  Skip to main content 
 An official EU website
An official website of the European Union
  How do you know?  All official European Union website addresses are in the <b>europa.eu</b> domain
 	 Other sites	 EFSA
	 Open EFSA
	 EFSA Journal
	 Connect




    European Food Safety Authority 

   en English Select your language
 
	български
	español
	čeština
	dansk
	Deutsch
	eesti
	ελληνικά
	English
	français
	Gaeilge
	hrvatski
	italiano

	latviešu
	lietuvių
	magyar
	Malti
	Nederlands
	polski
	português
	română
	slovenčina
	slovenščina
	suomi
	svenska








   Top menu
	Calendar

   Menu
 	 About	 About us	 Mission and values
	 Transparency
	 Working practices
	 Trusted science
	 External experts


	 Governance	 Management Board members
	 Executive Director
	 Operational Management


	 Documents	 Corporate publications


	 Partners	 EU Member States
	 EU institutions and agencies
	 Competent organisations in Member States
	 International
	 Stakeholder engagement




	 Newsroom	 All contents	 News
	 Campaigns
	 Data visualization
	 Videos
	 Podcast
	 Infographics
	 Factsheets




	 Topics	 All topics
	 Animal health
	 Animal welfare
	 Antimicrobial resistance
	 Chemical contaminants in food and feed
	 Foodborne zoonotic diseases
	 Nutrition
	 Pesticides
	 Qualified presumption of safety (QPS)
	 Glossary


	 Resources	 Data reports
	 Data standardisation	 Food tracing


	 Data collection
	 Methodology	 Guidance
	 Evidence


	 Tools and resources	 Dietary Exposure (DietEx) tool




	 Publications
	 Applications	 Application procedures	 Biological hazards and animal welfare
	 Feed additives
	 Food contact materials
	 Food improvement agents
	 GMO
	 Novel food
	 Nutrition
	 Pesticides


	 Services for applicants	 Services for SMEs
	 Ask a question


	 Toolkit
	 QPS assessment
	 Confidentiality and sanitisation


	 Engage	 Procurement	 Closed tenders below €143k
	 Instructions and forms


	 Grants
	 ISA scheme
	 Fellowship Programme
	 Calls for data
	 Consultations
	 Observers
	 Research Platform
	 Stakeholders	 Engagement platforms
	 Engagement in risk assessment
	 Calls for stakeholders
	 Stakeholder registration




	 Careers	 Working at EFSA
	 Benefits
	 Scientists
	 Experts
	 Staff members
	 Traineeships
	 How to apply
	 Open positions


	 Calendar
	 Other sites	 Open EFSA
	 EFSA Journal
	 Connect




 


 Search 
 





 Main navigation
	About	About us	Mission and values
	Transparency
	Working practices
	Trusted science
	External experts


	Governance	Management Board members
	Executive Director
	Operational Management


	Documents	Corporate publications


	Partners	EU Member States
	EU institutions and agencies
	Competent organisations in Member States
	International
	Stakeholder engagement




	Newsroom	All contents	News
	Campaigns
	Data visualization
	Videos
	Podcast
	Infographics
	Factsheets




	Topics	All topics
	Animal health
	Animal welfare
	Antimicrobial resistance
	Chemical contaminants in food and feed
	Foodborne zoonotic diseases
	Nutrition
	Pesticides
	Qualified presumption of safety (QPS)
	Glossary


	Resources	Data reports
	Data standardisation	Food tracing


	Data collection
	Methodology	Guidance
	Evidence


	Tools and resources	Dietary Exposure (DietEx) tool




	Publications
	Applications	Application procedures	Biological hazards and animal welfare
	Feed additives
	Food contact materials
	Food improvement agents
	GMO
	Novel food
	Nutrition
	Pesticides


	Services for applicants
	Toolkit
	QPS assessment
	Confidentiality and sanitisation


	Engage	Procurement	Closed tenders below €143k
	Instructions and forms


	Grants
	ISA scheme
	Fellowship Programme
	Calls for data
	Consultations
	Observers
	Research Platform
	Stakeholders	Engagement platforms
	Engagement in risk assessment
	Calls for stakeholders
	Stakeholder registration




	Careers	Working at EFSA
	Benefits
	Scientists
	Experts
	Staff members
	Traineeships
	How to apply
	Open positions





     	Home
	Publications




 
 


  Scientific Opinion on applications EFSA-GMO-UK-2005-09 and EFSA-GMO-RX-MON531×MON1445 for the placing on the market of food and feed produced from or containing ingredients produced from insect-resistant and herbicide-tolerant genetically modified cotton MON 531 × MON 1445, and for the renewal of authorisation of existing products produced from cotton MON 531 × MON 1445, both under Regulation (EC) No 1829/2003 from Monsanto 
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 Abstract
This scientific opinion evaluates the risk assessment for the authorisation for (continued) marketing of genetically modified insect-resistant and herbicide-tolerant cotton MON 531 × MON 1445 for food and feed produced from it. Cotton MON 531 × MON 1445 was produced by conventional crossing methods, and the stack is homozygous for the newly introduced traits. The integrity and the stable co-inheritance of the parental events were demonstrated in the stack. Molecular characterisation did not reveal safety issues. No biologically relevant differences were identified in the compositional, phenotypic and agronomic characteristics of cotton MON 531 × MON 1445 in comparison with its conventional counterpart and its composition fell within the range of non-GM cotton varieties, except for the Cry1Ac, CP4 EPSPS and NPTII proteins. No safety issues were identified with regard to toxicity and allergenicity of food and feed produced from cotton MON 531 × MON 1445. A feeding study in catfish confirmed that toasted cottonseed meal from MON 531 × MON 1445 is as nutritious as toasted cottonseed meal from its conventional counterpart and four commercial non-GM cotton varieties. Products from cotton MON 531 × MON 1445 do not contain viable plant parts. The insert structure in cotton MON 531 × MON 1445 may facilitate the stabilisation of the nptII gene in plasmids of environmental bacteria through double homologous recombination. However, considering the overall limited occurrence of horizontal transfer of DNA in plant material to bacteria, and the very low exposure to DNA from cotton MON 531 × MON 1445, the EFSA GMO Panel concludes that it is highly unlikely that cotton MON 531 × MON 1445 will contribute to the environmental prevalence of nptII genes. Potential interactions of cotton MON 531 × MON 1445 with non-target organisms and the abiotic environment were not considered to be an issue because of low exposure levels. A post-market environmental monitoring plan is not required.
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