports effective implementation of the Biosafety Act.

Regulation 3 of the Biosafety Regulations establishes a National Biosafety Regulatory Committee (NBRC) which is responsible among others for evaluation of all applications concerning or related to genetically modified organisms and products and making recommendations to the Minister. The NBRC is mandated to make recommendations to the Minister based on a determination of the risks that an activity involving genetically modified material may pose to the conservation and sustainable use of biological diversity and human health.

The NBRC has evaluated the information submitted by Lilongwe University of Agriculture and Natural Resources (LUANAR) in partnership with BAYER Malawi Limited. This information is in regard to an application to conduct Confined Field Trials (CFTs) for MON 89034 (BT Maize) at the Bunda trial site in Lilongwe. 
The NBRC recommended a permit to be granted for conduct CFT since the gene Cry 1A. 105 and Cry 2Ab do not pose a significant risk to the conservation and sustainable use of biological diversity and human health.

2. Brief Identification of Plant 

Plant Species Name

Family: Zea
Genus: mays
Common name:  Maize/corn 

3.    Background 

 Lilongwe University of Agriculture and Natural Resources (LUANAR), was grated permit to conduct confined field trials on MON 89034 at Bunda trial site in Lilongwe. The purpose of the trials was to test the efficacy of MON 89034 maize genotypes in providing protection from feeding damage caused by larvae of Spodoptera frugiperda and Busseola fusca.

4. Modified Plant Information 

 MON 89034 was produced via genetic modification using Agrobacterium-mediated transformation of maize embryonic cells, using plasmid vector PV-ZMIR245. It produces two insecticidal proteins that protect against feeding damage caused by several lepidopteran insect pests including stalk borers and Spodoptera frugiperda (fall armyworm). Cry1A.105 is a modified Bacillus thuringiensis (Bt) Cry1A protein and Cry2Ab2 is a Bt (subsp. kurstaki) protein.  The combination of the two insecticidal proteins provides enhanced insect control and offers an additional insect-resistance management tool.   

5. Environmental Assessment 

In assessing the potential environmental impact of the activity the NBRC was required to determine the risks that the activity involving genetically modified material may pose to the environment and the conservation and sustainable use of biological diversity. The following criteria were considered; 

i. the potential to become a weed of agriculture 

ii. the potential for MON 89034 to have adverse secondary effects such as altered nutritional quality compared to conventional maize;  

iii. the potential impact on non-target organisms

iv. the potential impact on biodiversity

i.
Potential to Become a Weed of Agriculture

MON 89034 has been cultivated in several countries for many years without evidence of increased weediness. Efficacy trials have shown that MON 89034 is not different compared to conventional maize with the exception of the intended Lepidopteran protection trait.  Maize is an annual crop and it cannot grow to maturity without human support. 

The NBRC concluded that the weediness potential during CFT of MON 89034 is negligible.

iii.
Potential for Gene Flow to Sexually Compatible Plants

Maize is an open pollinated crop such that pollen can be transferred between compatible crops/plants by wind or insects. The applicant indicated an isolation distance of 500m from the CFT to other maize fields. This distance is appropriate and can significantly reduce gene flow. 
The NBRC concluded that given isolation distance horizontal gene flow was considered to be negligible.

iv. 
Potential to impact Non-Target Organisms

The MON 89034 has been released into the environment in various countries after assessments showed no or neglible impact on not-target organisms and biodiversity. MON89034 environmental release in Canada (2008), Argentina (2010), Brazil ((20090 and RSA (2010).     

The NBRC concluded that the risks to non-target organisms is negligible given the history of safety to non-target organisms of microbial Bt organisms that express Cry proteins, the high specificity of Cry1 and Cry2 proteins for Lepidoptera and the lack of effects in non-target tests. 

6. Human Health Assessment

Compositional analysis demonstrated that food and feed components from MON 89034 are substantially equivalent to that of the conventional maize, except for the intentionally introduced traits. The event has been approved for food and feed in many countries including Brazil, Argentina and Japan thus MON 89034 has the history of safe use.
 The NBRC determined that there are no undesirable effects on human health based on safety studies that demonstrated that MON 89034 was substantially equivalent to conventional maize.

7. Regulatory Decision

Based on the review of the data and information submitted by Applicant, the NBRC has concluded that the risks to the environment from CFT of MON 89034 in Malawi are negligible compared with the risks associated with current conventional counterpart and will not pose a significant risk to the conservation and sustainable use of biological diversity and human health.

The NBRC has recommended that the Minister responsible for environment approve the CFT of MON 89034 (GM)Maize.
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