
REGULATORY DECISION DOCUMENTS SUPPORTING THE

FOOD, FEED, AND ENVIRONMENTAL SAFETY OF GENUITY®

BOLLGARD II® COTTON (MON 15985)

United States

U.S. Department of Agriculture Decision of Nonregulated Status for MON 15985. Federal
Register 67 FR 70391. Effective November 5, 2002

U.S. Food and Drug Administration Biotechnology Consultation Agency Response Letter
BNF No. 000074. July 18, 2002

Australia New Zealand

Food Standards Australia New Zealand Final Assessment Report on Oil And Linters Derived
From Insect-Protected Cotton Containing Event 15985. Approved October 24, 2002

Canada

Canadian Food Inspection Agency Determination of the Safety of Monsanto's Insect
Resistant Bollgard II™ Cotton (Gossypium hirsutum L.). Approved June 27, 2003

Health Canada Safety Assessment of Food Use for Insect Resistant Cotton Event 15985.
Approved June 27, 2003

European Union

Scientific Opinion on applications (EFSA-GMO-UK-2008-57 and EFSA-GMO-RX-
MON15985) for the placing on the market of insect-resistant genetically modified cotton
MON 15985 for food and feed uses, import and processing, and for the renewal of
authorisation. Adopted July 2, 2014

COMMISSION IMPLEMENTING DECISION (EU) 2015/685 of 24 April 2015 authorising the
placing on the market of genetically modified cotton MON 15985 (MON-15985-7) and
renewing the authorisation for existing genetically modified cotton MON 15985 (MON-
15985-7) products pursuant to Regulation (EC) No 1829/2003 of the European Parliament
and of the Council

http://www.gpo.gov/fdsys/search/citation2.result.FR.action?federalRegister.volume=2002&federalRegister.page=70391&publication=FR
http://www.gpo.gov/fdsys/search/citation2.result.FR.action?federalRegister.volume=2002&federalRegister.page=70391&publication=FR
http://wayback.archive-it.org/7993/20171031084555/https:/www.fda.gov/Food/IngredientsPackagingLabeling/GEPlants/Submissions/ucm155762.htm
http://wayback.archive-it.org/7993/20171031084555/https:/www.fda.gov/Food/IngredientsPackagingLabeling/GEPlants/Submissions/ucm155762.htm
http://www.foodstandards.gov.au/code/applications/documents/ACF65C.pdf
http://www.foodstandards.gov.au/code/applications/documents/ACF65C.pdf
http://www.inspection.gc.ca/plants/plants-with-novel-traits/approved-under-review/decision-documents/dd2003-45/eng/1311870281472/1311870421003
http://www.inspection.gc.ca/plants/plants-with-novel-traits/approved-under-review/decision-documents/dd2003-45/eng/1311870281472/1311870421003
http://www.hc-sc.gc.ca/fn-an/gmf-agm/appro/insect_protected_cotton-coton_resistant_instecte-eng.php
http://www.efsa.europa.eu/en/efsajournal/pub/3770
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http://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:32015D0685&from=EN
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