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Biosafety Clearing-House (BCH)

RISK ASSESSMENT GENERATED BY A REGULATORY PROCESS (RA)

General information
Country

PARTY TO THE CARTAGENA PROTOCOL ON BIOSAFETY ENTRY INTO FORCE: 18 FEB 2004Germany

Title of the risk assessment

Date of the risk assessment

08 Apr 2003

Competent National Authority(ies) responsible for the risk assessment

- COMPETENT NATIONAL AUTHORITY: BCH-CNA-DE-12096-6 | BCH-CNA-DE-12096-6

COMPETENT NATIONAL AUTHORITY

Federal Office of Consumer Protection and Food Safety
Mauerstrasse 39-42
Berlin
10117, Germany
Phone: +49-(0)3018-445-6500
Fax: +49-(0)3018-445-6099
Email: german_bch@bvl.bund.de
Website: http://biosicherheit-bch.de/BCH/EN/Home/home_node.html,
http://www.biosicherheit-bch.de, http://www.bvl.bund.de/EN/Home/homepage_node.html,
http://www.bvl.bund.de

Risk assessment details
Living modified organism(s)

BCH-LMO-SCBD-14778-15 MON-ØØ863-5 - YieldGard™ Rootworm™ maize | Resistance to antibiotics
- Kanamycin Resistance to diseases and pests - Insects - Coleoptera (beetles)
Show detection method(s)

Scope of the risk assessment

LMOs for direct use as feed

BCH-RA-DE-12095-7 EN DE

Maize product (Zea mays L., line MON 863) genetically modified for resistance to corn
rootworm. (Unique Identifier MON-ØØ863-5) EN

https://bch.cbd.int/en/database/RA/BCH-RA-DE-12095-7
https://bch.cbd.int/countries/status/party
https://bch.cbd.int/countries/status/party
https://bch.cbd.int/countries/DE
https://bch.cbd.int/en/database/CNA/BCH-CNA-DE-12096/
mailto:german_bch%40bvl.bund.de
http://biosicherheit-bch.de/BCH/EN/Home/home_node.html
http://www.biosicherheit-bch.de/
http://www.bvl.bund.de/EN/Home/homepage_node.html
http://www.bvl.bund.de/
https://bch.cbd.int/en/database/LMO/BCH-LMO-SCBD-14778/15


Risk assessment report / summary

? Placing on the market of GMOs as or in products ( English )

? Liste der gemeinsamen Forschungsstelle über inverkehrgebrachte GVO ( German )

? Assessment report file ( English )

? Public comments to the risk assessment file ( English )

? EFSA Opinion (MON 863 and MON 863 x MON 810) ( English )

? Zusammenfassung der Risikobewertung ( German )

Methodology and points to consider
Receiving environment(s) considered

LMO detection and identification methods proposed

Information sharing with other databases
Is this risk assessment related to an LMO for commercial use?

No

Should this risk assessment be forwarded to the OECD Secretariat for possible inclusion in the BioTrack Product
Database?

No

Is this risk assessment related to food safety?

No

Was it conducted in accordance with the Codex Alimentarius Guideline for the Conduct of Food Safety
Assessment of Foods Derived from Recombinant-DNA Plants?

No

Should this information be forwarded to the Secretariat of the FAO GM Foods Platform?

No

Additional Information

no cultivation EN

http://gmo-crl.jrc.ec.europa.eu/statusofdoss.htm
http://gmo-crl.jrc.ec.europa.eu/summaries/MON863-WEB-Protocol-Validation.pdf
http://gmo-crl.jrc.ec.europa.eu/summaries/MON863-Val-report_mm.pdf

EN

THE PERMISSION ON MON863 FOR FEED USE REGULARLY EXPIRED ON 12/01/16 ACCORDING
TO COMMISSION DECISION 2005/608/EC!

No cultivation, no human consumption covered with this risk assessment and decision.
However, this maize may be used for human consumption in the EU according to an

EN

http://gmoinfo.jrc.ec.europa.eu/gmc_browse.aspx
http://gmoinfo.jrc.ec.europa.eu/gmc_browse.aspx
https://bch.cbd.int/api/v2013/documents/BCH-e29b2212d0c4f40433bef3b148f7f5b5/attachments/10416/c-de-02-09_riskassessment.pdf
https://bch.cbd.int/api/v2013/documents/BCH-e29b2212d0c4f40433bef3b148f7f5b5/attachments/10417/c-de-02-9%20on%20ar.pdf
https://bch.cbd.int/api/v2013/documents/BCH-e29b2212d0c4f40433bef3b148f7f5b5/attachments/10419/c-de-02-9%20efsa%20opinion%20mon%20863%20and%20mon%20863%20x%20mon%20810.pdf
https://bch.cbd.int/api/v2013/documents/BCH-e29b2212d0c4f40433bef3b148f7f5b5/attachments/11381/6788-01-9%20%20mon%20863%20%20bewertungsbericht.pdf
http://gmo-crl.jrc.ec.europa.eu/statusofdoss.htm
http://gmo-crl.jrc.ec.europa.eu/summaries/MON863-WEB-Protocol-Validation.pdf
http://gmo-crl.jrc.ec.europa.eu/summaries/MON863-Val-report_mm.pdf
https://biotrackproductdatabase.oecd.org/
https://biotrackproductdatabase.oecd.org/
https://www.fao.org/food/food-safety-quality/gm-foods-platform/en/


Other relevant website addresses and/or attached documents

? EU register of genetically modified food and feed (english) ( English )

? GVO-Register der EU-Kommission (englisch) ( German )

Further Information

additional decision of the competent EU institution.

BCH-RA-DE-12095-7

Questions about the Cartagena Protocol on Biosafety or the operation of the
Biosafety Clearing-House may be directed to the Secretariat of the
Convention on Biological Diversity.
Secretariat of the Convention
on Biological Diversity
413 rue Saint-Jacques, suite 800
Montreal, Québec, H2Y 1N9
Canada
Fax: +1 514 288-6588
Email: secretariat@cbd.int

http://ec.europa.eu/food/dyna/gm_register/gm_register_auth.cfm?pr_id=12
http://ec.europa.eu/food/dyna/gm_register/gm_register_auth.cfm?pr_id=12
https://bch.cbd.int/en/database/RA/BCH-RA-DE-12095
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