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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

The Cartagena Protocol
on Biosafety

UNEP B



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




Convention on Biological Diversity (CBD)
Objective

“... 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...”




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...”




Cartagena Protocol on Biosafety
Scope

“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.”




A few definitions...
Article 3 — Use of Terms (page 4)

(g) Living modified organism (LMO)
(n) Living organism
() 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

» Bjosafety-Clearing House




Types of LMOs under the scope of the Protocol

* LMQOs for intentional introduction into the environment
* LMQOs for direct use as food or feed, or for processing

Advanced Informed Agreement (AlA) — 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
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Risk Assessment
Article 15 & Annex llI

“ ..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 Il

Methodology (steps of risk assessment):

(a) ldentification 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 Il

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

Biological Diversity

Biosafety Clea I.It!’}w % Convention on

L

Welcome to the BCH Central Portal

The Biosafety Clearing-House (BCH) is a3 mechanism set up by the Cartagena Protocol on Biosafety to facilitate the
exchange of information on Living Modified Organisms (LMOs) and assist the Parties to better comply with their
obligations under the Protocol. Global access to a variety of scientific, technical, environmental, legal and capacity
building information is provided in the six official languages of the UN.

CBD

BCH account holders can create and manage records in the BCH by signing in through the Management Centre
(Registenng Information) section.
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http://bch.cbd.int/

Biosafety Clearing-House

L 3
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* SCOpe: Environment — Human — Animal — Processing — Contained — Other
health  feed use

e All types of living modified organisms

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




Biosafety Clearing-House

Other

* 170 Pa rtles Science & Agriculture

Technology
Biotechnology

* 300 organizations: & Biosafety

Laboratory

70 Academic testing Economy &

Development
76 Governmental institutions

60 NGOs

DN N NN

11 Business & Industry  1uman health

Environment

Food safety




Biosafety Clearing-House

Who can register information?

NATIONAL RECORDS REFERENCE RECORDS

(decisions, law, (LMO, gene, organism,
risk assessment*, etc) | risk assessment™**, etc)

National Focal Points m M
Registered users M

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




Biosafety Clearing-House

Numbers at a glance

National records

e 841 national biosafety contacts
e 826 laws and legislations

. 1265 decisions by 43 countries
e 961 risk assessments

. 157 experts

Reference records
e 374 LMOs

e 417 genetic elements

. 195 organisms

e 420 capacity building initiatives & country ne
. 292 organizations
1430 publications
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Biosafety Clearing-House

3 Country Profile

Profile information and status

Country Brazil

Date of signature -

Date of ratification 2003-11-24
Date of entry into force 2004-02-22 ‘/ N ational experts
Profile revision - . ..
oo <tatue bublished v National Authorities
Profile last updated on - \/ Decisions
Type of document Number of records ‘/ I—aW & regUIatlonS
iosafety Expert 17 : :
gao;aacit:ﬂuirding Meeds and Priorities 0 ‘/ G u Idellnes
Competent National Authority 7 \/ National Focal Points
Country's Decision or any other Communication 45 .
Law, Regulation or Guideline 22 ‘/ RlSk Assessment

Mational Database or Website

v National reports

Mational Focal Point

MNews 0
Report on Assignment 0
Risk Assessment 42
Reports on Implementation of the Protocol 2

Total number of records
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Biosafety Clearing-House
@Modified Organ@

MON-@@81@-6 - YieldGard™ maize

J LMO Information Decisions on the LMO Risk Assessments
Record information and status g+1 0
Record ID 14750 o Tweet { 0
Status =Y Published
=
Date of creation 2006-06-05 14:39 UTC (kirsty.mclean.consultant@cbd.int)
Date of last update 2013-05-24 18:43 UTC (dina.abdelhakim@cbd.int)

The image below identifies the LMO through its unigue identifier, trade name and a link to this page of the BCH. Click on it
to download a larger image on your computer. For help on how to use it go to the LMO quick-links page.

MON-Q0810-6
YieldGard™ maize
Rsifeh <o . 4750

Read barcode or type above URL info infernet browser to access information on this LMO in the Biosafety Clearing-House ® SCBD 2012

CED




Other International Biosafety-related Bodies

e Food and Agriculture Organisation

e International Plant Protection Convention

e Codex Alimentarius Commission

e World Organisation for Animal Health

e World Trade Organization

e Organisation for Economic Cooperation and Development
e Bilateral, regional and multilateral agreements



Food and Agriculture Organization

Food and Agriculture
Organization of the

i FAO GM Foods Platform

FAO Home Welcome to the FAO GM Foods Platform

Food safety and quality

GM Foods Platform

Browse information by The FAC GM Foods Platform is a simple anline platform to share information on safety assessment of foods derived
from recombinant-DMA plants authaorized in accordance with the Codex “Guideline for the conduct of food safety
assessment of foods derived from recombinant-DMNA plants (CAC/GL 45-2003, annex Il adopted in 2008) ™. This

A platform for all

QOECD Unique ldentifier

Commaodity Platform also facilitates the effective utilization of food safety assessment in situations of Low Level Fresence (LLP)
Trait of -DNA plant materials in food.
il How it works
Resources
Giobal outlook The FAC G Foods Flatform is freely accessible for those wha want to browse the information. Reqgistration is
obal outlool
required for those who need to upload information. Only officially nominated Focal Points can register to the
FAQ for visitors Platfarm.
Login Food Safety at FAC Highlight:
Contact us FAO GM Foods Platform

Ifyou need help, please first visit the "FAQ for visitors” page. There you'll find answers to many common questions,  ScPiember 2015

Ifyou're unable to find what you're looking for, contact us at GM-Platform@fac.org

Start browsing

Contact us | Terms and Conditions | Scam Alert © FAOQ, 216

Latest Mewsletter



International Plant Protection Convention

T . . . Search
===;§&‘l= International Plant Protection Convention
SNy ' ’ Protecting the world's plant resources from pests

Advanced Search
About Core actiais

Protecting the world’ ISPM No. 11
INTERNATIONAL STANDARDS FOR
PHYTOSANITARY MEASURES sirex woaduzsp - She nodilo -
etar Lilywhite = alkear,
Muzeurn Victoria,
About us ISPM No. 11
L PEST RISK ANALYSIS FOR QUARANTINE PESTS B -.icndar publications calls
- INCLUDING ANALYSIS OF ENVIRONMENTAL

+ H . RISKS AND LIVING MODIFIED ORGANISMS
ow we do it

& Convention text

consultation on draft ISPMs
= MORE

(2004)
REPORT

Fetariat welcomes MONGOLIA as
ting party

r the requests for Diagnostic



Codex Alimentarius Commission

FAO MWHO Food Standards ENGLISH | FRANCAIS | ESPANOL

CODEX alimentarius BN

ABOUT CODEX MEETIMNGS AMD EVENTS QOFFICIAL STANDARDS

e, i

BIOTECHNOLOGY

In this
Section
FAO/WHO FOOD SAFETY ASSESSMENTS OF FOODS BIEteaneIeay Sarery
DERIVED FROM BIOTECHNOLOGY assessment at FAD

Bictechnology satety

aszeszment at MHO

Fad and WHO have provided expert scientific advice on the food zafety azpects of foods derived
from bioctechnology since 1991, While not officially part of the Codex alimentarius Cormmrmission
structure, the FAC/WHO Expert Consultations in thiz area provide independent zcientific expert
advice to the Cormmmiizsion and itz specialist Committees and Taszk Forces, FAC and WHO maintain
separate websites highlighting thiz wark from the points of view of the two parent Organizations,

Back to HOME




Organisation for Economic Cooperation and Development

OECD << . BioTrack Product Database
Browse by identifier

Product Database Unique ldentifier/Organisms [Traits First country Date of approval
s Homme page ACS-BMNET1-5 Canola plant, | Bromoxynil tolerance | Canada February 18, 1957
. ) Dilzeed rape,

& Dizclaimer Rape Seed
EPQ-FIhll?iI?i1-d Camala mlant | Earility ractorating ™ amards Contarabhar 02 1904

Consensus Documents for the Work on

& lnigue ldentifier — . . . .

 Organisn 1 Harmonisation of Regulatory Oversight in

= Company | Biotechnology

& Country 4 5

Send B Print &
| ] These consensus documents comprise technical information for use during the 1994
regulatary assessment of products of biotechnology and are intended to be mutually
recognised among OECD Member countries, They focus an the biology of organisms
E (such as plants, trees ar micro-organisms) or introduced novel traits, 1004
Y These documents are updated to take into account new knowledge on the topic. In
| | order to assist in this, it is possible to make comments to the OECD an the
4 Biotechnology Consensus Documents,
4 &t the present time, the following consensus documents have been published:
9 « Consensus Docurmnment on the Biology of Bananas and Plantains (Musa spp.) 3
Mo.48, 2009, EMNVAMMONOI2009]143




World Organisation for Animal Health

Organisation VO Organizacion
Maondiale O Mundial
de sante For Anima de Sanidad

Animale aalth Animal

e B o] Alerts - Disease Information

® Site map ; Mewcastle disease in Japan - Beassortment of swine H1M1 virus with pandermic H1M
m Search D o | . \
|ri5k | : ﬂ_ Latest news on animal diseases 5&
= The OME § o Lipdate on avian influenza in animals
® The Veterinary Services il _ _
; m waorld Animal Health Inforrmation Database

® Press releasesEditorials

» International meetings Highlights

= World animal health situation : |

T T T : 23006/ 1 Second Glaobal Conference of the QIE's 227 Reference Laboratories
dd ; T and Collaborating Centres

* Animal diseases data The OIE enters the final stage hefare official confirmation of glabal

» OIE Expertise 170800 finderpest eradication
® Certification of diagnostic § 2310510 f0th General Session of the OIE

ASSAYS :
= Health standards ; previols press releases ...
= Publications and Documentation

: OIE Conferences

= lobs/Internships/Services
® Links A First OIE Global Conference on Weterinary Legislation

Djerba (Tunisia), 7-9 December 2010



World Trade Organization

WORLD TRADE ""-:)/
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WHAT IS THE WTO?

£ :
t’: ¥ ]

= Introduction
= 163 members

= WITO structure
» Legal texts

DIRECTOR-GENERAL
= Pazcal Lamy
= Speeches
= Schedule

RESOURCES FO

= Students
= Journaliztz
= MG0s

R...

= Parliamentarianz
= Rezearch
= Statistics
= Diztance learning

WTO issues panel report on Airbus dispute
The WTO, on 30 June 2010, issued the report of a panel that had examined a complaint by the
Certain Member States — Measures Affecting Trade in Large Civil Afrcraft” [DS314]. 300620

See also:

» Rapid Doha conclusion will help us achieve Millennium Declaration Goals — Lamy 2970672010
= Lamy streszes importance of concluding the Round to G20 buziness leaders Z6/06/2010
= DG Lamy receives Kiel Institute’s 2010 Global Economy Prize 2006520110

= More WTO news

[OHA ROUND STOCKTAKING, 26 March 2010
= Report by Pascal Lamy
42 Press conference

CURRENT WORE

Megotiations and more

Doha Development Agzenda

= What iz the DDAT

= DD% main page

= Trade Megotiations Committee
DEVELOPMENT > The July 2008 packaze

=T Highlights from the press conference

UPCOMING PUBLIC |

(ther worl
Oizputes Trade Policy Reviews Megotiating
membership A&id for Trade

All other work is in

TRADE TOPICS
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Biosafety Clearing-House

¥y Modified Organism
MON-2@81@-6 - YieldGard™ maize

Vector

PV-ZMBKOY and PV-ZMGT10

Techniques used for the modification

® Biolistic / Particle gun

(ﬁeﬁc elements mns@
\

CaMV Enhanced 355 promoter Hsp70 intran CrylAb
100366 £100359 £14985
0.61 Kb 0.80 Kb 3.46 Kb

Further details

MNotes regarding the genetic elements introduced or modified in this LMO

The transgenic maize line MONE 10 was genetically engineered to resist ECB by producing its own insecticide. This
line was developed by introducing a synthetic version of the cry1.4b gene, isolated from the soil bacterium Baciffus
thuringiensis (Bt) which was modified to enhance the expression of the CrylAb protein in plants, however the

resulting amino acid sequence is identical to the native protein.

oo




Biosafety Clearing-House

¥y Modified Organism
MON-2@81@-6 - YieldGard™ maize

External link(s)

@ MON-B@E810-6 - EU Reference Laboratory for GM Food and Feed (EURL-GMFF)

@ MON-G@813-6 - Croplife International Detection Methods Database

Additional Information

Other relevant website address or attached documents

& MONE10 - OECD Biotrack Product Database

“ MONE10 - CERA GM Database

Q Safety Assessment of YieldGard Insect-Protected Corn Event MON 810

Q BATS (2003) Genetically Modified (GM] Crops: molecular and regulatory details, v.2.pdf

# ] MON&10 - Monsanto.pdf




Biosafety Clearing-House

% Modified Organism
MON-@@81@-6 - YieldGard™ maize

LMO Information (( Decisions on the LMO ) Risk Assessments

SHRINEE I - ~-conre- 1Y

Display cross-references with external data

Country BCH Decisions

Argentina 777 ‘l‘ 2 & - e

Australia 7477 § & - "
Austria 37308 a8 - u

Brazil 445340 f B & Y L =T




Biosafety Clearing-House

¥ Modified Organism
MON-@@81@-6 - YieldGard™ maize

LMO Information ‘ Decisions on the LMO Risk Assessments

Display cross-references with external databasg(s): | Biotradestatus | =

For further information about the external database click on the database name below; to visit the original database page
containing information on this LMO click on the Al jcon beside the database name

Country BCH Decisions Biostradestatus A’
Argentina 777 I’ = & J n ™ it T? 7
Australia 7477 § & : “I o

Austria 37308 x . n O

Brazil 44584 @ § B & ¥ SEE I (14 r g

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




Biosafety Clearing-House

% Modified Organism
MON-@@81@-6 - YieldGard™ maize

-
LMO Information Decisions on the LM( Risk Assessments

SRRSO - - 1)

ID Description

21 record(s) found

Austria
@ Risk assessment for GM maize line MONS10 which MON-02810-6 \'s g I

Corn, MAIZE v | e .
101152 may not be cultivated in Austria

@ Brazil MON-@©813-6 P i
Corn, MAIZE VIZSOE

45581

Risk Assessment for Insect Resistant Maize




Network of Laboratories

Risk
Assessment

Unintentional Handling,
Transboundary Transport

Movements .
and Packaging,

Emergency Identification
Measures Detection
&

Identification

lllegal
Liability Transboundary

and Movements
Redress

Risk
Management



Network of Laboratories

% Border officers
’ N

o ’ field mspectors 3

Laws
&

Regulations »

|

Competent
National
Authorities

|

Civil society

g

Detection labs

Detect and alert relevant
authorities about unauthorized
LMOs and unintentional
releases
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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

"W . DETECTION & Open to all interested participants from LMO
IDENTIFICATION detection laboratories
LABORATORY
NETWORK They must be registered in the Network in order
IS to contribute to the online discussions

AST: V'd
b (ReesTee

http://bch.cbd.int/onlineconferences/portal detection/info participants.shtml
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http://bch.cbd.int/onlineconferences/portal_detection/info_participants.shtml

Network of Laboratories

"/ Technical Toolsand
'gy Guidance for Detectionand

¥ Identification
of LMOs

v" Technical Tools and Guidance for the

Detection and Identification of LMOs
http://bch.cbd.int/protocol/cpb detection/toolsandguidance.shtml

Convention on v
% o hL

Country Profiles...

Cartagena
Protocol on

v" Portal for the Sampling, Detection

Ll s e Home | The Cartagena Protocol | SD&I B B0

.o .
and ldentification of LMOs e _ , o
. . e Sampling, Detection and Identification e perECTION &
http://bch.cbd.int/protocol/cpb detection.shtml Textiofthe Grtagera Frfoco AT
Strategic Plan The sampling, detection and identification of living modified organisms (LMOs) is a cross- LABORATORY
Key Protocol Issues cutting and broad reaching activity, whose successful implementation can facilitate the NETWORK
Assesament and Review application of several articles of the Cartagena Protocol on Biosafety. %).
Capactty Buiding With the adoption of the Strategk Plan for implementation of the Protocol for the period
Complance 2011-2020 by the COP-MOP as per decision BS-V/16, several outcomes were set out that
Fnancial Mechanim are relevant to LMO sampling, and fi P fi : V
tiding, Trandport, Padaghg o R Technical Tools
and Idertiicaton « Easy to use and reliable tools for the of ized LMOs are and Guidance f i
T developed and made available (under Focal Area 1, Operational Objective 1.6); the Detection @

S e e e e s e e A [EEY. Jonv i g



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

Network of Laboratories

COP-MOP-7

Decision BS-VII/10:
v'Positive feedback

v'Support for additional activities of the Network of
Laboratories for detection and identification of LMOs

v'Request the SCBD to organize training on sampling,
detection and identification of LMOs




Network of Laboratories

Recommendations to COP-MOP-8

Workshop of the Network of Laboratories for the Detection and Identification of LMOs
9- 11 June 2015, Ispra, Italy

* 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
li.Convene capacity-building activities

lii.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
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