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What is biosafety? 

What is a Protocol? 



What is biosafety? 

Biosafety is a term used to describe the need to 

protect the environment and human health from 

the possible adverse effects of the products of 

modern biotechnology.  



What is a Protocol? 

A protocol is a legally binding international 

instrument that is separate from, but related to, a 

“parent” treaty. 

 

The Cartagena Protocol on Biosafety is under the 

Convention on Biological Diversity 



Cartagena Protocol on Biosafety 

 
safe handling, transport and use of 

living modified organisms (LMOs) that 
may have adverse effects on 

biodiversity and human health 
 
  

http://www.youtube.com/user/bchcpb
https://www.youtube.com/watch?v=PjEhlB5J_AY


History of the Cartagena Protocol 

 1992:  Convention on Biological Diversity (CBD) 

 1992-2000:  Negotiation process 

 2000:  Adoption of the Protocol 

 2003:  Entry into force 

 2016: 170 Parties 



“... the conservation of biological diversity, the 

sustainable use of its components and the fair 

and equitable sharing of the benefits arising 

out of the utilization of genetic resources...” 

Convention on Biological Diversity (CBD) 

Objective 



Cartagena Protocol on Biosafety 

Objective 

“...contribute to ensuring an adequate level of 

protection in the field of safe transfer, handling 

and use of living modified organisms resulting 

from modern biotechnology...” 



“The Protocol applies to the transboundary 

movement, transit, handling and use of living 

modified organisms that may have an adverse 

effect on the conservation and sustainable use of 

biodiversity, taking into account human health.” 

Cartagena Protocol on Biosafety 

Scope 



A few definitions... 

Article 3 – Use of Terms (page 4) 

(g)  Living modified organism (LMO) 

(h)  Living organism 

(i)  Modern biotechnology 

(k)  Transboundary movement 



Main provisions  

• Capacity Building 

• Liability and Redress 

• Handling, Transport, Packaging and Identification 

• Public awareness and Participation 

• Social-economic considerations 

• Advanced Informed Agreement  

• Risk Assessment 

• Risk Management 

• Biosafety-Clearing House 

 



Types of LMOs under the scope of the Protocol 

• LMOs for intentional introduction into the environment 

• LMOs for direct use as food or feed, or for processing 

Advanced Informed Agreement (AIA) – Article 7 

Notification – Article 8 

Acknowledgement of Receipt of Notification – Article 9 

Decision Procedure – Article 10 

Risk Assessment – Article 15 

Competent National Authority – Article 19 

 



Risk Assessment 

Article 15 & Annex III 

“...risk assessment should be carried out in a  

scientifically sound and transparent manner...” 

  

“...in order to identify and evaluate the possible adverse 

effects of LMOs on the conservation and sustainable use of 

biological diversity...” 

 



Risk Assessment 
 

Key element:  

“Carried out in a case-by-case basis” 

Risks vary depending on the nature of the LMO, the 

modified trait, the intended use and the potential 

receiving environment. 



Risk Assessment 

Annex III 

Methodology (steps of risk assessment): 
 

(a) Identification of novel characteristics; 

(b) Evaluation of the likelihood of adverse effects being realized; 

(c) Evaluation of the consequences; 

(d) Estimation of the overall risk posed by the LMO; 

(e) Recommendation as to whether or not the risks are acceptable 

or manageable. 



Risk Assessment 

Annex III 

Points to consider: 
 

• Recipient/parental organism; 

• Donor organism(s); 

• Vector, inserts and characteristics of the modification; 

• Characteristics of the living modified organism; 

• Methods for identification and detection; 

• Intended use; 

• Receiving environment. 



Biosafety Clearing-House 
Cartagena Protocol on Biosafety – Convention on Biological Diversity 

 

http://bch.cbd.int 

http://bch.cbd.int/


• Scope: 

 

• All types of living modified organisms 

 

• All types of introduction into the environment  
(e.g. field trials, commercial release) 

Biosafety Clearing-House 
 

 

 

 

 

Environment – Human – Animal –  Processing – Contained – Other 
                            health       feed                                    use 



• 170 Parties 
 

• 300 organizations: 

 

 70 Academic 

 76 Governmental institutions 

 60 NGOs 

 11 Business & Industry 

 

  

Biosafety Clearing-House 
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Biosafety Clearing-House 
 

 

 

 

 

Who can register information? 

NATIONAL RECORDS 
(decisions, law,  
risk assessment*, etc) 

REFERENCE RECORDS 
(LMO, gene, organism,  
risk assessment**, etc) 

National Focal Points 

Registered users 

* Risk assessment generated by regulatory process 
** Risk assessment generated by independent or non-regulatory process  



Biosafety Clearing-House 
 

 

 

 

 

Numbers at a glance 

National records 
• 841 national biosafety contacts 
• 826 laws and legislations 
• 1265 decisions by 43 countries 
• 961 risk assessments 
• 157 experts 
 

Reference records 
• 374 LMOs 
• 417 genetic elements 
• 195 organisms 
• 420 capacity building initiatives & country needs 
• 292 organizations 
• 1430 publications 



Biosafety Clearing-House 

 National experts 
 National Authorities 
 Decisions  
 Law & regulations  
 Guidelines 
 National Focal Points 
 Risk Assessment 
 National reports 



Biosafety Clearing-House 
 

 

 

 

 



Other International Biosafety-related Bodies 

● Food and Agriculture Organisation 

● International Plant Protection Convention 

● Codex Alimentarius Commission 

● World Organisation for Animal Health 

● World Trade Organization 

● Organisation for Economic Cooperation and Development 

● Bilateral, regional and multilateral agreements 



Food and Agriculture Organization 



International Plant Protection Convention 



Codex Alimentarius Commission 



Organisation for Economic Cooperation and Development 



World Organisation for Animal Health 



World Trade Organization 



Thank you! 
 

 

 

 

 



Biosafety Clearing-House 
 

 

 

 

 



Biosafety Clearing-House 
 

 

 

 

 



Biosafety Clearing-House 
 

 

 

 

 



Biosafety Clearing-House 
 

 

 

 

 

• Biotradestatus (CropLife International) 
• GM Foods Platform (FAO)  
• BioTrack Product Database  (OECD) 



Biosafety Clearing-House 
 

 

 

 

 



Network of Laboratories 
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Network of Laboratories 
 

 

 

 

 

Detect and alert relevant 
authorities about unauthorized 
LMOs and unintentional 
releases 

Border officers 
& 

field inspectors 

Detection labs 

Competent 
National 

Authorities 

Civil society 

Laws 
& 

Regulations 

http://www.google.ca/url?sa=i&rct=j&q=&esrc=s&frm=1&source=images&cd=&cad=rja&docid=eVO9j_MjsYiHdM&tbnid=NjK5qN9C7Cq98M:&ved=0CAUQjRw&url=http://www.fotosearch.com/clip-art/inspector.html&ei=k6aPUq-fEcbF2AWw_oG4Aw&bvm=bv.56988011,d.b2I&psig=AFQjCNGG33e41bxqeNQWF1TJRf-5NujH7Q&ust=1385232341346697
http://www.google.ca/url?sa=i&rct=j&q=&esrc=s&frm=1&source=images&cd=&cad=rja&docid=Jeh6pEU86vfxhM&tbnid=fT1J7u6H9SwueM:&ved=0CAUQjRw&url=http://www.nycsa.org/blog/2009_12_01_archive.html&ei=YaWPUvOSHaOp2QWH-4CgDA&psig=AFQjCNFstD-KxBgIrPuXl8gF3KabkYUcfg&ust=1385232086461171
http://www.google.ca/url?sa=i&rct=j&q=&esrc=s&frm=1&source=images&cd=&cad=rja&docid=tYOr_-m2WJSuXM&tbnid=D6UTBxPcaUdnOM:&ved=0CAUQjRw&url=http://www.illustrationsof.com/70701-royalty-free-inspection-clipart-illustration&ei=sKaPUtK1McHK2gX1xICYDA&bvm=bv.56988011,d.b2I&psig=AFQjCNGG33e41bxqeNQWF1TJRf-5NujH7Q&ust=1385232341346697


Network of Laboratories 
 

 

 

 

 

Focal areas of the Strategic Plan  
(2011-2020): 
 
1. Implementation of biosafety systems 
2. Capacity building      
3. Compliance and review      
4. Information sharing      
5. Outreach and cooperation  



Network of Laboratories 
 

 

 

 

 

Open to all interested participants from LMO 
detection laboratories 
 
They must be registered in the Network in order 
to contribute to the online discussions 

http://bch.cbd.int/onlineconferences/portal_detection/info_participants.shtml 

http://bch.cbd.int/onlineconferences/portal_detection/info_participants.shtml


Network of Laboratories 
 

 

 

 

 

 Technical Tools and Guidance for the 
Detection and Identification of LMOs 

 http://bch.cbd.int/protocol/cpb_detection/toolsandguidance.shtml  

 Portal for the Sampling, Detection 
and Identification of LMOs 

 http://bch.cbd.int/protocol/cpb_detection.shtml  

http://bch.cbd.int/protocol/cpb_detection/toolsandguidance.shtml
http://bch.cbd.int/protocol/cpb_detection.shtml


Network of Laboratories 
 

 

 

 

 

Decision BS-VII/10:   
 
Positive feedback 

 
Support for additional activities  of the Network of 
Laboratories for detection and identification of LMOs 
 
Request the SCBD to organize training on sampling, 
detection and identification of LMOs 

 

COP-MOP-7 



Network of Laboratories 
 

 

 

 

 
• Conduct needs assessment 

• Encourage Parties to support laboratories and networks for the detection and 

identification of LMOs, submit information on methods to the BCH 

• Request the SCBD to: 

i.Continue organizing online discussions of the Network of Laboratories 

ii.Convene capacity-building activities 

iii.Improve the user interface of the Technical Tools and Guidance for the 

Detection and Identification of LMOs 

iv.Regularly update the Technical Tools and Guidance for the Detection and 

Identification of LMOs and training materials 

Recommendations to COP-MOP-8 
 
Workshop of the Network of Laboratories for the Detection and Identification of LMOs 
9 - 11 June 2015, Ispra, Italy 
 


