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TESTING
THE ROADMAP ON RISK ASSESSMENT:
EXPERIENCE OF THE CEE COUNTRIES
!

!

By Angela Lozan
Side event at COP/MOP7 on Testing of Roadmap on
Risk assessment &management,
2014, Pyeongchang, Korea

GENOK (NW), TWN (MY), ME (MD)
Eastern European Regional Course on
Integrative Impact Assessment of LMOs
under the Cartagena Protocol
“Advancing LMO assessment: Principles,
Practice and Progress”
”
• 3-8 February 2014,
• Chisinau, Moldova

Background
• In decision BS-VI/12, the Conference of the Parties

serving as the meeting of Parties to the Cartagena
Protocol on Biosafety (COP-MOP):
• (i)
The Guidance will be tested nationally and
regionally for further improvement in actual cases of risk
assessment and in the context of the Cartagena Protocol
on Biosafety.
• (c) The testing may be conducted by individuals or as
a group initiative (e.g. workshops).
• (d) The Guidance is to be tested using actual cases of
risk assessment conducted in accordance with Annex III
of the Cartagena Protocol.

GENOK, Norway; TWN Malaysia
Ministry of Environment Moldova;
• Testing of Roadmap is organized withi the Eastern European

Regional Course on Integrative Impact Assessment of LMOs
under the Cartagena Protocol “Advancing LMOs
assessment: Principles, Practices and Progress”, 3-8
February, Chisinau, Moldova.
• Organized by GENOK, Norway; Ministry of Environment
Moldova; TWN Malaysia with the support of NORAD,
Norway.
• The overall goal of the course was to support the capacity
building on biosafety issues of the countries in the region.
• A broad range of topics crucial for the region, giving a holistic
and comprehensive learning of genetics, biosafety and
ecological issues related to GMOs.

Participants
• The course was designed for policy makers, regulators, scientists/

laboratory practitioners, academia and NGOs/civil society leaders,
from ten countries of the Central and Eastern Europe and NIS
regions and 3 African countries for their better involving in the
process of GMOs regulation and management in order to ensure
their safe use and transboundary movement.

• The course was attended by 45 participants from 13 countries -

Albania, Azerbaijan, Armenia, Belarus, Georgia, Kyrgyzstan,
Moldova, Tajikistan, Turkey, Ukraine, Liberia, Namibia and Egypt
– the countries with economies in transition and developing countries.

• The course was run by 13 resource persons from Norway,

Switzerland, Malaysia, Austria, Germany, Slovenia, Italy, Moldova and
CBD Secretariat.

Material and methodology
The actual cases of risk assessment used in the testing must be
clearly identified either through references to Risk Assessment
Records in the Biosafety Clearing House (BCH).
The following materials were delivered to the participants :
• Application for the release into the environment of potato lines
with improved resistance to Phytophtora infestants, according to
the Genetically Modified Organisms Decree, 2012-2018, available
from the BCH website;
• The Roadmap for risk assessment;
• Guidance on Risk Assessment of Living Modified Organisms (in
Russian and English).

Testing of Guidance on Risk Assessment of
LMOs
• The testing exercise was moderated by the CBD Secretariat

representatives: Mrs. Manoela Miranda de Pesoa and Mr.
Giovanni Ferraiolo.
• The moderators proposed to carry out the testing using the
Application for the release into the environment of potato
lines with improved resistance to Phytophtora infestants
according to the Genetically Modified Organisms Decree,
which was disseminated among the participants in Russian and
English languages.
• In order to increase the efficiency of the exercise it was
decided to split the participants into 6 small groups that were
proposed to examine the Application according to the criteria
set out in the Guidance. After group discussions each group
reported the testing outcomes and presented its opinion on
Guidance.

Report questionnaire
• The participants were also invited to complete on-line the

Questionnaire for Reporting the Results of the Testing of
the Guidance on Risk Assessment of Living Modified
Organisms.

• The questionnaire comprised two types of questions to

gather both quantitative and qualitative feedback, i.e.

• (i) close-ended questions using a 5-level Likert scale, marked as

mandatory questions, to evaluate to what extent each section of
the Guidance is practical, useful and consistent with the
Protocol, and takes into account past and present experience
with LMOs, and
• (ii) open-ended questions, which were marked as optional, to
gather comments and suggestions for improvements, if any, on
each of the tested criteria.

Testing Reports
were submitted by the participant countries NFP and
Heads of academia
• Testing Reports were submitted to the Secretariat by the

participant countries -NFP and Heads of academia
institutions, NGOs.

• Total reports from the participating parties : 9 (BLR, BIH,

GEO, EUR, LBR, MDL, NOR,TJK, TUR).

• Organizations: 5 (ASM, TIRAS, USM, GENOK, TWN)

Conclusions and opinions
• The participants highly appreciated the Testing of Guidance on Risk

•

•
•

•

Assessment exercise, which had a twofold effect: better understanding of
the content of the Guidance, assess the usefulness, practicability and
effectiveness of the Guidance, build local capacities on risk
assessment.
The general conclusion of the Testing of the Guidance on RA expressed by
participants, was that the Guidance on RA is a practical, useful document
and has utility for undertaking the procedures of risk assessment.
It may be very helpful to develop domestic legal framework for risk
assessment.
The Guidance is consistent with the provision of Cartagena Protocol, is
written in a scientific manner, and at the same time the language used is
simple and understandable for decision makers, regulators and scientific/
researchers personnel.
The participants also proposed to improve the Guidance and specifically
include the human health aspects, as a component part of the Guidance.

The overall conclusions
• Summarizing, there was a high level of agreement that

the Guidance is practical, useful, and consistent with
the Protocol taking into account past and present
experience with LMOs.

Testing Results were discussed in the
following forums
• 1. The Testing Results were discussed at the Online

Forum from March to June 2014;

• 2. AD HOC TECHNICAL EXPERT GROUP ON RISK

ASSESSMENT AND RISK MANAGEMENT UNDER THE
CARTAGENA PROTOCOL ON BIOSAFETY
• Bonn, Germany, 2-6 June 2014

Thank you!

The Guidance on Risk Assessment
1

Cartagena Protocol – Online Forum and AHTEG
on Risk Assessment and Risk Management
n COPMOP-4, Bonn, May 2008,Decision BS-IV/11
n Establishment of an Ad Hoc Technical Expert Group on Risk

Assessment – Mandate

n

Development of a „Road Map“ on Risk Assessment

n

Further Guidance on Specific aspects of risk assessment

n Recommendation to COPMOP-5, Nagoya, October 2010
n Recommendation to COPMOP-6, Hyderabad, October 2012
n Decision BS-VI/12 – continuation of the online forum, new

AHTEG, new mandate

2

Online Forum and AHTEG – Current
Mandate
n Work primarily online to
n Provide input to assist the SCBD in the testing of the Guidance
n Coordinate, in collaboration with the SCBD, the development of a

package that aligns Guidance and Training Manual

n Consider the development of guidance on new topics of risk assessment

and risk management

n Expected outcomes:
n Moderated online discussions on the testing (practicality, usefulness,

utility)

n A package that aligns Guidance with Training Manual
n Recommendation on how to proceed with the development of further

Guidance on specific topics of risk assessment

3

Current stage of work
n Testing:
n Concept note and questionnaire for reporting the results of the testing
n Deadline for submitting testing results by 31 March 2014
n Online discussion on analysing results April 2014

n Face-to-face meeting of the new AHTEG: 2 – 6 June 2014,

Bonn/Germany, Report, Basis for COPMOP7

4

Guidance on Risk Assessment of
LMOs
n Part I: Roadmap for Risk Assessment of LMOs
n Part II: Specific Types of LMOs and Traits
n LM plants with stacked genes or traits
n LM plants with tolerance to abiotic stress
n LM Trees
n LM Mosquitoes

n Part III: Monitoring of LMOs released into the environment
n Use of Terms

5

Current stage of the Guidance
n Draft, latest version July 2012
n As such submitted to COPMOP-6
n COPMOP-6 „commends“ the progress made on the

Guidance

n Since then: No changes in the text
n Testing
n Report on possible update of the Guidance for consideration

by COPMOP-7

6

Guidance – Part I: The Roadmap for
Risk Assessment of LMOs
What is the roadmap for LMO Risk Assessment?
n Builds on and supplements Annex III
n Elaborating on how to undertake an LMO risk assessment (steps,
points to consider, relevant background materials)
n Reference for risk assessors (conducting and reviewing), training tool
n All types of LMOs
n All types of applications (field trials, commercial products)
n Overarching issues (such as consideration of uncertainty)
n Planning Phase of the risk assessment
n Conducting the risk assessment (5 Steps)
n Flowchart (Visualisation of the Roadmap)

7

Flowchart of the Risk Assessment Process

8

Conducting the Risk assessment
n Step 1: Identification of potential adverse effects
n Step 2: Evaluation of the likelihood
n Step 3: Evaluation of the consequences
n Step 4: Estimation of the overall risk
n Step 5: Recommendation whether risks acceptable or

manageable, any risk management strategies
For each step:
n Rationale
n Points to consider
n Links to background material

9
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Helmut Gaugitsch
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