DECISION DOCUMENT 2016-02
APPLICATION FOR THE GENERAL RELEASE OF MON 15985 COTTON (Bt COTTON)
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 elaborate on, and enable effective implementation, of the Biosafety Act.
Regulation 3 of the Biosafety Regulations establishes a National Biosafety Regulatory Committee (NBRC). The NBRC is assigned with various responsibilities including evaluating 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 Monsanto Company. This information is in regard to an application for general release of Mon 15985 cotton (Bt cotton). This application follows confined field trials that took place over a period of 3 years at various locations in the country including Bunda College Campus, Chitala in Salima, Toleza in Balaka, Makoka in Zomba and Kasinthula in Chikhwawa.
The NBRC determined that deregulating the Bt gene will 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: Malvaceae

Genus: Gossypium L

Common name:  Cotton 
3.    Background 
Monsanto Malawi in partnership with the Lilongwe University of Agriculture and Natural Resurces (LUANAR), Bunda College, conducted confined field trials for Bt cotton at Bunda, Chitala, Kasinthula and Makoka Research stations and Toleza Farm.  The purpose of the trials was to test the efficacy of the Bt gene in conferring resistance to bollworms. 
4. Modified Plant Information 

Mon 15985 cotton is produced by two subsequent transformations of cotton tissue.  Firstly, cotton tissue was genetically modified via Agrobacterium tumefaciens mediated transformation, generating MON 531.  The transformation of MON 531, using the particle acceleration transformation system, introduced a second genetic modification, which is referred to as MON 15947.  The final cotton plant, containing both genetic modifications MON 531 and MON 15947, is named MON 15985.   

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 15985 to have adverse secondary effects such as altered nutritional quality compared to conventional cotton;  
iii. the potential impact on non-target organisms
iv. the potential impact on biodiversity
i.
Potential to Become a Weed of Agriculture

MON 15985 has been cultivated in several countries for many years without evidence of increased weediness. Efficacy trials have shown that MON 15985 is not different compared to conventional cotton with the exception of the intended Lepidopteran protection trait. As such, this comparative phenotypic assessment and a publication from Australia indicate that MON 15985 has not been altered in its weediness potential (Eastick and Hearnden, 2006). 
The NBRC concluded that the weediness potential during the general release of MON 15985 cotton is negligible.
ii. Potential for MON 15985 to have adverse secondary effects 
MON 15985 has been extensively examined for potential secondary effects using phenotypic, compositional and animal feeding studies. In all studies conducted to date, there is no evidence of an adverse secondary effect that would affect weediness or nutritional quality of MON 15985 compared to conventional cotton.
The NBRC concluded that the MON 15985 would not have adverse secondary effects on weediness and/or nutritional quality.

iii.
Potential for Gene Flow to Sexually Compatible Plants

The potential for gene transfer to sexually compatible relatives was examined and determined to be the same as for currently cultivated cotton. From an environmentally meaningful standpoint, pollen mediated gene flow is limited to tetraploid cottons of which Gossypium hirsutum is the only species found in Malawi.  Studies have shown that the frequency of pollen mediated gene flow from MON 15985 to other cultivated cotton is at an expected frequency. In addition, the potential for horizontal gene transfer is known to be exceedingly low. 

The NBRC concluded that given this low frequency, the lack of selection and negligible impact, if it were to occur, horizontal gene flow was considered to be negligible

iv. 
Potential to impact Non-Target Organisms

The potential for MON 15985 to adversely impact non-target organisms has been extensively examined using a tiered approach. The NptII and GUS proteins have no meaningful potential for toxicity to non-target organisms at levels expressed in MON 15985. A comprehensive battery of organisms was tested using the Cry1Ac and Cry2Ab2 proteins at levels that exceeded the expected environmental exposures. In all cases, the No Observable Effect Level was a high dose, indicating minimal risk to non-target organisms. 
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
In assessing the potential environmental impact of the activity the NBRC determined the risks that the activity involving genetically modified material may pose to human health. 
The NBRC determined that there are no undesirable effects on human health based on safety studies that demonstrated that MON 15985 cotton was substantially equivalent to conventional cotton.

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 the commercial cultivation of MON 15985 in Malawi are negligible compared with the risks associated with current conventional cotton cultivation 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 general release of MON 15985 (Bt) cotton.
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