
REGULATORY DECISION DOCUMENTS SUPPORTING THE

FOOD, FEED, AND ENVIRONMENTAL SAFETY OF

BOLLGARD® COTTON (MON 531)

United States

U.S. Department of Agriculture Decision of Nonregulated Status for MON 531. Federal
Register 60 FR 36096. Effective June 22, 1995

U.S. Food and Drug Administration Biotechnology Consultation Agency Response Letter
BNF No. 000013. June 1, 1995

Australia New Zealand

Australia New Zealand Food Authority Full Assessment Report and Regulatory Impact
Assessment. Approved December 2, 2000

Canada

Canadian Food Inspection Agency Determination of Environmental Safety of Bollgard™
Insect Resistant Cotton (Gossypium hirsutum L.). Approved May 27, 1996

Health Canada Safety Assessment of Food Use for Insect Resistant Cotton Lines 531 and
757. Approved April 9, 1996

European Union

Overall opinion of the European Food Safety Authority in accordance with Articles 6 and 18
of Regulation (EC) No 1829/2003 on the application (reference EFSA-GMO-RX-MON531)
for renewal of the authorisation for continued marketing of existing genetically modified (GM)
cotton MON 531 for foods produced from GM cotton MON 531 (cottonseed oil), foods
produced from GM cotton MON 531 (food additives) and feed produced from GM cotton
MON 531 (feed materials and feed additives) from Monsanto. Adopted September 7, 2011

COMMISSION IMPLEMENTING DECISION (EU) 2015/689 of 24 April 2015 renewing the
authorisation for existing genetically modified cotton MON 531 (MON-ØØ531-6) products
pursuant to Regulation (EC) No 1829/2003 of the European Parliament and of the Council
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