Contained use of genetically modified organisms

in the Czech Republic

Legislative Framework

Czech Act No. 78/2004 Coll., on the Use of Genetically difed Organisms and
Genetic Products, as amended, covers contained use ofMD<; deliberate release into
the environment (Part B of EU Directive 2001/18/E@y placing on the market of GMOs
as such or in products, including thegxport and import. The Act transposes EU Directives
2001/18/EC and 2009/41/EC and complies with thég@ana Protocol on Biosafety.

Formats of notifications, procedures of risk assesg and other specificequirements are
laid down by the implementing Decree No. 209/2004, Detailed Conditions for the
Use of Genetically Modified Organisms and Genetadbcts, as amended.

According to the Act on GMOs, the contained usécGdMOs means any activity inside a
closed area, in course of which organisms are @atlgt modified and/or GMOs are
cultivated, stored, transported, destroyed, dispadeor used in any other way, unless the
GMOs have been authorised for placing on the markelU. Genetically modified cells in
culture are regarded as GMOs as well (by legahdefn they are GM microorganisms).

» Website of the Ministry of the Environment on GMOs
http://www.mzp.cz/cz/geneticky modifikovane orgams

» Czech Biosafety Clearing House - information English on legislation,
national contacts and GMO authorisations in thec@ERepublic:
http://www.mzp.cz/biosafety

State Administration on GMOs

The Competent Authority receiving notifications amegulating the use of GMOs
(Competent Authority under EU Directives 2001/18/BAd 2009/41/EC) in theCzech
Republic is the Ministry of the Environment (MoH).co-operates with the Ministry of
Health as regards risks for human health and vghMinistry of Agriculture as food and
feed, seeds and cultivation of GM crops are comzbrithe Czech Commission for the Use
of GMOs and Genetic Products (CzC GMO) as an exquiiisory body to MoE deals with
the environmental risk assessment. Members of thé GMO are representatives of
administrative authorities, scientists and repriederes of NGOs. The Competent
Authority on state supervision of the use of GMGs the CzechEnvironmental
Inspectorate (CEI) that co-operates with otheestapervision bodies in as well.

Authorisation for contained use of GMOs
General requirements set by the Czech Act on GMOs:

» The notifier has to be a person established irEtir@pean Union. Only a legal person or
a natural person authorised to operate businessbmauthorised for contained use of
GMOs.

* Prior to submitting a notification, the notifier $1do0 appoint aiosafety officer — a
person responsible for the risk assessment ofsa@iithe GMO and a contact person for
the Czech authorities. The biosafety officer hasta®t the requirements set by the Act
on GMOs as regards his/her education and experignte GMOs and has to be
available in case consultations are needed. Wha#fishe is an employee of the notifier
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does not matter for the MoE.

» The risk assessment of the contained use shoultt negshe assignment of the activity to
one of thefour risk classes specified in Annex 3 to the Act on GMOs [brosafety
levels).

* The contained area must comply with the requirement containment and protective
measures laid down for the pertinent or higher cisiksses of the contained use in Decree
209/2004.

» Description ofwaste management for each facility using GMOs is required in the
notification. The key step in the disposal of wasten contained use of GMOs is the
inactivation of any viable organisms in the waste.

» The notifier can discuss his notification priorite submission with the staff of MoE
(see contacts below).

Authorisation procedure:

The notification, signed by an official represeviatof the notifier, is submitted to MoE.
The risk assessment has to be verified (signedhdpiosafety officer. If the notification is
submitted in a printed format it has to be providéxb electronically (eg. on CD, by email).
The dossier has to be in the Czech language, ekisgpture annexes.

Risk classes1 and 2

For the contained use in classes 1 and 2, theicadidn does not lead to an administrative
procedure; no written decision from MoE is needestart the activity.

Contained use classified dass 1 may commence immediately after the submission of the
notification.

For the subsequent contained use classified asiclasthe same premises, only the risk
assessment of the new GMOs is required, with aeeée to the previous notification.

Contained use classified akass 2 may commence 45 days after the submission of the
notification, provided MoE has not raised any otets during this period.

MoE checks the completeness of the notification acidhowledges its receipt within 5 days
after the submission. If the notification meetsthk requirements pursuant to the Act on
GMOs, MoE circulates it to the expert body, the €e€ommission for the Use of GMOs
and genetic products (CzC GMO), and to the Ministry ldéalth and Ministry of
Agriculture, if appropriate. The Ministries and CEZMO can make comments and express
their opinion on the notification.

Considering all comments and opinions, MoE may &s& notifier for additional
information or require changes in the intendedvdgtior in the assignment of the risk
category within 30 days after the submission ofrtb&fication.

No administrative fee is required.

MoE makes available to the public only the basi@dm the authorized contained use: the
name and address of the authorized user, GMO(g) ukess of the contained use, date of
the authorization and, in case of the second ¢BS4& 2), the information on emergency
response plan are recorded in the List of GMO Uaktise MoE website (see above).

The notification formats are setAnnex 1 to Decree No. 209/2004 Coall., as amended.
Annex 1 Part A1l: Notification format for the firslass 1 contained use

Annex 1 Part A2: Risk assessment format for thsequent class 1 contained use
Annex 1 Part A3: Notification format for the firslass 2 contained use
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Annex 1 Part A4: Notification format for the sufjgent class 2 contained use

Risk classes3 and 4

Contained use in the third or fourth classes mady oammence on the basis of written
consent issued by MoE, and only within the scope amder conditions laid down in this
consent.

Having received a notification, MoE checks its céegness. If the dossier meets all the
requirements pursuant to the Act on GMOs, MoE tates it to the expert body, the Czech
Commission for the Use of GMOs amgnetic products (CzC GMO), to the Ministry of
Health and Ministry of Agriculture and to the Reggb Authority ofthe region where the
contained use is planned.

The Ministries and the regional authority as wedl @zC GMO provide to MoE their
opinions / comments on the notification within 3@&yd of receiving the dossier.
Consequently, MoE may ask the notifier for any &ddal information. In case the notifier
fails to provide the requested information withimetset time-period (30 days), MoE
terminates the administrative procedure. The amthdi information is forwarded to the
Ministries, Region and to CzC GMO.

MoE shall issue the final decision on the notificatwithin 90 days of receiving the dossier.
For the purpose of calculating this time-periody gqeriod of time for completing the
notification by the notifier upon request for adulital information is not taken into account -
the clock stops. It has to be noted that the matiibn is assessed by different experts from
various points. That leads to wide spectrum of cems usually requiring additional
information to be provided by the notifier. Thenefahe time for issuing the decision is
longer than 90 days.

The notifier has to pay an administrative fee fog awuthorisation CZK 2 000 (approx. 75
EUR). MoE calls on the notifier to pay the fee slyobefore issuing the consent. No fee is
paid when the notification is rejected or withdrawn

Contained use of GMOs is not consulted with thelipuiduring the authorisation procedure.
The text of the final decision is published at kheE website and by the municipality of the
release after the decision has entered into force.

Risk Assessment

Requirements and procedures of the environmentd &ssessment are set in the
implementation Decree No. 209/2004, on Detailed ditmns for the Use of Genetically
Modified Organisms and Genetic Products, as amendeal risk assessment, carried out or
at leastverified (signed) by the biosafety officer, mustdadomitted to MoE as a part of the
notification dossier or separately in case of aseghent class 1 contained use. The
environmental risk assessment is reviewed by th€ GMO within the authorisation
process.

Confidentiality

The notifier may indicate certain data in the ncdifion as confidential business
information, provided he is able to justify that disclosure atlsinformation might be
detrimental to his competitive position.
Following information cannot be indicated as coefitial business information:

- General description of the genetically modifiedamgm;

- ldentity of the notifier;

- Location of the premises;

- Risk assessment;



- Information on the emergency response plan if the {3 required.
The information indicated as confidential busine$srmation is only accessible to:
- State Authorities referred in the Act on GMOs;
- CzC GMO;
- Laboratories carrying out the detection of GMOsNmE and CEl;
- Relevant authorities of other EU Member States;
- European Commission.

Emergency response plans

An emergency response plan is required for condairse in the classes 2 and highwat (in
the class 1). It is a document describing actisis@d measures appliedthe event of an
accident. Detailed requirements for the emergemspanse plan are laidown in the
implementing Decree No. 209/2004.

The notifier is obliged to submit themergency response plan to MoE as a pérthe
notification and separately, prior to commencemeitthe use of GMOs, to the
municipalities where the contained use is to tadkeeq to the local Fire Rescue Brigade, to
the regional authority and upon request atsany person that may be directly affected by
an accident. The authorised user updates and sutimiplan every 5 years or in a case any
new information on potential risks emerges.

MoE makes information on the emergency responseplailable to the public. The scope
of such information is laid down by the implemenqgtiDecree.

Other Requirements
According to Act 78/2004 on GMO#he notifier isaobliged to:
- Check themeasuresfor containment regularly.

- Send to MoE a shorteport on the contained use every year. The format forépert
(in Czech) is available on the GMO website of theBMsee above). A final repad
required after termination of the contained us&BbfOs in the premises.

- Ensure propetabelling and packaging in case the GMO is transported. The text
“Genetically modified organism” and/or in Czech ‘figdicky modifikovany
organismus” has to appear on the label and in ¢themapanying documents during the
transport.

- Keep the documentation on the contained use duhagactivities and for another 5
years after the end of contained use in the premise

- Meet any further requirements laid down in the atifation decision for classes 3 and 4.

Import and Export

“Import and export” means transboundary movemanttsand out of EU. Transboundary
movements within the EU (e.g. from France to thedbzRepublic) are natonsidered as
export or import.

A person authorised for contained use may import or export the GMOs to whithe
authorisation applies, provided that they are estekly intended for the authorised
contained use. Means of transport, country of nrigexport etc. have to be described in
the pertinent notification.

The authorised person thaitends to import or export GMOs for contained use is
obliged to inform MoE on the species and numbesldme of GMOs that wilbe imported
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or exported and on the intended place of entryrtexit from the territory of th€€Czech
Republic, at the late&tdays prior to the import or export. This information can be dant
email (see contacts below).

The notifier is obliged to ensure prodabelling: Packaging of the exported / imported
GMO must have a visible label clearly stating “Garadly modified organism”, in Czech
“Geneticky modifikovany organismus”. This text hasappear also in theccompanying
documents during the transport.

Detailed requirements for import and export docutaigon are set in § 25 of AZB8/2004.
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Contacts

MsZuzana Doubkova

Mr Vaclav Routa

Department of Environmental Risks

Ministry of the Environment

Vrsovicka 65

100 10 Prague 10

Czech Republic

Phone: +420 26712 2922

Fax: +420 26731 0013

e-mail:Zuzana.Doubkova@mzp.cz
Vaclav.Routa@mzp.cz

gmo@ng.cz




