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Foreword

Natural sciences represented in the Czech scidwegsaa strong and important position.
Many scientists contributed remarkably to the madlprogress in nature understanding.
Speaking about biotechnology and especially abwoutgl modified microorganisms we
can not forget at least two world known Czech deés) i.e. Jan Evangelista Purkyn
and Johann Gregor Mendl.

J. E. Purkyn (1787-1869) discovered cell nucleus in bird ed828) and elucidated the
role of cell as a basic and structural unit ofpddint and animal organisms. He also first
described a lot of various cell structures and i\ them bear his name up to now.

Johann Gregor Mendl (1822-1884), living in Moravieity Brno, is recognized as a
founder of genetics. He formulated three basic gem@wvs which are named after him.
They contributed to the development of plant bnregdmedicine and in the advancement
of genetics in general.

Czech scientists played an important role alstiénlater developments of biotechnology.
I would like to remember at least Czech microbiggdbogzan Malek (1909-1994) who was
the first who investigated continuous microbiahfientation.

These few historical remarks should evoke impresdimt there is tradition in this
country and permanent interest in examination awbgnition of natural phenomena,
including practical biotechnological applicatioi$wus it is easy to understand that Czech
scientists expressed their interest in examinatfogenetically modified organisms some
twenty years ago. The first attempts corresponaed Wwith Mendel tradition and world
trends and included, of course, plants. The séiemésponsibility and the requirement of
mutual discussions among all interested specidkstd to the creation of a voluntary
Czech Commission on Transgenic Plants which bechkates,on (since 1989 to 2000), an
advisory board of the Czech Ministry of the Enviment. Experience of this
Commission was utilized in drafting the first Czeéltt on Genetically Modified
Organisms (No. 153/2000). This Act recognized thiaistry of the Environment as a
central body for approval of GMOs use. The Czechm@asion for the Use of
Genetically Modified Organisms and Products waal#ished on the basis of this Act as
an advisory body of independent specialists.

The described approach of the Czech official autiesrin the field of genetically
modified organisms is fully in agreement with thar@gena Protocol on Biosafety which
enabled the Czech Republic to ratify the Protocwiomg the first countries and
participate in the UNEP/GEF Project Developmenthef National Biosafety Framework.
At present, we are in the second phase of the girgjad certain national biosafety
measures have been already adopted. A new updateohAGMOs will form backbone
of the National Biosafety Framework. Its new vensiall be discussed with stakeholders
in the third phase of our project.



We are in the important phase of the developmenh®fNational Biosafety Framework
when all comments and suggestions have the higaést. | am convinced that our sub-
regional meeting was organized in proper time aad inspiring for all participants, both
from abroad and the Czech Republic. The Proceegioigsare receiving now will surely
remember you fruitful discussions in Prague. | dso aure that the established contacts
and started friendships will continue to the bdsedf all participating countries.

With thank for active participation and wish ofwdl fsuccess in the development of your
National Biosafety Frameworks,

Professor Jan Kas
Czech National Project Coordinator



Summary
and Further Development in Biosafety Regulation

The workshop was organized in the framework ofUNEP/GEF Project “Development
of the National Biosafety Frameworks” by the Minysof the Environment of the Czech
Republic and the University of Chemical Technoldgsague. It took place in the
University Congress Centre Sazava, Prague 4 — @hddee main aim of the workshop
was to enable exchange of information and expegiemong countries of the Central
and Eastern Europe with similar conditions as tséiety measures. The representatives
of the UNEP Biosafety Unit, European Commission ahd following countries
participated in the workshop: Slovakia, Hungaryod&iia and the Czech Republic.
Information from Slovenia was also presented (pdst€he representatives of this
country as well as of Poland apologized in the mastment. The total number of foreign
participants was 11. From the Czech Republic, 30eds and officials participated,
representing the University of Chemical Technoloijinistry of the Environment,
Ministry of Industry and Trade, Ministry of Agridure, The Netherlands Embassy,
Academy of Sciences and other research institutemsvell as private sector.

The workshop was opened by the Deputy Minister re@or of International Relations

Section of the Ministry of the Environment Mr Tomd8votny and by the representative
of the UNEP/GEF Ms Andrea Gondova. The Deputy Meriszinderlined the fact that

this is the first sub-regional CEE countries megtimithin the Project, remembered

lengthy and difficult negotiations preceding adoptiof the Cartagena Protocol on
Biosafety, as well as the undergoing process ofattification, and expressed hope that
shared experience will be helpful and be succdgsfaplemented in national conditions

of participated countries.

Two presentations of Ms Andrea Gondova as repraseatof the UNEP/GEF Biosafety
Unit and presentation of Mr Julien Mousnier frohe tEuropean Commission, DG
Environment — Biotechnology represented main gémei@mation forming the basis for
further discussion. Ms Gondova informed on the dnstand development of the
UNEP/GEF Project on Biosafety Framework and on Biesafety Clearing House
situation and development at European level orbss of the Questionnaire prepared
by the UNEP-GEF Biosafety Team in cooperation witie CBD Secretariat. Mr
Mousnier informed about European Commision strategy legal instrument in relation
to the Cartagena Protocol on Biosafety and its émgntation. Representatives of
participating countries gave general information lmasafety measurers and policy in
respective countries and following aspects werghéur discussed: risk assessment,
enhancement of biosafety measures, including rblespection and training of its staff,
monitoring of genetically modified organisms, ladiry activities related to GMOs
detection and risk assessment. The informatiorherbtosafety database on GMOs use
was presented by Slovakia. Members of the Czech ndssion for the Use of
Genetically Modified Organisms and Products infadnadout activities and experience
of this Commission. General reflection on informatsystems in the field of GMOs was



presented and discussed. The Czech Republic Nafoojgct Coordinator Prof. Jan Kas
informed about development of the UNEP/GEF Prdjetihe hosting country.

The Workshop was closed by Ms Zuzana Doubkova dmlbeof the Ministry of
Environment of the Czech Republic and Ms Andreaddoa as UNEP representative.

The posters themes regarded biosafety system imedby activities of the Czech
Commission for the Use of Genetically Modified Ongans and Products, as well as of
the Department of Environmental Risks AssessmetiteoMinistry of the Environment —
Division for GMOs, activity of the BIOTRIN Associah, demonstration of plant growth
support via depletion of plant ethylene levels, aesults of GMOs public perception
study (comparison between the Czech Republic amth&wy).

Outcomes of the Workshops and results of discusssbow similarity of main problems
with biosafety framework in all participated couesr of Central and Eastern Europe.
Especially Biosafety Clearing House mechanism lwadaen satisfactorily developed or
even established, especially as to compatibility lamk to the central Biosafety Clearing
House (CBD Secretariat). The Czech Republic pravaélatively good experience in
such areas as biosafety legislation, inspectoisiiga or GMOs laboratory detection.
Participating countries with more developed biogafe’amework would welcome
possibility to participate in the second — impletagion phase of the UNEP/GEF Project
which would represent a valuable support in fuléhmof requirements resulting from the
Cartagena Protocol ratification.

One month later, on May 27-30, 2003, the CEECCA-Bagional Workshop was held
in Vilnius, Lithuania on Risk Assessment and Mamaget and Public Awareness and
Participation, within the UNEP/GEF Project on thevBlopment of National Biosafety
Frameworks. The workshop themes represent two of foain components of the
national biosafety framework, apart from legislatand administration systems.

And again shortly after the Vilnius Workshop, omdul3, 2003, the Cartagena Protocol
on Biosafety reached its 50 ratifications by Stated will enter into force on September
11, 2003. This is a very challenging event, esfigcfar the CEE and Central Asia
countries, as this region reached the lowest nurobeatifications among five basic
UNEP geographic regions. As of June 13, 2003 thebeu of ratifications in the UN
regional groups is as follows: Africa — 13, AsiadaRacific — 10, GRULAC (Latin
America and the Caribbean) — 11, WEOG (Western fiaemd Others Group) — 10, CEE
-7.

On June 13, 2003 the EU Environment Ministers fdiyredopted the Regulation on the
transboundary movement of genetically modified oig@as, which confirms the
commitment of the European Union to the objectioésthe Cartagena Protocol on
Biosafety.

Milena Roudna
UNEP/GEF Project National Executing Agency confaatson



Programme of the Workshop

April 23, 2003 Wednesday: Arrival of Participants,Accommodation at Hostel Volha

April 24, 2003 Thursday

08.00 — 09.00

Registration in ,Congress Centre Sdzava"“

09.00

Official opening: Tomas Novotny, Deputy Minister, Ministry of the
Environment of the Czech Republic, Andrea Gond\MEP

09.30 - 13.00

Morning session
Chairing: Jan Kas and Andrea Gondova

09.30

Brief Information on UNEP-GEF Project and IssuasDgscussion
during the Regional CEE/Central Asia Workshop (Na93,
Lithuania)

Speaker: Andrea Gondova, UNEP-GEF Biosafety Urénéva
Remarks of country representatives.

Discussion

11.00 - 11.30

Coffee break

11.30 — 13.00

Morning session (Continuation)

Development of the EU Policy and Legislation on G3©
accordance with the Cartagena Protocol on Biosafety
Speaker: Julien Mousnier, European Commission
Gabor Nechay: Implementation of the Hungarian Lagan.
Discussion

13.00 — 14.00

Lunch

14.00 - 17.00

Afternoon session
Chairing: Igor Feretik and Milena Roudna

14.00 — 15.30

Development of Biosafety Clearing House Mechanisth ®pecial
Attention to Activities at European Level

Speakers: Andrea Gondova, UNEP-GEF Biosafety Geteva
and countries representatives

Discussion

15.30 — 16.00

Coffee break

16.00 - 17.30

Information Systems in the Field of GMOs

Introduction: Jaroslav Silhanek, Institute of CheahiTechnology,
Prague

Countries Experience

Martin Chovan: Slovak Database Software.

18.00

Dinner

April 25,2003 Fr

iday

09.30 - 11.00

Morning session:
Chairing: Meira Bosrii and Jaroslav Drobnik

Mechanism of Evaluation of Applications of GMOs Us®l Risk
Assessment, Examples
Speakers: Countries representatives




Jan Turna: Risk Assessment — Experience and Exarfipia
Slovakia.

Jaroslav Drobnik, Jaroslav Petr: Activities and &ignce of the
Czech Commission for the Use of GMOs and Products.

11.00 -11.30

Coffee break

11.30 - 13.00

Morning session (Continuation):

Experience with Enforcement of Biosafety Regulagion
Speakers: Countries representatives

Katefina Demnerova: Experience with GMOs Monitoring and
Training of Inspectors in the Czech Republic.

Janka Schwarzova: Experience with GMOs InspectidBlovakia.

13.00 — 14.00

Lunch

14.00 — 16.00

Afternoon session

Chairing: Gabor Nechay and Milo$ Qe

Igor Ferewik: Experience with Enforcement of Biosafety Retjoles
in Slovakia.

Jaroslava Ovesna : Experience of the Czech Lab@atwith GMOs
Detection and Assessment.

Discussion

Summary: Jan Kas, NPC

Closing: Zuzana Doubkova, Environmental Risks AssEst,
Ministry of the Environment of the Czech Republic

April 26, 2003 Saturday — Departure of Participants




Opening of the Workshop
Ladies and Gentlemen,

It is a great pleasure for me to welcome you ingieaas participants of the first sub-
regional workshop within the Central and East Easopcountries dealing with one of
the most important issues of our era - safe useanfern biotechnology and adoption of
corresponding biosafety measures at national level.

This workshop was convened to enable exchangefafmation and experience among
state with similar conditions as to the developmehtbiosafety framework. It is
organized in connection with the UNEP/GEF projet¢tiocn was launched to prepare
countries for implementation of the Cartagena Rmton Biosafety after its entry into
force. In practice it means carrying out surveygppring inventories and establishment
of the institutional and management structures.

Many of you were witnesses of several year long difftcult negotiations preceding
adoption of the Cartagena Protocol on Biosafetyanuary 2000. For me, as the Deputy
Minster responsible for international cooperatiathim the Ministry of the Environment
of the Czech Republic, the Cartagena Protocol semits one of the most important
international treaties, adopted as a first envirental treaty of the twenty first century.
The Czech Republic was among countries signingPtie¢ocol at the first occasion - in
May 2001 in Nairobi, during the fifth meeting ofettfConference of the Parties to the
Convention on Biological Diversity, and one of first countries ratifying it, on October
8, 2002.

We are still waiting for remaining three ratifiaatis enabling the Protocol entry into
force, which hopefully will not take too much timEherefore, implementation measures
have become more urgent than any moment beforefrand this point of view this
workshop is taking place in a right time. It is @& honour for me to welcome here
representatives of UNEP as a leading body of tresddety Project, and of European
Union, as an important Protocol negotiator. Theiperience will be an essential
enrichment of the programme and | strongly beliglaat their participation will
contribute to the success of this meeting.

Ladies and gentlemen,

allow me to wish you fruitful discussions on all &gla issues, especially on
implementation and main problems of the NationalsBfety Framework, EU policy and
legislation on genetically modified organisms witbspect to the Cartage Protocol,
information systems, use of genetically modifiedjamisms and risk assessment, and
enforcement of biosafety regulations. | wish yopl@asant stay in Prague and successful
implementation of gained experience at correspandational levels.

Toma&s Novotny, Deputy Minister — Director of Inttional Relations Section,
Ministry of the Environment of the Czech Republic



UNEP-GEF PrROJECT ON “D EVELOPMENT OF NATIONAL BIOSAFETY
FRAMEWORKS”

The Conference of the Parties to the ConventiomBiofogical Diversity adopted on 29
January 2000 a supplementary agreement to the @bone known as the Cartagena
Protocol on Biosafety. The Protocol seeks to ptot@ological diversity from the
potential risks posed by living modified organisrasulting from modern biotechnology.
It establishes an advance informed agreement (At8g¢edure for ensuring that countries
are provided with the information necessary to makermed decisions before agreeing
to the import of such organisms into their tergtoFhe Protocol contains reference to a
precautionary approach and reaffirms the precaudéinguage in Principle 15 of the Rio
Declaration on Environment and Development. Theédea also establishes a Biosafety
Clearing House to facilitate the exchange of infation on living modified organisms
and to assist countries in the implementation efRhotocol.

The UNEP-GEF global project on the “Development of National Biosafety
Frameworks” started in June 2001. Using a countnydriven process, the global
project has been designed to help up to 100 partmating countries to set up their
national framework for the management of living modfied organisms (LMOSs),
allowing them to meet the requirements of the Cartgena Protocol.

For each country, the process of developing thational biosafety framework would
consist of four phases: setting up the requiregeptananagement structures, gathering
of baseline information, analysis of that informatiin consultation with stakeholders,
and preparation of the draft national biosafetynieavorks (NBF). Whilst allowing for
country specific situations, needs, and prioritesch NBF will consist of four common
elements:

A regulatory system

An administrative system

A decision making system that includes risk sss®nt and management
A mechanism for public awareness and parti@pati

apow

Capacity building for development of NBF

Under the UNEP-GEF Biosafety project, the develompnad the NBF is country-driven
and each NBF is developed through a process afffileg by doing”. The UNEP-GEF biosafety
team provides each country with support and adssceeeded; these include:

A modular toolkit — this provides a practical “how-to” guide for cties to develop their
NBF. The toolkit is being prepared in a flexiblermar tailored to meet the diverse needs
of different countries, and allows countries toeselthose tools and ideas that are most
useful to them. Two modules of the toolkit haverbdistributed so far, dealing with Phase
0 (Starting The Project) and Phase 1 (Taking stock)

Regional activities —these have been designed to promote regional anmdegional
collaboration and exchange of experience on isefieslevance to NBFs. The first round
of regional workshops in support of this aim foad®n improving understanding of the



issues involved in developing national biosafegmfeworks amongst countries in the
regions. These workshops have been carried azddperation with the CBD Secretariat,
which has held back-to-back workshops on the Baigatlearing House.

Sub regional Training workshops —these are based on the results of the first rodnd o

awareness raising workshops at the regional lebel, UNEP-GEF Biosafety project is

planning two further rounds of training workshopghese workshops started in November
2002 and are focussing on building capacity inipigidting countries on key issues related to

the development of National Biosafety Frameworkschswas risk assessment and

management, public participation, as well as adstriaiive and regulatory systems.

Dissemination of information
The project team is working to encourage countteeglisseminate their relevant
information through the BCH. The project also gases the important role of
information dissemination in biosafety capacitylthmg and is carrying out a number
of activities to promote this aim:

e The project website provides information on therent status of the project and on

important relevant documents and links on: httmMwunep.ch/biosafety

A mailing list server provides project updates & relevant contacts and enables the
dissemination of relevant information to stakehodde

A Newsletter is produced for the provision of patjeelated information. The first
Newsletter was mailed out in December 2001, thersddén May 2002 and the third in
August 2002.

Reports of Regional workshop have been circulateaitparticipants in the workshops. A
synthesis of the results of the regional workshugs been distributed and is available on
the project web site.

Brochures on the project as well as on capacitidimgj activities in biosafety have also
been widely distributed.

National Projects

As of 29" April 2003, 116 countries are currently participgtin the project, and 112 of

these have already prepared their draft NationgjeBt Document (NPD). 101 national projects

have been approved and 75 have already started tikeleguidance of the relevant regional
coordinators.

Africa Asia - Pacific Central and Eastern Europe Ldin America and
Caribbean
1. Algeria 1. Bangladesh 1. Albania 1. Antigua and
2. Benin 2. Bhutan 2. Armenia Barbuda
3. Botswana 3. Cambodia 3. Belarus 2. Argentina
4, Burkina Faso 4, Cook Islands 4. Croatia 3. Bahamas
5. Burundi 5. Fiji 5. Czech Republic 4. Barbados
6. Central African 6. Indonesia 6. Estonia 5. Belize
Republic 7. Iran, Islamic Republic| 7. Georgia 6. Chile
7. Comoros of 8. Latvia 7. Costa Rica
8. Congo 8. Jordan 9. Lithuania 8. Dominica
9. Congo, Democratig 9. Kazakhstan 10. Macedonia, The 9. Dominican
Republic of 10. Kiribati former Yugoslav Republic
10. Cote d'lvoire 11. Korea, Democratic Republic of 10. Ecuador
11. Djibouti People's Republic of 11. Malta 11. El Salvador
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12.
13.
14.
15.
16.
17.
18.
19.
20.

21.
22.
23.
24.
25.
26.
27.
28.
29.
30.
31.
32.
33.
34.

35.
36.

Gabon
Gambia
Ghana
Guinea
Guinea Bissau
Ethiopia
Lesotho
Liberia
Libyan Arab
Jamahiriya
Madagascar
Mali
Morocco
Mozambique
Niger
Nigeria
Rwanda
Senegal
Seychelles
Sierra Leone
South Africa
Sudan
Swaziland
Tanzania, United
Republic of
Togo
Zimbabwe

12.
13.
14.
15.
16.
17.

18.

19.
20.
21.
22.
23.
24.
25.
26.
27.
28.
29.
30.
31.
32.
33.
34.
35.

Korea, Republic of

Kyrgyzstan

Lao PDR

Lebanon

Maldives

Marshall Islands,
Republic of

Micronesia, Federated
States of

Mongolia

Myanmar

Nauru

Nepal

Niue

Palau

Papua New Guinea

Philippines

Samoa

Solomon Islands

Sri Lanka

Syrian Arab Republic

Tajikistan

Tonga

Vanuatu

Viet Nam

Yemen

12.
13.
14.
15.
16.
17.

Republic of Moldova
Romania

Slovakia

Slovenia

Turkey

Ukraine

12.
13.
14.
15.
16.
17.
18.
19.
20.
21.
22.

23.
24.

25.
26.

27.
28.

Grenada

Guatemala

Guyana

Haiti

Honduras

Jamaica

Nicaragua

Panama

Paraguay

Peru

St. Kitts and
Nevis

St. Lucia

St. Vincent and
the Grenadines

Suriname

Trinidad and
Tobago

Uruguay

Venezuela

Presented by Andrea Gondova, UNEP — GEF Biosafaty U
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Questionnaire on the resources and the expertise availableuintdes for the exchange
of information with the Biosafety Clearing-Housetbé Cartagena Protocol

Preliminary summary of results as of April 10, 2003

The Questionnairewas prepared by the UNEPEF Biosafety Team in cooperation v
the CBD Secretariat and sent with an explanatdtgri¢o the 186 Parties of the CE
Main referents were the ICCP, Cartagena ProtocGiHBand CBD focal points. F
information purposes, the same documents vadse sent, when relevant, to the
National Executing Agencies currently involved imet UNEF-GEF Project o
Development of National Biosafety Frameworks.

A copy of the Questionnaire is available on the BNEEF project project web site
http://www.unep.ch/biosafety/BCHquestionnaire.pdf

The Questionnaire explicitly requested that thesgets who fill(s) in the questionne
will actually be responsible for entering/registgrithe @ta on the Biosafety Cleari
House (BCH). The purpose of the questionnaire wagntl out what each country
currently capable of doing according to the currdasign of the Biosafety Clear
House.

UNEP/GEF Biosafety Unit has received as of Aprd, 12003, 74 replies from
countries (Africa 21.6%, Asia and Pacific 18.9%,ECE3.0%, GRULAC 25.7%, N
Developing Countries 10.8%) to our questionnairem& of the answers are roug
summarized below.

Data storage and Biosafety:database: almost ladf the users are familiar with d:

management or database software (54.8%) and witld Gdlated databases (42.5%
third of the users indicate that there are GMO lolgas existing in their country (31.5
half of which are available through the Internei.5%60).

The majority of the users are aware of existingcpdures to make information availe
to the BCH (56%) and a considerable group is awaireexisting protocols fc
interoperability of national biosafety databasenwite BCH (43.5%). The ajority of the
users indicate that their country plans to usecdtmetral BCH database located at
Secretariat to store their data (57.1%) while asiamable group does not know
(31.4%).

Biosafety Clearing-House:the majority of the users indi@tthat they are “familia

with the BCH (75%), have been involved in the IC@®Bcess (58.1%), are the offic
BCH National Focal Point (57.5%), or have retriewgfdrmation from the BCH webs
(52%). A vast majority finds the information easy tetrieve (79.5%) and did n
experience problems while browsing the BCH (76.3@)ly a small fraction has inser
data into the BCH on behalf of their government $4).
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Needs for assistanceA relevant group (67.6%) indicated what kind ofistssice they
would like to receive in order to improve their usfethe BCH. Among other things the
following were indicated: training in use of the BQ68%), training in information
management (52%), hardware (28%), financial sup{@2%), software (22%), technical
support (16%), and better Internet connection (12%)

Additional information on the results of questiomeais available at the UNEP/GEF
Secretariat.

UNEP-GEF Biosafety Unit (presented by Andrea Goajlov

The implementation of the Cartagena Protocol on Bisafety
into European Community legislation

Objective of the Protocol
Preliminary remarks
e The EU already has an extensive legal framewotkaérfield of biotechnology
e The “disconnection clause” contained
in Art. 14 of the protocol offers the possibiltty EU legislation for movements of GMOs into
the EU and imports to the EU
Implementation strategy
« Develop new legislation for exporter obligations
« Use the existing framework to address importergattions
« Stick to the wording of the Protocol as far as fiesbut upgrade to the level of protection of
EC legislation where feasible
+ Keep some margin of maneuver for upcoming inteonati discussions
Legal instruments
e For exports: uniform procedures contained in a 8sapfor a Regulation on the transboundary
movements of GMOs
e For imports and movements between MS: existing &fslation, mainly Directive
2001/18/EC
e Future legislation on biotech
Transboundary movements of GMOs. Objective andescop
o Set up common export rules for GMOs
« Establish information and reaction mechanisms fontentional transboundary movements of
GMOs
o Establish a common system of information sharimgrinsboundary movements of GMOs
Definitions
¢ Technical definitions from the Community legislatiare consistent with the one from the
Protocol and have therefore been used
¢ Other definitions (import, export...) are taken ofrem existing Community implementing
legislation
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Exporter obligations - GMOs intended for delibenakease

o Obligations for the exporter, NOT the Party of extpo
« Mandatory requirements to notify, in writing to tRarty of Import prior to the first intentional

transboundary movement and to ensure the accufadbg information contained in the

notification
« The notification shall contain as a minimum theomfation specified in Annex | CPB.

Cases of non reply by Pol

« The original proposal only impose a reminder inahsence of a reply by the Party of Import
« Council and Parliament have developed specificipions imposing the explicit consent prior

to a first transboundary movement of a GMO
+ These were not accepted by the Commission

Notifications to non Parties
Notifications and procedures for non-Parties aneost systematically similar to those for Parties
to the Protocol.
Exporter obligations - GMOs FFP

o Procedure for notification to the BCH and expoftGdMOs intended for food/feed/processing
e System of notification MS-COM-BCH

Procedures introduced in codecision for the respialevant Pol procedures

Identification

¢ Direct transposition of Art. 18 CPB, adapted taaierrequirements of EC legislation (notably

for GMO-FFPs)
¢ Do not prejudge the upcoming EC legislation (i.eacBability) and international legislation

(i.e. negotiation on Art 18 CPB)

Unintentional transboundary movements

e Ensure that necessary measures are taken to téenttiearelease, to initiate remedial action if

necessary;
¢ Inform its public, the Commission, other Membert&sa affected or potentially affected

states, the BCH, and where appropriate relevaeatriational organisations

Common provisions

Repartition of notification procedures between Eid MS

Nomination of the relevant authorities for the impkentation of the Protocol at national and

EU level
¢ Monitoring and reporting
¢ Confidentiality

lllegal movements

¢ A standard penalty clause puts an obligation oriMBeto guarantee the enforcement of the

Protocol

Import of GMOs

Directive 2001/18/EC on the deliberate release M35 into the environment
e “Vertical” legislation on biotechnology
Upcoming legislation (i.e. Labelling and tracealiind “food-feed”)

Directive 2001/18/EC on the deliberate release M35 into the environment
Equivalent definitions
Comparable to the AlIA procedures
Contains risk assessment procedures as requesthd Byotocol
Contains provision on public participation
Research authorisation (Part B)

Notification to a Member State
e Authorisation delivered by the national authoritiddvlember States
e Summary of notifications accessible to all Membt&s
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Placing on the market (Part C)
DECISION

Legal Framework on Biotechnology
Directive 2001/18/EC
Directives 90/219/EEC and 98/8L/EC

Future relevant legislation
« Proposal for a Regulation on labelling and tradégmf GMOs - COM (2001) 182 final
« Proposal for a Regulation on GM food and feed - C@PD1) 425 final
« Proposal for a Directive on environmental liabiltith regard to the prevention and
remedying of environmental damage - COM(2002) talfi

Further Information available on the Commissiorbywege
wWww.europa.eu.int

Julien Mousnier, European Commission, DG ENV —dRiohology

Implementation of the Hungarian legislation on GMOs

One of the problems of implementation of the Comieenon Biological Diversity (CBD)
is the question of genetically modified organisr@ViOs). Hungary has a rather strict
regulation on potentially harmful substances andhm middle of 1990s the need for
appropriate rules on production and use of GMOsarboth in the administration and in
society. Hungarian representatives participated @segotiations on international legal
instruments on GMOs such as the UNEP Guidelines angrotocol of the CBD. All
these resulted in a moratorium on GMOs with pogtnithpacts on biological diversity,
as the first legal measure, with the adoption ef Attt No. LIIl. of 1996, a new law on
Nature Conservation.

Art. 9 (6): production of GMOs which influence bigdrsity, experiments carried out
with them, their breeding, distribution, exportati@and importation shall be
exercised by the conditions and methods laid dowa $separate provision of low
and in compliance with the provisions of this law.

Consequently a separate Act on Gene-Technology e enacted in 1998, which took
also into account existing EU legislation at thiatet, and entered into force in 1 January,
1999. The Act have been amended recently in acooedaith new EU directives on
GMOs. Selected provisions of the Act are summarisddble 1
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Table 1. Certain provisions of the Act No XXVII 8998 on Gene Technology Activities
amended by the Act LXVII of 2002 according to Direes 98/81/EC and 2001/18/EC

Scope
Art1 (1). ...modification of natural organisms wiglenetic engineering technics, their ,,
contained use, release into the environment, matketimport, export and
transportation” and products thereof.

(2) Human genes (as set forth in Health care Act),

(3) wild living organisms (as set forth in NaturerGervation Act) and

(4) protected organisms
shall not be modified.

Art 2 New definitions (according to 2001/18/EC)¢bias:
microorganism and microorganism modified by germelogy (GM
microorganism),
contained system and its type A and B,
release/marketing (transfer for any use),
GM product,
environmental risk assessment.

Gene technology authorities:

Art4and 5 establishes the Gene Technology AdyisGommittee (GTAC) and
authorities.
5 Members of GTAC are delegated by the Hungariaad&my of Sciences
(HAS),

5 by relevant Ministers: Minister of Agriculture,iMster of Industry and Trade, Minister

of Environment and Waters, Minister of Health, Nieir of Education),

7 by NGOs including 4 environmental, 1 biotechnataj 1 consumerism and 1 health

care NGO.

Veto authorities (Art 26): which in pursuance oftA of the Act shall mutually
participate as special agencies in official procedwwn GMOs

Minister of Agriculture (FVM),

Minister of Industry and Trade,

Minister of Environment and Waters (MEW),

Minister of Health.

Licences
Art 7 licences for 10 years but they shall be resewearly (detailed provisions and
fees prescribed by separate law).

Art 16 Establishment of GM Laboratories should dsdicensed based on
opinion of the GTAQregistered laboratories at 7 institutes at prgsent

Art 8,9,10,11,15,18,34 closed system, inspectiolasées, methods, inspectors by
separate law), users in research/production (usitygMSc/ degree
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required).

Labelling obligatory
Art 12 details which GMO or products prepared fr@WO or material thereof
(methods of labelling and exceptions detailed lpyasate law: N0.1/1999(1.14.)
FVM — its amendment is in preparation).

Accidentsnew Art 21/A obligatory information on and plamdvoid accidents.

Withdrawal of licences
Art 23, 24ex officioor upon recommendation of agencies participating i

registration immediate termination of GM activity GMO if provisions of  the
Act or separate laws and related licences violaspecially in case of threats to the
environment and human health.

Responsibility for damage
Art 27 governed by provisions of the Civil Code.

Waste management
Art 17 biological impact assessment may be required

waste materials shall be marked and managed acgdalthe license  and
according to separate law.

Important further acts and implementing taw
Act No. LXXXI of 2001 on ratification of the AarhuSonvention (25 June, 1998).

Ministerial Decree No. 1/1999 (1.14.) FVM on GT iady in the field of agriculture
and food industry (e.g. provisions on genetic igofazone according to opinion of the
GTAC and to the license including environmental amature conservation
considerations, on GT register (information centwghich is the Agricultural
Biotechnology Centre (ABC), Godollo.
Annex 1 conditions for performing GM
Annex 2 terms of reference to the GTAC
Annex 3 information needed to application on GMuge of GMOs in closed system
(microorganisms, plants, animals)
Annex4ibid for licence on release and marketing
Annex 5 list of official institutions authorisedrf@entification GMOs

(5 at present)
Annex 6 markings for labelling
Annex 7 determination of transportability

Ministerial Decree No. 20/2000. (VII1.25) K6M

on assignment of its authority participating asovetuthority in legal procedures
according to Art.4 (1)-(4) of the Act No XXVII of 988 — General Inspectorate on
Environment and Nature Conservation (GIENC)
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Considering potential ecological impacts, most inga are GMOs released into the
environment, at present especially plants for affucal production. Since the
establishment of legislation demonstrated abovecugural application of GMOs are in
accordance with regulation but there are no GMtplaggistered for production up to the
present. Licences have been given out only for xeatal releases in isolated areas of
institutions registered according to the Gene-teldgy Act (see: Table)2

Table 2. Number of GM plants (varieties) and theatures released into the
Environment since 1999

Notices: 1. release in isolated experimental photy 2. + column in table means plants
with both, gluphosinate tolerance and insect rastst (res.)

gluphosinate + insect virus other
tolerance res. res.
Maize 26 4 37 - -
Wheat 2 - - - 4 (gluten)
Sugar beet 8 - - - -
Potato - - - 8 -
Tobacco - - - 9 -
Turnip 1 - - - 1 (male sterility

+gluphosinate tol.)
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Problems of implementation

As a consequence of lack in capacities inspectimhemforcement system and activities
are insufficient and they should be improved.

Capacities of existing competent authorities, egflgc their stuff need to be
strengthened.

Implementing law on environmental release and doeth use of GMOs shall be
amended according to certain detailed rules of BeMdirectives.

Implementing laws and competent authorities in fileé&d of health-care and human
pharmaceutics and cosmetics as well as in the Bélehdustrial use still need to be
prepared and designated.

Greater care must be placed on potential envirotahénpacts of GMOs intended for
environmental release. There are hardly any exastrgations on ecological hazards of
such GMOs. (One survey on impacts of Bt-maize oih aganisms and non-target
species has been started in Hungary in 2001).

Gabor Nechay, Ministry of Environment and Watersnghry

Biosafety Situation in the Slovak Republic

Act No. 151/2002 Coll. on the use of genetic te¢tbgies and genetically modified
organisms (thereinafter “Act on GMOs”) came in-twde as of April I 2002 and
Implementing regulation No. 252/2002 Coll. of thetAdn GMOs as of June'2002.
Both documents were prepared by the Ministry of Emvironment of the Slovak
Republic as the competent authority in the biogdietd. In accordance with mentioned
Act some relative acts were amended: the Act odsseéke Act on food, the Act on feed,
the Act on public health ...

In the MoE Biosafety Department was established eumdently is in the process of
development and organisational strengthening. By Alst on GMO a new Biosafety
Inspection department was created on the Slovak&mental Inspection and it is also
in the process of development

In accordance with the Act on GMOs the Slovak BiegaCommittee (SBC) has been

established as an advisory body to the MoE. Membéthie SBC are representatives
from Ministries of Agriculture, Health and Educatjdout also scientists, representatives
of NGOs, and business sector.

At present the first application has been in liceggrocess. It is Monsanto corn line
MON 810 with Cry1lA(b) gene for import of food, feetid use in processing. The SBC
has recommended for grant permission. In the liognprocess is 13 applications for
contained use also. No permitted field trials hla@en carried out yet.
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On October 2002 PHARE - Twinning Biosafety Projeatbiosafety legislative preparing
was finished. In present time we are contend wakt ione focussed on GMO laboratory
control system building. MoE have not such as @raboratories in agency and the
control tests are made in cooperation with Slova&demy of Sciences.

The UNEP-GEF “Project on Development of Nationab®ifety Frameworks” start in
January 2003.

Ratification process of the Cartagena Protocokpeeted at the end of the year 2003.
The text of the Act on GMOs and of Regulation iaible in English on the website:

www.enviro.gov.sk Current news on biotechnology in the Slovak Répub available
on the web sitesww.biosafety-cee.org

Igor Fererrik, Ministry of the Environment, Slovak Republic

BIOSAFETY SYSTEM IN SLOVENIA

A) Due to the fact that Slovenia is in the procefsacquiring biotechnology products in result of
release and commercialisation of GMOs, it needskable and an effective biosafety system at
national level that facilitate the implementatiohElU regulatory framework to reconcile the
respective needs of use of GMOs on the one handhendnvironment protection on the other,
with respect to biotechnology.

B) In the light of this situation Slovenia adopt&thnagement of GMOs Act in 2002 (OJ
67/2002) which provides horizontal type of legiglaton the use of GMOs and their products,
and intermediate other existing legislative framesdn the areas of agriculture and health care.
The Act does not include novel foods and medicabdpcts for the human and veterinary. In
principle, the Ministry of the Environment, SpatRlnning and Energy (in addition Ministry) is
responsible of carrying out the necessary taslotopty with the requirements. Therewith, the
Ministry is responsible to carry out administratoecision making-risk assessment procedure of
receipts/permits/approvals for contained use andleliberate release of GMOs into the
environment and placing on the market. This alstuites the establishment of public registers
for the location of the Part B and C releases of@Mccording to the EU directives. According
to the implementation plan, several decrees baseleoAct should be transposed and implement
in a first quarter 2004.

C) According to survey, the Ministry expect 21 fio&ition for contained use-mainly for class |
and Il. Namely, currently work with GMOs is beingnducted in 21 closed systems, most of
them (12) at Universities, 5 at public Institutesl & units within Companies. In 19 cases GMMs
are being used, in 5 cases transgenic plants,cias8s transgenic animals and the remaining 3
closed systems are dealing with genetically modifiell cultures, human and animal cell cultures
and embryo cells.

To strengthen all activities on the field of bidteology the Ministry established Biotechnology
Sector (three staff are employed and have 3rd degitees from University) in order to provide
co-ordinates issues and task to the above. Ingmscénd two Scientific Committees (contained
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use and deliberate release) which will be carry that evaluation of the notifications and
especially the risk assessment therein and to prepair assessment opinion for the Ministry are
in place.

D) No figures are available for deliberate releamed the Ministry does not expect a lot of
activity in this field mainly due to the relativelyimited areas with agricultural production in
Slovenia. Regarding to above, several activities Heen done within the Sector of
Biotechnology. In collaboration with the Biotechalidcaculty University of Ljubljana and with
the Ministry of Education, Science and Sport thejgmt Deliberate release of Bt corn and its
assessment for the purpose of evaluating poterglato human health and the environment was
done. In order to establish an national referadbeiatory for assessing of GMOs in plant, seed
and feed, the project Quantitative assessing of GM@s completed by National Institute of
Biology which is currently trying to be accreditit GMOs testing and it is already involved in
EU lab-network.

E) No controls have yet been put in place for timpdrt of GMOs, although given data on
imports of two main types of agricultural produ¢®®oya and Maize) by origin of import it can be
concluded as highly probable that GMOs are present.

G) Biotechnology Sector supports and maintains gawdperation with the NGOs and remains
stakeholders in Slovenia, and within these co-deraorganised several Workshops and
Conference in 2002 such as; "Towards Effective Hiadmonised Biosafety Framework and
Procedures" (July 2002), Conference "GMOs - Rigk @hallenge" (October 2002), "Simulation
of Biosafety Regulation in Slovenia" (December 20082 closely co-operation by the TAIEX,
French Government and UNEP/GEF.

"As the result of activities within the UNEP/GEFoject in 2003, the Workshop "Introduction to
Risk Assessment and Case Study" (UNEP/GEF), oredriis April 16 to 18, has been tailor-
made workshop for members of Scientific Committaad Inspectors. Moreover the National
Biosafety Clearing House is in pladsgtp://www.bch.bf.uni-lj.si."

Office of the Environment, Ministry of the Enviramty Spatial Planning and Energy
Dunajska 48, SI-1000 Ljubljana, SLOVENIA

STATUS OF BIOSAFETY IN CROATIA
WITH BRIEF REPORT ON PROGRESS OF NBF PROJECT

Up to now Croatia has not regulated, neither by faw other regulation, the issues
related to the import/export, marketing, use anddpction of genetically modified

organisms and products (GMOs). Croatia has sigried Cartagena protocol on
September 8, 2001 and Croatian National Parliarastratified the Cartagena Protocol
on May 24, 2002.

Although at present no regulation on GMO is effegtithere has been a very intensive
legislative activity in this field, under the cowpton of four Ministries (Ministry of
Environmental Protection and Physical Planning-MEPRinistry of Health-MH, Ministry
of Agriculture and Forestry-MAF, and Ministry of i8oce and Technology-MST), and
under active participation of non-governmental oigations and the wider public.
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By agreement between the above indicated Minisitriess determined that Croatia would
not govern this matter by a separate law, butitiveduld be integrated into other two laws
instead: thd_aw on Nature Protection (MEPPP) which will cover the area of biological
safety (provisions of the Cartagena Protocol -as#eof LMOSs into the environment, impact
on biological diversity, contained use), and #aod Law (MH and MAF) which will
govern the field of food made of GMOs, the obligatio label such food, monitoring, etc.

Republic of Croatia sees its future as a membdtlbfand is undergoing the process of
accession. As a part of that process, Croatia @bligation to adjust its legislative
framework according to European standards and dfed refers to all regulations
regarding GMOs. Integration of provisions of relevdEU Council Directives and
Council Regulations into national legislation isealdy under way.

Provisions of the Cartagena Protocol on biosafaggther with provisions of relevant EU
Directives have already been adequately integratéal the Draft Law on Nature
Protection and Draft Food Law Both of this laws are in speeded parliamentary
discussion as Croatia is undergoing the proceasadssion in EU.

Through public participation in passing theaw on Nature Protectignnumerous
comments and suggestions were collected and inéegiato the new Draft, and they
refer to a significant extent also to the field@¥0Os. In this way this law should govern
issues related to the import, marketing, use aratiymtion of genetically modified
organisms, biological safety measures, ways of danoos clearance of waste from
LMOs, as well as monitoring and inspection. Del#ter release of LMOs into the
environment or marketing thereof is permitted amhgler conditions prescribed by Law,
in a way by which hazard with regard to biologidatersity is prevented or minimised,
and taking into consideration human health hazdbdsailed procedures for obtaining
import permits based on previous notification, thazard assessment procedure,
conditions of limited use for laboratories, etcllwe regulated by decrees.

One of the basic elements for the implementationfutfire regulations is also the
establishment of &aboratory for GMO detectignwhich would be used in monitoring
and inspection. The establishment of an adequatadtory has already been initiated
within the Public Health Institute of the Repubdit Croatia, while the necessary funds
were allocated in the central budget for 2001, mwithe relative positions of the Ministry
of Health, the Public Health Institute, the Minystof Environmental Protection and
Physical Planning, and the Ministry of Agricultaed Forestry.

The Ministry of Environmental Protection and Phgsi€lanning has on February 07,
2003 signed with UNEP-GEF project of Development tbé National Biosafety
Framework for Republic of Croatia. For this Projdwe Ministry is National Executing
Agency appointed by UNEP-GEF. The Ministry has emoNlational Project Coordinator
that started its work on March 12, 2003 and isaséd inside the Ministry.

At the moment Croatia is still in the Phase Onéhefnational project, which consists of
preparatory activities and the gathering of theessary information.
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On May 20, 2003 the first meeting of National Cdinating Committee (NCC) was
held. NCC was established by the National Executiggncy (NEA) to advise and guide
the preparation of a National Biosafety Framewdikis committee has 16 members and
consists of representatives of most governmentcaegrand public. Members of NCC
are representatives from Ministry of Environmerfabtection and Physical Planning,
Ministry of Economy, Ministry of Agriculture and Festry, Public Health Institute of the
Republic of Croatia, Faculty of Agriculture, Fagulbf Biological and Mathematical
sciences; Institute “Rier Boskow”, Institute of Social Science “lvo Pilar”, indugtr
four NGO-s and one political party.

On the first NCC meeting it was decided that themtmers will first get familiar with
Protocol, proposed Croatian Laws and EU Directietated to biotechnology/biosafety.
At the same time it will be done preliminary invgation on current use of modern
biotechnology in Croatia, experts and programs.

On the second NCC meeting we plane to have theseptatives from Slovenia that will
present there experience and overview of NBF PrajeSlovenia.

Meira Bosné, National Project Coordinator, Croatia

Biosafety Measures in the Czech Republic
Legislative Framework

The “Act 153/2000 Coll., on the Use of Genetically Maeti Organisms and Products
and Amendment of Some Related Adaine into effect on January 1, 2001. The Act
together with three implementing Decrees coverscthained use, deliberate release of
GMOs into the environment and placing on the madkeGMOs as or in products,
including the export and import thereof. The Ach&monised with the legislation of the
European Community and includes the main provisiohshe Cartagena Protocol on
Biosafety.

A new Act on GMOs transposing the provisions of Bi¢Directive 2001/18/EC on the
deliberate release into the environment of gen#yicaodified organisms and repealing
Council Directive 90/220/E@nd the provisions of the Protocol not implemeriggdhe
current legislation is at present discussed byPdwdiament of the Czech Republic. It will
come into force on January 2004 at the latest. The new Act on GMOs will alsflect
the experience with the implementation of GMO lkgien.

The Czech Republic ratified the Cartagena ProtondBiosafety in October 2001.

State Administration

The Ministry of the Environment is the Competenttifarity handling the notifications
and regulating the use of GMOs and Biosafety inGkhech Republic. It co-operates with

the Ministry of Health in respect of risks for humbealth and with the Ministry of
Agriculture as the agricultural risk, animal healthops and feeds are concerned. The
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Czech Commission for the Use of GMOs and Prodwstthe Advisory body to the
Ministry of the Environment. Members of the Comnuss are representatives of
administrative authorities, scientists and repridames of NGOs.

The Czech Environmental Inspectorate is the Coempekuthority on state supervision
of the use of GMOs. It co-operates with other statpervisory bodies in fulfilling this
task.

Approvals

The Ministry of the Environment as the Competenthduty on the use of GMOs and on
Biosafety in the Czech Republic has up to now rezkabout 70 notifications of the use
of GMOs, mostly for the contained use. No GM crape grown commercially in the
Czech Republic. The Ministry of the Environment lesued approvals for small-scale
field testing of the oilseed rape, potato, flax asrdis-resistant plum tree for scientific
and breeding purposes. Field trials at four sitéh Monsanto Bt maize MON 810 were
approved last year. The purpose of these triadgjigultural and entomological research
studying the possible environmental impact on raygdt organisms and comparison of
GM, chemical and organic technologies of crop mtid@. Limited field trials with
Monsanto Roundup Ready maize NK 603 have been eppras well. The field trials
with GM oilseed rape notified by Aventis were tematied. The number of field trials in
the Czech Republic has decreased significantlyesthe legislation concerning GMOs
came into effect.

As placing on the market of GMO is concerned, amg approval has been issued:

For the import and processing of Monsanto Roundeady soybeans.This approval
corresponds with European Commission Decision 98EX8.

The notification for placing on the market of Monta Bt maize MON810 has been
submitted to the Ministry of Environment at the exid®2002. The Ministry has issued an
approval for field trials for the registration chneties, but not for import and processing
of the maize. Monsanto appealed against the regé&iconditions of the approval. The
other side, Greenpeace, appealed against the a@bpasv such and requires a re-
assessment of the environmental risks of Bt-mdikgil the appeals are resolved, the
placing on the market of the maize is not possible.

The list of the authorised users and the listsppf@ved GMOs together with the relevant
legislative measures and other information are naa@@able to the public and updated
on the website of the Ministry of the Environmeat,the addressvww.env.cz GMO
link.

The English version will be available on the CzddNEP/GEF Biosafety Project
website.

Zuzana Doubkové, Ministry of the Environment of@zech Republic
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Czech Commission for the Use of Genetically ModifeeOrganisms
and Products

The Czech Commission for the Use of Genetically ¥led Organisms and Products
was established in January 2001 by the MinistryTbé Environment of the Czech
Republic according to the Act No. 153/2000 Colh, the use of genetically modified
organisms and products and amendment of somedehats. According to the Act, the
activities of the Commission cover the containec, udeliberate release into the
environment and placing on the market of GMOs armlycts containing or consisting
of GMOs, including the export and import thereof.

The Commission is an administrative part of the istiy, the Secretariat of the
Commision is at the Department of EnvironmentakRisThe Minister of Environment
names and recalls the chair, secretary and memobéh® Commission, after consulting
the Ministers of Health and Agriculture, from amenhgrofessionals nominated by the
administrative authorities, the Academy of Scienagethe Czech Republic and by civic
associations. The statute and the rules of proeediuthe Commission have been issued
by the Ministry.

The Commission is authorised by the Ministry to:

a) follow scientific and technical developmentstire area of the use of genetically
modified organisms and products (GMOs) and, whenesmary, to inform the
Ministry and recommend appropriate measures,

b) control the information set forth in applicateofor the use of GMOs and to issue
standpoints on these applications,

c) carry out professional inspections of the woakps of GMO users and sites of
introduction into the environment, in cooperatioithvgtate administrative authorities,

d) carry out professional inspections of documeképt by the GMO users, in
cooperation with state administrative authorities,

e) discuss the reports on the use of GMOs prefaréoe users,

f) propose methods for testing of genetically miediforganisms and propose equipment
of workplaces for carrying out such testing

The Commission co-operates with a number of extexygerts and consultants.

The sessions of the Commission take place appfxinies a year, most of the work is
done by e-mail correspondence.

The Commission has assessed over 70 notificatmribé use of GMO.

Zuzana Doubkové, Ministry of the Environment of@zech Republic
Jaroslav Drobnik, BIOTRIN, Prague

25



Genetically Modified Animals
Experience from the Czech Republic

According to the Czech Act on Genetically Modifietganisms (GMOSs), vertebrates

and invertebrates as well as cell lines derivednfrihese beings are considered as
“organism” and their contained use, release ingoettivironment or placing on the market
are regulated by this Act. The genetic modificatiddmman (e.g. gene therapy) is excluded
from the regulation by Act on GMOs.

At present, there are no GM animals released inébenvironment or placed on the
market in the Czech Republic. All GM animals arecontained use. They are mainly
kept for the research purposes. There are bapi@tecting animals from outside and
these barriers prevent very efficiently the escajeGM organisms from places
determined for contained use. There was no esdap&lanimals from contained use in
the Czech Republic.

Three species of invertebrate GM animals existormwv Caenorhabditis elegans, silk
moth Bombyx mori and fruit fly Drosophila melanotas as well as several genetically
modified vertebrate species - claw frog, rat, mpesécken and rabbit. There is no GM
fish in the Czech Republic, but we have expertssim biology which are able to produce
GM fish. The Czech commission for the Use of Geadlyy Modified Organisms and
Products is fully aware of all problems connectedhwcontained use of aquatic
organisms and their possible impact on the enviemmimThe keeping of genetically
modified claw frog Xenopus laevis is not accompdnisy risks for the environment,
because this species is not native in our latit@gelscannot survive during the winter.
Based on these data, the use of GM animals seerbge wearly defined and easily
managed. However, some questions remained unresolfee DNA-vaccines can be
mentioned as a very illustrative example, espgcialien the acute danger of epizooties
(e.g. foot and mouth disease) is taken into accdure principle of DNA-vaccine is very
simple. The DNA sequence from virus or bacteridirgectly injected into the tissue of
live animal and the expressed protein induces inema@sponse. The DNA-vaccinated
animal is surely GM-animal. What about clinicabtsi of DNA-vaccines? Is it contained
use of GM animal or release of these animals inednvironment? Has to be DNA-
vaccination of farm animals on farms considereglasing of GM animal on the market?
Many similar examples can be introduced and theyiralicate that the problems
connected with GM animals could be quite complidaaaed have to be considered very
carefully.

Jaroslav Petr, Czech Commission for the the Ugganfetically Modified Organisms and
Products
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Experience with GMOs Monitoring and Training Inspedors
in the Czech Republic

Three topics were discussed in the presentation:

1) training courses,which were organised in the frame of two TEMPUSjguts for
public administrators and courses for inspectors WETP and RICP

2) monitoring of GMO samples 2002organised by Czech Inspectorate of Environment
and by individual GMO control laboratories in the ze€h republic

3) ENGL- JRC Ispra: the involvment of Czech laboraotries in the Eurapeetwork

adl) Training courses:

Since 1996 czech patrticipants (4 Universities, bioisteries, Biotrend a.s.) of two
TEMPUS projects together with participants fronfefiént European countries (Austria,
Spain, Italy, UK, Potugal) organised several GM&ing courses for universities and
public administrators

TEMPUS project (1996 — 1998), JEP No. 09768-95 tenpentatiom of EU directives in
Curricula of Biology and Chemistry*

TEMPUS project (1998 — 2000), JEP No. 13292 - 98dern biotechnology courses for
public administrators*

Outputs of TEMPUS project (1998-2000):

*12 courses for public administrators (basic andeaded)

* 3 text books for courses participants

* Text book on CD

Training courses (2001-2003):

*organized by Ministery of Environment togetherwizech Commission for the Use of
GMOs and Products

* courses for inspectors of the Czech Inspectarhitbe Environment

* 2003-2004 Transformation project of MinisteryEducation - training of the state
administrators

The aim of the first course for inspectors wasit@ ghem more information about GMO,
their origin, usage and to explain how elaborasv&MO estimation and the role of the
sampling for it.

Programme icluded following lectures:

*What are GMO? Basic principles of their prepanatémd testing

*Legislative aspects of handling GMOs controls

*Different kinds of GMO

*Basic principles of GMO estimation

*Quantitative estimation of transgenic DNA

*Sampling

*Video — Detection procedure of GMO

Another course focused only on the sampling of nedteor GMO detection was
organised by 2 THETA ASE Ltd.

ad 2) Monitoring of GMGsamples in the year 2002

During the year 2002 the Czech Inspectorate of#@nment (CIE) has controlled 37
institutions handling with GMO. There did not fiady serious faults.
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In the Table 1 the summary of samples analyse@l©O detection is presented.

* CIE Prague 36 (9)

* ICT Prague 55 (7)

* RICP Prague 58 (8)

* SHI Brno 192 (24/96/24)

* RVI Jihlava 108 (10)
Summary 449 (58) 12.9%

The classification of samples took and analyseditbgrent bodies and laboratories:

Czech Inspectorate of Enviroment
green plants of maize : 26 (3)*
soya beens: 6 (6)*

maize: 4 (2)* #

analyses done by :* RIC, # ICTP

Institute of Chemical Technology Prague
soya beens: 27 (5)

maize: 10 (2)

potatoes: 3 (0)

wheat: 3 (0)

aromatic essences 12 (0)

Research Institute of Crop Production — Ruzyne
soya beens: 1 (0)

soya oil: 1 (0)

maize: 1 (0)

hops: 2 (0)

rape seeds: 5 (3)

food: 44 (4)

raw material: 4 (1)

State Health Institute Brno
soya products: 48 (18/22/8)*
soya beens : 48 (6/36/6)
maize flour: 48 (0/0/0)
tomatoes: 48 (0/38/10)

*positive/negative/inconclusive

Research Veterinary Institute Jihlava
soya beens and products: 108 (10)

ad3) ENGL- JRC Ispra
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European Network of GMO Laboratories was officiahtablished in Dececember of
2002 in Brussels. Non-EU members states have & stiabbserversCzech Republic
Slovakia, Slovenia, Hungary, Poland, Estonia, Ramdulgaria

The first meeting ENGL spread work in the differeab-groups:

*2001/art.31 (Molecular Register), *Thresholds mpretation, *Quantitation methods,
*Communication, *Sampling, *Screening methods, *&ehce material, *Business plan,
*Tools improvement, *Validation ‘Lab‘ requirement

In the minutes of the 2nd of ENGL meeting (Aprd 8. 2003, Ispra) is recommendation
to set-up national GMO Networks which will be cllysassociated with ENGL. Such as
network is already working in Germany and includédgifferent laboratories. It has
confidentiality rules. In UK wide network of GMOas established too, but without
confidentiality rules.

ENGL is organising programni&eLDA- Kernels Lot Distribution Assessmentwhich
has a three main tasks

*Assess the distribution of GMO in kernel lots innfeal within the EU member States
*Evaluate currently used sampling strategies ferdhtection of GMO material in lots of
bulk raw materials

*Provide recommendations for implementating sangp$itartegies.

Czech Republic is included in this programme togettvith other nine European
countries.

Katefina Demnerova, Jarmila Pazlarova, Institute of CieahTechnology —
Department of Biochemistry and Microbiology, Prague

EXPRIENCE OF THE CZECH LABORATORIES WITH GMOs
DETECTION AND RISK ASSESMENT

Introduction:

Czech Ministry of the Environment (ME) is the respible body, which regulate GMOs
(Genetically Modified Organism) handling. ME is tbentral administrative authority in
the area of assessing the impact of geneticallyiffeddorganisms and products on the
environment and on the biological diversity. ME exte supreme state supervision in the
area of the use of genetically modified organismd products from the standpoint of
protection of the environment and biological di#grand lay down procedures for risk
assessment in the use of genetically modified asgahand products.

ME regulates and controls (1) contained use of GK&pjntroduction of GMOs into the
environment and (3) the placing on the market ofegeally modified organisms. ME
consults GMO issues with Czech Ministry of Healtld &zech Ministry of Agriculture.
ME established its advisory body — Commission faseUof Genetically Modified
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Organisms and Products. ME does monitoring of GM& means of Czech
environmental inspectorate (Inspection) and byctharactualaboratories listed bellow.
The Inspection controls how legal persons and ahtpersons comply with the
provisions of the legal regulations and with theditons laid down by the decisions of
the Ministry related to the use of genetically nfiedi organisms and products, from the
standpoint of the environment, and cooperate withdustoms authorities. Inspectorate
can impose on legal persons and natural personsdiahrmeasures and penalties for
infringement against obligations pursuant to Act3/PB00. Inspection carries out
inspections on its own or in cooperation with thenanistrative authorities.

GMO detection:

A set of laboratories is authorised to run GMO gsialand environmental studies:
GMO laboratory

Institute for Chemical Technology, Department ofo@iemistry and Microbiology
Prague — Dejvicayww. vscht.cz

GMO laboratory

The National Institute of Public Health, The Cerftrethe Hygiene of Food Chaino,
www.chpr.czu.cz

Reference |aboratory for GM O identification and DNA fingerprinting

Research Institute of Crop Production, Prague ByRy Department of Molecular
Biology, www.vurv.cz

Laboratories participate in control and enforcenmotedures in the field of GMOs use
and biosafety. They are involved in GMO identifioas and biosafety framework.

GMO identification

In reflection of the current state of the art d&@ methods insisted on DNA-based
approaches, in particular those involving PCR (pa@yase chain reaction). This has
various reasons. DNA can be purified and multgplie billions of copies in just a few

hours with the PCR technique. However, many obstabave to be overcome to
develop reliable, reproducible and robust methods.

» sampling

The first step is the sampling of the material ® dnalysed and preparing of the
laboratory sample. Sampling strategies are basesbme rather complex statistics. It is
necessary to use strategies suitable for detedcfid@MOs in huge lots of mixtures of
different grains or thousands of plants in thediel

RICP and ICT laboratories participated in KeLDA jpt organised by EC JRC in Ispro,
Italy (sampling of grains). Based on ISO/CEN reomndations RICP laboratory
propose sampling procedures, which is currentlyhysespectorate.

* preparation of test portion from laboratory sémp

Samples have to be ground and homogenise. Aralydmmple have to be prepared.
Sizes of particles in the analytical sample shda@dnonitored. Again sampling strategies
statistics are involved. The ratio of target (§@ene) to non-target analyte in the test
portion shall be representative of laboratory s&nglow homogeneous must the sample
be? What is the optimal particle size? How muettemal do one need?

» matrices from which DNA/protein are extractedalgte extraction)
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The third step the isolation/purification of DNA .isThe quality, purity and
amount/concentration of the DNA is the most critifzectors determining the detection
and quantification limits of the analyses. Diffarematrices required modified
purification procedures and potential problems ewted with specific effects are
important.

Acceptable performance of selected methods for Gidt@ction

A range of alternative methods are available, wdifferences in their ability to
discriminate between derivatives of different GM@agd their reliability with respect to
avoid false positive and negative results. Thiedas very important. A method may not
be capable of detecting the presence of GMO-dévestalthough such are present in the
sample (false negatives). Similarly, a method mnegort the presence of GMO-
derivatives although such are NOT present in thrapsa (false positives). That fore
methods validations accross tens of laboratorieseguired and organised by EC JRC
Ispro. RICP and ITC laboratories are involved.

Acceptable performance of selected methods for GMéantification

Similar aspects are considered as in the case oD Glgtection. However, advanced
technigues e.g. real-time PCR are used. Sophisticatichines are usually used.

Fig. 1 A brief chart of GMO detection procedure

DNA isolation and purification
Detection of species specific sequences, plantfgpsequence
Screening (35S CaMV promotor, NOS)

Transgene identification

N\

approved GMO non-approved GMO
-quantification - sequencing, cvs.profil
Biosafety — environmental issues :

The Conference of the Parties to the ConventionBmiogical Diversity adopted a
supplementary agreement to the Convention knownthasCartagena Protocol on
Biosafetyon 29 January 2000. The Protocol seeks to protelkigical diversity from the
potential risks posed Hiving modified organismsesulting from modern biotechnology.
It establishes aadvance informed agreement (Alpjocedure for ensuring that countries
are provided with the information necessary to makermed decisions before agreeing
to the import of such organisms into their tergtor

Czech Republic should gather and provide infornmatio

- the sites at which the genetically modified migen will be introduced into the
environment and the location thereof

- the amounts of genetically modified organisneg Hre to be used and the area over

31



which the genetically modified organisms will bérgduced into the environment

- measures that are intended to prevent the smigeadlthe genetically modified
organisms during the introduction into the enviremtnand the occurrence and spreading
thereof at the given site after termination ofititeoduction into the environment

- information on possible interactions betweengteetically modified organism and the
environment.

Several projects have been supported by the MynidtAgriculture (National Agency of
Agricultural Research) and Ministry of Environment develop data which make risk
assessment more reliable. Gene flows within ardid®en species are recorded, weedy
and newly introduced species spreading is estimatessible effect of GM cultivars
upon agricultural practises is studied. Also mamiig of the incidence of insects in
different agro-ecosystems is running. Experimanésmostly focused on plant species,
which genetically modified forms have been release#d the environment in Czech
Republic — wheat and rapeseed (already withdrapotgtoes, flax, pea and corn.

In case of wheat the most comprehensive investigdtave been began. Pollen flow
between wheat cultivars is studied in field experim Red hulled wheat (108)ris used
as a donor of morphological marker genes and cortynsed cultivars (surrounding the
central square) are used as acceptors of the gddasge of flight of the pollen can be
thus estimated. Annual bread-wheat related spewibgh occur in the territory of
Czech Republic are also included. Special studiade hbeen run to estimate the
possibility of hybridisation between bread wheatd af\gropyron ssp. Agropyron
intermedium spreding was investigated and new stands weredfoliversity of
different populations was evaluated by storagegmanalysis. Double haploid lines of
Agropyron repenswere developed. The lines were pollinated by wipedien and vice
versa. Caryopses developments were studied. Inafaax and pea studies revealing
survival of seeds after waste disposal (e.g. catipg).

Competent authorities in Czech Republic posseds,tatdich make efficient control of
GMOs possible and which provide information on widiial aspect connected with
biosafety.

Jaroslava Ovesn4, Ladislav Kera, Research Institute of Crop Production, Prague

EXPERIENCE WITH GMOS INPECTION IN SLOVAKIA

Slovak Act on Use of Genetic Technologies and Gerwatlly Modified Organisms
No 151/2002Coll. came into force on®1April 2002. Transition period related to the
enforcement of this act ended on April 1 this year.

The main government body in Slovak Republic thgulates use of GMOs is Slovak
Ministry of the Environment.

Biosafety Commission and Board of Experts represeh advisory bodies.

The body of state supervision over use of genetibriologies and GMOs is the Slovak
Inspectorate of the Environment.
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Organisationally, the Slovak Inspectorate of theviEeBmment consists of: the
Headquarters and the subordinate inspectoratesH@&adquarters - located in Bratislava,
manages the activity of individual inspectoratesl atays a role of the second grade
appeal body in the administrative proceeding irarégo the penalties imposed by local
inspectorates for infringement. It secures guigaiand other expert support as well as
communication with the Ministry of the Environment.

The SIE is mainly responsible for the inspectioraftained use of GMOs taking part in
both research and diagnostic laboratories as walhaxperimental plots.

Each producer and first ever-national importer M@ must first obtain permission from
the Ministry of the Environment.

Once approved and permitted, GMO handling respditigib are transferred to relevant
ministries and state administration bodies.

SIE may impose a fine of up to 5 million SKK

(about 120 000 euro ) for:

¢+ GMO handling without notification,

¢+ GMO handling in contained facility, which is netcorded in the register of facilities,

¢ GMO handling in facility without establishing theafety committee or biosafety
officer,

¢ GMO handling GMOs without a permit,

¢ import or placing the GM products on the markdahait permit.

Janka Swarzova, Slovak Inspectorate of the Enviemtm Department of Biosafety
Inspection, Bratislava

Survey on public perception of GMOs

Comparison between Czech and German respondents

Introduction

The survey on public perception of GMOs based ogstionnaire was carried out in 2001.
The respondents were Czech and German univeraitests with different skills (the main three
groups involved students of agro-economics, medjcand students witbther skills). The
survey was based on a sample of 400 responden@spf2¢hem in each country, equalised
between men and women. A statistical analysis wadenty means of statistical software SAS.

The main aim of this survey was to show attitude€zech consumers about GMOs and
compare them to German ones. The key question ‘Was:you a supporter or an opponent of
GM crops?” With this question correlate the otheesfions that investigate the information rate

33



about GMOs, influence of public media, interestd aneferences of the consumers. Based on
these preferences, conclusions for GMOs marketiagegjies could be drawn..

Survey results

» Minority of GMOs supporters

The key question (Are you a supporter or an oppboeGM crops? — d.Nr.6) have answered
in positive way 23% of the Czech men and 18% ofGleeman men and only 9% of the Czech
and 7% of the German women. The most scepticaltaBMOs were German women. | think
that the low percentage of positive answers in womeup is caused by women status as a
mother who feels the responsibility for the fandtyd keeps the preliminary caution. In Germany,
the negative attitude to the GMOs could be reirddrby the state promotion of organic farming
and fear of this system about GMOs impact. Thisiopi support the higher percentage of Bio
fans (g.Nr.18) and higher request for the ban efd firials with GMOs (g.Nr.15) by German
students.

» Less fear by the Czech consumer

The question Nr.14: “Are you afraid of the consuimptof GMO products?” refers to
consumer’s fear of GMOs consumption. In Germangost a half of those asked (47%) are
afraid of the GMO’s consumption. In Czech Repubfayer respondents reject the GMO
products — 37%. In women group there was obsenigiter fear (CR-42%, Germany-52%) than
by men (CR-31%, Germany-40%) in both countries. [Baest aversion to GMO’s consumption
showed the students with technical and biologikdlss These students showed also higher rate
of information about GMOs (g.Nr.14). In oppositeéudents, who did not achieve high
information level, showed bigger fear of GMO’s aemgtion. The highest aversion was found
by German students of agro-economics (women-63%).

» Lack of information about GMOs, negative information

In summary we could say that there is quite a gogareness of GMOs (g.Nr.4) by students.
But they mean that the public has not enough infion about GMOs. This lack of information
was observed in both countries — CR 96%(!), Gern&8% (q.Nr.8). The lack of information
was related as a risk of GMO release or as a aafusar of the GMO consumption. The survey
reveals that in both country respondents have haare frequently those who oppose GM crops
(9.Nr.3), while only 24% Czech and 6% German hasarth more frequently those who support
them.

» Average awareness of GMOs — 60%

Average information level of GMOs ranges about §e¢ual to 3-4 right answers of total 6 —
g.Nr.14). The higher information level show studenf agro-economics and men. The other
groups did not achieve the average rate of 60%dedts of agro-economics manifested
statistically significant higher level than the dgats with other skills (with the exception of
students of medicine). The lowest information nates found by students of humanity studies.
These students showed also the highest aversiamsagMOs.

Marie Cerovska, Josef Soukoup, Czech Agricultural Univeritague
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Importance of buying criteria - consumer’s view (q. Nr.17)
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From abroad

LIST OF PARTICIPANTS

NAME STATE INSTITUTION CONTACT
Andrea Switzerland UNEP andrea.gondova@unep.ch
Gondova Phone: +41 229 178 404
Fax: +41 229 178 070
Julien MousniefBelgium European Julien.Mousnier@cec.eu.int
Commission Phone: +32 2 299 5603
DG.ENV.C.2 Fax: +32 2 296 6233
Biotechnology
Meira Bosnt | Croatia Ministry of meira.bosnic@zg.tel.hr
Environmental Phone: + 3851 610 6565
Protection and Fax: +3851 6118388
Physical Planning
Andreja Croatia Ministry of andreja.markovinovic@mzopu.hr
Markovinovié Environmental Phone: + 385 1 616725
Protection and Fax: + 3851 611 8388
Physical Planning
Gabor Nechay | Hungary Ministry of the nechay@mail2.ktm.hu
Environment and Phone: +36 1 395 6857
Waters Fax: +36 1 275 4505
Peter Siekel Slovakia UNEP-GEF Project peter.siekel@vup.sk
Coordinator Phone: +421 2 5556 6114
Fax:+421 2 5956 2533
Igor Feregik | Slovakia Ministry of the ferencik.igor@enviro.gov.sk
Environment Phone: +421 2 5956 2185
Fax: +421 2 5956 2533
Jan Tutia Slovakia Comenius Universityturna@fns.uniba.sk
Bratislava Phone: +421 2 6029 6453
Fax: +421 2 6029 5608
Janka Slovakia Slovak Inspectorate gfchwarzova@sizp.sk
Schwarzova the Environment Phone: +421048 415 3327
Fax: +421 48 415 2702
Lubomir Slovakia Slovak petrovic@divocina.sk
Petrovi Hydrometeorological | Phone:+421 2 5477 4331
Institute Bratislava |Fax: +421 2 5941 5393
Martin Chovan | Slovakia Slovak martin@chovan.sk

Hydrometeorological

Institute Bratislava

Phone: +421 2 5477 4331
Fax: +421 2 5941 5393
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From the Czech Republic

Jan Kas

VSCHT Praha

Jan.Kas@vscht.cz
Tel. 224 353 018

Katefina Demnerova

VSCHT Praha

demnerok@vscht.cz
Tel. 224 353 075

Jarmila Pazlarova

VSCHT Praha

pazlaroj@vscht.cz
Tel. 224 355 172

Jiti Sajdok

VSCHT Praha

Jiri.Sajdok@vscht.cz
Tel. 224 353 027

Jaroslav Silhanek

VSCHT Praha

Jaroslav.Silhanek@vscht.cz

Vladimir Benda

VSCHT Praha

Vladimir.Benda@vscht.cz
Tel. 224 353 697

Petra Janotova

VSCHT Praha

Petra.Janotova@vscht.cz
Tel. 266 009 237

Pavel Jet VSCHT Praha Pavel.Jenc@vscht.cz

Jan Lipov VSCHT Praha Jan.Lipov@vscht.cz

Milo§ Ondej Biologicka fakulta JU ondrej@umbr.cas.cz
C. Budgjovice milos.ondrej@bf.jcu.cz

Tel. 387 772 228

Jaroslav Drobnik

Qlanské sdruzeni

j.drobnik@atlas.cz

BIOTRIN Tel. 221 953 405
Helena Stpankova Obanské sdruzeni h.stepankova@volny.cz
BIOTRIN Tel. 602 284 913

Jaroslav Marsalek

LONZA Biotec s.r.o.

jaroslav.marsalek@lonza.con
Tel. 602 162 137

Tomas Novotny

tomas novotny@env.cz
Tel. 267 122 521

Milena Roudna

roudna@env.cz
Tel. 267 122 769

Zuzana Doubkova

doubkova@env.cz
Tel. 267 122 922

Helena Stloukalova

stloukalova@env.cz
Tel. 267 122 599

Véaclav Routa

routa@env.cz
Tel. 267 122 554

Miroslav Ve&iefa

vecera@env.cz
Tel. 267 122 689

MiloS Némec

nemec@env.cz
Tel. 267 122 026
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BoZena Bhalova MPO behalova@mpo.cz
Tel. 224 853 571

Irena Zbytovska MPO zbytovska@mpo.cz
Tel. 224 852 257

Jaroslava Ovesna VURV ovesna@hb.vurv.cz
Tel. 233 022 424 (349)

Ladislav Kuwera VURV kuceral@vurv.cz

Tel.: 233 022 247

Jaroslav Petr

VvUZV P.-Umgves

etr@vuzv.cz

petr@linux.vuzv.cz
Tel.: 267009646, 267 009 664

Marie Cerovska

Ceska zerédglska univerzita
P.- Suchdol

marie.cerovska@centrum.cz
Tel.: 224 382 774

Martin Téhnik

Ceska inspekce zivotniho
prostedi

tehnik@cizp.cz
Tel. 222 860 330

Karel Jan Stolc

Ministerstvo zeénglstvi

stolc@mze.cz
Tel.: 221 812 536

Marek Soph Nizozemské velvyslanectviMarek.Soph@minbuza.nl
Utad rady pro zegugIstvi, |Tel.: 224 312 190
ochranu pirody a rybolov.

Hynek Charvat MZLU Brno
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