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Acronyms and Abbreviations

UN United Nations

UNEP United Nations Environment Programme

GEF Global Environment Facility

CBD Convention on Biological Diversity

CPB Cartagena Protocol on Biosafety

ICCP Intergovernmental Committee for the Cartagerotocol on Biosafety
COP Conference of the Parties

NFP National Focal Point

CHM Clearing House Mechanism

BCH Biosafety Clearing House

LMO/LMOs living modified organism/living modifiedrganisms
GMO/GMOs genetically modified organism/geneticatipdified organisms

NCC National Coordinating Committee

NEA National Executing Agency

NPC National Project Coordinator

NGO/NGOs non-governmental organization/non-govemtaierganizations

MoE Ministry of the Environment

MoA Ministry of Agriculture

MoH Ministry of Health

MolT Ministry of Industry and Trade

CC GMOs Czech Commission for the Use of Geneticlgdified Organisms and
Products

UNDP United Nations Development Programme

UNIDO United Nations Industrial Development Orgaatian

OECD Organization for Economic Cooperation and édeyment

ECE Economic Commission for Europe

FAO Food and Agricultural Organization

WHO World Health Organization

WTO World Trade Organization

WIPO World Intellectual Property Organization

UNESCO United Nations Educational, Scientific andt@al Organization

UNCED United Nations Conference on Environment Bedelopment
(Rio de Janeiro 1992)

WSSD World Summit on Sustainable Development (doésburg 2002)

Important Websites

http://www.biodiv.org/biosafety
http://bch.biodiv.org
http://www.unep.org
http://www.unep.ch/biosafety
http://gefweb.org
http://www.env.cz
http://gmo.vscht.cz
http://www.biotrin.cz

Information on other websites in correspondinggafithe Report.



Foreword

More than ever before we are today aware of tldespread effects of human activities on
our environment. Environmental changes acquired gebal dimensions, which can be
illustrated by climate change, depletion of thatstspheric ozone layer or loss of biodiversity.
And this is why the topmost environmental meetingVorld Summit on Sustainable

Development - discussed the last global changgseinup priorities for actions, among them
to achieve by 2010 a significant reduction in tberent rate of loss of biological diversity.

An important part in biodiversity conservation regpents efforts aiming at enhancement of
biological safety and thus addressing novel andtroversial issues. Adoption of the
Cartagena Protocol on Biosafety in January 2000avg®at historic event and end of a very
complicated negotiation period. At the same timeas a beginning — the beginning of an
implementation process which will determine whetier results of complicated negotiations
achieve the objective evoking originally the whgleocess. For this reason, the United
Nations Environment Programme (UNEP) jointly withetGlobal Environment Facility
(GEF) launched in June 2001 a new challenging prd[@evelopment of National Biosafety
Framework”. Using a country-driven process, thisjget has been designed to help more
than 100 countries all over the World to set uprthational framework for management of
living modified organisms and thus prepare condgitor the Cartagena Protocol ratification
and consequent implementation. The UNEP thus prdsechportant role in global efforts to
avoid a long-term environmental degradation.

| wish that activities initiated during the Projeetn be further developed to meet international
commitments at national level and to promote regji@md global cooperation without which
the biosafety cannot be ensured. Closing of tlogePtr coincides in the Czech Republic with
the entry into force of a new Act on Genetically difeed Organisms and Products which
prepares conditions for the Cartagena Protocolamphtation as well as for a more intense
regional cooperation, being compatible with the|[Egslation in biosafety field.

Libor Ambrozek
Minister of the Environment



“Biotechnology could contribute significantly to # achievement of the objective of the
Convention on Biological Diversity and the attainmeof the Millennium Development
Goals. However, it must be developed judiciouslyd aised with adequate and transparent
safety measures.”

United Nations Secretary-General Kofi Annan



Information on the Project Development

The Czech Republic jointed the UNEP/GEF Projectvi&epment of the National Biosafety
Framework” since July 1, 2002, with supposed daratf 18 months. The National Co-
ordinating Committee was established, consistingregiresentatives of biosafety related
sectors and institutions, Czech Commission forlilse of Genetically Modifies Organisms
and Products, non-governmental organisations amndtprsector. Prof. Jan Ka$, Institute of
Chemical Technology, was nominated National Proj€d-ordinator. As the National

Executing Agency was selected the Ministry of theviEbonment. Its Environmental Risks
Department guarantied technical aspects of adsit(contact person Mrs. Zuzana
Doubkovd), contact person of the Ministry of theviEmnment was Mrs. Milena Roudna,
Global Relations Department.

The Czech Republic signed the Cartagena Protoc8liasafety on May 24, 2000, during the
fifth meeting of the Conference of the Partieshe Convention on Biological Diversity in
Nairobi, Kenya, when it was open for signaturetfar first time. The Czech Republic belongs
to the first Parties to the Convention on BiologjiDasersity ratifying the Cartagena Protocol

- on October 8, 2001, as the seventh countryi;pgfocess. These acts were prerequisite for
joining the UNEP/GEF Project.

The Project has been developed according to theRISEF rules as to its content and timing
of actions, only the last part was extended dueettain administrative problems. A great
attention was paid to elaboration of surveys in olvhiexperts from different spheres
participated. Several workshops were organized dibferent groups of stakeholders -
specialists, environmental inspectors and alsoipuinl different country regions, including

one Sub-regional Meeting of specialists in ApriD30n Prague.

Experts from the Commission for the Use of Gen#yiddodified Organisms and Products
represent important partners in the Project implaaten in the Czech Republic. The
Commission was established as an advisory bodyetMinistry of the Environment in
January 2001. Its members are professionals regnegeadministrative authorities, Academy
of Sciences of the Czech Republic, universities@witlassociations.

The Report on the Project is structured accordinthé UNEP/GEF proposed format into 5
main chapters:

1. Description of the national biosafety policy friorities, relations to sectoral policies
and strategies, mainly State Environmental Polidgrmation on status of ratification
of the Convention on Biological Diversity and thar@gena Protocol on Biosafety by
the Czech Republic.

2. Description of regulatory regime, principal actated to biosafety and main decrees
in force, institutions responsible for their implentation. Information on a new Act
on Genetically Modified Organisms and Genetic Pobslu

3. System to handle notifications or requests fotharisation of certain activities,
competent authorities.

4. Systems for enforcement and monitoring of impawt the environment and human
health, responsible institutions.



5. System and measures to enhance public educaigareness and participation,
relation to national strategic documents, compegeriorities. Basic information on
the Biosafety Clearing-House, related websitesufeutgoals and mechanisms to
achieve them.

We would like to thank all who contributed to thevdlopment of activities within the Project
and their evaluation, as well as Czech authoréies institutions for their support, especially
the Ministry of the Environment and the InstitufeGhemical Technology. The Project could
not be initiated and developed without valuablastasce of the UNEP/GEF Biosafety Unit
in Geneva and UNEP/GEF specialists in Nairobi, wehosnsultations helped to overcome
many procedural difficulties. Three UNEP/GEF regibomeetings (Nitra, February 2002,
Vilnius, May 2003, Antalya, December 2003) offereplportunity for meeting of national
project coordinators and their collaborators and fautual discussion on development of
required activities. By closing the project we wablike to remember kind understanding and
collaboration of many individuals, mainly membefdle National Coordinating Committee,
Czech Commission for the Use of Genetically Modifi®©rganisms and Products,
collaborating experts and representatives of utstihs involved in monitoring and control
activities, universities (Palacky University OlommpuMasaryk University Brno, South
Bohemian University Ceské Budjovice, Charles University Prague), research and
governmental institutions (Research Institute obpgCProduction, State Institute of Public
Health, Institute of Agriculture and Food Infornmatj etc.) as well as non-governmental and
civil organisations (Biotrin, Czech Biotechnologgctety, Society of Organic Farming, etc.).
All these enthusiastic collaborators helped ttecb valuable data and information, organize
workshops and training courses at a low costs artépare publications. This joint effort
enable to organize more public activities thanio&gtly intended.

The Project has helped to establish the basih&Cartagena Protocol implementation in the
Czech Republic on which further processes should deeeloped. The second -

implementation phase of the Project, if recommended adopted, would greatly support
these activities.

Jan K&s and Milena Roudna



1. Biosafety Policy

In compliance with the Cartagena Protocol on Biesafthe Czech Republic biosafety
policy is based on precautionary principle and ®rm part of wider policies and
strategies, especially:

State Environmental Policy

The last version of the Environmental Policy, soifaforce, was adopted by the
Government in 2001. An updated Environmental Roigc being prepared for
adoption by the Government in 2004. The State Bnwirental Policy is a basic
document which formulates policy principles in favaf the environment, not
only in environmental, but also in other sectorgshsas agriculture, energy, raw
materials, transport, etc. It forms basis for mbe&iled programmes dealing with
specific environmental issues. These programmesigdargets, responsibilities
and deadlines. One of the main priority of the enégeriod is to harmonize the
environmental policy and its individual sphereshwithese of the EU. The Policy
aims at: achieve improvement in the quality o¢ #mvironment, implement
principles of sustainable development, introducsonemic aspects into
environmental protection, enhance environmentataiiion and public awareness.
Strategy of Sustainable Development of the CzeguBle

Strategic, cross-sectoral document, which covdrshate pillars of sustainable
development, i.e. environmental, economic and sacias, as well as aspects of
good governance. It reflects major internationatwtoents related to these three
major spheres, including outcomes of the World Sitmon Sustainable
Development. It corresponds also to requiremeniiabpean level, especially EU
Sustainable Development Strategy. The Strategseseptly under preparation.
State Nature Conservation and Landscape Prote&togramme of the Czech
Republic

The Programme analysis the current status of natndelandscape, trends in its
development and measures so far used. On thedfasis analysis it sets up the
main aims and principles of nature conservationcgolThe Programme was
adopted by the Government of the Czech Republicine 1998.

Strategy of Food Safety in the Czech Republic

The Strategy was adopted by the Government of #eelCRepublic in December
2001. It was elaborated on the basis of recommendaif the Food and
Veterinary Office with the aim to improve mainly rdool management in this
sphere. The Minister of Agriculture was chargedcbgrdination of all activities
regarding food safety, which refers to the sectbragriculture, health, the
environment, industry and trade, interior, transgord communication, finance
and State Office for Nuclear Safety. The Strategy heen harmonized with the
White Book on Food Safety, Action Plan on Healtd &me Environment (adopted
by the Government in 1998) and with the strategicushent Health for the 21
Century. The Strategy set the following main tasks:establish inter-sectoral
coordination committee and to inform the Governmentthe system of food
safety in the Czech Republic, including implementatof the respective
legislation. The last 2003 report summarizes detwiin the framework of the
Strategy, including those related to biosafety.

Important tool to implement national biosafety pglrepresents national legislation. Until
February 2004 it was especially tAet 153/2000, on the Use of Genetically Modified



Organisms and Products and Amendment of Some Belats,which entered into force
on January 1, 2001. The neMct 78/2004, on Genetically Modified Organisms and
Genetic Productstransposing the provisions of the correspondibgirectivesand the
provisions of the Cartagena Protocol not implemeribg above mentioned Act was
adopted at the beginning of 2004 and comes intefon February 25, 2004. Referring to
food safety, principally theAct 110/1997 on Food and Tobacco Produdafines
conditions for labelling and distribution.

The principles applied on the basis of these giat@nd legislative documents range the
Czech Republic among relatively developed countinethis field. Research institutes,
developing their activities since seventies of tihventieth century, and their experience
serve as a good background for biosafety measutée iCzech Republic.

The main goals of the national biosafety policyttid Czech Republic can be defined as
to:

» Develop National Biosafety Framework and all itsnpmnents, i.e. legislation,
administration, information sharing, education, lppbwareness and participation.
Especially inspection and control represent paftdhe system needed to be
strengthened.

* Ensure a highest possible level of biosafety imdfar, handling and use of
genetically modified organisms which may have aslwezffects on conservation
and sustainable use of biological diversity, takintp account risks to human
health, on the basis of precautionary principle.

To these goals also the Czech Republic interndtimo@peration and engagement contribute.
The Czech Republic is a Party to the majority dennational conventions and protocols
related to biodiversity and biosafety, especiallonvention on Biological Diversity and
Cartagena Protocol on Biosafety, Convention oarirdtional Trade in Endangered Species
of Wild Fauna and Flora (CITES), Convention on \&etls of International Importance
Especially as Waterfowl Habitat (Ramsar Conventi@gnvention on the Conservation of
Migratory Species of Wild Animals (Bonn Conventip@onvention on the Conservation of
European Wildlife and Natural Habitat (Bern Conwem)f, Convention concerning the
Protection of the World Cultural and Natural HeggaUnited Nations Convention to Combat
Desertification in those Countries Experiencingi@es Drought and / or Desertification,
Particularly in Africa.

The Czech Republic ratified already the Rotterdaonv@ntion on the Prior Informed
Consent Procedure for Certain Hazardous Chemiaal$asticides in International Trade and
the Stockholm Convention on Persistent Organicuanits.

The ratification process regarding the Internatioh@aty on Plant Genetic Resources for
Food and Agriculture adopted by the thirty-firssSien of the FAO Conference in November
2001 was recently finished (approved by the Pasdinand the instrument of ratification
will be deposited in a near future.

The Czech Republic cooperates very closely with BNEJCN (State member), as well as
Council of Europe, Economic Commission for Europel ® ECD in environmental issues,
especially those related to biodiversity. It is amier country of the FAO (succession in
1993 after splitting of the former Czechoslovakagy well as of the WTO (since its
establishment in January 1995). So fat the CzeglulRie has belonged to the group of CEE
countries. Nevertheless, as an accession countofiows the main principles of EU group of
countries in international negotiations.
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In the nearest forthcoming period the prioritieshef national biosafety policy will consist in:

» Cooperation and involvement in activities of intranal organizations in the field of
biosafety.

» Participation in development and implementatiothef EU biosafety principles.

* Formulation of principles of safe handling and o$genetically modified organisms
as a part of the State Environmental Policy.

* Information sharing and public awareness in thiel ¢ genetic modifications.

11



2. Regulatory Regime

The environmental legislation in general has beevelbped in the Czech Republic mainly
since the beginning of the ninetieth of the twehtigentury, after revolutionary changes in the
former Czechoslovakia. Only after them the protectof the environment could got legal
basis, connected with structural changes in ingustd economy. At the same period the
Czech Republic became the Party to major part teimational environmental conventions,
the implementation of which required again natidaghl basis.

Until February 2004 the main Act dealing expliciWth genetically modified organisms was:
Act 153/2000, on the Use of Genetically Modifiedg@misms and Products and Amendment
of Some Related Acts

Adopted on May 10, 2000, it entered into force anuary 1, 2001, under jurisdiction of the
Ministry of the Environment.

The Act described obligations of persons handlintgh vand using genetically modified
organisms, as well as competence of administrafiuéhorities (issuing authorisation,
inspection, control). It included also principlesimformation sharing, public awareness and
participation. The Act was based on the precautiopanciple in compliance with the EU
regulations, international conventions and prote@sid international organisations, with the
aim to protect human and animal health, the enumemnt and biological diversity.

The Act covered genetically modified organisms tégaf replication and products thereof
containing such organisms. The Act regulated:

Contained use (especially scientific research indionee, biology and microbiology),
introduction into the environment and placing oa tharket (field trials, selection/breeding of
agricultural crops and seeds, cultivation, impod gorocessing of agricultural commodities).
On the basis of this Act the corresponding padge(ring to genetically modified organisms)
of the following Acts were amended:

Act 219/2003, on Varieties, Seeds and Seedlingautifvated Plants

Act 79/1997, on Medicines, Amending and SupplenmgnB8ome Other Related Acts.
Consequently, after entry into force of the Act tbllowing legislation was amended:

Act 110/1997, on Food and Tobacco Products, Armgndnd Supplementing Some Other
Related Acts

Act 91/1996, on Feed

Act 147/1996, on Phytosanitary Measures, Amending &upplementing Some Other
Related Acts.

The Act was also related to the Act 242/2000, oga@ic Farming.

As a result of relatively rapid recent developmenthe field of genetic modifications and
their regulations, as well as the Czech Republpr@gching accession to the European Union
and ratification of the Cartagena Protocol, the et 78/2004,0n Genetically Modified
Organisms and Genetic Productsvas adopted, whicentered into force on February 25,
2004 In general, its scope is similar to this of thet A53/2000. The changes regards the
following procedures:

» Authorization for the use of genetically modifiedjanisms

* Necessary steps in case of getting new informatiahanges in GMOs handling

» Public information and public participation

* Transport, import and export of GMOs

» Labelling and tracebility

» Competence and cooperation among administrativeaties, especially as to control

12



Liability and penalties

* Relation to existing legislation

» Communication with the European Commission

» Entry into force of certain regulations in relatimnthe CR accession to the EU.
The new Act prepares conditions for the CartagermdoPol implementation in the Czech
Republic. To be fully compatible with the recent EGislation, an amendment of this Act has
been proposed and is under process of negotiations.

Three Decrees of the Ministry of the Environmentevelated with the Act 153/2000:
» Decree 372/2000 — on technical conditions and naistiiar creation of GMOs
» Decree 373/2000 — on conditions for contained use
» Decree 374/2000 — on details in handling with GM@8 products (risk assessment,
required documentation, formats for notifications).

Relating to adoption of the new Act 78/2004, onilyeoDecree of the Ministry of the
Environment will regulate detail conditions. Progiss of the existing Decree 372/2000
become part of Annexes to the new Act.

Other related Acts

Act 110/1997, on Food and Tobacco Productdmending and Supplementing Some Other
Related Acts

The Act is in force since 1997, under the jurigdictof the Ministry of Agriculture.

The Act prescribes obligations of entrepreneurprmduction of food and tobacco products
and in their placing on the market, as well as stig@n on compliance. During the last years
the Act was amended several times, e.g. througAthe806/2000 or Act 146/2002 (the Act
on the State Agricultural and Food Inspection).

Several articles deals also with GMOs, especiaith weference to food safety, packaging
and labelling, and also conditions for placing ba tarket. The Act defines competences of
the Ministry of Agriculture and Ministry of Healih this respect.

Decree of the Ministry of Agriculture 24/2001 which Amends Decree of the Ministry of
Agriculture 324/1997, on Labelling of Food and Tota Products, on Tolerated Deviation of
Product Quantity

Decree prescribes technical details regarding liabggladditives, aromatics, GMOS).

Act 146/2002, on State Agriculture and Food Inspeicin, Amending and Supplementing
Some Other Related Acts

The Act was adopted in 2002 under the Ministry gfiéulture.

It establishes the State Agriculture and Food lospe and defines its competence.

Act 91/1996, on Feed

The Act was adopted already in 1996, under thediction of the Ministry of Agriculture.

It regulates conditions for export, import, trandpase, packaging, labelling and placing on
the market of feed. It defines also competence aritrol organs. Some articles refer to
GMOs. The Act does not cover veterinary products @marmaceuticals for humans.

The Act was amended through the Act 244/2000,14¢72002 and Act 320/2002.

A new amendment of this Act is under preparation.
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Decree of the Ministry of Agriculture 451/2000 Implementing Act 91/1996, on Feed
8§ 19 and 820 prescribe procedure of registratioproflucers, importers and distributors, and
refer also to GMOs.

Act 219/2003, on Marketing of Seed and Planting Matial of Cultivated Plants

Relatively recent Act of the Ministry of Agriculterin force since September 2003.

It regulates marketing of seeds and plants forivatlons, registration of varieties and
supervision on compliance. It does not refer tonggdor research, selection of new varieties
and conservation of biodiversity, and to forestcgge for reproduction. Some articles deal
with genetically modified plants (crops).

Decree of the Ministry of Agriculture to this Act specifies technical details on labelling,
field planting, registers and samplings.

Act 147/1996, on Phytosanitary MeasurgsAmending and Supplementing Some Other
Related Acts

The Act in force since 1996, under the jurisdictadrthe Ministry of Agriculture.

It prescribes conditions for the Czech Republictgtion against pests, manipulation with
herbicides and pesticides and it establishes dootgans. Several articles refer also to
GMOs.

Act 242/2000, on Organic Farmingand Amendment of Act 368/1992, on Administrative
Fees

Under jurisdiction of the Ministry of Agricultur@dopted in 2000.

Among others, the Act deals in its part 2, 8§ 1thwiestriction of negative impacts to organic
farming. This regards also exclusion of GMOs caliion and use of GMOs and products
thereof (with exception of pharmaceuticals for hasas well as for veterinary purposes).

Act 166/1999, on Veterinary Care Amending Related Acts (Veterinary Act)

The Act was adopted in 1999, under jurisdictiothef Ministry of Agriculture.

It sets up regulations in care for animals, theansfer, prevention and protection against
infections, protection of the environment in redatito animal breeding. It sets up veterinary
supervision.

Act 154/2000, on Breeding and Registration of Domis Animals, Amending Some
relating Acts (Breeding Act)

Act 246/1992, on Protection of Animals against Mailéating

Both Acts under jurisdiction of the Ministry of Agulture.

They regulate keeping and breeding of domestic alsinmcluding pets.

Act 79/1997, on PharmaceuticalsAmending and Supplementing Some Other Related Act
The Act adopted originally in 1997, under the jdrision of the Ministry of Health, later
amended.

Several § of amended Act refer to GMOs and to tbieolh GMOs.

Registration and placing on the market of pharm@cals containing GMOs are regulated
through this Act, but only after approval by thenMdiry of the Environment on the basis of
the positive result of the risk assessment.
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Government Regulation 178/2000, on Conditions for ealth Protection of Employees

The Regulation defines risks for working procesdegienic standards and measures for
health protection.

Several articles refer to GMOs (8 22 — BiologiEattors, § 23 — Health Risk Assessment, §
24 Measures for Health Protection, 8 25 and § Reasures for health protection in specific
working conditions).

Act 258/2000, on Protection of Healthand on Changes of Some Related Acts

The Act under the jurisdiction of the Ministry ofeHlth defines rights and obligations in the
sphere of health protection and nominates offiaeiathorities, their sphere of activity and
competency.

The following articles are connected with GMOs dilang:

8 37 — Work Categories, 8§ 41 — Use of biologicatanal and asbestos.

Decree 89/2001, on Conditions for Work Categorizatn, Limit Indicators of Biological
Exposition Tests and Reporting on Work with Asbestod Biological Material

The Decree related to the preceding Act definelsnieal details for certain activities.
Several § relate to GMOs.

Act 206/2000, on Protection of Biotechnological Disveriesand on Amendment of Act
132/1989, on Protection of Rights on New Plant ®&&s and Animal Breeds
Two articles are related to GMOs: § 2 — Biotechgual discoveries, § 3 — Patents.

More general Acts on protection of the environmeard nature

Act 17/1992, on the Environment

Act in force since 1992 (one of the first enviromta Acts adopted after revolutionary
changes in the former Czechoslovakia), under jintigoh of the Ministry of the Environment.
The Act defines basic terms and determines basiciples of environmental protection, as
well as basic obligations of citizens in the pracesf protecting and improving the
environment and utilizing natural resources. Itcdkgs principles of evaluation of various
activities, effects and consequences transcendatipnal borders, responsibility for non-
observance of obligations, sanctions and econavois.t

In the 8§ 12 the acceptable level of environmentdlugion is defined and according to this §
“limit values must be determined with regard to gussible cumulative effects or synergetic
effects of pollutants or polluting activities”.

According to 8§ 14 everybody has the right to trod accurate information about the state and
development of the environment.

On the basis of § 15 “everybody may approach #levant authority and claim, in a
prescribed manner, his or her legal rights stialdty this Act and other Acts and regulations
concerning the environment”.

In § 20-23 the Act regulates the environmental icbpassessment, and in § 24-26 their
transboundary consequences.

The Act also defines sanctions for damage to ther@amment (8 28 and § 31 — Economic
Tools).

Act 114/1992, on the Protection of Nature and Landsipe

The Act defines the basic terms and basic obligatio nature conservation and landscape
protection. It categorizes and defines protectedsaand protected components of nature and
sets basic conditions for their protection. The pirescribes measures for the improvement of
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the natural environment, describes participationitifens and involvement of authorities and
state administration in nature conservation, a$ agtheir responsibilities.

Act 148/2003, on Conservation and Use of Genetic $wrces of Plants and
Microorganisms Important for Food and Agriculture

The Act regulates conditions and procedures foseoration and use of gene-pool of above
mentioned group of organisms in order to conseataral heritage. It covers boith situ and
ex situconservation. The Ministry of Agriculture adoptée tNational Programme (for 5 year
period) aiming at implementation of this Act.

Public information and participation

Act 106/199, on Free Access to Information

The Act defines conditions for access to infornratiand in providing information by
governmental authorities and local administratemwell as by other public institutions. The
information is provided on the basis of requiremanby publicizing it.

Act 123/1998, on Right to Environmental Information

The Act regulates right to information on the eamiment and natural resources, being at
disposal at governmental authorities or local adstiation. The Act defines conditions and
procedures how and in which terms to obtain requiméormation.

Adoption of the Amendment of this Act is in proggdsf. Chapter 5).

International Biodiversity Related Conventions and their Reflection in National
Legislation

The Czech Republic is a Party to the following lvedsity related conventions and protocols,
which implementation is based on national Actedsh corresponding sections.

Convention on Biological Diversity (CBD)

Due to a global character of the Convention, dixedly high number of Acts contributes to
its implementation, first of all

Act 114/1992, on Protection of Nature and Landscape

and further following Acts:

Act 289/1995, on Forests

Act 23/1962, on Game Management

Act 102/1963, on Fishery

Act 148/2003, on Conservation and Use of GenetspReees of Plants and Microorganisms
Important for Food and Agriculture

Act 154/2000, on Breeding and Registration of DameSnimals (In § 14 Gene-pool of
domestic animals listed)

Act 16/1997, on Import and Export of Endangeredcg&seof Wild Fauna and Flora

Act 162/2003, on Management of Zoological Gardens

Act 246/1992, on Protection of Animals against Madtment

Act 219/2003, on Marketing of Seed and Plantingevlat of Cultivated Plants

Act 132/1989, on Protection of Rights to New Vaestof Plants and New Breeds of Animals
Act 252/1997, on Agriculture

Act 242/2000, on Organic Farming

Act 254/2001, on Waters
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Act. 334/1992, on Protection of Agricultural Lanég®urces

Act 50/1976, on Territorial Planning and ConstroctRegulations

Act 100/2001, on Environmental Impacts Assessment

Act 244/1992, on Assessment of Environmental Impa&evelopment Conceptions and
Programmes

Cartagena Protocol on Biosafety (CPB)
Act 78/2004 on Genetically Modified Organisms and Genetic Pobslu

United Nations Framework Convention on Climate Chga(UN FCCC)

Kyoto Protocol to the United Nations Framework Cantion on Climate Change
Implementation covered mainly by the

Act 86/2002, on Protection of the Air

United Nations Convention to Combat Desertificatiomthose Countries Experiencing
Serious Drought and/or Desertification, Particulaylin Africa (UN CCD)

In the Central Europe the Convention main aim igrtiect soil against degradation, which
led to adoption of the special Annex V to the Cartian. Czech legislation reflects this fact
through the following Acts:

Act 334/1992, on Protection of Agricultural Landdeerces

Act 50/1976, on Territorial Planning and ConstroctRegulations

Act 284/1991, on Land Management and Land Autlhesiti

Act 252/1997, on Agriculture

Act 242/2000, on Organic Farming

Act 254/2001, on Waters

Act 289/1995, on Forests

Act 114/1992, on Protection of Nature and Landscape

Act 100/2001, on Environmental Impact Assessment

Act 244/1992, on Assessment of Environmental Imp&a&evelopment Conceptions and
Programmes

Convention for the Protection of the Ozone Layeri¢na Convention)

Protocol on Substances that Deplete the Ozone Lgwntreal Protocol)

and its Amendments:

London Amendment to the Montreal Protocol on Suiosta that Deplete the Ozone Layer
Copenhagen Amendment to the Montreal Protocol dost@nces that Deplete the Ozone
Layer

Montreal Amendment to the Montreal Protocol on $arses that Deplete the Ozone Layer
Implementation of this international Convention @sdProtocol and Amendments is covered
mainly by the

Act 86/2002, on Air Protection

and further by the

Act 76/2002, on Integrated Pollution Prevention.

Basel Convention on the Control of Transboundary Mements of Hazardous Wastes and
their Disposal

Amendment to the Convention on the Control of Thransdary Movements of Hazardous
Wastes and Their Disposal

The most important instrument for national impletagon is the
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Act 185/2001, on Wastes

Convention on International Trade in Endangered Spes of Wild Fauna and Flora
(CITES)

Amendment to the Article XI of the Convention derhrational Trade in Endangered Species
of Wild Fauna and Flora

Amendment to the Article XXI of the Conventionmderhational Trade in Endangered
Species of Wild Fauna and Flora

A special Act was adopted for implementation:

Act 16/1997, on Import and Export of Endangeredc&seof Wild Fauna and Flora
An amendment of this Act will enter into force Q0.

Further — completing Acts:

Act 114/1992, on Protection of Nature and Landscape

Act 162/2003, on Management of Zoological Gardens

Regional Seas Conventions

The Czech Republic as an inland country has noiaptsgislation to protect seas, but
legislation on protection of rivers (among thenbéand Odra are the most important, which
flow into the sea) and waters in general:

Act 254/2001, on Waters.

18



3. System to Handle Notifications or Requests for #thorisation

3.1 Principles of GMO Act

Notifications (applications) are submitted to then@petent Authority - Ministry of the
Environment.

Notification forms are prescribed by the implemegtDecree (available also on the website:
www.env.cz link GMO).

A notification must include:
- data on the notifier,
- data on the GMO and product (where applicable),
- data on the facility / site (where applicableontained use and field trials),
- data on the responsible expert (consultant),
- risk assessment,
- emergency response plan (for contained use diitbdse release),

- data on labelling, packaging and instructionsdmnsumers (for placing on the
market).

Administrative procedure - see the attached schen{@&nnex 3).

Obligations of the notifier in case of contained use and deliberate releas®e the
environment for other purposes than placing omiaeket:

- to appoint a responsible expert (consultant),

- to keep documentation, regularly inform the Minison the use of GMOs,
including the final report,

- to provide a risk assessment and an emergenpgnss plan as a part of the
application and update them regularly,

- to ensure training of employees,
- to inform immediately the relevant Authoritiesdase of any accident,

- to provide assistance to Authorities during irgas, including providing
samples.

Placing on the market:
Operators are obliged to label the presence of GBt@4 stages of placing on the market.

Farmers are obliged to inform MoE about the sitésgmwing GMOs authorised for
cultivation.

Notifier is obliged to monitor effects of GMOs oedith and the environment and report the
results to MoE.
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New information — safeguard clause

On the basis of new facts about risks related &0GIMO the Ministry of the Environment
may (after a consultation with MoH and MoA):

- terminate the consent to use the GMO
- change the conditions of the use of the GMO.
MOE is obliged to inform other Authorities aboug decision.

Public information and public participation in the authorisation procedure

Notifications are published regularly on the MoEbs#e (vww.env.c3 and at the official
desk of the Ministry of the Environment. In relatito a new Act the information will be also
published in the region where the use of GMO isnded.

Public can send comments.

Received comments are discussed at public heahaggesults are taken into account in the
final decision issued by the MoE.

Final decisions and the lists of authorised GM@sparblished on the website of the MoE.

3.2. Procedures

All cases of handling with GMOs (LMOs), i.e. comadl use, release into the environment
and placing on the market, undergo the administatrocedure arising from the current
legislation (see Part 2).

The administrative system is now well established &s principle is apparent from the
attached scheme (Annex 3). All necessary informafior notifiers are available at the
mentioned websites of the Ministry of the Enviromme

All individuals or organizations willing to use GM(notifiers) that have not been authorised
for placing on the market have duty to submit afication containing all prescribed data to
the Ministry of the Environment (MoE) which is tliempetent Authority responsible for
evaluation of the submitted notifications and decisnaking. All applications are registered
and sent for assessment to the Czech CommissiothéoiUse of Genetically Modified
Organisms and Products, to the Ministry of Heattd ®linistry of Agriculture.

The Ministry of Agriculture established already becember 9, 2000, Commission of the
MoA on GMOs as an advisory body, consisting of &gutar members and several ad hoc
experts nominated according to the topic concerfda: activity of the Commission is
regulated by the approved status and processimgg.rilhe aim of the Commission is to
prepare position to the submitted notificationstfte MoE, to provide controlling activities
in the institutions belonging to the competenceMiA, to monitor developments and
research progress in the field of GMOs and it pgrdites also in legislation developments.
MoA ensures also monitoring of GMOs (see Part 4inaans of their specialized bodies and
four controlling laboratories detecting GMOs in dhdeeds and related raw materials and
products (see also the Annex 4).
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Presently the MoA is preparing principles of the@xstence of conventional, ecological and
biotechnological types of agriculture in compliangéh EU recommendation.

Since 2004 all notifications will be also availalidée the public (including nongovernmental
organizations) by means of internet, at the MoE andhe municipal authority where the
intended use is going to take place. The Commissibave mentioned Ministries (and also
the public) send to the MoE their position and ca@ntmOn this base additional information
is usually required from the notifier and consedlyemew assessment has to be done. After
final evaluation the Ministry of the Environmentkés decision. In case of approval the
consent is given for limited period of time (usyall — 10 years). After this period a new
application must be submitted.

After the accession of the Czech Republic to theofgean Union the MoE will also
communicate with the European Commission when requy the EU legislation (mostly as
regards the authorisation process for placing GMI©Othe market.

All submitted notifications and the decisions of Bare published on the official website
http://www.env.cz/gmand at the official MOE desk.

The system of inspections of the approved conditioh GMOs use is carried out by
governmental Authorities determined by the law aditg to well established rules and
procedures. The competence of controlling is rdlatethe origin and purpose of the GMO
use (see Part 4).

Risk assessment procedures include strict rulegtaydare carried out by experts appointed
by the governmental institutions according to thet An the use of GMOs and genetic
products. The wide roaster (panel) of experts veasfally selected from the specialists from
the Academy of Sciences of the Czech Republic, arsittes, research institutes,
governmental bodies and professional nongovernmenganizations and it is permanently
updated. In the frame of the UNEP-GEF project ,Depment of the National Biosafety
Framework for the Czech Republic* a detailed surmeyhe methodology of risk assessment
has been worked out. The survey describes all lplessisks of the use of GMOs and
approaches how to evaluate them. Specialized sesn@msure experience exchange among
the individual experts.

The review of the negotiated notifications and éssupermits as of February 29, 2004 is
presented in the Annex 5.
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4. Monitoring and Enforcement

4.1 Description of systems for monitoring and enfeement

Compliance with legislation in force must be pereraily and effectively controlled.
Therefore in the Act 78/2004 (up to February 280£2the Act 153/2000 was applied), on
Genetically Modified Organisms and Genetic Produtke 8§ 27 in part 6 designates
competent control authorities. Along with the thremistries — Ministry of the Environment
and its Commission for the Use of Genetically Madif Organisms and Products (List of
members see Annex 2), Ministry of Health and Miyisif Agriculture — eight institutions are
authorized to perform supervision and monitoringhaf genetically modified organisms and
the way of their use (see simplified scheme of twoimg system in Annex 4 and for the list
of institutions involved see part 4.3 ). The det@itlescription of the duties and approaches in
GMOs monitoring and inspections, worked out byititdvidual governmental institutions, is
a part of the Survey on Monitoring (available omyCzech).

4.1.1 Czech Environmental Inspection

The main competent authority regarding supervisiod control of GMOs designated by the
Act 78/2004, on Genetically Modified Organisms denetic Products (up to February 25,
2004 by the Act 153/2000) is ti@zech Environmental Inspection (http://www.czpi.c3.

The frame of this body competence is given maiylyie above mentioned Act. In the case,
that any of Acts related to GMOs do not formulapeaal procedure the general Act
552/1991 on State Control is applied.

The competence of the environmental inspector foviding the control is proved by his/her

professional ID card. The controls are usually péh (announced in advance), however,
sudden controls are possible in case of neceSdiy.planned controls are carried out after
careful preparation. This preparatory phase indudefined administrative steps, finding

necessary information about the institution intehéle control, studying the records of the

already realized controls, examination of the pmessuggestions of individuals or non-

governmental and governmental organizations, fopdind studying necessary professional
documents (technology, standards, etc. in casen ahdustrial process), preparation of the
necessary equipment (e.g. for sampling) and org#aiz of intended collaboration (e.g. with

customs officers, police, experts, etc.)

The announcement of controls planned in advanceallys8 days beforehand, at least)
contains besides the date, hour and place of theatdeginning the subject of the control
and the list of documents which should be availafde inspection. The controlled
institution/company (responsible personnel) areigedl to create conditions for control
smooth development. In case of not keeping thecphbesl duties the inspectors determine the
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fine up to 50 000 Czech Crowns. The fine may bemjirepeatedly up to maximal amount of
200 000 Czech Crowns (according to the Act 71/1967)

In 2003 all field trials approved by the Ministry the Environment were checked. The
monitoring was performed during the experimentswadl as after their termination. It
regarded field test with the Bt maize, potatoess #ind prune variety (virus resistant) Stanley.
The 10 controls were focused on the observing @fctnditions specified in the approval by
the Ministry. No violations were found.

Another type of control is performed in facilitiexcluded in the register of places where the
genetically modified organisms are used. All appbvacilities were controlled in 2003.
Only minor divergences from the required practiceraviound and corrected immediately.
Only in one case the penalty procedure was started.

During the year 2003, 14 samples were randomlyectal in areas of non-GMO planting in
order to check possible transfer of transgenedrisgenes were found in these samples.

The Czech Environmental Inspection organizes regu&aning courses for inspectors. In
2003 they were focused to the methods of laborgboogessing of collected samples and
methods of sampling. The courses were organizeteatnstitute of Chemical Technology
and a certificate was issued to participants assalt. In addition, the inspectors take part in
all workshops of the Commission for the Use of Giealy Modified Organisms and
Products.

Permanent cooperation with laboratories performing analysis of genetically modified
organisms was established. It deals with methodsaofplings, sample storage, biochemical
analysis (e.g., ELISA or PCR). International cotgan corresponding fields were extended.

Regarding the origin and intended use of GMOs, @eech Environmental Inspection
collaborates with the following official bodies:

4.1.2 Czech Agricultural and Food Inspection Authoity

Czech Agricultural and Food Inspection Authoribttp://www.szpi.gov.cy was established
by the Act 146/2002 as a competent authority urtler supervision of the Ministry of
Agriculture and consists of the Central Authoribdaeven regional inspectorates.

The Inspection Authority performs the oversightpetsons producing food and releasing it
on the market as requested by the Act 110/199%hencase of novel foods containing
genetically modified organisms in the form of thet 806/2000 and also by the Act 78/2004
(Act 153/2000 before February 25, 2004).

In connection with this activity the Inspection Aotity controls all duties of producers and
importers of novel foods who introduce them on tharket. These controls are either
centrally planned controls or controls initiated t®gional inspectorates in the frame of
regular every day controls.

The subjects of controls are food products and madgecontaining the substances from crops
that might be potentially modified, e.g. maize oy beans.
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v/ Starting from January®1of 2001 it is permitted to put on the market nofadds
containing genetically modified organisms only witie approval of the Ministry of
Health.

v Since May I of 2001 the user producing foods with the useesfatically modified
organisms must be registered by the Ministry ofEhgironment and

v' since January ®1of 2002 the labeling is compulsory even in casefaafds not
containing genetically modified organisms but progtliwith them.

The controls are conducted in own laboratory bearaccreditation by the Czech
Accreditation Authority. It performs:

1.

Detection of specific DNA in products containintpize or soy beans based on PCR
screening for CaMV 35S promotor and NOS terminator.

Detection of specific DNA in foods of plant dngby Real-Time PCR screening for
CaMV 35S promotor and NOS terminator.

Detection of specific DNA of Roundup Ready sogoy products by PCR.
Detection of specific DNA of Bt-176 maize in re@iproducts by PCR.
Detection of specific DNA of Roundup Ready sogoy products by Real-Time PCR.

4.1.3 Central Institute for Supervising and Testingn Agriculture (CISTA)

The scope of the activity of the Central Institéde Supervising and Testing in Agriculture
(http://ukzuz.cy is given by the Act 147/2000 and in the field@¥1Os by the Act 78/2004

(by the Act 153/2000 before February 2004). Itdasponsible for expert controlling in the
following areas:

a)

b)

Seed and planting materials of cultivated plants cultivated plants for seeds production
in accordance with the Act 357/1999. It examinesptultivars for their registration and
subsequently controls their planting after termoratof the administrative registration
process. In case of GMOs the process of registrati@ay start only after obtained
permission of their release into the environmeniméans that the whole administrative
process according to the Act 78/2000 (formerly adicg to the Act 153/2000) with the
positive result is the necessary condition for shemission of the application for GM
plant registration. The aim of the Department ofticar examination is, along the
biosafety testing of the plant cultivars releasatb ithe environment, to control the
unregistered contamination of the tested cultivdarsng the field trials, including GM
contamination.

In relation to the Act 219/2003, the CISTA m®yding control and testing of the use of
seeds and planting material of agricultural plamtse Institute is also accredited centre
and member of ISTA (International Association f@e8 Testing) for testing of cultivar

purity of the individual GMO ranks. The aim of tleesentres is to create uniform,

comparable and reproducible results worldwide.
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c) CISTA carries out also the ad hoc controls efrégistered and non registered genetically
modified plants, seeds and plant components insfeedording to the Act 91/1996 and
Act 78/2004 (formerly Act 153/2000).

d) Further CISTA activity is concerned with permiainplant cultures in relation to several
Acts, as Act.97/1996 (Protection of hops), Act 1P85 (vineyards and wine making)
and Act 219/2003 (release of seed materials angtiptamaterial into the environment)
which covers planting material for fruit trees, ggatly mainly plum trees and other stone
fruit trees.

e) CISTA created own laboratory for GMOs testingiclhis oriented on the detection of
wide scope of genetic modifications. However, iteguipped only for detection (i.e.
qualitative assays). Quantitative assays are peddrin other accredited laboratories
(Research Institute of Crop Production, Praguditine of Chemical Technology, Prague
and State Institute of Public Health, Brno).

f) Itis important to stress that CISTA is not aatited to provide administrative procedures
and thus all findings passes to the Czech Enviromahelnspection (for further
administrative processing) and to the Ministryted Environment.

g) The results of inspections are regularly pulgiilon the institutional websites (for the
address see above).

4.1.4 State Phytosanitary Administration

State Phytosanitary Administration (http://tesnov.srs.gas included in the Act 78/2004 for
the state professional inspection of the use okteally modified organisms and products
and inspection of tests of genetically modifiedaoigms in the frame of its mandate.

The registration of products for plant protectitrgir monitoring and control mechanisms are
regulated by the Act 147/1996 on Phytosanitary iSernit is stated in the § 3 that the service
includes registration of plant protection produggster f), and monitoring their effectiveness
as well as genetically modified organisms intenttedthe use in plant protection including

their possible unintended effects (letter g).

Following the 8§ 34 (d) products containing genétycanodified organisms may be registered
providing they meet the requirements of § 19 Chaptend the applicant provided proof that
these organisms are:

a) accompanied by the risk assessment of handiitng w
b) included in the register of the Ministry of thavironment.

Products that are used and released for the madderding to 8 34 are subjected to the
regular control from the criteria given in the § CAapter 1 and in the § 26. The control is
performed by the corresponding office of the SRltgtosanitary Administration.

Phytosanitary supervision (8 37a. letter b) coasmdtsupervision over the use of genetically
modified organisms and products according to spedécree, in the case when their presence
or use is in connection with activities under ®&dr b), c) and g).
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Due to the practical absence of planting transgertps with toxic effects on pests, the State
Phytosanitary Administration has not taken pafteld controls till now.

4.1.5 State Veterinary Administration of the CzechRepublic

State Veterinary Administration of the Czech Repulfhttp://svscr.cy is a competent
authority under the guidance of the Ministry of &gitture in charge (along others) of:

v care and protection of the animal health,
v'supervision over the safety of animal productsfeed,
v protection of livestock from risks caused by ptathenvironment.

Therefore the task of the State Veterinary Admiaigin is the oversight of the use of
genetically modified organisms in animal feed amémal health care. In the latter case it
cooperates with thdnstitute for the State Control of Veterinary Biologicals and
Medicaments(http://www.uskvbl.cz).

4.1.6 Institute for the State Control of VeterinaryBiologicals and Medicaments

Institute for the State Control of Veterinary Bigloals and Medicaments
(http://www.uskvbl.cz) acts according to both national and EU legistetioThe national
Decree 79/1997 and related Acts on medicament®and8/2004 on GMOs create the legal
base for involvement of this institution into Czesdiministrative and monitoring system. The
registration of veterinary medicaments, includingl@s, are now regulated by EU Directive
2001/82/EC and Decree 2309/93 and it is performadturopean Agency EMEA. Institute is
involved in decision making process via its repnégive in the GMO Commission of the
Ministry of Agriculture which is preparing Ministrposition for the Commission for GMOs
and Products at the Ministry of the Environment aubsequently it participates in the
controlling and monitoring activity in the field @&terinary biologicals and medicaments.

4.1.7 National Institute of Public Health

The Institute Iittp://www.szu.c} executes the control of genetically modified arigens from
the human health point of view. The Commission o Use of Genetically Modified
Organisms and Products adopted a rule that anyigrgawhich as such or its part can be
used as food or generally eaten, must be approsefad. This is the main role of the
National Institute of Public Health that resulterfr the 886 of the Act 258/2002, on the
Protection of Public Health.

National Institute of Public Health established raup of experts for the assessment of
problems connected with the health impact of theegeally modified organisms. These
experts are representing:

v’ the hygiene of food chains,

v' the hygiene of the environment,

v’ the hygiene of work and professional diseases,
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v epidemiology and microbiology.
The expert group formulates its position on dossisubmitted by the Ministry of the
Environment on the issues of genetically modifiedanisms. Based on the expert group
opinion, the National Institute of Public Healthbsuits its standpoint to the Ministry of the
Environment. It is up to this Ministry to formulafieal decision.

National Institute of Public Health also performemntioring of the presence of food products
that may contain traces of genetically modifiedamigms on the Czech market and refers on
this situation to the Ministry of the Environmefithe institute is independent from other
monitoring and control bodies and it has not positf a governmental control body.

For the comparative studies the National Instimitd®ublic Health stores the collection of
reference samples of substances and products cmgtdbM material that might be used as
food and/or feed.

4.1.8 State Institute of Drug Control (SIDC)

The Institute fittp://www.sukl.c2 is a governmental institution for supervisiontio¢ Act on
Drugs 79/1997, 8 67 and according to the Act 7842@6rmerly Act 155/2000) it is included
among the governmental bodies responsible for $keofi GMOs and products.

Drug registrationUntil the Czech Republic accession to EU (in adance with both above
mentioned Acts) the decision of the Ministry of tBavironment is necessary prior to the
application for genetically modified drug regisioat This administration may be avoided in
case that the evaluation has been already donelUbgpuihorities (see Decree 473/2000).
Since May 1, 2004 the majority of medicaments blregistered by a central system of EU
(Decree 2309/93).

Clinical evaluation.Clinical evaluation of medicaments containing GM®eds written
approval (Directive 2001/20/ES) which is given onlgen the conditions of the Act 78/2004
will be fulfilled. The documents needed for the ligaiion to provide clinical evaluation are
given in the Decree 427/2000, 8§ 13.

Specific health treatment programmeBhe medicaments may be used and distributed only
in accordance with the conditions of the Act 7820@rmerly Act 153/2000).

The use of medicaments containing GMO in the regihenregistered us@.he physician
can not prescribe and use the medicament conta@m@ for patient treatment. The § 5a of
the Act 79/1997 is not applicable in the case Bi@presence in the medicament.

Supervision. If the medicament contains GMO then SIDC perfosmgervision in the frame
of the Acts 79/1997 and Act 78/2004 (formerly AQ1Z00). It follows the conditions of
production, distribution, application, use and idation. In case of breaking laws SIDC
informs the Czech Environmental Inspection andMiir@stry of the Environment.

ConclusionsSIDC has enough capacities to implement dutiesngrifrom above mentioned
Acts. Up to now, no medicament containing GMO hearbregistered in the Czech Republic.
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4.1.9 Customs Administration of the Czech Republic

Customs Administrationhftp://www.cs.mfcr.cy belongs administratively to the Ministry of
Finance. According to the Act 78/2004 Customs Adstiation takes part in controlling
transboundary movement of GMOs.

Customs offices check all documents and certificetiaccompanying export and import of
agricultural products and other organisms or prtgltltat might include genetically modified
organisms. They take all measures to comply withAbt 78/2004 collaborating with other
control bodies, mainly with the Czech Environmearggection. Import, transit and export are
controlled at particular transboundary traffic geirFor instance, in 2003 five samples of soy
beans and maize were analyzed during the non-stopot from March 3 to March 31 on
different transboundary traffic points.

4.2 Laboratories for detection and assessment ofMBOs
A quite large network of laboratories for detectargl assessment of GMOs has been created
in the Czech Republic. It is advantageous that #neyalso well geographically distributed.

Four laboratories are working under the MinistryAgficulture:
- Laboratory of the Czech Agricultural and Foodplastion Authority (Prague)

- Laboratory of the Central Institute for Supemgiand Testing in Agriculture
(Prague)

- Laboratory of the State Veterinary Administratimirthe Czech Republic (Jihlava)

- Laboratory of Molecular Genetics at the Reseal$titute of Plant Crops
(Prague-Ruzy¥). According to the decision of the Ministry of Agmlture this
laboratory is accredited for methodological cooatiion of the other three
laboratories and it also serves to the Czech Enmiemtal Inspection.

Under the auspices of the Ministry of Health thaolatory of the National Institute of Public
Health was established in Brno. This laboratoigpiscialized on foods and food products.

The network of laboratories testing samples witbslle content of GMOs is completed by
the university laboratory located at the DepartnaBiochemistry and Microbiology at the
Institute of Chemical Technology in Prague. Thibokatory serves also to the Czech
Environmental Inspection.

The representatives of this laboratory and laboyadd the Research Institute of Plant Crops
are involved as observers in activities of thedpean network ENGL (until accession of the
Czech Republic to EU). In May 2004 an official eddbration between Czech Republic and
ENGL will start.
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4.2 List and addresses of Institutions responsibl®r above described actions

Ministry of the Environment

Department of Environmental Risks

Person responsible for GMOs : Zuzana Doubkova
Address: 100 10 Praha 10, VrSovicka 65

Phone: +420 267 122 922

Fax:  +420 267 310 013

E-mail: doubkova@env.cz

Website:http://www.env.cz

Ministry of Agriculture

Person responsible for GMOs : Ivan BranZovsky
Address: 117 05 Praha 1¢Shov 17

Phone: +420 221 812 693

Fax:  +420224 812 989

E-mail: branzovsky@mze.cz

Website:http://www.mze.cz

Ministry of Health
(seeNational Institute of Public Health)

Czech Environmental Inspection

Persons responsible for GMOs: Toma&and Martin Bhnik
Address: 190 00 Praha 9, N&eBu 267-1a

Phone: +420 222 860 330

Fax: +420 283 890 567

E-mail: marik@cipz.cz tehnik@cizp.cz

Website:http://www.czpi.cz

Czech Agricultural and Food Inspection Authority
Person responsible for GMOs : Martin Sindela
Address: 603 00 Brno, Ktna 15

Phone: +420 543 540 237

E-mail: martin.sindelar@szpi.gov.cz

Website:http://www.szpi.gov.cz
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Central Institute for Supervising and Testing in Agiculture
Person responsible for GMOs: KaRiha

Address: 612 42 Brno, Hroznova 2

Phone: +420 543 548 239

Fax: +420 543 212 440

E-mail: karel.riha@ooz.zeus.cz

Website:http://ukzuz.cz

State Phytosanitary Administration

Plant Protection Product Division

Person responsible for GMOs: Miloslava Navratilova
Address: 613 00 Brno, Zemlska 1a

Phone: +420 545 137 045

Fax:  +420545 211 078

E-mail: Navratilova@srs.cz

Website:http://tesnov.srs.cz

State Veterinary Administration of the Czech Repubic
Person responsible for GMOs: Radomir Belza
Address: 120 00 Praha 2, Slezska 7

Phone: +420 227 010 134

Fax: +420 221 812 979

E-mail: r.belza@svscr.cz
Website:http://svscr.cz

Institute for the State Control of Veterinary Biologicals and Medicaments
Person responsible for GMOs:. Josef Petras

Address: 621 00 Brno-Medlanky, Hudcova 56 a

Phone: +420 541 210 022 — 024

Fax: +420 541 210 026

E-mail: petras@uskvbl.causkvbl@uskvbl.cz

Website:http://www.uskvbl.cz/

National Institute of Public Health

110 00 Praha 10, Srobarova 48
Website:http://www.szu.cz

Person responsible for GMOs ¥iJRuprich
Address: 612 42 Brno, Palackého 3a
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Phone-Fax: +420 541 211 764
E-mail: secretariat@chpr.szu.cz

Website:http://www.chpr.szu.cz

State Institute of Drug Control

Person responsible for GMOs: Milan Smid
Address: 100 41 Praha 10, Srobarova 48
Phone: +420272 185 111

Fax: +420 271 732 372

E-mail: milan.smid @sukl.czsukl@sukl.cz

Website: http://www.sukl.cz

Customs Administration of the Czech Republic
Person responsible for GMOs: Pavel Polak
Address: 140 00 Praha 4, Byolicka 7

Phone: +420 261 332 332

E-mail: polak@cs.mfcr.cz

Website: http://www.cs.mfcr.cz

Laboratories accredited for assaying GMOs for the prpose of State administration on the basis of

negotiation with the Ministry of the Environment

Research Institute of Crop Production

Contact person: Jaroslava Ovesna

Address: Drnovska 507, 161 06 Praha 6 — Réizyn

Scope: Laboratory for identification of GMOs anddérprinting

National Institute of Public Health

(Centre for the Hygiene of Food Chains in Brno)
Contact person: fdiRuprich

Address: Palackého 3A, 612 42 Brno

Scope: Detection of GMOs used in production of ®od

Institute of Chemical Technology

Department of Biochemistry and Microbiology
Contact person: Katima Demnerova

Address: Technicka 3, 166 28 Praha 6

.Scope: Detection of GMOs, including microorganisms
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Institute of Plant Molecular Biology, Academy of &mces of the Czech Republic
Laboratory for detection of transgens in plants

Contact person: Jiticth Biiza

Address: BraniSovska 31, 370 08ské Budjovice

Scope: Transgen detection during monitoring ofgeally modified plants

(assaying of samples during GMO projects)

University of South Bohemia

Department of Genetics, Biological Faculty

Contact person: Milos Otielj

Address: BraniSovska 31, 370 08ské Budjovice

Scope: Monitoring of rape seed spreading by palghgrains

(Project of the Ministry of the Environment)

For the addresses of other laboratories see thercesponding Institution.

(Note: All responsible persons as well as the head@&M O laboratories are highly qualified expertghw
university education, many of them with PhD degpmefessors or associated professors.)

4.3 Future plans and needs

» To create the network of accredited laboratorieslired in the European Network of
the GMO laboratories (ENGL system).

» To organize regular roundtable discussions of ¥peks involved in risk assessment.

» To organize courses for personnel specializednmpsiag and assessment of GMOSs in
order to improve the reliability of the controllimgnd monitoring processes.
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5. Mechanisms for Promoting and Facilitating PublicAwareness, Education
and Participation

Right of the publicto information belongs to the basic human rights according td_tsieof
Basic Human Rights and Freedoms. With relatiorhednvironment, the Rio Declaration —
its Principle 10 recognizes three basic forms dilipyparticipation in environmental matters:
the right of citizens to information, the right participate in environmental decisions, access
to mechanisms of redress and justice when thesrighe violated. Recognition of these
principles led to adoption of the Convention on égsto Information, Public Participation in
Decision-making and Access to Justice in EnvirortadeMatters in Aarhus, on June 25,
1998, during the fourth ECE Ministerial Conferenttenvironment for Europe”. In the
framework of this Aarhus Convention, at the firsteting of the Parties in October 2002,
Working Group on GMOs was established to explore d¢iptions for a legally binding
approach to further development of the Conventiothe field of GMOs, which negotiations
still continue. The Cartagena Protocol on Biosaféhe principal international legally
binding instrument in this sphere, recognizes thpartance of public awareness and
participation through its Article 23. It requirearBes to the Protocol to provide information
on LMOs to the public, to ensure participation iMQ@s related decision-making processes
and to inform public about the access to the Betgaflearing-House.

In the sense of the above mentioned Atrticle, puipliormation should focus to three main
areaspublic awareness, public education and public pattipation. In the Czech Republic
the environmental education and awareness havadglieertain tradition and in the last ten
years have been developed correspondingly to pitegiof sustainable development and
implementation of the Agenda 21. The Ministry of tlEnvironment coordinates these
activities as the supreme governmental body inrenmental issues. The basic official
documents for these activities are following:

State Programme on Environmental Education andidAklareness, adopted in 2000

Action Plan of the State Programme for the peridd122003

Action Plan of the State Programme for the perid@d422006

State Environmental Policy - version in force aédpn 2001

(the updated State Environmental Policy is undeparation and it is supposed to be adopted
in 2004).

The environmental education is developed in codjeravith the Ministry of Education,
Youth and Physical Training.

The National Network of centres for EnvironmentalluEation and Awareness spread
throughout the whole country enables to developvities at local level. The centres operates
under auspices of different bodies, both governaiesndd non-governmental. Besides this,
some local information centres, contributing to amdement of public awareness, were
established as a result of private initiative.

Access to information is based on two importans,atamely:

Act 123/1998, on Right to Environmental Informatio

Amendment of this Act was proposed. The Legisla@auncil of the Government deals with
this Amendment, which will be passed to the Pamiatrapproximately in April 2004. In

comparison with the existing Act, the Amendmentludes a shorter period for providing
required information (15 days instead of 30 dayosting to existing Act).

Act 106/1999, on Free Access to Information (urfskate administration).
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All information systems of the environmental seatolt become part of so called Integrated
Information System on the Environment, which is endevelopment. This will include also
libraries and information services and it will elebccess to environmental information from
different sources.

In relation to the biosafety issues, the main wafysublic information so far used have been:
* Internet
* Ministry of the Environment Bulletin
 Open meetings of the Czech Commission for the Usédsenetically Modified
Organisms and Products
* Workshops and specialized courses
» Publications, leaflets, CD-ROMs, etc.
* Radio and TV programmes.

The public participation and awareness was ensonaadly through theé'Act 153/2000, on
the Use of Genetically Modified Organisms and Pagand Amendment of Some Related
Acts” which came into effect on January 1, 2001. Thig, A5 mentioned in preceding
chapters, together with three implementing Decra®gered the contained use, deliberate
release of GMOs into the environment and placinghenmarket of GMOs as or in products,
including the export and import thereof, as wellpablic involvement in the processes. In
spite of the fact that this Act took into accouagiklation of the European Community and
includes the main provisions of the Cartagena obton Biosafety, it does not correspond
fully to the recent development in this sphere.

Therefore the newAct 78/2004, on Genetically Modified Organisms &ehetic Products
transposing the provisions of the Eirective 2001/18/EC on the deliberate release ithi®
environment of genetically modified organisms aegdealing Council Directive 90/220/EC
and the provisions of the Protocol not implemertedhe above cited legislation was adopted
by competent authorities and entered into forc&eruary 25, 2004. The new Act on GMOs
also reflects the experience with the implementatdb GMOs legislation at national level.
The Act defines rights and obligations of persamd eompetence of authorities in the use of
genetically modified organisms and products thereothis new Act public information and
participation were strengthen and are reflectechiyan the following Articles:

Article 5 — Granting Permission for Contained Ubgroduction into the Environment and
Registration for Placing on the Market

The procedure includes public information and pgétion, public information on the
content of application, possibility to send commsenvithin 30 days from public
announcement of the content of application, andsuch a case obligation of public
proceeding, obligation for the Ministry of the Eronment to publicize the whole decision.
Article 6 — Public Proceeding

This is obligatory in case of some comments, ad a®lpublicizing the result of public
proceeding.

Article 10 — Public Information

The most important Article with respect to publry the basis of which the Ministry of the
Environment should publicize information:

1. on the official board of the Ministry, 2. thrdughe Internet, 3. at local level - community
and region, where the use of genetically modifieghnisms is taking place.

Article 11 — Labelling

Obligation to use label: “genetically modified onggm” or “product containing genetically
modified organism”.
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Article 21 — Measures in Case of Accident

Among others obliged Ministry of the Environmeniriform public about accident.

Article 22 — Register of Permitted Genetically Mioell Organisms and Register of Users
Both registers available through the Internet.

Article 23 and 24 — Placing on the Market: Peramitl Registration

Obligation to make public report on permits andrtake available through the Internet the
register.

Article 28 — Ministry of the Environment: Czech Comssion and International Exchange of
Information

Reports of the Czech Commission for the Use of Geally Modified Organisms and
Products are publicized, participation in its peioheetings is possible.

International Exchange of Information as obligatadrthe Ministry of the Environment.

An amendment of this new Act reflecting the last EQislation development has been
proposed and is under process of negotiations.

The Czech Commission for the Use of Genetically Med Organisms and Products was
established in January 2001 as an advisory bodlgeaMinistry of the Environment of the
Czech Republic according to the Act 153/2000, ba Use of Genetically Modified
Organisms and Products and Amendment of Some Relas. The Minister of
Environment nominates the chair, secretary and reesntif the Commission, after consulting
the Ministers of Health and Ministry of Agricultyrfom amongst professionals representing
the administrative authorities, Academy of Scienoéshe Czech Republic, universities,
sectoral research institutes and civil associatidine Secretariat of the Commission is at the
Department of Environmental Risks of the Ministfytiee Environment.

The Commission is authorised by the Ministry to:

a) follow scientific and technical developmentghe area of the use of genetically modified
organisms and products and, when necessary, tonintbe Ministry and recommend
appropriate measures,

b) control the information set forth in applicateorior 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 cooperatiomivState administrative authorities,

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

e) discuss the reports on the use of GMOs prefiareders,

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

In these activities the Commission co-operates vattmumber of external experts and
consultants. Contact is maintained first of allotigh e-mail, even among members. The
Commission meets approximately ten times a yeartaldemeetings are organized as open
meetings, enabling participation of interested ,lphainly NGOs.

Biosafety Clearing House

35



National BCH was established at the Ministry of tRmvironment, Department of
Environmental Risks. It collects data and enabbashange of information, publication of
reports, etc. Website is a part of the Ministryled Environment website: http://www.env.cz
— link to GMO (part on GMOs so far only in Czechlhe web contains:

» Definition of GMOs, on the basis of the Act 78/2003h Genetically Modified
Organisms and Genetic Products, and links to athportant web-sites, both national
as well as European and international (Centre I IHygiene of Food Chain,
Research Institute of Crop Production, Informatiom the European Union,
including Plant Scientific Committee, Informatioromn OECD countries, UNIDO,
Biosafety Clearing-House of the Cartagena Protocol)

* Registers of GMOs, according to their use: placndhe market, introduction into the
environment, contained use.

* Register of GMOs users.

» Expert reports of the Czech Commission for the W$eGenetically Modified
Organisms and Products.

The Ministry website will be re-structured in aanéuture, which will enhance possibility of
information sharing on GMOs and use of English ieer,sas well as more inter-linkages.

The Czech BCH NFP was nominated as an integral gfairtternational BCH network in
close relation to already existing national GMO veelol database. The main challenge for the
efficient operability of the Czech NFP will be tceate an effective link to a central portal of
BCH and to make national BCH unit interoperableWBCH system (http://bch.biodiv.org).
This will require further and more targeted capabitilding, tailored to national needs.

For the purpose of the UNEP/GEF Project a specadisite was established at the Institute of
Chemical Technologyhttp://gmo.vscht.czThis contains basic information on the Projeat an
related activities, reports of the workshops andetings, information on specialized
publications, etc., both in Czech and English.

Workshops and courses

are organized as special actions or back to battkatiher events, such as special expositions,
fares or conferences, under the auspices of masstuniversities, Academy of Sciences or
their research institutes. In this respect e.gpecation with foreign embassies proofed to be
useful. Several such workshops were organized nithe UNEP/GEF Project for various
groups of stakeholders and in different countryiaeg (see Annex 6). One Sub-Regional
Meeting was held in Prague, on April 24 — 25, 2088bling exchange of experience among
specialists representing the UNEP Biosafety Ungné&va, European Commission and four
EU accession countries — Slovakia, Hungary, Craaithe Czech Republic. Proceedings of
the Meeting was edited and published in June 2003hé Ministry of the Environment,
Prague (see Annex 7). The outcomes of the negwimghow similarity as to main problems
with the biosafety framework in all participateduatries of Central and Eastern Europe.
Especially Biosafety Clearing House mechanism luadeen satisfactorily developed or even
established, mainly as to compatibility and linkhe central Biosafety Clearing House (CBD
Secretariat). The presentations show that the CReglublic has a relatively good experience
in such areas as biosafety legislation, inspec¢tansing or GMOs laboratory detection.
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Publications

In spite of all technical progress and Internet enand more wide use, publications still
remain an important source of knowledge and infdiona especially for education purposes
and even research. With respect to a wide pul#itaim problem represents transformation of
scientific style and terminology into commonly urgtandable language. In the Czech
Republic, a number of publications have appeared issues related with genetic

modifications and biological safety, several ofnthbave been prepared in the framework of
UNEP/GEF Project (Annex 7).

Public perception

is influenced by many factors, such as geograplocaltion, social and political culture of the
region, level of education, accessibility of infation. Even within Europe differences exist
between Nordic countries, Western and Southerngeuemd Eastern Europe. In the Czech
Republic, similarly as in Western European cousirimod safety and related regulatory
procedures represent a wide concern. Even in dertheae is not great deal of genetic
modifications supporters (Cefovska M, Soukup J.: Survey on Public Perception of
GMOs. In: Proceedings, Sub-Regional Meeting on &ty Framework, Ministry of the
Environment of the Czech Republic, June 2003, p383 Annex 8). The public perception
is inter-linked with the official Czech Republiclfmy, which follows the EU model.

Goals and Measures

Further development of public awareness and ppatiicn in biosafety sphere as a part of
environmental education should correspond with $it@te policies of respective sectors,
especially with the State Environmental Policy as strategic document of the sector
responsible for implementation of internationald@rsity and biosafety related treaties.

The main measures for the nearest periods canfimedas to:

* Implement the State Programme on Environmental &thut and Public Awareness
and ensure its inter-linkage to other related mognes.

* Complete ratification process of the Aarhus Conweentand ensure its subsequent
implementation, including measures regarding GMOs.

» Enhance environmental education and awareness edcias different stakeholders
groups.

* Focus to public education on preventive measurethénfield of chemicals and
GMOs.

* Ensure information sharing on risk substancesudioy GMOs.

* Through information sharing contribute to implensiun of the Act 123/1998, on
Right to Environmental Information and the Act 11839, on Free Access to
Information.

* Develop an integrated information system on GMOsoragn Ministry of the
Environment, Ministry of Agriculture, Ministry of éklth and Ministry of Industry
and Trade.

* Implement commitments of the Czech Republic as atyP#o international
environmental conventions and protocols.

» Cooperate with international organizations.
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* Develop bilateral cooperation especially with resp® the EU priorities and at
national level take measures reflecting Europeamm@igsion recommendations in
respective field.

Annexes

1. National Coordinating Committee

2. Czech Commission for the Use of Genetically MiediOrganisms and
Products

3. Administrative Procedure of Circulation and Asssaent of the Notifications
for the Use of GMOs

4. Simplified Scheme of GMOs Monitoring System

5. Overview of Authorisation Procedures for the G6&MOs (29.2.2004)
6. Workshops (organized within the Project)

7. Publications (prepared within the Project)

8. Survey on Public Perception of GMOs
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Annex 1
National Coordinating Committee

National Project Coordinator

Jan Kas

Institute of Chemical Technology

Technicka 3, 166 28 Praha 6

tel.: 420 224 353 018, fax: 420 224 355 167, 42D 233 726
Jan.Kas@yvscht.cz

Ministry of the Environment — National Executing &ty
VrSovicka 65
100 10 Praha 10

Milena Roudna

Global Relations Department

tel.: 420 26712 2769, fax: 420 26731 1949
roudna@env.cz

Zuzana Doubkova

Environmental Risks Department

tel.: 420 26712 2922, fax: 420 26731 0013
doubkova@env.cz

Czech Commission for the Use of GMOs and Products
Slavomir Rakousky

Institute of Plant Molecular Biology

Academy of Sciences of the Czech Republic
BraniSovska 31

370 05 Ceské Budjovice

tel.+ fax: 420 387775537

ray@umbr.cas.cz

Czech Environmental Inspection

Tomas Maik

Na b'ehu 267

190 00 Praha 9

tel.: 420 283 890 568, mobile: 606 627 727
marik@cizp.cz

Research Institute of Crop Production
Jaroslava Ovesna

Drnovska 507

161 06 Praha 6 — Ruzyn

tel.: 420 233022424

ovesna@vurv.cz

Ministry of Agriculture
TéSnov 17
117 05 Praha 1
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Zuzana DraSnarova

Plant Production Department

tel.: 420 22181 2103, fax: 420 234 432 989
drasnarova@mze.cz

Karel Jan Stolc
Department of Research, Education and Foundatitivifes
tel.: 420 22181 2536, fax: 420 24810097

stolc@mze.cz

Ministry of Health

Lubomir Dobias

University of Ostrava

Medical-Social Faculty

Syllabova ul.

700 30 Ostrava - Zébh

tel.: 420 596 160 520, fax: 420596 118 661
lubomir.dobias@osu.cz

Ministry of Finance — Directorate General of Cussom
Petr Murori

2nd Department

Budgjovicka 7

140 06 Praha 4

tel.: 420 26133 1111

muron@cs.mfcr.cz

Ministry of Industry and Trade

Viera Cisd@ova

Na FrantiSku 32

110 15 Praha 1l

tel.: 420 22406 2696, fax: 420 22406 2418
cisarova@mpo.cz

Institute of Agriculture and Food Information

Olaf Deutsch

Slezska 7

120 56 Praha 2 — Vinohrady

tel.: 420 22701 0324, 420 22701 0249, fax: 22710014
deutsch@uzpi.cz

Private Sector

Jaroslav MarSalek
Spojovaci 561

281 61 Kotim

tel. 420 321 — 783 293
jaroslav.marsalek@volny.cz
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Non-governamental Organizations and Civil Assdaiet

Zeleny kruh (Green Circle)

JiFi Urban

PRO-BIO (Organic Farmers Union)
Nemocnéni 53

787 01 Sumperk

tel.: 420 649 21 66 09
jiri.urban@pro-bio.cz

Biotrin

Jaroslav Drobnik

Vini¢na 5

128 44 Praha 2

tel.: 420 22195 3280
jaroslav.drobnik@atlas.cz

Czech Biotechnology Society
Tomas Ruml

Institute of Chemical Technology
Technicka 3

166 28 Praha 6

tel.: 420 22435 3022
Tomas.Ruml@vscht.cz
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Annex 2
Czech Commission for the Use of Genetically ModifeeOrganisms and
Products

Chairman:

Mr. Milo§ Ondej, Department of Plant Transgenosis, InstitutBlaht Molecular Biology,
Academy of Sciences of the Czech Repuldlieské Budjovice
e-mail:ondrej@umbr.cas.cz

Secretary:

Mrs. Zuzana Doubkov4, Department of Environmentak&® Ministry of the Environment,
Prague

e-mail:doubkova@env.cz

Members:

Mrs. Monika Ambrozkova, Department of Animal Physgy, Faculty of Science, Charles
University, Prague,

nominated by the Czech Union of Nature ConservaisfNGO)

e-mail :mona@natur.cuni.cz

Mrs. Katgina Demnerova, Department of Biochemistry and Miatngy, Institute of
Chemical Technology, Prague
demnerok@vscht.cz

Mr. Jaroslav Drobnik, Biotrend Civil Associatiormague,
former head of the Institute of Biotechnology, GeaiUniversity
e-mail: drobnik@mbox.cesnet.cz

Mr. Karel Jech, nominated by the Society for Susiale Life (NGO)
e-mail :karel.jech@env.cz

Mr. Ivo Konopasek, Department of Microbiology andr@&tics, Faculty of Natural Sciences,
Charles University, Prague
e-mail: konop@mail.natur.cuni.cz

Mr. Tomas Maik, Department of Nature Protection, Czech Envirental Inspection
e-mail:marik@cizp.cz

Mr. Jaroslav Petr, Research Institute of Animaldeiction, Prague
e-mail: petr@vuzv.cz

Mr. Pavel Polak, Section Tariff Integrated, Direette General of Customs, Ministry of
Finance, Prague
e-mail: Polak@cs.mfcr.cz

Mr. Slavomir Rakousky, Department of Plant Transg&) Institute of Plant Molecular
Biology, Academy of Sciences of the Czech Republeské Budjovice
e-mail:ray@umbr.cas.cz
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Mr. Jiiéi Ruprich, Head of the Centre for the Hygiene obdr&Chains, National Institute of
Public Health, Brno
e-mail:jruprich@chpr.szu.cz

Mr. Karel Riha, Division of Plant Variety Testing, Central tihgte for Supervising and
Testing in Agriculture, Brno
e-mail: karel.riha@o00z.zeus.cz

Mr. Roman Rozsypal, representing organic farmimgy @onsumer associations, Brno
e-mail:roman.rozsypal@seznam.cz

Mr.Véaclav Routa, Department of Environmental RidW#istry of the Environment, Prague

e-mail:routa@env.cz
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Annex 3
Administrative procedure of circulation and assessmnt of the notifications for th

Notifier

%\ notifies NGOs, from 20

: ... _notification avalilable fo
MoE sends copies to \ .......
CCGMOs e A
standpoints, comments ~ .....0ue.. comments L
requires
addltlonal
information, amended new standpoints,
modification =¥ notification —¥» assessmel —¥» comment: >
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Annex 4

Simplified Scheme of GMOs Monitoring System

Ministry of the Environment Ministry of Agriculture
Ministry of Health Ministry of Finance
B Czech Agricultural & Food Inspection .

National Institute of Public

Health (Prague/Brno) Customs Administration

Czech Environmental B Central Institute for Supervising
Inspection & Testing in Agriculture
State Phytosanitary Administration State

Institute of Drug
Control

B State Veterinary Administration
(laboratory in Jihlava)

Institute for the State Control of Veterinary

Biologicals and Medicaments
B Research Institute of Plant Crops

Universities
Academy of Sciences of the Czech Republic

B |nstitute of Chemical Technology =
Institute of Plant Molecular Biology

B University of South Bohemia

B B ® G)\O laboratories
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Annex 5

Overview of authorisation procedures for the us&bIOs (as of 29.2.2004)

2001 2002 200
Received notifications (start of the procedure) 47 20 11
Concluded procedures 31 29 8
Of that: issued authorisations 22 23 8
rejected notifications 6 3 0
suspended procedures 3 3 0
Requests for changes in the authorisation (mainly extension of 1 5 17
the scope)
Approved changes in the authorisations 0 3 14
Subjects authorised for the contained use of GMOs 15 12 6
GMOs approved for the deliberate release for any other
purpose than placing on the market 4 3 0
(potato, Bt maize MON 810, RR maize NK 603, flatseed
rape MS8, oilseed rape MS8RF3, prunus var. Stanley)
Number of GMOs approved for placing on the market -
(Roundup Ready soybeans, for import and processing, Bt maize 1 0 1

MONB810, for cultivation, import and processing)

Subjects authorised for the use of GMOs — total

Pending notifications as of 29-02-2004
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Annex 6
Workshops (organized within the Project)

Research of Genetically Modified Organisms in tlzech Republic.
South Bohemian Uniyersitﬁ:eské Budjovice,
September 3-6, 2002eské Budjovice

Risk Assessment and Risk Management.
Institute of Chemical Technology, Prague,
February 13, 2003, Prague

Meeting of the Czech Commission for the Use of €heally Modified Organisms and
Products — meeting open to public.
Ministry of the Environment, March 11, 2003, Pragu

Sub-regional Meeting on Biosafety Framework.
Ministry of the Environment and Institute of Chealid@echnology, Prague,
April 24-25, 2003, Prague

Genetically Modified Organisms and Preparatiorhefational Biosafety Framework.
Ministry of the Environment and Masaryk UniversiBrno,
May 28, 2003, Brno

Genetically Modified Organisms and Preparatiorhefational Biosafety Framework.
Ministry of the Environment and Palacky UniversiBlomouc,
May 29, 2003, Olomouc

Genetically Modified Organisms and Accession of@zech Republic to the EU.
South Bohemian Uvniversity:eské Budjovice,
September 2, 2008eské Budjovice

Genetically Modified Organisms and the Cartagermddenl.
Institute of Chemical Technology, Prague,
September 23, 2003, Prague

Course on Transgenosis. 5
South Bohemian Ugiversity:eské Budjovice,
October 6-10, 2003,eské Budjovice

EMBO Workshop.
Institute of Chemical Technology, Prague,
October 26-29, 2003, Prague

Genetically Modified Organisms in Agriculture anddél Production.

Ministry of Agriculture, Institute of Chemical Texblogy and Institute of Crop Production,
Prague,

October 30, 2003, Prague
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Ecological Impact of Genetically Modified Organisms
IOBC/wprs Study Group,
November 26-29, 2003, Prague

Issues of Biosafety, Genetically Modified Organisam International Commitments of the
Czech Republic.

Research Institute of Crop Production, Prague,

February 18, 2004, Prague

Genetically Modified Organisms and National Biosaferamework for the Czech Repubilic.
Faculty of Sciences, Charles University, Pragum{sar for students)
February 25, 2004, Prague

Final Workshop — Presentation of the Project Result

Ministry of the Environment and Institute of Cheali@echnology, Prague
March 23-24, 2004, Prague
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Annex 7
Publications (prepared within the Project)

Drobnik J., Ontkj M., Petr J.: Genetically Modified Organisms igrisulture. Agriculture
Information No. 4/2002, Institute of Agricultur@éFood Information, Prague, 2002, 71 pp.
(in Czech)

Roudna M. (Editor): Proceedings of the Sub-regiokigeting on Biosafety Framework
(Prague, April 24-25, 2003). Ministry of the Enviraent of the Czech Republic, Prague,
June 2003, 38 pp. (in English)

Doubkova Z. (Editor): Genetically Modified Organism Issues Related with their Origin and
Use. Ministry of the Environment, Prague, Septen2@®€3, 38 pp. (in Czech)

Drobnik J., Ontej M., Klouda Z.: Proceeding of the poster commatians from exposition:
Research of Genetically Modified Organisms in CzRefpublic (September 2-9, 20@2eské
Budgjovice). University of South Bohemi&eské Budjovice, 2003, 23 pp. (in English and in
Czech)

Drobnik J., Ontej M. (Editors): Proceedings of the Workshop ,GM&sl Accession of the
Czech Republic to the EU" (September 1, 2008ské Budjovice). Attavena, 0.p.s(;eské
Budkjovice, September 2003, 32 pp. (in Czech)

Demnerova K., Pazlarovd J.: Genetically Modified cibrganisms. Ministry of the
Environment of the Czech Republic, Prague, Decer2b@8, 18 pp. (in Czech)

Roudna M.: Biological Diversity and Biosafety Reldtlssues. Ministry of the Environment,
Prague, December 2003, 66 pp. (in Czech)

Ovesna J. (Editor): Proceeding of the Workshop ,,GMI®Agriculture and Food Production®
(Prague, Ministry of Agriculture, October 30, 200Besearch Institute of Crop Production,
Prague, December 2003, 39 pp. (in Czech)

Ovesna J., Ktera L. (Editors): Proceedings of the Workshop “éssuof Biosafety,
Genetically Modified Organisms and Internationaln@oitments of the Czech Republic”
(Prague, Research Institute of Crop Productionrlsel 18, 2004). Research Institute of
Crop Production, Prague, February 2004, 80 ppCédech, English Summaries)

BIOPROSPECT, Bulletin of the Czech Biotechnologyisty, Vol. 13, No. 1 — 4/ 2003,
Prague, 28 pp. (Articles on genetic modificatiang;zech)

Kas J., Roudna M. (Editors): National Biosafetyrireavork for the Czech Republic. Ministry
of the Environment, Prague, March 2004, 36 ppEfglish)
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Annex 8
Survey on Public Perception of GMOs(Cerovska M., Soukup J.)

Importance of buying criteria - consumer’s view (qg. Nr.17)
very 6
important O Czech Republic O Germany
5 []
4 |
3 .
no 2 1 N
importance
1 : : : : : : :
price outward freshness taste produadurability product product PR product labelling labelling
composition region origin biosafety of GM of Bio
food buying criteria (GM, Bio) products products

Relation between attitude and awareness of GMOs by Relation between attitude and awareness of GMOs by
CZECH consumer GERMAN consumer
100 100
90 O opponents of GMOs (%) || 90 @ opponents of GMOs (%)
?8 m awareness of GMOs (%) | | 80 m aw areness of GMOs (%) ]
) | 70
60 - 60
% 90 1 % 50 -
40 1 40 |
30 - 30
20 20
10 | 10 4
0 1 0
men women men women men women men women men | women men |women| men |women men | women
skills | agro economics medicin technics and other skills | agro economics medicin technics and other
biology biology
Chosen answers of survey
%100 2
90 o1 86 88
80 } o Czech Republic 0 Germany
70 1 59
60 55
50 L %8 44 47
20 — 37 Y/ W
32
30 | & 22 26
20 16 16 18 14
i 12 -
o Pl W B : | -
0 - |
The first The first lam lam lam GMO are Thereisa Iwould BAN lamafraid of Iwould buy Iwouldbuy Iwouldbuy
information  information interested = SUPPORTER OPPONENT "future lack of  the field trials GMO GMtomatoes Bio tomatoes GMseed
about GMO  about GMO  in GMOs of GMOs of GMOs crops" information by GMO  consumption (17 CZK/kg) (47 CZK/kg)  (g.Nr.19)
was was (9.Nr.5) (9.Nr.6) (9.Nr.6) (g.Nr.7)  about GMOs  (g.Nr.15) (g.Nr.16) (g.Nr.18) (q.Nr.18)
NEGATIVE  POSITIVE by public
(9.Nr.3) (q.Nr.3) (9.Nr.8)
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