
REGULATORY DECISION DOCUMENTS SUPPORTING THE

FOOD, FEED, AND ENVIRONMENTAL SAFETY OF

YIELDGARD® ROOTWORM (MON 863)

United States

U.S. Department of Agriculture Decision of Nonregulated Status for MON 863. Federal
Register 67 FR 65087. Effective October 8, 2002

U.S. Food and Drug Administration Biotechnology Consultation Agency Response Letter
BNF No. 000075. December 31, 2001

Australia New Zealand

Food Standards Australia New Zealand Final Assessment Report on Food from Insect-
protected MON863 Corn. Approved December 17, 2003

Canada

Canadian Food Inspection Agency Determination of the Safety of Monsanto Canada Inc.'s
Insect Resistant Corn (Zea mays L.) Line MON 863. Approved March 5, 2003

Health Canada Safety Assessment of Food Use for Insect Protected Corn MON 863.
Approved March 3, 2003

European Union

Opinion of the Scientific Panel on Genetically Modified Organisms on a request from the
Commission related to the safety of foods and food ingredients derived from insect-
protected genetically modified maize MON 863 and MON 863 x MON 810, for which a
request for placing on the market was submitted under Article 4 of the Novel Food
Regulation (EC) No 258/97 by Monsanto. Adopted April 2, 2004

Opinion of the Scientific Panel on Genetically Modified Organisms on a request from the
Commission related to the Notification (Reference C/DE/02/9) for the placing on the market
of insectprotected genetically modified maize MON 863 and MON 863 x MON 810, for
import and processing, under Part C of Directive 2001/18/EC from Monsanto. Adopted April
2, 2004

Scientific Opinion on an application (EFSA-GMO-RX-MON863) for renewal of the
authorisation for continued marketing of existing feed materials, feed additives and food
additives produced from maize MON863, under Regulation (EC) No 1829/2003 from
Monsanto. Adopted March 30, 2010

COMMISSION DECISION of 8 August 2005 concerning the placing on the market, in
accordance with Directive 2001/18/EC of the European Parliament and of the Council, of a
maize product (Zea mays L., line MON 863) genetically modified for resistance to corn
rootworm.

COMMISSION DECISION of 13 January 2006 authorising the placing on the market of
foods and food ingredients derived from genetically modified maize line MON 863 as novel
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foods or novel food ingredients under Regulation (EC) No 258/97 of the European
Parliament and of the Council
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