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DECREE
of 15 April 2004
on detailed conditions for the use of genetically odified organisms and genetic products

The Ministry of Environment, in agreement with T¥eistry of Health and The Ministry of
Agriculture, lays down, pursuant to 8 38 of Act N8/2004 Coll. on the use of genetically
modified organisms an genetic products (hereindftiee Act”) to implement 8 5 paragraphs
1 and 4, 8 7 paragraph 7, 8 11 paragraph 3, 8 tEgmph 2, § 16 paragraphs 2 and 3, 8 19
letter b), § 20 paragraph 4 and § 24 paragraph 17:

§1
Subiject of the Regulation

The Decree in accordance with the Law of Europeam@unitied lays down detailed
conditions for the use of genetically modified organs and genetic products, and/or the
requirements for granting the consent for the doathuse of genetically modified organisms,
the requirements for granting the consent for theoduction of genetically modified
organisms into the environment, the requirementthefrequest for the registration into the
List of genetically modified organisms and gengtioducts authorised to be placed on the
market, the requirements for notification of thentained use of genetically modified
organisms in the first and second risk categorg, rdquirements for the summary of the
contents of the request, the requirements and guoes of the risk assessment, threshold
minimum of unavoidable traces, the requirements dontained space and protective
measures for the individual risk categories dutimg contained use of genetically modified
organisms, the manner and the scope of keepingdgdhe requirements for the Emergency
Response Plan and the requirements for the assatssapert.

§2
Basic definitions
For the purposes of this Decree:

a) recipient shall mean an organism, into whosddide genetic material a heterogeneous
heritable material has been introduced by genebidification,

b) donor shall mean an organism, from whose hdetgbnetic material comes a heritable
genetic material introduced into the genetic materf a recipient,

c) parental organism shall mean an organism, fragmose heritable genetic material a part of
the heritable genetic material has been extractegehetic modification,



d) target organism shall mean an organism whosete@in a genetically modified organism
should be influenced by genetic modification,

e) vector shall mean a non-cellular entity contagna heritable genetic material and capable
of introduction of this heritable genetic materiafether with the inserted heterogeneous
heritable genetic material into the cells of apeait,

f) insert shall mean a heterogeneous heritable tgen®aterial inserted into the heritable
genetic material of a recipient,

g) construct shall mean an artificially modified lexule of nucleic acid,

h) signal gene shall mean a gene contained in trestwict and rendering an easily
determinable property of the cells or organism aming a functional construct,

i) selection gene shall mean a gene contained enctinstruct and rendering the lack of
sensitivity to a certain substance or to an infagpreventing the multiplication of cells that
do not contain this gene,

J) higher plant shall mean gymnosperms and angraspe
§3

The requirements for granting the consent for the ontained use of genetically modified
organisms, the requirements for granting the conserfor the introduction of genetically
modified organisms into the environment, the requiements of the request for the
registration into the List of genetically modifiedorganisms and genetic products
authorised to be placed on the market, and the reqrements for the notification of the
contained use in the first and second risk category

(ad &8 5 paragraph 1 and § 16 paragraphs 2 anth@ éfct)
(1) Requirements

a) notifications of contained use of geneticallydified organisms (hereinafter the “contained
use”) in the first and second risk category aréuished in the part A of the Annex 1 to this
Decree,

b) requests for granting the consent for the captiuse are included in the part B of Annex
1 to this Decree,

c) requests for granting the consent for the intotidn of genetically modified organisms
into the environment (hereinafter the “introductiato the environment”) are included in the
Annex 2 to this Decree, or

d) requests for the registration into the List ehgtically modified organisms and genetic
products authorised for placing on the market (hefeer “the List for placing on the
market”) are included in the Annex 3 to this Decree



(2) The notification or the request pursuant toagesph 1 must be submitted in Czech
language, structured as laid down in Annexes 1 to tBis Decree and, in case of a request
submitted on a technical data media or via eleatromail, namely text documents in the
“Rich Text Format” (RTF extension), graphical doants (plans, map, scanned documents
etc.) in the JPEG format (JPG extension); in ba@bes “Portable Document Format” (PDF
extension) may be used.

(3) If the documents for the notification or thejuest required by this Decree are in other
language than Czech, they shall be submitted asailiy authenticated translation.

(4) If the request for granting the consent is sittieh for more genetically modified
organisms (8 18 par. 3 of the Act), all requiredadaust be included separately for every
genetically modified organism.

§4

Requirements for the summary of the contents of theequest made available to the
public

(8 5 par. 4 of the Act)

Requirements for summary of the contents of theestfor the individual ways of the use of
genetically modified organisms and genetic prodats given in Annexes 1 to 3 to this
Decree.

§5
Risk assessment requirements and procedures

(ad 8 7 par. 7 of the Act)

(1) When assessing the risk all the potential hakeffects of the use of genetically modified
organisms and genetic products must be taken omsideration, regardless of the likelihood
of their occurrence, and must be compared withhtrenful effects of use of the recipient or
parental organism or related organism, as apptepriche effects of the use of genetically
modified organism or genetic product may be

a) direct — primary effects on human health, angmplants or on the environment, that are
directly connected with the genetically modifiedj@anism or genetic product,

b) indirect — effects on human health, animalsnislaor on the environment, that occur
through a causal chain of events, e.g. througlhraot®n with other organisms, transfer of
heritable genetic material or changes in the manhase; indirect effects may appear with a
delay,

c) immediate — effects that are observed duringuigeof genetically modified organism or
genetic product; the immediate effects may be tiwemdirect,

d) delayed — effects that need not be observedgltine use of genetically modified organism
or genetic product but can be determined as doeatdirect effects after the termination of
the use of genetically modified organism or genetaduct, or



e) cumulative and long-term effects — total effeofsthe use of genetically modified
organisms or genetic products on human health,asjmlants and on the environment.

(2) Harmful effects on human health, animals, alahts or on the environment may occur
through

a) settlement and spread of genetically modifieghnism in the environment, e.g. through its
effect on population dynamics of species in theergng environment, or on genetic
diversity of some of them,

b) natural transfer of inserted heritable genetatamal to other organisms that may result for
example in reducing the possibilities of prophyilaeind therapeutic treatment in the area of
medicine, veterinary medicine or phytosanitary roedi, e.g. through the transfer of genes
increasing the pathogenicity, virulence or toxogeyiof organisms, or through the transfer
of genes conferring resistance to antibiotics usadedicine or veterinary medicine,

¢) phenotypic or genetic instability of geneticaitypdified organism,

d) interaction of genetically modified organism kwdther organisms or

e) differences between the use of genetically nexdlibrganism or genetic product and the
use of the recipient or parental organism includexentual changes in agrotechnical
procedures that may cause changes in biochemicategses in the soil, e.g. the
decomposition of organic material and carbon atrdgen cycles.

(3) In risk assessment, it is necessary to idetiiyoccurrence of potential harmful effects in
connection with

a) the recipient

b) the inserted heritable genetic material (deriivech the donor organism),

c) the vector,

d) the donor organism (if a donor organism is uh@ihg genetic modification),

e) the insertion of a construct

f) the signal and selection genes,

g) the insert,

h) removal of a part of heritable genetic matgfifalsed in the genetic modification),

i) the final genetically modified organism,

j) the location and scope of the use of genetiqalbylified organism or genetic product

K) the environment at the site of use of genetfaalbdified organism or genetic product, and



l) potential interactions between genetically mmdiforganism or genetic product and the
environment at the site of use thereof.

(4) The risk assessment shall always contain atuawan of the seriousness of every
potential harmful effect and the likelihood of oo@nce of this harmful effect, in the
evaluated manner of use at the given workplacetero$ introduction into the environment
and under the conditions that are supposed toabrcibuld occur. The risk assessment must
further take into consideration the characteristicthe activity and the possible dangers
following therefrom.

(5) The risk assessment for contained use shalltake into consideration

a) the characteristic of the environment that coodd affected by release of genetically
modified organism from the contained space,

b) the nature and scale of the contained use,

c) any non-standard operations carried out dutegdontained use (e.g. the inoculation of
animals with genetically modified micro-organismstbe operation of a facility that may
generate aerosols).

These facts shall be also taken into consideratiomg assigning of the contained use to a
certain risk category pursuant to Annex 3 to the Ac

(6) The procedure of risk assessment shall contain

a) identification of all potential harmful effecfsursuant to paragraphs 1 to 5 and an
assessment of the seriousness thereof,

b) evaluation of the consequences of each harrffedts, in case if occurs,
c) evaluation of the likelihood of occurrence of tarmful effect under the given conditions,

d) estimation of the risk for human health and ¢in@ironment represented by each of the
identified harmful effects on the basis of evaloatof the likelihood of occurrence of this
harmful effect and the seriousness of this efi€dtpccurs,

e) comparison of the information obtained with dogresponding information for the donor
organism, the recipient, and/or the parental ograninder comparable conditions,

f) summarising the results, in the case of conthinge the assignment of the activity to a
certain risk category pursuant to Annex 3 to thé Ac

(7) All the steps in the procedure pursuant to graaah 6 must be documented in writing and,
where possible, documented with references to ttientfic literature, protocols from
experimental studies and documentation on preuvigesof genetically modified organism as
appropriate. This written analysis shall be a pathe documentation pursuant to § 19 letter
b) of the Act.



(8) The risk assessment of the introduction inte #&mvironment of genetically modified
organisms other than higher plants shall contain

a) the likelihood that, under the conditions ofadluction into the environment, the modified
organism will become more persistent or more inxagihan the recipient or parental
organism in its natural habitat,

b) any selective advantage or disadvantage arigsorg the genetic modification and the
likelihood that this advantage or disadvantage wilow up under the conditions of
introduction into the environment,

c) the possibility of transfer of the heritable geéa material to other species under the
conditions of introduction into the environment, darevery selective advantage or
disadvantage that could be transferred this way,

d) the potential immediate or delayed effects andhvironment caused by direct or indirect
interactions between genetically modified organiamd the target organism (if target
organism exists),

e) the potential immediate or delayed effects @nahvironment caused by direct or indirect
interactions between genetically modified organeama non-target organisms, including the
effect on the population levels of competitors, ygresymbionts, predators, parasites and
pathogens,

f) the potential immediate or delayed effects omho health arising from potential direct or
indirect interactions between genetically modif@danism and persons coming into contact
with it.

g) the potential immediate or delayed effects antibalth of animals and consequences for
food chains arising from the consumption of thegjieally modified organism or genetic
product, which is intended for use as feedstuff,

h) the potential immediate or delayed effects oogbochemical processes arising from
potential direct or indirect interactions of thengécally modified organism and target and
non-target organisms in the vicinity of the intratdan of genetically modified organism into

the environment, and

i) the potential immediate or delayed, direct atiiact effects on the environment resulting
from the use of specific techniques for the usegeafetically modified organisms if these
techniques differ from those normally used for esponding non-modified organisms.

(9) The risk assessment of the introduction of fealy modified higher plants into the

environment, and of the placing on the market & genetically modified higher plants are
placed on the market as seeds or planting maters appropriate, must contain the
following information

a) the likelihood that, under the conditions ofracluction into the environment, the
genetically modified higher plants become more iptast than the recipient or parental
organism in an agricultural environment or moreasive in the natural environment,



b) any further selective advantage or disadvansaping from the genetic modification, i.e.
the selective advantage of genetically modifiedaargm in comparison with the recipient or
parental organism, as appropriate,

c) the possibility of transfer of heritable genetiaterial to the same or other species under
the conditions of cultivation of genetically moeidi higher plants and every selective
advantage or disadvantage that may be transferrinsi way,

d) the potential immediate or delayed effects oa émvironment arising from direct or
indirect interactions between genetically modififégher plant and the target organism (if the
target organism exists),

e) the potential immediate or delayed effects om émvironment arising from direct or

indirect interactions between the genetically medifhigher plant and non-target organisms
including the effect on the population levels ofmpetitors, herbivores or symbionts,

parasites and pathogens,

f) the potential immediate or delayed effects omhan health resulting from potential direct
or indirect interactions between genetically maaifihigher plant and persons coming into
contact with it,

g) the potential immediate or delayed effects antibalth of animals and consequences for
food chains resulting from consumption of a geradtfcmodified higher plant or genetic
product intended to be used as a feedstuft,

h) the potential immediate or delayed effects ongbochemical processes arising from
potential direct or indirect interactions of genatiy modified higher plant and target and
non-target organisms in the vicinity of the pladecuoltivation of the genetically modified
higher plant, and

1) the potential immediate or delayed, direct odiiact effects on the environment, in
consequence of the use of specific growing, haingsand processing techniques for
genetically modified plants if these techniquesfediffrom those commonly used for
corresponding non-modified higher plants.

(10) The risk assessment of the genetic productaging several different genetically

modified organisms must involve also the evaluatbrelevant information for each of these
organisms.

§6

Threshold minimum of unavoidable traces
(ad § 11 paragraph 3 of the Act)

Genetic products that shall not have to be labedlsmbrding to § 11 paragraph 3 of the Act
shall be apprehended as genetic products interatedirect processing that do not contain



more than 0.9 % of traces of genetically modifiegamisms authorised for the placing on the
market under § 23 paragraph 1 or 2 of the Act dsthtraces are random or technically
unavoidable.

§7

Requirements on the contained space and protectiveeasures for the individual risk
categories during the contained use

(ad 8 15 paragraph 2 of the Act)

(1) Requirements on the contained space and pretecteasures for the contained use are
given in Annex No. 4 to this Decree according te type of workplace and risk category to
which the contained use has been assigned (8 afnagh 1 of the Act).

(2) Observing the Code of Practice of the workplagenciples of work hygiene and
occupational safety, and further ensuring the imgirand refresher courses shall be a part of
the protective measures (8 19 letters f) and ghefAct.

(3) Special legal regulations laying out the praredof good work and laboratory pracfice
shall not be prejudiced by provisions of paragraphsd 2.

§8
The manner and the scope of keeping records
(ad 8 19 letter b) of the Act)

(1) Records on the use of genetically modified orgias (hereinafter “the records”) pursuant
to 8§ 19 letter b) of the Act shall contain

a) a copy of the submitted request for grantingcthresent for the contained use, a consent for
the introduction into the environment or for thgistration into the List for the placing on the
market submitted under 8§ 5 par. 1 of the Act oppycof the notification submitted under §
16 par. 2 or 3 of the Act, as appropriate,

b) issued decisions on granted consent for theagwed use, consent for the introduction into
the environment (8§ 5 of the Act) and for prolongatof validity (§ 16, par. 10 and § 17 par. 7
of the Act), amendment and repeal (8 12 of thg Atthese consents, decisions imposing on
the notifier a modification of conditions of theeugresented in the notification (§ 16, par. 5 of
the Act), the decision pursuant to § 34 of the Awtl also the decision on imposing a fine
under 8 35 of the Act or officially verified copie§these decisions, as appropriate,

c) a risk assessment of the use of genetically fieoldbrganisms (8 7 of the Act),
d) Code of Practice of the workplace (§ 19 lefiaffthe Act),

e) Emergency Response Plan (8§ 20 of the Act),



f) methodologies of activities connected with thee wf genetically modified organisms if
they are treated (e.g. standard operation procsplamed are not included in a request or
notification under letter a),

g) factory journals,

h) interim reports (e.g. reports containing infotima pursuant to 8 19 letter c) of the Act and
§ 25 par. 5 of the Act),

I) reports on the reviews done pursuant to 8 153af the Act and on the results thereof,
J) afinal report pursuant to § 19 letter d) of thet

K) reports on staff training, training in refresleaurses and acquaintance with the Code of
Practice of the workplace pursuant to § 19 letjafghe Act, and

l) reports on the reviews of release of geneticallydified organisms outside of a contained
space or property, at which the use of geneticalbdified organism proceeds or has been
proceeding, as appropriate, reports on the resiilteese reviews, and reports on reviews
carried out by administrative bodies including pinetocols on review findings.

(2) Documentation shall be filed, kept and stomedvriting and electronic form so that its
content is not lost, damaged or stolen, and its prehensive arrangement and easy
obtainability is ensured if needed.

(3) A factory journal, which is kept and updatedridg the use of genetically modified
organisms, shall contain

a) description of the use of genetically modifiegamisms,

b) information on the course of use of the genbyicaodified organisms, particularly on
each difference from the description presentetienetter a),

c¢) primary information obtained in the course @ tise of genetically modified organisms,

d) reports on all performed reviews, controls dradrtresults,

e) reports on all the emergencies and accidents,

f) date of every report, name and signature ofgreveho has reported.

(4) In case of long term projects the use of gea#yi modified organisms may be divided
into several stages, i.e. periods for obtaining-&gults, if reasonable. For each stage a
separate factory journal may be kept in such case.

(5) If during the use of genetically modified organs a change against the description of the
use occurs, it is necessary to record in the fagtarrnal the reason for such change and a

date of the decision on the change or of an ocooer¢hereof. The professional consultant
shall confirm the notification of the change in ttecumentation.



(6) The person who makes records must record inatedglj accurately and in readable form
all the data on the course of the use of geneficathdified organisms. The records must
contain the name or names, as appropriate, suraachsignature of a person, who made the
record, and the date of the record. Any changesriginal data on results of observation,
measurement and registration of variables, shalWbt#en down in such a way so as the
original report is readable. In such case theretrhasadded reason for the change of data,
name or names, as appropriate, surname and sigraftar person who has decided on the
change, and of a person who has done the chandethardate or time of performing the
change, as appropriate.

(7) Data saved in electronic form shall be backpd@hanges and corrections of such data
shall be recorded including the name or namesppsopriate, and the surname of a person
who has done changes and corrections. Recordsaioggmsitive paper or on other materials
with limited durability must be transferred ontardble record.

(8) Documentation of the use of genetically modiferganisms shall be ended by the final
report (8 19 letter d) of the Act) positively asse$ by the professional consultant. The final
report contains mainly

a) the purpose of the use of genetically modifisghaisms,

b) information given in the valid consent for thentained use or the introduction into the
environment, the date and consent number or the datsubmission of notification, as
appropriate, in case of contained use in the dirshe second risk category,

c) the address of a workplace or the location aescuption of premises where the use
proceeded, as appropriate,

d) the date of beginning and termination of the afsgenetically modified organism,

e) information unambiguously identifying genetigathodified organisms which were used in
contained space or introduced into the environment,

f) isolated heritable genetic material, which wasdior the ways of genetic modification, if
applicable,

g) description of the use of genetically modifiedjanisms, including the date, description
and assessment of all the emergencies and acgidents

h) description and date of liquidation of used dgiealy modified organisms and also a
verification of the effectiveness of the liquidatjoincluding the name or names, as
appropriate, and surname (name or trading compainy)e person that was carrying out the
liquidation for the person authorised to use geadyi modified organism or verifying its
effectiveness, unless the authorised person wagrguout these activities by himself,

I) results of the use of genetically modified ongams and their assessment including the
results of running monitoring,
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j) description of provision of monitoring sites apdemises after termination of the use of
genetically modified organisms and the name or sa@® appropriate, and surname (name or
trading company) of a person that carries out tbeitaring for the person authorised to the
use, unless the authorised person carries out dingening by himself,

k) statement of the professional consultant, lysature and date of the signature.
(9) Special legal regulatiofion keeping documentation shall not be prejudiced.
§9
Requirements for the Emergency Response Plan
(ad 8§ 20 par. 4 of the Act)

The Emergency Response Plan contains besidesftrenation given in § 20 par. 4 of the
Act the following requirements:

a) address of a workplace,

b) accurate identification of premiséssites and facilities, where genetically modified
organisms are used, and the accurate identificati@ place, where these premises, sites or
facilities are situated,

c) plan of a workplace with identification of placéhat are important for the reduction of

accident consequences (switch control of power amxiliary media supplies, places of

storage of genetically modified organisms, protectmeasures for the contained space, in
case of the contained use etc.); description ofsomes for prevention of deliberate release of
genetically modified organisms during the transport

d) description of an accident that can occur ircepar a place, where genetically modified
organisms are used,

e) review on possible accident impacts on humarittheanimals, the environment and
biological diversity including the methods for deten of such impacts and effective
protection from them,

f) validated procedures for the detection of presesf genetically modified organisms,

g) validated methods and procedures available iguidation of genetically modified
organisms and for decontamination of an affectedasp

h) methods of isolation of spaces and facilitiee@éd by accident including methods of
control of isolation effectiveness,

I) description and layout of decontamination ageviilable to liquidate genetically modified
organisms and decontaminate an affected space,

J) procedures for protection of human health, amgmahe environment and biological
diversity in case of undesirable effects of an @eci; or methods of disposal or remediation
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of plants and animals that were in the respectrea at the time of accident, as appropriate,
pursuant to special legal regulatifns

k) description of a procedure of subsequent manigoof sites and premises after the
termination of decontamination process,

l) municipalities or persons, to whom the EmergeRegponse Plan is submitted pursuant to
8 20 par. 3 of the Act, as appropriate,

m) the manner of notification of an accident to adstrative bodies mentioned in § 27 of the
Act and also the manner of warning of inhabitargpending on the place of accident and on
its possible consequences,

n) statement of the professional consultant, lysature and date of the signature.
§10
Requirements of the assessment report
(ad § 24 par. 17 of the Act)

The assessment report under 8 24 par. 5 of theshall always contain the following
information:

a) identification of such properties of a recipi¢nat are important for the assessment of
particular use of genetically modified organisms genetic products, and further the
identification of any known risks for health an@ thnvironment arising from the introduction
of non-modified recipient into the environment orthe market,

b) description of results of genetic modificationgenetically modified organism,

c) evaluation of the sufficiency of characterisg@netic modification in the request to assess
risks

d) identification of risks for human health, anisigblants and the environment that may arise
from the use of genetically modified organism oneggc product in comparison with the use
of corresponding non-modified organism or prodbetsed on the risk assessment conducted
pursuant to 8§ 7 of the Act,

e) conclusion whether particular genetically maatifiorganism or genetic product can be
placed on the market, and under which conditionsyleether particular genetically modified
organism could not be placed on the market, or lndrebpinions of other administrative
bodies, the European Commission or committees,ioresd in particular legal regulations of
European Communities concerning specific issuethefrisk assessment, are necessary, as
appropriate. The conclusion contains a clear setemo the proposed manner of the use, risk
management and proposed plan of monitoring. In dage, when particular genetically
modified organism or genetic product should notpkeced on the market, the conclusion
contains also reasons for such approach.

§11
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Repealing provisions
The following shall be repealed:
1. Decree No. 372/2000 Coll., laying down technitethods that may be used to create a
genetically modified organism and technical methtidg do not lead to the formation of a
genetically modified organism.
2. Decree No. 373/2000 Coll., laying down the regmients on contained space and
protective measures for the individual risk catéggpom contained use of genetically modified
organisms.
3. Decree No. 374/2000 Coll. on detailed conditidms the use of genetically modified
organisms and genetic products

8§12
Effective date

This Decree becomes effective on the day of itéagiation.

Minister:

RNDr. Ambrozek by own hand
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b Directive 2001/18/EC of the European Parliamentafrttie Council of 12 March 2001 on the deliberate
release into the environment of genetically modifieganisms and repealing Council Directive 90/ZH.
Council Directive 90/219/EEC of 23 April 1990 on thentained use of genetically modified micro-orgams.
Council Directive 98/81/EC of 26 October 1998 amegdirective 90/219/EEC on the contained use of
genetically modified micro-organisms.

%) Act No. 219/2003 Coll. on the marketing of seed pfanting material of cultivated plants and amagdiome
related Acts (Seed Act)

) for example the Government Order No. 178/2001.Qa}ing down conditions for occupational health as
amended by the Government Order No. 523/2002 @#cree No. 472/2000 Coll. laying down good clihica
practice and detailed conditions of clinical evéilwraof medicinal substances as amended by Decoee N
301/2003 Coll., Decree No. 504/2000 Coll. layingvdayood laboratory practice in the area of medicina
substances, Decree No. 311/1997 Coll. on the brgedid the use of experimental animals.

“ for example Decree No. 472/2000 Coll., as ameiye®ecree No. 301/2003 Coll., Decree No. 504/2000
Coll., Decree No. 311/1997 Coll.

% § 5 par.1 of Act No. 344/1992 Colin Cadastre of Real Estates of the Czech Republic &adiaaw)

® for example Act No. 353/1999 Coll. on preventidmmjor accidents caused by selected hazardousicllem
substances and chemical preparations and amendingoA 425/1990 Coll., on District Authorities, toing of
their jurisdiction and some other related measwuasdast amended (Act on prevention of major acigjeas
amended by Act No. 258/2000 Coll. and Act No. 3R02 Coll., Act No. 246/1992 Coll. on protection of
animals against cruelty, as amended by Act No.18823 Col., Act No. 193/1994 Coll., Act No. 243/199@ll.
and Act No. 30/1998 Coll., Act No. 166/1999 on vetery care and amending some related Acts (The
Veterinary Act), as amended by Act No. 29/200 Cadlct No. 154/2000 Coll.,, Act No. 102/2001 CollAct
No. 76/2002 Coll., Act No. 120/2002 Coll., Act N820/2002 Coll., Act No. 131/2003 Coll. and Act No.
309/2003 Coll., Act No. 185/2001 on waste and arm@ndome related Acts, as amended by Act No. 402/20
Coll., Act No. 76/2002 Coll., Act No. 275/2002 ICoAct No. 320/2002 Col. and Act No. 356/2003 [ColAct
No. 147/1996 Coll. on phytosanitary care and amendome related Acts, as amended by Act No. 409/200
Coll., Act No. 314/2001 Coll. and Act No. 320/20Goll.
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Annex No. 1 to the Decree No. 209/2004 Caoll.

Requirements for the notification of the containeduse in the first and second risk
category and requirements for the request for granhg the consent to the contained use

Information marked by (+) must be supplemented wlih original document or a certified
copy thereof. All the enclosed documents must ohelthe name or names, as appropriate,
and the surname or the title (trading company)nadaplicant.

Information regarding the summary of the contehthe request intended to be published
shall be underlined.

PART A
REQUIREMENTS FOR THE NOTIFICATION OF THE CONTAINED USE IN THE
FIRST AND SECOND RISK CATEGORY

SECTION 1

GENERAL REQUIREMENTS FOR THE NOTIFICATION

Date of submission

1. A person submitting notification (hereinafter “notifier”)

(+) extract from the Trade Register (not older thanadtins), or a certified copy of the Trade
Licence or the Foundation Charter, as appropriate

1.1 Name or names, as appropriate, and surnantk (©@mpany), if a notifier is the natural
person authorised to operate a business

1.2 Title (trade company) and the legal form, & tiotifier is legal person

1.3 Nationality (in case of natural persons)

1.4 Place of business (in case of legal personglage of business and place of residence (in
case of natural persons)

1.5 Company registration number (if assigned)

1.6 Tax identification number (if assigned)

1.7 Subject of activity (according to the Foundatieharter or the record in Trade Register)
1.8 Name or names and surnames of persons, whesesira statutory body of the notifier,
including the manner of acting on behalf of theifrest (in case of legal persons), as
appropriate.

2. Professional consultant

(+) extract from the Criminal Register or the othelevant document pursuant to special legal
regulatior?, as appropriate.

(+) certificate for achieved education and lendtiprofessional experience (if Member State

citizen has obtained the professional experiencghiar Member State this certificate means a
decision on the recognition of professional quedifion pursuant to the special legal

regulatior?).

2.1 Name or names, as appropriate, surname, acadegree

2.2 Occupation or employer and function, as appatgr

'8 20 of Act No. 18/2004 Coll. on recognition abfessional and other qualifications of citizen€tf
Member States and amending certain acts (Act aygreétion of professional qualifications)
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2.3 Education

2.4 Professional courses
2.5 Previous experience
2.6 Address of residence
2.7 Contact address

2.8 Telephone number
2.9 Fax number

2.10 E-mall

Section 2

OTHER REQUIREMENTS FOR THE NOTIFICATION IN CASE Q¥OTIFICATION
CONCERNING THE FIRST RISK CATEGORY

1. Purpose and period of contained use

1.1 Purpose of contained use — character of anitgdinat will be carried out by notifier (e.g.
research, training, laboratory control, manufagture

1.2 Total period of contained use and date ofkfseeted starting-up

2. Risk assessment

(+) Summary risk assessment under 8 7 of the Agbdeticular species of organism (species
of organisms)

2.1 Risk assessment result

3. Workplace, where the contained use will be cared out
(+) Code of Practice of a workplace under the AnNex4 to the Act
(+) Emergency Response Plan under § 20 of the Act
(+) Document on granting the accreditation and gpegment plan under the special legal
regulation in case of breeding facilities for anisfa
3.1 Address of workplace
3.2 Character of workplace

* microbiological laboratory

» pilot plant

* production facilities

» glasshouse / growth room

* animal breeding facility

» other (unambiguously identifying the descriptionafrkplace)
3.3 Description of location of the area for the teomed use and description of their main
facilities
(+) Layout of premises and of the location of miaicilities
3.4 Evaluation of the area and the facilities @& Workplace and its location pursuant to the
requirements on a contained space and protectivesumes laid down for the first risk
category in Annex No. 4 to this Decree.

4. Species and amount of used organisms and the dsgenetic modifications including
nominally mentioned validated methods for detectionof occurrence of genetically
modified organisms

2§ 15 par. 2 and § 23 par. 1 letter a) of Act N&6/2992 Coll.
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5. Data on waste management of particular workplace (wastewater, waste gaseous
harmful substances, other and hazardous waste)

Section 3

OTHER REQUIREMENTS OF THE NOTIFICATION IN CASE ORHE NOTIFICATION
CONCERNING THE SECOND RISK CATEGORY

1. Purpose and period of the contained use

1.1 Purpose of contained use — character of anitgdinat will be carried out by notifier (e.g.
research, training, laboratory control, manufagture

1.2 Expected result of the contained use

1.3 Total period of contained use and date ofXjgeeted starting-up and particular periods
and starting dates if the contained use is dividaaindividual stages

2. Risk assessment

(+) Risk assessment pursuant to 8 7 worked up aggharfor each genetically modified
organism

2.1 Result of the risk assessment

3. Workplace where the contained use will be carrzout
(+) Code of Practice of a workplace under the AnNex4 to the Act
(+) Emergency Response Plan under § 20 of the Act
(+) Document on granting the accreditation and gpegment plan under the special legal
regulation in case of breeding facilities for anisfa
3.1 Address of workplace
3.2 Character of workplace

* microbiological laboratory

» pilot plant

* production facilities

» glasshouse / growth room

* animal breeding facility

» other (unambiguously identifying the descriptionnafrkplace)
3.3 Description of location of the area for the teomed use and description of their main
facilities
(+) Layout of premises and of the location of miaicilities
3.4 Evaluation of the space and the facilitieshef workplace and its location pursuant to the
requirements on a contained space and protectissumes laid down for the second risk
category in Annex No. 4 to this Decree
(+) Comparison table of requirements for the seawsidcategory laid down by Annex No. 4
to this Decree, and for the real equipping of tleekplace.

4. Genetically modified organism

4.1 Information on the donor organism includingatgyin

4.2 Information on the recipient and parental orgranncluding the origin thereof
4.3 Information on the vector including its origin

4.4 Information on the insert

4.5 Method of introduction of the insert

2§ 15 par. 2 and § 23 par. 1 letter a) of Act N&6/2992 Coll.
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4.6 Information on the genetically modified organis

4.6.1 Specification of resulting genetically moédiorganism

4.6.2 Function of inserted or extracted genesppsopriate

4.6.3 Method for detection and control of occureemé genetic modification including the
validated methods for unambiguous identificatiogehetically modified organisms

4.7 The approximate amount of genetically modifaedanisms to be used (volume of the
culture, number of plants or animals)

4.8 Information on whether the genetically modif@djanism has already been approved in
some other country and for what purpose.

5. Description of the use of the genetically modéd organism

5.1 In case of import or export of the geneticallgdified organism intended for contained
use

5.1.1 The country of origin or destination, as appiate

5.1.2 Importer or exporter, as appropriate

5.1.3 Maximum amount of the genetically modifiedamism to be imported or exported
5.1.4 Means of transportation

5.1.5 Means of packaging and labelling

5.2 Description of the use of the genetically miedif organism according to the risk
assessment

5.3 Measures to protect human health and aninfedserivironment and biological diversity
5.4 Frequency and the manner of carrying out cbrdfothe occurrence of genetically
modified organism inside and outside of the comdispace

5.5 The manner of liquidation of the genetically dified organism and control of its
effectiveness

5.6 Description of waste management (wastewatestengaseous harmful substances, other
and hazardous waste)

6. Supplementary information

6.1 Place of storing the documentation on the usgeaetically modified organisms kept
under § 19 letter b) of the Act

6.2 Plan of training of employees prior to the caanecement of the use of genetically
modified organisms, and the plan of their refreghaning

6.3 Validated methods for detection of occurrentegenetically modified organisms and
determination of their amount in case of microorganrs

PART B
REQUIREMENTS FOR GRANTING THE CONSENT FOR CONTAINED USE

Date of submission

1. Applicant

(+) Extract from the Trade Register (not older tBamonths), or a certified copy of the Trade
Licence or the Foundation Charter, as appropriate

1.1 Name or names, as appropriate, and surnande (rampany), if an applicant is the
natural person authorised to operate a business

1.2 Title (trade company) and the legal form, & Hpplicant is legal person

1.3 Nationality (in case of natural persons)

1.4 Place of business (in case of legal personglage of business and place of residence (in
case of natural persons)
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1.5 Company registration number (if assigned)

1.6 Tax identification number (if assigned)

1.7 Subject of activity (according to the FoundatiGharter or the record in the Trade
Reqgister)

1.8 Name or names and surnames of persons, whesegtra statutory body of the applicant,
including the manner of acting on behalf of appiicdin case of legal persons), as
appropriate.

2. Professional consultant

(+) extract from the Criminal Register or the othelevant document pursuant to special legal
regulatio, as appropriate.

(+) certificate for achieved education and lendtiprofessional experience (if Member State
citizen has obtained the professional experiencthénother Member State this certificate
means a decision on the recognition of professiqnalification pursuant to the special legal
regulatior).

2.1 Name or names, as appropriate, surname, acadegree

2.2 Occupation or employer and function, as appatgpr

2.3 Education

2.4 Professional courses

2.5 Previous experience

2.6 Address of residence

2.7 Contact address

2.8 Telephone number

2.9 Fax number

2.10 E-mail

3. Purpose and period of contained use

3.1 Purpose of contained usecharacter of an activity that will be carried @y applicant
(e.g. research, training, laboratory control, manture)

3.2 Expected result of contained use

3.3 Total period of contained used date of its expected starting-up and particoéaiods
and starting dates if the contained use is dividaaindividual stages.

4. Risk assessment
(+) Risk assessment pursuant to 8 7 worked up gegharfor each genetically modified

organism
2.1 Result of the risk assessment

5. Workplace where the contained use will be carrzout
(+) Code of Practice of a workplace under the AnNex4 to the Act
(+) Emergency Response Plan under 8 20 of the Act
(+) Document on granting the accreditation and gpegment plan under the special legal
regulation in case of breeding facilities for anisfa
5.1 Address of workplace
5.2 Character of workplace
* microbiological laboratory
» pilot plant
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* production facilities

» glasshouse / growth room

* animal breeding facility

» other (unambiguously identifying the descriptionnairkplace)
5.3 Description of location of the areas for thetamed use and description of their main
facilities
(+) Layout of premises and of the location of miaicilities
3.4 Evaluation of the space and the facilitieshef workplace and its location pursuant to the
requirements on a contained space and protectigsunes laid down for the individual risk
categories in Annex No. 4 to this Decree
(+) Comparison table of requirements for particulak category laid down by Annex No. 4
to this Decree, and for the real equipping of tleelglace.

6. Information on (A) donor organism, (B) recipient or (C) parental organism where
applicable

(A) Donor organism

(B) Recipient

(C) Parental organism

6.1 Organism means

e viroid

 RNA virus

* DNA virus

e Bacteria

e Fungus (mould, yeast)
» Higher plan
 Animal

» Other (specifying necessary)

6.2 Czech and Latin family and variety names of aganism including a precisely
determining the cultivar (species, race, straime,lform, hybrid, stock, pathovar)
6.3 Origin (collection, collection number, supp)ier
6.4 Include if the organism is pathogenic or hatnriuany other way (living or non-living
including extracellular products). If yes, thenlude whether regarding to people, plants or
otherwise. The harmfulness must be always unambgiyadentified. Are pathogenic or
harmful properties concerning the sequences usedgdgenetic modification?
If yes, include unambiguously possible charactesgst

» pathogenicity: epidemicity, infectiousness, viruen

« allergenic effects

» toxic effects

e pathogen carrier,

» possible vectors, host area including non-targgmism,

» potential activation of latent viruses (proviruses)

« potential ability to penetrate into other organismsolonise them

» resistance to antibiotics and potential use of sagtbiotics for prophylaxis and

treatment human and animal diseases
» other (unambiguous characteristic)

6.5 Natural occurrence of an organism
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6.6 Information on whether the heritable genetidemal is naturally exchanged between
donor organisms and recipient
7. Information on the genetic modification
7.1 The type of genetic modification
» the introduction of foreign heritable genetic mater
* removal of part of the heritable genetic material
* combination of removal and introduction of herigagkenetic material
» cellular fusion
» other (necessary unambiguously identifying)

7.2 Intended result of the genetic modification

7.3 Information on the vector used, if used ingbkaetic modification

(+ genetic map of the vector)

7.3.1 Information on whether the vector is fully partly present in the final genetically
modified organism

7.3.2 Type of the vector

e plasmid

» bacteriophage
e virus

e cosmid

* phasmid

e transposon
» other object (necessary unambiguously identifying)
7.3.3 ldentity of the vector
7.3.4 Spectrum of the vector hosts
7.3.5 Presence of the sequence in the particuleionvewhich transfers the selectable or
identifiable phenotype
» resistance to antibiotics (include the accurateenafiithe active substance)
* resistance to heavy metals
* resistance to pesticides (include the accurate mditiee active substance)
» other resistance (necessary unambiguously idemgjfyi

7.3.6 Methods of introduction of the vector inte tiecipient organism

» transformation

» electroporation

* macro-injection

* micro-injection

» Dbiolistic transfer

* infection (agrobacterial, viral)

» other (necessary unambiguously identifying)
7.3.7 Fragments of the vector and their presenteifinal genetically modified organism
7.4 The method of introduction of insert into tleeipient organism, if a vector was not used
in genetic modification

» transformation

* micro-injection

* micro-encapsulation

* macro-injection

* Dbiolistic transfer
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» other (necessary unambiguously identifying)

8. Information on the insert
(Information from 8.1 to 8.3 could be summarizedaitable and genetic map of the insert
could be enclosed)
8.1 Composition of the insert
8.2 Source of each part of the insert
8.3 Intended function of each individual part oé timsert in the final genetically modified
organism
8.4 Location of the insert in the final geneticalipdified organism

* on the free plasmid

* integrated into the chromosome

» other (specify)
8.5 Information on whether the insert contains @ayt whose product or function is not
known
8.6 Information on whether the sequences contdmétk insert cause in any way pathogenic
or harmful effects of the donor organism or vector

9 Information on the final genetically modified organism

9.1 Specification of the final genetically modifiechanism

9.2 Genetic properties and phenotypic charactesisif the recipient or parental organism,
which have been altered as a result of the genwidifications

9.2.1 Information on whether the genetically maatifiorganism differs from the recipient or
parental organism in its survivability

9.2.2 Information on whether the genetically maatifiorganism differs from the recipient or
parental organism in the manner or rate of reprooic

9.2.3 Information on whether the genetically maatifiorganism differs from the recipient or
parental organism in its ability to disseminatéha environment

9.3 The genetic stability of the genetically moelifiorganism

9.4 Include whether the genetically modified orgami(living or non-living including
extracellular products) is pathogenic. If so, thanlude whether in relation to people,
animals, plants or otherwise. The harmfulness mestlways unambiguously identified.

9.5 Description of methods for identification andtettion of the genetically modified
organisms

9.5.1 Data for unambiguous identification of théewdd section of the heritable genetic
material

9.5.2 Methods for detection of the occurrence daiegieally modified organism including
validated methods of their unambiguous identifmati

10. Description of the contained use

10.1 In case of import or export of genetically nfied organism intended for the contained
use

10.1.1 The country of origin or destination, asrappate

10.1.2 Importer or exporter, as appropriate

10.1.3 Maximum amount of the genetically modifiedamism to be imported or exported
10.1.4 Means of transportation

10.1.5 Means of packaging and labelling

10.2 Description of the use of the genetically rfiedi organism according to the risk
assessment

10.3 Measures to protect human health and anitim&g€nvironment and biological diversity
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10.4 Occupational health and safety according ésisplegal regulatiorts

10.5 Information on the system of carrying out coindf occurrence of genetically modified
organisms

10.5.1 Frequency and the manner of carrying outrcbimside the contained space

10.5.2 Frequency and the manner of carrying outrcbautside of the contained space

10.6 The manner of inactivation of the geneticatipdified organism and control of its
effectiveness

10.7 Description of waste management (wastewat@stengaseous harmful substances, other
and hazardous waste)

11. Supplementary information
11.1 Place of storing the documentation on theofiggenetically modified organisms having
been kept under § 19 letter b) of the Act
11.2 Plan of training of employees prior to the cmncement of the use of genetically
modified organisms, and the plan of their refreshaning

PART C

COMMON REQUIREMENTS
FOR NOTIFICATION AND REQUEST

Statement, date and signature of the professiameuttant

Date, signature and stamp of the applicant (no}ifie

® For example the Government Order No. 178/2001. Gidlamended by the Government Order No. 523/2002
Coll.
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Annex No. 2 to the Decree No. 209/2004 Caoll.

Requirements of the request
for granting the consent for introduction into the environment

Information marked by (+) shall be necessary supplged with the original document or a
certified copy. All the enclosed documents muslude the name or names, as appropriate,
and the surname or the title (trading company)nodjaplicant.

Information regarding the summary of the contefithe request intended to be published
shall be underlined.

PART A
GENERAL REQUIREMENTS OF THE REQUEST

Date of submission

1. Project name

2. Applicant
(+) Extract from the Trade Register (not older tBamonths), or a certified copy of the Trade

Licence or the Foundation Charter, as appropriate

2.1 Name or names, as appropriate, and surnange (¢canpany), if an applicant is the
natural person authorised to operate a business

2.2 Title (trade company) and the legal form, & #pplicant is legal person

2.3 Nationality (in case of natural persons)

2.4 Place of business (in case of legal personglace of business and place of residence (in
case of natural persons)

2.5 Company registration number (if assigned)

2.6 Tax identification number (if assigned)

2.7 Subject of activity (according to the Foundati¢harter or the record in the Trade
Register)

2.8 Name or names and surnames of persons, whesegyira statutory body of the applicant,
including the manner of acting on behalf of appiic@n case of legal persons), as
appropriate.

3. Professional consultant

(+) extract from the Criminal Register or the othelevant document pursuant to special legal
regulatior?, as appropriate.

(+) certificate for achieved education and lendtprofessional experience (if Member State
citizen has obtained the professional experientlearother Member State this certificate
means a decision on the recognition of professigualification pursuant to the special legal
regulatior?).

3.1 Name or names, as appropriate, surname, acadegriee

3.2 Occupation or employer and function, as appatgr

3.3 Education

3.4 Professional courses

24



3.5 Previous experience
3.6 Address of residence
3.7 Contact address

3.8 Telephone number
3.9 Fax number

3.10 E-mail

4. Characteristic of the use of genetically modif&organism

4.1 Purpose of introduction into the environmenh@me and marking of the project, project
assigner, as appropriate

(purpose of introduction including all the potehbanefits for the environment)

4.2 Expected result of introduction into the enmiment

5. Period of the introduction into the environment

5.1 Total period of introduction into the environmef genetically modified organisand
date of its expected starting-up

5.2 Binding schedule (description of the individetdges, date of expected starting-up and
the duration thereof)

6. Is the applicant planning the introduction of gaetically modified organism into the
environment in any Member State of European Commuries or outside of its territory?
If so, then include:

» the country of submission of the request

e date of submission and number or other marking®fréquest

e date and marking of a consent, if has been granted

» period for which the consent applies

7. Has the applicant submitted a request for the itnoduction of the same genetically
modified organism into the environment in any Membe State of European
Communities?
If so, then include:

» the country of submission of the request

» date of submission and number or other marking®fréquest

» date and marking of a consent, if has been granted

» period for which the consent applies

8. Has the applicant submitted a request for the imoduction of the same genetically
modified organism into the environment or on the me&ket outside of the territory of
European Communities?
If so, then include:

» the country of submission of the request

» date of submission and number or other marking®féquest

» date and marking of a consent, if has been granted

» period for which the consent applies

9. The risk assessment of the introduction of geneally modified organism into the
environment
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(+) The risk assessment pursuant to 8 7 of thamstiding the documentation of results of
previous introductions into the environment, paacly from the point of view of the
different range of activities and different recifti@cosystems

9.1 Summary risk assessment

PART B
OTHER REQUIREMENTS OF THE REQUEST FOR GENETICALLYOQWDIFIED
ORGANISMS OTHER THAN HIGHER PLANTS

1. Characteristic of the genetically modified orgaism
1.1 Genetically modified organism means:

 viroid
RNA virus
 DNA virus
» Bacteria

* Fungus (mould, yeast)
» Other microorganism
e Animal
o Mammal
0 Insect
o Fish
o Other animal (include species)
* Other (specifying necessary)
1.2 Czech and Latin family and variety names ofgaeetically modified organism including
a precisely determining the race (strain, form¢lstaellular line, pathovar)
1.3 Genetic stability
1.3.1_ Measures to ensure genetic stability, fadt@asinfluence this stability
1.3.2_Methods of verification of the genetic steil
1.3.3 Description of heritable genetic propertlest should eliminate or reduce the spreading
of genetic material

2. Information on the recipient or parental organign, if applicable
Characteristic of the recipient or parental orgami$ applicable
2.1 Organism means:

 viroid
 RNA virus
» DNA virus
» Bacteria

e Fungus (mould, yeast)

* Animal (include species)

» Other (specifying necessary)

2.2 Czech and Latin family and variety names of trganism including a precisely
determining the race (strain, form, stock, celllilae, pathovar)
2.3 Origin (collection, number of collection, suigp)

2.4 Plasmids (when concerning microorganisms)

2.5 Bacteriophages (when concerning microorganisms)

2.6 Phenotypic and genetic markers

2.7 Degree of congeniality between donor organischracipient
2.8 Occurrence and living conditions
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2.8.1 Geographical distribution

e origin or resident in the Czech Republic

e origin or resident in the states of European Cornitiasn
If the organism originates in the Czech Republiénothe states of European Communities,
include the ecosystem where it occurs:

» Atlantic

» Mediterranean
* boreal

* Alpine

e continental

» other (unambiguously identifying)
2.8.2 1Is the organism commonly used in the CzeguR&?
2.8.3 Is the organism commonly cultivated (growndhie C Czech Republic?
2.8.4 Habitat (natural occurrence) of the organism

e aquatic environment

» soil, freely living

» soil in connection with the root system of plants

* in connection with the parts of plants above the so

* in_connection with animals

» other (unambiguously identifying
Include a natural habitat or current ecosystemmaforganism is animal
2.9 Methods of identification and detection of drganism
2.9.1 Methods of detection including information dheir sensibility, reliability and
specificity
2.9.2 Methods of identification including informawi on their sensibility, reliability and
specificity
2.10 Is the organism classified pursuant to thaluabal regulations of the Czech RepuBllic
or EC concerning the occupational and health saf#tyso, include the classification and
relevant legal requlation.
2.11 Include whether the organism is pathogeniotberwise harmful (living or non-living
including extracellular products). If so, then umdé whether regarding to people, animals,
plants or otherwise. The harmfulness must be alwaygambiguously identified. Are
pathogenic or harmful properties concerning theiseges used during genetic modification?
If so, then unambiguously identify possible chagastics:

» pathogenicity: epidemicity, infectiousness, viruen

« allergenic effects

» toxic effects

e pathogen carrier,

» possible vectors, host area including non-targgamism,

» potential activation of latent viruses (proviruses)

» potential ability to penetrate into other organismsolonise them

» resistance to antibiotics and potential use of sagtbiotics for prophylaxis and

treatment human and animal diseases

+ other
2.12 Reproduction
2.12.1 Generation time in the natural environment,
2.12.2 Generation time in the ecosystem, into whiehgenetically modified organism should
be introduced
2.12.3 Means of reproduction (sexual, asexual)
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2.12.4 Specific factors, which influence reprodoict{if exist)

2.13 Survivability
2.13.1 Ability to form structures enhancing surviva

*« seeds

* endospores
e cysts

* sclerotia

» asexual spores (fungi)

» sexual spores (fungi)

* eqas
* pupae
* larvae

» other (unambiguously specifying)

2.14 Dissemination in the environment
2.14.1 Means and extent of dissemination
2.14.2 Specific factors, which influence dissemomaf(if exist)
2.15 Natural predators, preys, parasites and caiogsetsymbionts and hosts
2.16 Other potential interactions with other orgams
2.16.1 Other specific factors enhancing survival
2.16.2 Survivability in the individual weather seas
2.17 Potential intercellular transfer of the gemetiaterial between donor (parental organism)
and other organisms
2.17.1 The manner of transfer (by plasmid, bagiérage, otherwise)
2.17.2 Organisms with which the natural exchanggeoietic material occurs
2.18 Verification of the genetic stability of theganism and factors affecting it
2.19 Involvement in environmental processes
e primary production
e nutrient turnover (consumer, predator)
» decomposition of organic matter
» other (unambiguously specifying)
2.20 Indigenous vectors of the organism
2.20.1 Sequences of the vector
2.20.2 Frequency of mobilisation of the vector
2.20.3 Specificity of the vector
2.20.4 Presence of genes conferring resistance
2.21 Previous genetic modifications of recipieniparental organism approved in the Czech
Republic (including date and number of a consent]

3. Information on the genetic modification
3.1 The type of genetic modification
» introduction of foreign heritable genetic material
» removal of part of the heritable genetic material
» combination of removal and introduction of theitadale genetic material
e cellular fusion

28



» other (unambiguously specifying)
3.2 Intended result of the genetic modification
3.3 Was the vector used in the genetic modific&tion
If no, continue at the point 3.4
3.3.1 Is the vector partly or fully presented ie fimal genetically modified organism?
If the vector is not even partly presented, cor@iatithe point 3.5.
3.3.2_Type of the vector

e plasmid

» bacteriophage
s virus

e cosmid

* phasmid

e transposon

» other object (unambiguously specifying)
(+ genetic map of the vector)
3.3.3 Identity of the vector (origin)
3.3.4 Spectrum of hosts of the vector
3.3.5 Presence of the sequence in particular veetbich transfers the selectable or
identifiable phenotype

e resistance to antibiotics

* resistance to heavy metals

* resistance to pesticides (include accurate nanteedctive substance)

» other (unambiguously specifying)
3.3.6 Fragments of the vector and their presentieeifinal genetically modified organism
3.3.7 Methods of introduction of the vector inte tiecipient organism

» transformation

e electroporation

* macro-injection

* micro-injection

» infection

» other (specify)
3.3.8 Information on the degree to which the vecdimited to the sequence of the nucleic
acid required to perform the intended function, @ntthe vector contains sequences, which
product or functions are not known
3.4 If a vector was not used in the genetic modifon, the method of introduction of the
insert into the recipient organism

» transformation

* micro-injection

* micro-encapsulation

* macro-injection

» other (unambiguously identifying)
3.5 Methods and criteria used for selection

4. Information on the insert

4.1 Information on each part of the insert or eagtmoved part of the heritable genetic
material, as appropriate, with special emphasigmynknown harmful sequences

4.1.1 Size

4.1.2 Sequence

4.1.3 Origin
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4.1.4 Functional characteristics
4.2 Location of the insert in the recipient orgamis

* on the free plasmid

» integrated into the chromosome

» other (unambiguously identifying)
4.3 Does the insert contain parts, which productsmactions are unknown?
If so, speci
4.4. Information on the degree to which the insedimited to the sequence of the nucleic
acid required to perform the intended function
4.5 Information on whether the sequences contaimdte insert participate in any way in
pathogenic or harmful properties of the donor orgjaror vector
4.6 Structure and size of each section of the mueleid derived from the vector or donor
organism remaining in the final genetically modifi@rganism including methods and
information required for identification and detectiof the introduced sequences.
4.7 In case of removal of part of the heritableggenmaterial (deletion), the size and function
of the removed section of nucleic acid
4.8 The number of copies of the introduced hem@a@anetic material
4.9 Stability of the introduced heritable genetiatemial and stability of the location thereof

5. Information on the donor organism (organism, fran which the insert is derived)
5.1 Donor organism means

* viroid

* RNA virus
* DNA virus
e bacteria

» fungus (mould, yeast)

» other microorganism

e animal

» other (specifying necessary)
5.2 Czech and Latin family and variety name of aatoorganism including a precisely
determining the cultivar (species, race, strane,lform, hybrid, stock, pathovar)
5.3 Include if the donor organism is pathogenitarmful in any other way (living or non-
living including extracellular products). If yedien include whether regarding to people,
animals, plants or otherwise. The harmfulness mestlways unambiguously identified.

Are pathogenic or harmful properties concerning #exnuences used during genetic
modification?
If yes, include unambiguously possible charactesgst

» pathogenicity: epidemicity, infectiousness, viruen

« allergenic effects

» toxic effects

» pathogen carrier,

» possible vectors, host area including non-targgdmism,

» potential activation of latent viruses (proviruses)

» potential ability to penetrate into other organismsolonise them

» resistance to antibiotics and potential use of sagtbiotics for prophylaxis and

treatment human and animal diseases
 other
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5.4 Is the donor organism classified pursuant ® \hlid legal requlations of the Czech
Republic’ or EC concerning the occupational and health g2fet

If so, include the classification and relevantlleggulation.

5.5 Do the recipient and donor organism exchang@#metic material in the natural way?

6. Information on the final genetically modified olganism
6.1 Description of heritable properties and phepiotynarkers, which were altered as a result
of the genetic modification
6.1.1 Does the genetically modified organism diffem the recipient in its survivability?
If so, then identify unambiguously
6.1.2 Does the genetically modified organism diffem the recipient in the manner or rate of
reproduction?
If so, then identify unambiguously
6.1.3 Does the genetically modified organism diffesm the recipient in its ability to
disseminate?
If so, then identify unambiguously
6.1.4 Does the genetically modified organism diffem the recipient in its pathogenicity?
If so, then identify unambiguously
6.2 Genetic stability of genetically modified orggam
6.3 Properties of genetically modified organism,ialhinfluence its survival, reproduction
and dissemination in the environment
6.4 Known or predicted environmental conditions,jckhmay affect survival, reproduction
and dissemination in the environment (wind, wadeil, temperature, pH etc.)
6.5 Sensitivity to specific substances (agents)
6.6 Include whether the organism is pathogenicasmiful in any other way (living or non-
living including extracellular products). If yedien include whether regarding to people,
animals, plants or otherwise. The harmfulness heastlways unambiguously identified. Are
pathogenic or harmful properties concerning theieeges used during genetic modification?
If yes, unambiguously include possible charactesgst

» pathogenicity: epidemicity, infectiousness, viruen

» allergenic effects

» toxic effects

» pathogen carrier,

» possible vectors, host area including non-targgmism,

» potential activation of latent viruses (proviruses)

» potential ability to penetrate into other organismsolonise them

e resistance to antibiotics and potential use of saphbiotics for prophylaxis and

treatment human and animal diseases

» other (unambiguous characteristic)
6.7 Description of methods of identification andesd¢ion of genetically modified organism
6.7.1 Methods used for detection of genetically ifinedl organisms including the verified
detection methodology
6.7.2_Methods used to identify genetically modife@anism in the environment including
the verified methodology for identification and aabn reliability and sensitivity of the
methods
6.7.3 Data for unambiguous identification of théewdd section of the heritable genetic
material
6.8 Expression of the introduced heritable genmatterial
6.8.1 Rate and level of expression of the heritgapetic material, dependence on the life
cycle, organs where the expression occurs
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6.8.2 Description of methods and sensitivity of mgament

6.8.3 Stability of the expression

6.9 Expressed proteins

6.9.1 Activity of the expressed proteins

6.9.2 Description of the methods of identificatienmd detection of expressed proteins and the
data on sensibility, reliability and specificity thfese methods

6.10 Previous use of the genetically modified orgian

7. Information on _introduction _into _the environment _and premises where the
introduction will occur
7.1 Does the place of the introduction into theiemment differ from the ecosystem where
the recipient or parental organism obviously o@ruare grown and/or cultivated?
If so, specify.
7.2 Workplace and premises where the introductibm the environment will occur
(+) Methodology of the experiments
(+) Emergency Response Plan under 8§ 20 of the Act
(+) Code of Practice of a workplace under Annex Nto the Act
(+) Copies of cadastral maps with designated presnat which the introduction into the
environment will occur, and the comprehensive laymntaining also the information on the
use of surrounding premises including the spedigéamt grown
7.3 The owner of premises, if he is not a persdomstting the request for the introduction of
genetically modified organism into the environmearid the contractual relation between the
owner and this person
7.4 Specification of the premises
7.4.1 Region
7.4.2 Municipality
7.4.3 Name of cadastral territory and cadastralbenn
(+ location of the area of the cultivation of gecaily modified organism at the premises, and
marking its size in the layout in the appropriatals)
7.4.4 Identification number of the soil block oetkection of the soil block, as appropriate, if
the premises is the subject of the agriculture laedistration under the special legal
regulatior?
7.5 Total area of the site, where the introduciita the environment shall occur fm

» actual area of the experiment

» the area of experiment premises (including isotafione etc.)
7.6 The distance of the experimental premises fthen specific territories (in_metres or
kilometres)
7.6.1 especially protected territories
7.6.2_housing, settlement
7.6.3 protective zones of water sources
7.6.4 water course, water reservoirs
7.6.5 territories managed in the ecological agtize?

4 Act No. 252/1997 Coll., on agriculture as amenbigdict No. 62/2000 Coll., Act No. 307/2000 Coll.ceAct
No. 128/2003 Coll.

% Act No. 114/1992 Coll. on protection of nature dnel landscape as amended by Act No. 347/1992, Gall.
No. 289/1992 Coll., the Finding of the Constitub&ourt No. 3/1997 Coll., Act No. 16/1997 Coll.¢ctANo.
123/1998 Coll., Act No. 161/1999 Coll., Act No. 28899 Coll., Act No. 132/2000 Coll., Act No. 76/20Coll.
and Act No. 320/2002 Caoll.

® Act No. 242/2000 Coll. on ecological agriculturelaon amendments to Act No. 368/1992 Coll. on
administrative fees, as later amended, as amendadttiNo. 320/2002 Coll.
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7.6.6 other
7.7 Use of the surrounding premises including ttop€ grown at the surrounding premises
(mark in the layout)
7.8 Flora and fauna including the agricultural srogpomestic animals and migrating animals
that could be affected by genetically modified ovigen
7.9 Methods of the introduction into the environmand amount of the used genetically
modified organisms
7.9.1 Approximate amount of genetically modifiedamisms to be used
7.9.2 The manner of safequarding the premises

* against unjustified persons

e against animals

» against water runoff
7.9.3 Extent and manner of the use of isolationezamound the site of cultivation of
genetically modified organisms
7.9.4 Other methods of the elimination or minimisatof the dissemination of genetically
modified organisms outside of the trial premises
7.9.5 Brief description of the usual weather candg
7.9.6 Description of the ecosystem at the placthefintroduction into the environment and
the disruptive effects on the ecosystem

» type of soil

« water regime including irrigation

« climatic conditions
7.10 Relevant data on previous cases of the inttamuthe same genetic organism into the
environment, if exist, particularly in relation potential effects of such activity on human and
animal health, the environment and biological dsitgr
7.11 Description of the systems that could be &dfiec
7.12 Comparison of the natural habitat of the lieaipor parental organism, as appropriate,
with the proposed place of the introduction inte @mvironment
7.13 Any planned changes in the use of the preniisdle vicinity of the place of the
introduction into the environment that could afféfioé environmental impact of genetically
modified organisms.

8. Description of the use of genetically modifiedrganisms

8.1 Use of the genetically modified organisms ptmits introduction into the environment
(contained use, transportation)

8.2 Procedure through which the genetically modifbeganisms will be introduced into the
environment

8.3 Approximate number of genetically modified arigans (per rhor nt, as appropriate)

8.4 Preparation and the manner of treatment ofptieenises prior to the introduction of
genetically modified organisms

8.5 The manner of transportation of genetically ified organisms

8.6 The manner of the protection of occupationaltheduring the use of genetically modified
organisms pursuant to special legal regulafions

8.7 The manner of the cultivation of geneticallydified organisms

8.8 Description of further use of genetically maatif organisms including its disposal

8.9 Date and manner of the evaluation of the intctdn of genetically modified organisms
into the environment

9. Information on interactions between genetically modified organisms and the
environment, and on potential effect of the interattons on the environment
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9.1 Czech and Latin family and variety nhame of argét organism, if exist, including a
precisely determining the cultivar (species, ratein, line, form, hybrid, stock, pathovar)
9.2 Expected mechanism and result of the intenadigiween genetically modified organism
introduced into the environment and the target misma

9.3 Expected mechanism and result of the intemnastibetween other organisms in the
environment that could be important

9.4 Is it likely that the selection occurs afteg thtroduction into the environment, e.g. higher
competitiveness or invasiveness of genetically fi@dliorganism?

9.5 Possibility of rapid growth of the populatiof genetically modified organism in the
environment and conditions for this growth

9.6 The ways of biological dissemination the gera#y modified organism, known or
unknown ways of the interaction with the dissemmaagents

9.7 Types of ecosystems where the genetically neatidrganism could be disseminated from
the place of the introduction into the environmamd where could settle

9.8 Name (Czech and Latin family and variety narharonon-target organism including a
precisely determining the cultivar (species, ratmin, line, form, hybrid, stock, pathovar),
which regarding to the character of the recipienvimnment could be affected by the
introduction of genetically modified organism irttee environment

9.9 Expected mechanism of determined undesiratdeaictions between genetically modified
organisms and non-target organisms including coiopgt preys, hosts, symbionts,
predators, parasites and pathogens.

9.10 Ability to transfer the heritable genetic nmatiin vivo

9.10.1 Possibility to transfer the heritable genetiaterial from the genetically modified
organism into the other organism after the intrdiduncof genetically modified organism into
the environment and conseguences of this transfer

9.10.2 Possibility to transfer the heritable gemetiaterial from the naturally occurring
organism on the genetically modified organism aitterintroduction the genetically modified
organism into the environment and consequencdsfransfer

9.11 Results of the studying the behaviour and gma@s of the genetically modified
organism and their environmental effects carriedimthe simulated natural environment
9.12 Known or expected involvement into biogeoclinprocesses

9.13 Other potential effects on the environment amalogical diversity (unambiguously

specify)

10. Monitoring the occurrence and effects of genetally modified organisms

10.1 Methods of determining the presence of theteally modified organisms

10.2 Specificity of the methods of identificatioh the genetically modified organisms and
differentiating the genetically modified organismorh the donor organism, recipient or
parental organism, as appropriate, the sensitanityreliability of these methods

10.3 Methods of monitoring the effects on the esteaw

10.4 Technigues (methods) of detection of transfethe introduced heritable genetic
material to other organisms

10.5 The area where the monitoring shall be capigdnf)

10.6_Period of the monitoring

10.7 _Frequency of the monitoring

11. Information on measures after the termination 6 an experiment and on waste

management
11.1 Description of measures after the terminatifothe experiment
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11.2 The manner of liquidation of genetically maalif organisms and control of its
effectiveness

11.3 Plan of controls and supervision

11.4 Types of waste generated and its expectedr@mou

11.5 Potential risks resulting from the handlinghwiastes

11.6 Description of the disposal of wastes and odsiof control of its effectiveness

12. Provision of samples of genetically modified ganisms
12.1 The amount and means of supply of samplesgedwnder § 18 par. 2 of the Act

13. In case of import or export of genetically modied organism intended exclusively for
the introduction into the environment (transfer to the third person that is not considered
as placing on the market)

13.1 The country of origin or destination, as appiaie

13.2 Importer or exporter, as appropriate

13.3 Maximum amount of the genetically modifiedamgm to be imported or exported
13.4 Means of transportation

13.5 Means of packaging and labelling

14. The place of storing the documentation on these of genetically modified organisms
having been kept under 8§ 19 letter b) of the Act

15.
Plan of training of employees prior to the commenaeent of the use of genetically
modified organisms, and the plan of their refreshetraining

PART C
OTHER REQUIREMENTS OF THE REQUEST FOR GENETICALLYOQWDIFIED
HIGHER PLANTS

1. Information on the recipient or parental organisn where applicable

1.1 Czech and Latin family and variety names of @ganism including a precisely
determining the cultivar (species, line, hybrid)

1.2 Origin (collection, number of the collectionpgplier)

1.3 Reproduction

1.3.1 Means of reproduction

1.3.2 Specific factors that affect reproductiorefifst)

1.3.3 Generation time

1.3.4 Sexual compatibility with the other cultivaiter uncultivated varieties and spreading of
these compatible varieties in the Czech Republic

1.4 Survivability

1.4.1 Ability to form structures that enhance suaVior dormance, and the time period of
potential survival or dormance,

1.4.2 Other specific factors enhancing survivagxiist

1.5 Spreading the plant in the environment

1.5.1 The manner and extent of the spreading (deeref the amount of pollen and seeds in
relation to the distance from the source, powerdirettion of wind and other factors)

1.5.2 Specific factors affecting the spreadingeXifst)

1.6 Geographic spreading of the plant
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1.7 Description of the habit including the informeat on natural consumers, pathogens,
parasites, competitors and symbionts, if the gkanbt grown in the Czech Republic
1.8 Other potential relevant interactions of thenphith other organisms in the ecosystem
where the plant is usually grown.
1.9 Effects on human and animal health and theemvient

» toxicity

» allergenicity

» other (unambiguously identifying)
2. Information on genetic modification and genetickly modified higher plant
2.1 Czech and Latin family and variety names of tfemetically modified higher plant
including a precisely determining the cultivar (s, line, hybrid)
2.2 Description and characterisation of heritald@aiic properties that were introduced or
altered including signal and selective genes amdipus modifications, and description its
phenotype exhibitions
2.3 The type of genetic modification

» the introduction of foreign heritable genetic mater

» removal of part of the heritable genetic material

» combination of removal and introduction of heriabkenetic material

o cellular fusion

» other (necessary unambiguously identifying)
2.4 Properties and origin of used vector (if thetgewas used)
(+ map of the vector)
2.5 Information on every part of the section of DN#hich was introduced into the organism
of recipient (if genetic modification includes timtroduction of the heritable genetic material)
2.5.1 Origin (Czech and Latin family and varietymes of the donor organism including a
precisely determining the cultivar (species, ratein, line, form, hybrid, stock, pathovar)
2.5.2 Functional characteristics
2.5.3 Size
2.5.4 Location — if it was integrated
2.5.5 Sequence
2.6 a If it concerns removal of a part of heritaipetic material (deletion), size and function
of removed section
2.7 Description of the method used for genetic rincation
2.8 If the recipient or parental organism is foreéste species, specify methods of
dissemination and specific factors affecting digsaion
2.9 Placing the heritable genetic material in thengp cell (introduced in chromosomes,
chloroplasts or in non-integrated form)
2.10 Number of copies of the introduced heritaldeegic material
2.11 Stability of the introduced heritable genetiaterial and stability of the placing
2.12 Methods of determination of particular infotroa
2.13 Information on the expression of the introdukeritable genetic material
2.13.1 The place where the expression of the intted genes occurs in the plant (e.g. roots,
stem, leaves, pollen etc.)
2.13.2 Changes in expression in dependence oifaleytle of the plant
2.13.3 Stability of the expression
2.13.4 Methods used for characterisation of theesgion
2.14 Information for unambiguous identificationgefnetically modified higher plant
2.14.1 Description of the altered part of the DNA
2.14.2 Methods of detection and identification ehgtically modified higher plant and the
verified methodology thereof
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2.15 Behaviour of the introduced genes
2.15.1 during hybridisation with the same species
2.15.2 during hybridisation with distant species
2.16 Unambiguous information on how the geneticalbdified higher plants differ from the
recipient or parental organism

* manner and rate of reproduction

» spreading in the environment

e survivability

» effects on human and animal health and the enviemthm

» other (specify)
2.17 Phenotypic stability of genetically modifieigjtmer plant
2.18 Any change in ability of genetically modifieadyher plant to transfer genetic material to
other organisms in consequence of genetic modibicat
2.19 Information on any potential harmful effecfsgenetically modified higher plant on
human health arising from the genetic modification
2.20 Information on the safety of genetically maaif higher plant for animal health,
particularly in relation to any harmful effects saang from the genetic modification, if the
genetically modified higher plant shall be usedegsistuff
2.21 Mechanism of interaction between the gendyicabdified higher plant and the target
organism, a target organism exists
2.22 Potential changes in the interactions of theetically modified higher plant with non-
target organisms arising from the genetic modiftzat
2.23 Potential interactions of the genetically nfiedi higher plant with non-living
components of the environment

3. Information on the amount of genetically modifigl higher plants that is to be used and
on the total area of premises

3.1 Approximate amount of genetically modified regiplants that is to be introduced into the
environment

3.2 Total area of the site where the geneticalldified higher plants are to be grown

4. Workplaces and premises where the introduction il occur

(+) Emergency Response Plan under 8 20 of the Act

(+) Code of Practice of a workplace under the AnNex4 to the Act

(+) Copies of cadastral maps with designated presniand the comprehensive layout
containing the information on the crops grown irgunding premises

4.1 The purpose of the introduction into the enwnent (including all the relevant
information available in this phase), e.qg. agrompurposes, hybridisation tests, change in
survivability or spreading, detection of the effeoh the target or non-target organisms

4.2 Location of the premises

4.2.1 Region

4.2.2 Municipality

4.2.3 Name of cadastral territory and cadastralbermm

4.2.4 ldentification number of the soil block oetkection of the soil block, as appropriate, if
the premises is the subject of the agriculture laedistration under the special legal
regulatiort®

4.3 Size of the premises

4.3.1 Location of the cultivation of genetically diftied higher plant on the premises and its
size (nf) (layout in the appropriate scale)
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4.3.2 Size () and the manner of use of the isolation zone atdhba area for cultivation of
the genetically modified plant (mark in the layout)

4.4 The use of surrounding premises

4.5 The distance of the premises from specifigtteres (in metres or kilometres)

4.5.1 Specially protected territorfés

4.5.2 Protective zones of water sources

4.5.3 Water course, water reservoirs

4.5.4 Territories managed in the ecological agticet”

4.5.5 Other

4.6 The manner of safeguarding the premises

4.6.1 safeguarding the premises against unjustiiezdons

4.6.2 safeguarding the premises against animals

4.6.3 safeguarding the premises against water frunof

4.7 Description of the ecosystem at the place efmmses

4.7.1 Type of sall

4.7.2 Water regime including irrigation

4.7.3 Climatic conditions

4.7.4 Flora including agricultural crops

4.7.5 Fauna including domestic and migrating arsmal

4.8 Presence of wild or cultivated sexually compatiplants in the premises and in its
vicinity

4.9 Relevant information concerning the previousesa of the introduction into the
environment of the same genetically modified higblant, if exist, particularly relating to the
potential effects on human and animal health, therenment and biological diversity

5. Description of the use of genetically modifiedigher plants

5.1 Use of the genetically modified higher plani®ipto its introduction into the environment
(contained use, transportation)

5.2 Procedure through which the genetically modifiegher plants will be introduced into
the environment

5.3 Approximate number of genetically modified égiplants (per f)

5.4 Preparation and the manner of treatment ofpiteenises prior to the cultivation of
genetically modified higher plants

5.5 The manner of transportation of genetically ified higher plants

5.6 The manner of the protection of occupationaltheduring the use of genetically modified
higher plants pursuant to special legal regulafions

5.7 The manner of the cultivation of geneticallydified higher plants on the premises

5.8 The manner of harvesting the genetically medifiigher plants

5.9 Description of further use of genetically meatif higher plants

5.10 Date and manner of the evaluation of the dhtction of genetically modified higher
plants into the environment

6. Measures to protect human and animal health, theenvironment and biological
diversity and waste management

6.1 The distance of the site of cultivation of gesadly modified higher plants from wild or
cultivated sexually compatible species of plants

6.2 Measures to decrease or prevent air-transppdlien or seeds, if used

6.3 Description of the methods for treatment of fhremises after termination of the
experiment
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6.4 Description of the methods for transport aratpssing of the genetically modified higher
plants

6.5 Control and methods of monitoring the occureenad effects of genetically modified
higher plants

6.5.1 Methods of detection of the presence of gesmBt modified higher plants and
monitoring its effects on ecosystem

6.5.2 Specificity of the methods for identificatioh genetically modified higher plants and
differentiating the genetically modified plants fiche donor organism, recipient or parental
organism, as appropriate, sensitivity and religbof these methods

6.5.3 Techniques (methods) for detection of thadfierring of introduced heritable genetic
material to other organisms

6.5.4 The site where the monitoring will be carroed

6.5.5 The period of monitoring

6.6 Waste management including the disposal oftgetly modified higher plants

6.7 Summary of protective measures

7. Summary information on planned field trials carried out for the purposeof obtaining
new information on the effects of the introductionof genetically modified higher plants
into the environment on human and animal health andhe environment

PART D

COMMON REQUIREMENTS FOR ALL REQUESTS

Opinion, date and signature of a professional dtensiu.....................

Date, signature and the stamp of an applicant .........coeeeeeen.n.
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Annex No. 3 to the Decree No. 209/2004 Coll.
Requirements of the request for registering into te List for the placing on the market

Information marked by (+) must be supplemented i original document or a certified
copy thereof. All the enclosed documents must thelthe name or names, as appropriate,
and the surname or the title (trading company)nodjaplicant.

Information regarding the summary of the conteritthe request intended to be published
shall be underlined.

PART A
GENERAL REQUIREMENTS OF THE REQUEST

The date of submission

1. Name of the genetic product (commercial name amsther names

2. Applicant
(+) extract from the Trade Register (not older thanahtins), or a certified copy of the Trade

Licence or the Foundation Charter, as appropriate
2.1 Name or names, as appropriate, and surnanue (mmpany), if an applicant is the
natural person authorised to operate a business
2.2 Title (trade company) and the legal form, & #pplicant is legal person
2.3 Nationality (in case of natural persons)
2.4 Place of business (in case of legal personglage of business and place of residence (in
case of natural persons)
2.5 Company registration number (if assigned)
2.6 Tax identification number (if assigned)
2.7 Subject of activity (according to the Foundatieharter or the record in Trade Register)
2.8 Name or names and surnames of persons, wheseeytra statutory body of the applicant,
including the manner of acting on behalf of the lmamt (in case of legal persons), as
appropriate.
2.9 The applicant is

e inland producer

e importer
» other (specify)

2.101n case of the import

* name or names, as appropriate, and surname (tomsigacy) of the producer, if he is

a natural person, or the title (trade companythefapplicant is legal person

» address of the producer
3. Professional consultant
(+) extract from the Criminal Register or the othelevant document pursuant to special legal
regulatio, as appropriate.
(+) certificate for achieved education and lengtlpr@fessional experience (if Member State
citizen has obtained the professional experiencthénother Member State this certificate
means a decision on the recognition of professiquoalification pursuant to the special legal
regulatiord)).
2.1 Name or names, as appropriate, surname, acadegree
2.2 Occupation or employer and function, as apatgpr
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2.3 Education

2.4 Professional courses
2.5 Previous experience
2.6 Address of residence
2.7 Contact address

2.8 Telephone number
2.9 Fax number

2.10 E-mall

4. Characterisation of the genetically modified orgnism contained in _the genetic
product

The name, origin_and properties of each geneticalbdified organism contained in the
genetic product

5. Purpose and procedure of the placing of genetilba modified organism _or _genetic
product on the market

5.1 The purpose of placing of the genetically mediforganism or genetic product on the
market

5.2 Date of expected commencement of the placingtgmlly modified organism or genetic
product on the market and its binding scheduleafldetf the individual stages, the date of
expected commencement thereof and the period tiEplar stages)

5.3 Expected amount of the genetically modifiedaoigm or genetic product that will be
used in the individual stages including informata@mwhether the production comes from the
territory of the Czech Republic or European Comriesi as appropriate, or whether it's

imported.

6. Risk assessment of the placing of genetically dified organism or genetic product on
the market
(+) Risk assessment under § 7 of the Act

PART B
OTHER REQUIREMENTS OF THE REQUEST FOR GENETICALLY
MODIFIED ORGANISMS OTHER THAN HIGHER PLANT
OR FOR GENETIC PRODUCTS OTHER THAN CONTAINING
GENETICALLY MODIFIED HIGHER PLANTS, AS APPROPRIATE

1. Common description of the genetically modified manism or genetic product and the
genetically modified organism, which is containedn genetic product

1.1 Type of genetically modified organism or gengiroduct (expected use of genetically
modified organism or genetic product)

1.2 Composition of genetic product

1.3 Specificity (difference) of genetic product (@@mparison with the same type of the
product that does not contain genetically modibeginisms)

1.4 Target group of consumers (e.q. industry, afitice, small consumers)

1.5 Conditions of the use, particularly differendetween the use of genetically modified
organism or genetic product and the use of simil@n-modified organisms or products
containing non-modified organisms

1.6 Unambiguous determination of geographicalttyiin the EU, as appropriate, where the
placing of genetically modified organism or gengtioduct shall be limited to
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1.7 Type of the environment where the use of gealyi modified organism (genetic
product) is undesirable
1.8 Estimated annual demand

* inthe Czech Republic

e in the European Union

* on the export markets
1.9 Unambiguous identification code of geneticaihyodified organism or genetically
modified organisms contained in the genetic product
1.10 Has the same applicant submitted the reqoeghé introduction into the environment
for the same genetically modified organism or orgiaus contained in the genetic product?
If so, include the nhumber or other marking of teguest (date and assigning of the request)
and the country of the submission
If no, include the risk assessment of geneticallgdiited organism pursuant to the
requirements of the request for granting the canfegrthe introduction into the environment
(part A, point 9 of Annex No. 2 to this Decree)
1.11 Is the applicant at the same time submittintequest for the placing of the same
genetically modified organism or genetic productioe market in any Member State of EU?
If so, include the number or other marking of thguest and the country of submission
1.12 Was product with the same genetically modifieganism (the same combination of
genetically modified organisms) placed on the miairk&U by another applicant?
If so, include the applicant, date and markinghef tonsent, the country of submission and
the period for which the consent applies
1.13 Information on whether the request (notifigalifor the placing of the same genetically
modified organism or genetic product on the mavkast submitted in other country outside of
EU
If so, include the country where the request (rmatfon) was submitted, number or other
marking of the request (date and marking of thesenf if issued), applicant, purpose and
period of placing on the market
1.14 Summary of data obtained from the previousinning cases of the introduction of the
same genetically modified organism or the same aoation of genetically modified
organisms into the environment on different coodisi representing different environments
where the genetically modified organism may be used
1.15 Supposed guidance and recommendations congdh@ use, transportation, storing and
other use of genetically modified organism (geneticduct) including possible limitations
that are proposed as conditions of the requestestod
1.16 Proposed method of packaging of the genetioadidified organism or genetic product
1.17 Proposed method of labelling above the scbpeecAct
1.18 Measures to be taken in the case of an adaidellegal use of the genetically modified
organisms or genetic products
1.19 The method of waste management including tispodal of wastes containing
genetically modified organisms

2. Information on the recipient or parental organisn, if applicable

2.1 Czech and Latin family and variety names aé@pient or parental organism including a
precise determination of the race (strain, formoglst cellular line, pathovar)

2.2 Origin (collection, collection number, supplier

2.3 Phenotypic and genetic markers

2.4 Particular plasmids, bacteriophages and otheiovs (when concerning microorganisms)
2.4.1 Sequences of the vector

2.4.2 Frequency of mobilisation of the vector
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2.4.3 Specificity of the vector
2.4.4 Presence of genes that cause resistance wéthor to antibiotics
2.5 Degree of congeniality between donor organisthracipient
2.6 Occurrence and living conditions
2.6.1 Geographical dissemination
2.6.2 Habitat (natural occurrence) of the organism
2.6.3 Natural predators, preys, parasites and ctitmise symbionts and hosts
2.6.4 Other potential interactions between othganisms
2.7 Genetic stability and affecting factors
2.8 Potential intercellular transfer of the herigalmenetic material between the donor
(parental organism) and other organisms
2.8.1 The manner of transfer (by means of plashddteriophage, otherwise)
2.8.2 Organisms with which the natural exchangeeoitable genetic material occurs
2.8.3 Conseguences of such transfer
2.9 Reproduction
2.9.1 Means of reproduction
2.9.2 Specific factors that affect reproductioreifst)
2.9.3 Generation time in the natural environmermt generation time in the ecosystem where
the genetically modified organism is to be introghlic
2.10 _Survivability
2.10.1 Survivability in the individual weather seas
2.10.2_Ability to form persistent surviving forms.§. spores, sclerotia)
2.10.3 Other specific factors enhancing the sutyif/axist
2.11 Spreading in the environment
2.11.1 The manner and extent of the spreading
2.11.2 Specific factors affecting the spreadingxist)
2.12 Spectrum of hosts including the non-targeaoigms
2.13 Interactions with the environment
2.14 Involvement into the environmental processes
e primary production
e nutrient turnover (consumer, predator)
» decomposition of organic matter
» other (unambiguously specifying)
2.15 Methods of detection
2.15.1 Description of methods
2.15.2 Sensitivity, reliability (quantitatively) drspecificity of the methods
2.16 Methods of identification
2.16.1 Description of methods
2.16.2 Sensitivity, reliability (quantitatively) drspecificity of the methods
2.17 Classification of the organism pursuant tocipelegal regulations of the Czech
Republi¢’ and EC regulations concerning the protection efrenment or human health
2.18 Include if the organism is pathogenic or othie harmful (living or non-living
including extracellular products) related to humanimals, plants or otherwise. If so, then
unambiguously identify potential characteristics:
» pathogenicity: epidemicity, infectiousness, viruen
« allergenic effects
» toxic effects
» pathogen carrier,
» possible vectors, host area including non-targgdmism,
» potential activation of latent viruses (proviruses)
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» potential ability to penetrate into other organisingolonise them
e resistance to antibiotics and potential use of saphbiotics for prophylaxis and
treatment human and animal diseases
 other
2.19 Nature and description of known extrachromadarenetic particles
2.20 Description of previous genetic modificatiafigshe organism

3. Information on the genetic modification
3.1 Type of genetic modification
» introduction of the foreign heritable genetic metier
« removal of a part of the heritable genetic material
« combination of removal and introduction of heriglgenetic material
e cellular fusion
» other (unambiguously identify)
3.2 Description of methods used for the geneticifitadion
3.3 Information on the vector, if it was used dgrthe genetic modification
3.3.1 Type of the vector
3.3.2_Identity of the vector (origin)
3.3.3 Description of the construction of vector
(+ genetic map or restriction map of the vectora@gropriate
3.3.4 Sequence of the vector
3.3.5 Information on the degree to which the vecddmited to the sequence of the nucleic
acid required to perform the intended function, #nithe vector contains sequences, which
product or functions are not known
3.3.6 Ability of the vector to transfer heritablergtic material
3.3.7 Frequency of the mobilisation of vector
3.3.8 Information on whether the vector is fully partly present in the final genetically
modified organism
3.3.9 Spectrum of the hosts of vector
3.3.10 Presence of the sequence of particular yewtbich transfers the selectable or
identifiable phenotype
» resistance to the antibiotics (identify the preciaee of the active substance)
e resistance to heavy metals
» resistance to pesticides (identify the precise nahtie active substance)
» other (unambiguously identify)
3.3.11 Method of introduction of the vector inte thrganism of recipient

4. Information on the insert

4.1 If the vector has not been used in the gemetidification, method of the introduction of
the insert into the organism of recipient

4.2 Methods used for construction of the insert

4.3 Restriction places

4.4 Sequence of the insert

4.5 Information on each part of the insert or ocheaemoved part of heritable genetic
material, as appropriate, with special emphasigrmynknown harmful sequences

4.5.1 Origin

4.5.2 Functional characteristic

4.5.3 Size

4.5.4 Location
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4.5.5 Sequence
4.6 Information on the degree to which the inselinited to the sequence of the nucleic acid
required to perform the intended function
4.7 Information on whether the insert contains ggavthose products or functions are not
known
If so, then unambiguously identify
4.8 Placing the insert into the final geneticallgdriied organism
* on the free plasmid
* integrated into chromosomes
» other (unambiguously identify)
4.9 Number of copies of the introduced heritableegie material
4.10 Stability of the introduced heritable genetiaterial and the stability of its placing

5. Information on the donor organism (donor organisns)
5.1 Czech and Latin family and variety names of aganism including a precisely
determining the cultivar (species, race, stramg,lform, hybrid, stock, pathovar)
5.2 Include if the donor organism is pathogenimtirerwise harmful (living or non-living
including extracellular products).
If so, then include whether it is related to humanimals, plants or otherwise. Always
unambiguously identify the harmfulness
Are pathogenic or harmful properties concerning #exnuences used during genetic
modification?
If so, identify unambiguously possible charactérsst

« pathogenicity: epidemicity, infectiousness, viruen

« allergenic effects

» toxic effects

« pathogen carrier,

» possible vectors, host area including non-targgmism,

» potential activation of latent viruses (proviruses)

» potential ability to penetrate into other organismsolonise them

» resistance to antibiotics and potential use of sagtbiotics for prophylaxis and

treatment human and animal diseases

+ other
5.3 Classification of the donor organism pursuantvalid legal requlations of the Czech
Republi¢’ and EC regulations concerning the protection efahvironment or human health
5.4 Information on whether the natural exchangéaitable genetic material between the
donor organism and recipient occurs or whether fitoissible

6. Information on the final genetically modified omanism (genetically modified
organism contained in the genetic product)

6.1 Description of heritable genetic properties ahénotypic markers, if they are different
from the recipient or parental organism

6.2 Genetic stability of genetically modified orggm, if it differs from the stability of the
recipient or parental organism

6.3 Expression of the introduced heritable geneaterial

6.3.1 Rate and level of expression of the heritgj@eetic material, dependence on the life
cycle, organs where the expression occurs

6.3.2 Stability of the expression

6.3.3 Description of methods and sensitivity of mwament
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6.9 Expressed proteins
6.4.1 Activity of the expressed proteins
6.4.2 Description of the methods of identificatienmd detection of expressed proteins and the
data on sensibility, reliability and specificity thfese methods
6.5 Methods and criteria used for the selectiotheffinal genetically modified organism
6.6 Methods of detection of genetically modifiedjamism in the environment, if they differ
from the detection of the recipient or parentalamigm
6.7 Methods of identification for the selection génetically modified organism from the
recipient or parental organism
6.7.1 Description of methods for the detection loé tpresence of genetic _modification
including the verified methods of sampling and @m@tions of samples
6.7.2 Information on the specificity, sensitivitynda reliability (quantitatively) of these
methods
6.7.3 Description of the part of altered nucleiclanhancing the unambiguous identification
of genetically modified organism
6.8 Effects on the health
6.8.1 Toxic or allergenic effects of genetically difeed organism and the metabolic products
thereof, if they differ from the effects of the i@ent or parental organism
6.8.2 Risks of the genetic product
6.8.3 Comparison of the genetically modified orgamwith the donor organism, recipient or
parental organism, as appropriate, as regardititetpathogenicity
6.8.4 Ability to colonise, if it differs from theecipient or parental organism
6.8.5 If the genetically modified organism is m@aghogenic for immunocompetent people,
than the recipient or parental organism, then ohelu

» diseases that could be caused by genetically nedddfiganism and the mechanism of

pathogenicity including invasivity and virulence,

» infectiousness,

» infectious dose,

» area of hosts, potential adaptations,

e survivability except of human host,

» presence of transferers or dissemination agents,

» degree of biological stability,

» characteristic of the resistance to antibiotics,

« allergenicity,

e availability of the appropriate therapies,
6.8.6 Information on possible harmful effects ad tienetically modified organism or genetic
product on human health resulting from the geneatiodification. Identify always
unambiguously possible harmful effects,
6.8.7 Information on the safety of the geneticallgdified organism or genetic product for
human health, particularly with regards to any Hatneffects resulting from genetic
modification, if the genetically modified produstto be used as a part of feedstuff, veterinary
medicine etc.
6.9 Interaction of genetically modified organisntiwihe environment
6.10 Survivability and reproducibility of the gerally modified organism and its ability to
disseminate, if this ability differs from the abjliof recipient or parental organism
6.11 Effects of genetically modified organism om tBnvironment, if they differ from the
effects of the recipient or parental organism dredgotential consequences thereof
6.12 Czech and Latin family and variety names otaget organism, if exist, including a
precisely determining the cultivar (species, ratein, line, form, hybrid, stock, pathovar)
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6.13 Mechanism of the interaction between the gesibt modified organism or genetic
product and the target organism, if this organigiste
6.14 Potential changes in the interactions of geaiét modified organism or genetic product
with non-target organisms, resulting from the gengiodification
6.15 Potential changes in the interactions of geaét modified organism or genetic product
with non-living components of the environment, tésg from the genetic modification
6.16 Stability of the genetically modified organismgarding to its heritable genetic
properties
6.17 Information on how the genetically modifiedganism differs from the recipient or
parental organism. Identify unambiguously the dédfees

 means and rate of the reproduction, generation time

* dissemination in the environment

e survivability

» effects on the health of human beings, animalsodiner organisms

+ other
6.18 Ability of the genetically modified organisno transfer genetic material to other
organisms, and the consequences of such transfer

7. Expected behaviour of the genetic product, if idiffers from the behaviour of the
recipient or parental organism

8. Information on previous introduction into the environment in the Czech Republic (if
applicable)

8.1 Authorised person

8.2 Date and number of the consent

8.3 Place of the introduction into the environment

8.4 Purpose of the introduction into the environmen

8.5 Period of the introduction into the environmedate of its commencement and
termination

8.6 Orientation and period of monitoring

8.7 Conclusions of monitoring

8.8 Results of the introduction into the environin&ith regard to any risks for the health of
human beings and animals, the environment anddiaabdiversity

9. Information on previous introduction into the environment or on the market in other
countries

9.1 Authorised person

9.2 Date and marking of the consent

9.3 Country

9.4 Responsible administrative body

9.5 Place, date of the commencement and terminafitre introduction into the environment
9.6 Period, date of the commencement and termmafiononitoring

9.7 Orientation of monitoring

9.8 Conclusions of monitoring

9.9 Results of the introduction into the environtn@n on the market, as appropriate,
regarding to any risks for the health of human ggjnanimals, the environment and
biologically diversity

10. Information on previous use (research, developemt, utilisation) , which is important
for risk assessment
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11. Monitoring plan

11.1 Identified markers, properties and ambiguitiekated to the genetically modified
organism or genetic product or their interactionthvwhe environment, to which the plan of
monitoring should be orientated

11.2 Provision, extent and manner of the monitoring effects of genetically modified
organism or genetic product on the health of hutmaings, animals, the environment and
biological diversity (monitoring of the geneticaliyodified organism or genetic product)

11.3 Provision, manner and frequency of the sampéind analysing the samples after the
genetically modified organism or genetic produgtleced on the market

12. Information on providing the reference sample®f genetically modified organism or
genetic product and storing them at the administrave body or at the legal person
assigned by this body

12.1 Specification and amount of the sample pralitgether with the request under § 24
par. 3 of the Act

12.2 Frequency and the manner of the transfer wipks after granting the consent for
placing on the market

PART C
OTHER REQUIREMENTS OF THE REQUEST FOR GENETICALLYOQWIFIED
HIGHER PLANTS OR GENETIC PRODUCTS CONTAINING THE GIEETICALLY
MODIFIED HIGHER PLANTS, AS APPROPRIATE

1. General description _of genetically modified higbr plant _or_genetic product and
genetically modified higher plant contained in thegenetic product
1.1 Czech and Latin family and variety names of @ganism including a precisely
determining the cultivar (species, line, hybrid)
1.2 Inappropriate forms for placing of geneticaipdified organisms on the market (seeds,
cutting flowers, vegetative parts etc), as the psep condition for placing on the market
1.3 Intended use of genetically modified highemplar genetic product and the target group
of consumers
1.4 Conditions for the use, particularly differesdsetween the use of genetically modified
higher plant or genetic product and the use oflammon-modified organisms or products
containing non-modified organisms including bindmegtrictions proposed as the conditions
for the placing on the market
1.5 Unambiguous determination of the geographia aré¢he European Union, as appropriate,
where the placing of genetically modified organsngenetic product shall be delimited
1.6 Type of the environment where the use of gealyi modified organism (genetic
product) is undesirable
1.7 Proposed manner of packaging of geneticallyifieaichigher plant or genetic product
1.8 Proposed method of labelling out of scope efAbt
1.9 Estimated annual demand

* inthe Czech Republic

e in the European Union

* on the export markets
1.10 Unambiguous identification code of geneticallydified higher plant
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1.11 Has a request for the introduction of the saymeetically modified higher plant or
genetically modified higher plant contained in temetic product into the environment in any
Member State of EU been submitted?

If so, include the applicant, the number or otharking of the request (date and assigning of
the consent, if was granted) and the country ofthmmission

If no, include the risk assessment of geneticallgdiiied higher plant pursuant to the
requirements of the request for granting the canfegrthe introduction into the environment
(part A, point 9 of Annex No. 2 to this Decree)

1.12 Is the applicant at the same time submittinteguest for the placing of the same
genetically modified higher plant or genetic prodan the market in another Member State
of EU?

If so, include the number or other marking of th@uest and the country of submission

If no, include the risk assessment of geneticallgdiiied higher plant pursuant to the
requirements of the request for granting the canfegrthe introduction into the environment
(part A, point 9 of Annex No. 2 to this Decree)

1.13 Information on whether the request (notifigalifor the placing of the same genetically
modified higher plant or genetic product on the keéiwvas or is submitted in other country
outside of EU

If so, include the applicant, number or other magkof the request (date and marking of the
consent, if it was granted), the country of submissand the period for which the request
applies (the period for which the consent was gadnt

1.14 Was already previously the request for theiptpof the same genetically modified
higher plant or the same genetic product on th&etan EU submitted?

If so, include the number or other marking of tequest and the country where the request
was submitted

1.15 Measures to be taken in the case of an adaidéllegal use of the genetically modified
higher plants or genetic products

1.16 The manner of waste management including thposal of wastes containing the
genetically modified organisms

1.17 Summary of data obtained from previous or inoprcases of the introduction of the
same genetic modified organism or the same combimaft genetic modified organisms into
the environment in the different conditions représe different environments where the
genetic organism can be used

2. Information on the recipient or parental organisn, as appropriate

2.1 Czech and Latin family and variety names of aganism including a precisely
determining the cultivar (species, line, hybrid)

2.2 Origin (collection, number of the collectionpgplier)

2.3 Reproduction

2.3.1 Means of reproduction

2.3.2 Specific factors that affect reproductioreifst)

2.3.3 Generation time

2.3.4_Sexual compatibility with the other cultivdter uncultivated varieties and spreading of
these compatible varieties in the Czech Republic

2.4 Survivability

2.4.1 Ability to form structures that enhance swaVior dormance, and the time period of
potential survival or dormance,

2.4.2 Other specific factors enhancing survivagxist

2.5 Spreading in the environment
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2.5.1 The manner and extent of the spreading (dseref the amount of pollen and seeds in
relation to the distance from the source, powerdirgttion of wind and other factors)
2.5.2 Specific factors affecting the spreadingpiist)
2.6 Geographic spreading
2.7 If the higher plant is not cultivated in the e€lh Republic, description of the habit
including the information on natural consumers,hpgens, parasites, competitors and
symbionts,
2.8 Further potential relevant interactions of lhgher plant with the other organisms in the
ecosystem where the higher plant is usually cukida
2.9 Include if the organism is pathogenic or othsevharmful (living or non-living including
extracellular products) related to human beingsnals, plants or otherwise.
If so, then unambiguously identify possible chaggstics

» pathogenicity: epidemicity, infectiousness, viruen

« allergenic effects

» toxic effects

» pathogen carrier,

» possible vectors, host area including non-targgdmism,

» potential activation of latent viruses (proviruses)

» potential ability to penetrate into other organismsolonise them

» resistance to antibiotics and potential use of sagtbiotics for prophylaxis and

treatment human and animal diseases

 other

2.10 Significant phenotypic and genetic markers

3. Information on the genetic modification
3.1 Type of the genetic modification

» the introduction of foreign heritable genetic meter

* removal of part of the heritable genetic material

» combination of removal and introduction of herigenetic material

» cellular fusion

» other (necessary unambiguously identifying)
3.2 Description of methods used for the geneticifitadion
3.3 Properties and origin of the used vector {i€eator was used in the genetic modification)
(+ genetic map of the vector)
3.4 Information on each part of the DNA sectionjalhis to be introduced into the organism
of the recipient (if the introduction of heritabtgeenetic material is included in genetic
modification)
3.4.1 Size
3.4.2 Location
3.4.3_Sequence
3.4.4 Origin (Czech and Latin family and varietymes of a donor organism including a
precisely determining the cultivar (species, ratein, line, form, hybrid, stock, pathovar)
3.4.5 Functional characteristic

4. Information on the genetically modified higher pant

4.1 Description and characteristic of heritableajenproperties that are introduced or altered
including the signal and selection genes and ptsvioodifications and description of their
phenotypic effects

4.2 Information on the DNA section, which was inlmged or removed
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4.2.1 Structure and size of the introduced sedtioluding the information on each section of
the vector, which was introduced into the gendiiaalodified higher plant, or on any carrier
or foreign DNA that remained in the genetically nfied higher plant

4.2.2 In the case of the removal of the part ofthlele genetic material (deletion), the size
and function of each part of removed section oleia@cid

4.2.3 Placing of the introduced heritable genetatemal in the plant cell (introduced into
chromosomes, chloroplasts or in non-integrated Yanu methods of determination of these
data

4.2.4 Number of copies of the introduced heritaj@aetic material

4.2.5 Stability of the introduced heritable genet@aterial and stability of the placing therof
4.2.6 In the case of other genetic modificatiomtirdroduction or removal of a part of the
heritable genetic material, describe the functibmeritable genetic material prior and after
the performance of modification and further deserihrect changes in the expression of
genes resulting from the modification

4.3 Information on the expression of introducedthble genetic material

4.3.1 Expression of introduced heritable genetictenwl and methods used for the
characterisation thereof

4.3.2 Place where the expression of introduced syamehe plant occurs (e.g. roots, stem,
leaves, pollen etc.)

4.3.3 Changes in the expression related to theyidte of the plant

4.3.4 Stability of the expression

4.4 Information on how genetically modified highplants differ from the recipient or
parental organism (identify always unambiguouséy differences)

4.4.1 Means and rate of reproduction

4.4.2 Spreading in the environment

4.4.3 Survivability

4.4 .4 Effects on the health of human beings, arsiraat other organisms

4.4.5 Effect on non-target organisms

4.4.6 Other

4.5 Ability of the genetically modified higher plato transfer genetic material to other
organisms and consequences of this transfer

4.6 Information on potential harmful effects of thenetically modified higher plant on
human health resulting from the genetic modifigati®otential harmful effects identify
always unambiguously

4.7 Information on the safety of genetically maglifihigher plant for animal health, when the
genetically modified higher plant is to be usedttss feedstuff, if the safety of genetically
modified higher plant differs from the recipientgarental organism

4.8 Mechanism of the interaction between the gealyi modified higher plant and target
organism (if a target organism exist), if the meuban of interaction of the genetically
modified higher plant differs from the recipientgarental organism

4.9 Potential changes in interactions of the gealyi modified organism or genetic product
with the non-target organisms, resulting from teeetic modification

4.10 Information for unambiguous identificationtb& genetically modified higher plant
4.10.1 Description of a part of the altered DNA

4.10.2 Methods of detection and identification ehgtically modified higher plant, verified
methodology of the sampling and processing of saspl

4.11 Behaviour of the introduced genes

4.11.1 during hybridisation with the same species

4.11.2 during hybridisation with the distant specie

4.12 Phenotypic stability of the genetically moghifihigher plant
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5. Information _on_potential effects on the environment resulting from the use of
genetically modified higher plants (identify alwaysunambiguously potential effects)

5.1 Potential effect on the environment resultinonf the placing of genetically modified
higher plant on the market

5.2 Potential effect on the environment resultingnt the interaction between genetically
modified higher plant and target organism (if exigtit differs from the interaction of the
recipient or parental organism, as appropriate

5.3 Potential effect on the environment resultingnt the interaction between genetically
modified higher plant and non-target organismsit ifliffers from the interaction of the
recipient or parental organism, as appropriate

5.3.1 Effects on the biological diversity in thegd of cultivation

5.3.2 Effects on the biological diversity in thdet environments

5.3.3 Effects on pollinators

5.3.4 Effects on endangered species

5.3.5 Potential interactions with the non-livinghqaonents of the environment

6. Information on previous cases of the introductio of genetically modified higher plant
into the environment

6.1 Previous introduction into the environment ieglrout by the applicant in the Czech
Republic

6.1.1 Date and number of the consent

6.1.2 Monitoring conclusions

6.1.3 Results of the introduction into the envir@minor market, as appropriate, with regard
to_any risks for the health of human beings andnald, the environment and biological
diversity

6.2 Previous cases of the introduction into tharenment or on the market carried out by the
applicant in other countries

6.2.1 Country

6.2.2 Responsible administrative body

6.2.3 Date and marking of the consent

6.2.4 Place of the introduction into the environimen

6.2.5 Purpose of the introduction into the envirenin

6.2.6 Period of the introduction into the enviromine

6.2.7 Period of monitoring

6.2.8 Orientation of monitoring

6.2.9 Monitoring conclusions

6.2.10 Results of the introduction into the envimemt or on the market, as appropriate, with
regard to any risks for the health of human beiagg animals, the environment and
biological diversity

7. Monitoring plan

7.1.1 Identified markers, properties and ambigsiitedated to the genetically modified higher
plant or genetic product or their interactions wille environment, to which the plan of
monitoring should be orientated

7.1.2 Provision, extent and manner of monitoringhef effects of genetically modified higher
plant or genetic product on the health of humamdmei animals, the environment and
biological diversity (monitoring of the geneticaliyodified organism or genetic product)
7.1.3 Provision, manner and frequency of samplind analysing of the samples after the
genetically modified higher plants or genetic prcidare placed on the market
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If the product contains more genetically modified oganisms, the part B shall be
necessary to elaborate or C for each genetically rddied organism separately, as
appropriate

PART D

COMMON REQUIREMENTS FOR ALL THE REQUESTS
Opinion, date and signature of the professionasgttant ........................

Date, signature and stamp of the applicant ........................
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Annex No. 4 to the Decree No. 209/2004 Caoll.

Part A: Requirements for the contained space and mtective measures for
microbiological laboratories

Hygienic airlock means the entry to the laboratibmpugh separated spaces, whose so called
clean side must be separated from the laboratorgabgty doors, cloakroom for changing
clothes and shower.

Standard operation procedure means the procedaldirgthe safe transfer of material to the
sterilisation equipment outside the laboratory anoviding the same level of protection as
the laboratory.

Protective clothes mean for example work cottonecoR?VVC protective apron, rubber-textile
protective apron, special PE overalls, high presguotective clothing, work coat with cold
protective lining, work cold protective coat witlape, protective raincoat, work cotton
trousers, boiler suit, grating for head, protectie¢.

Protective footwear means for example gum boot®sto closed work boots - type of ankle
boots, closed toes sandals, medical sandals.

Personal protective work aids mean for exampleoootfioves, latex gloves, PE disposable
gloves, nitrilic gloves or requirement for the gdigr of gloves — disposable vinyl gloves,
protective goggles, goggles for dust protectiosefahield, filtering mask to protect against
particles (mouthpiece assembly), filtering half k& protect against solid particles (with or
without expiratory valve), filtering half mask ouagrter mask, face filtering mask (necessary
specify the subject of filtration), isolation nootanomous breathing apparatus (hose),
autonomous breathing apparatus.

For the risk category
I Il 11 I\

Contained space

1 Isolation inside the | Not required | Isolation Isolation Required to
building or placed in inside the inside the be placed in g
a separated building building building separated

building

2 Sealable for Not required | Not required| Required Required
fumigation
Equipment

3 Surfaces resistant tg Required for | Required for | Required for | Required for
water, acids, alkalis,|work area, |work area, |work area, |work area,
solvents, floor and floor and floor and floor, walls
disinfectants, walls walls walls and ceiling
decontamination
agents and easy to
clean

4 Entry to work area |Not required | Required onlyRequired Required
via airlock if resulting

from the risk
assessment

5 Negative pressure |Notrequired | Not required| Required Required
relative to the
pressure of the
immediate
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environment
6 Extract and input air| Not required | Not required| Required forRequired:
from the laboratory extract air when working
should be HEPA- with viruses,
filtered special
measures
must be taken
against
spreading of
viruses
7 Sterile box — Not required | Required onlyRequired Required
separated room if resulting
from the risk
assessment
8 Autoclave In the In the In the In the
building building and | contained laboratory,
in compliance| space double ended
with the (inserted
standard between clear
operation and dirty
procedure department)
(see above)
System of work
9 Restricted access Not required Not required Redui Required
10 Biohazard sign on |Not required | Required Required Required
the door
11 Specific measures toNot required | Required: |Required: Required:
control aerosol minimise prevent prevent
dissemination spreading spreading spreading
12 Shower Not required| Inthe Required Required
building
13 Protective clothing | Suitable Suitable Suitable Complete
and footwear protective protective protective change of
clothing clothing clothing and | clothing and
(particular (particular footwear footwear
type and type and (particular before entry
frequency of |frequency of |type and and exit
change change frequency of | (particular
depends on |depends on |change types and
the risk the risk depends on |manner of
assessment) |assessment),|the risk handling with
protective assessment) | clothing,
footwear underwear
required if and footwear
resulting from during
the risk collection
assessment depends on

) Government Order No. 11/2002 Coll., laying dowsual aspect and placing of safety marks and introtu
of signals
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the risk

assessment)
14 Personal protective | Required if | Required Required Required
work aids resulting from| (particular protective protective
the risk type and gloves and |gloves,
assessment |frequency of | other personalprotective
change protective goggles and
depends on |work aids other persona
the risk under risk protective
assessment) |assessment |work aids
(frequency of | under risk
change assessment
depends on | (frequency of
the risk change
assessment) | depends on
the risk
assessment)
15 Efficient vector Required Required Required Required
control and
elimination thereof
(e.g. for insects and
rodents)
Waste
16 Inactivation of Required if |Required Required Required
genetically modified | resulting from
organisms in effluentthe risk
from hand-washing | assessment
sinks or drains and
showers and similar
effluents
17 Inactivation of Required Required Required Required
genetically modified including including including
organisms in used disinfection of| disinfection of| disinfection of
material and waste protective protective protective
pursuant to special clothing clothing, clothing,
legal regulatiorf8 footwear and | footwear and
other personalother persona
protective protective
work aids work aids
Other measures
18 Laboratory to contairRequired Required Required Required
its own equipment
19 An observation Required only Required only Required Required
window or if resulting if resulting
alternative is to be |from the risk |from the risk
present so that assessment |assessment

occupants can be
seen

® For example Act No. 185/2001 Coll. as later ameinde
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20 Recuperation room | Not required | Required onlyRequired Required
outside of work areal if resulting
from the risk
assessment

Part B: Containment requirements and protective meaures for glasshouses and growth-
rooms

Glasshouse and growth-room mean a contained steuatith walls, floor and roof (ceiling)
designed and used principally for growing plantsother genetically modified organisms
than plants are also used in the glasshouse, @asstgiuse must comply with conditions set up
for the particular workplace (e.g. in part A ofghnnex, in the case of genetically modified
micro-organisms or in part C of this Annex, in tase of genetically modified animals).
Airlock means an entry to the glasshouse or grawtim through isolated chambers, whose
clean side is separated from the laboratory bytyaleors, cloakroom for change of clothing
and shower.

Standard operation procedure means a procedurérentie safe transfer of material into the
sterilisation facility outside the glasshouse oovgh-room, and ensuring the same level of
protection as these structures.

Protective clothing means for example work cottaver, PVC protective apron, rubber-
textile protective apron, special PE overalls, hpghssure protective clothing, work coat with
cold protective lining, work cold protective coaithvcape, protective raincoat, work cotton
trousers, boiler suit, grating for head, protectiat.

Protective footwear means for example gum boot®sto closed work boots - type of ankle
boots, closed toes sandals, medical sandals.

Personal protective work aids mean for exampleoootfloves, latex gloves, PE disposable
gloves, nitrilic gloves or requirement for the gigr of gloves — disposable vinyl gloves,
protective goggles, goggles for dust protectiosefahield, filtering mask to protect against
particles (mouthpiece assembly), filtering half ksak protect against solid particles (with or
without expiratory valve), filtering half mask ouarter mask, face filtering mask (necessary
to specify the subject of filtration), isolation mautonomous breathing apparatus (hose),
autonomous breathing apparatus.

For the risk category
I I Il IV

Contained space
1 Glasshouse or Not required | Required Required Required
growth-room are
resistant against
regional weather

extremes

2 Isolation inside the |Not required | Required onlyRequired only Required
building or location if resulting if resulting placing in the
in the special from the risk |from the risk |special
building assessment |assessment |building

3 Sealable for Not required | Notrequired| Required Required
fumigation

4 Entry into work Not required | Required Required |Required
structure via entry via entry via
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separated room with airlock airlock
two interlocking
doors
5 Negative pressure |Notrequired | Not required| Required Required
relative to the
pressure of the
immediate
environment
6 Extract and input air| Not required | Not required| Required fofRequired
from the laboratory extract
should be HEPA-
filtered by aerosol
7 Autoclave In the facility| In the In the In
building building in containment
compliance |and inserted
with the between clean
standard and dirty part
operation
procedure (see
above)
System of work
8 Restricted access Not required Required Required| Required
9 Biohazard sigh’ on |Not required | Required Required Required
the door
10 Shower Not required| Inthe Required Required
building
11 Protective clothing | Suitable Suitable Suitable Complete
and footwear protective protective protective change of
clothing clothing clothing and | clothing and
(particular (particular footwear footwear
type and type and (particular before entry
frequency of |frequency of |type and and exit
change change frequency of | (particular
depends on |depends on |change types and
the risk the risk depends on | manner of
assessment) | assessment), |the risk handling with
protective assessment) | clothing,
footwear underwear
required only and footwear
if resulting during
from the risk collection
assessment depends on
the risk
assessment)
12 Personnel protective Required if | Required Required Required
work aids resulting from| (particular protective protective
the risk type and gloves and |gloves and
assessment |frequency of |other personalother persona|
change protective protective
depends on |work aids work aids
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the risk under risk under risk
assessment) |assessment |assessment
(frequency of | (frequency of
change change
depends on |depends on
the risk the risk
assessment) | assessment)
Waste

13 Inactivation of Required only| Required Required Required
genetically modified | if resulting
organisms in effluentfrom the risk
from hand-washing, | assessment
sinks or drains and
showers and similar
effluents pursuant to
special legal
regulations”

14 Inactivation of Required Required Required Required
genetically modified including including including
organisms in the used disinfection of| disinfection of| disinfection of
material and solid protective protective protective
waste pursuant to clothing clothing, clothing,
special legal footwear and | footwear and
regulation? other other

personnel personnel
work aids work aids
Other measures

15 Restriction of Required Required Required |Required
occurrence of preventing the preventing the
undesirable animals occurrence | occurrence
insects, rodents etc
by means of regular
efficient treatment of
facilities and
equipment

16 Glasshouse or Required Required Required Required
growth-room has its
own equipment

17 Discharge only into | Required only Required Required Required
sink where is if resulting restriction of | prevention of | prevention of
inactivated under |from the risk |discharges |discharges |discharges
point 13 assessment |outside sinks | outside sink |outside sink

to minimum

18 Treatment of waste | Not required | Required onlyRequired Required
soil in the autoclave if resulting
or hot-air sterilisers from the risk

assessment
19 The manner of Required Required Required Required

transferring

restriction of

organisms into other

dissemination

prevention of
dissemination

prevention of

dissemination

prevention of
dissemination
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facilities must enableto minimum | outside the |outside the |outside the
to control outside the |structures in |structures in |structures in
dissemination of structures in | which the which the which the
genetically modified | which the organismis |organismis |organism is
organisms organismis |transferred |transferred |transferred
transferred
20 Recuperation room | Not required Required gfgquired Required

if resulting

from the risk

assessment

Part C. Requirements for the containment and protetive measures for animal use
facilities

If other genetically modified animals are also usednimal use facilities, the glasshouse
must also comply with the requirements set up Hergarticular workplace (e.g. in part A of
this Annex in the case of genetically modified mtarganisms, or in part B of this Annex in
the case of genetically modified plants).

In the case of clinical assessment of human orivety medicaments containing genetically
modified organisms, the requirements for containnmamd protective measures pursuant to
special legal regulatiodisshall be applied.

Animal unit means a separate building or separnae within a building containing facilities
for animals and other areas (e.g. stores for faffdseddings and aids), including equipment
for stuff (e.g. changing rooms, showers, sterifisgpaces for food storage etc).

Animal facility means a facility and equipment sjadised depending on the type of animals
for their breeding and carrying out experimentahipalations.

Isolator means a transparent box where small amirae¢ contained; for large animals,
isolated rooms are more appropriate.

Protective clothing means for example work cott@ver, PVC protective apron, rubber-
textile protective apron, special PE overalls, pglssure protective clothing, work coat with
cold protective lining, work cold protective coaithwcape, protective raincoat, work cotton
trousers, boiler suit, grating for head, protectiet.

Protective footwear means for example gum boot®sto closed work boots - type of ankle
boots, closed toes sandals, medical sandals.

Personal protective work aids mean for exampleoootfloves, latex gloves, PE disposable
gloves, nitrilic gloves or requirement for the gigr of gloves — disposable vinyl gloves,
protective goggles, goggles for dust protectiosefahield, filtering mask to protect against
particles (mouthpiece assembly), filtering half k&t protect against solid particles (with or
without expiratory valve), filtering half mask ouarter mask, face filtering mask (necessary
specify the subject of filtration), isolation nootanomous breathing apparatus (hose),
autonomous breathing apparatus.

% for example Act No. 79/1997 Coll. on medicinal stamces and amending and supplementing some related
Acts as amended by Act No. 149/2000 Coll., Act MNe3/2000 Coll., Act No. 258/2000 Coll., Act No. 1201

Coll., Act No. 138/2002 Caoll., Act No. 309/2002 CpRAct No. 320/2002 Coll., Act No. 129/2003 Calhd Act

No. 274/2003 Coll., Decree No. 472/2000 Coll. agaded by Decree No. 301/2003 Coll.
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Besides the requirements set up by special legpilatong® the use facilities for animals
must comply with the provisions as follows:

For the risk category
I Il 11 v

1 Animal unit is an Required only Required Required Required
isolated unit if resulting

from the risk
assessment

2 Animal facilities Required only Required Required Required
separated by lockabléf resulting
doors from the risk

assessment

3 Animal facilities and| Required Required Required Required
auxiliary areas done
to be easily cleanable
and decontaminable
(materials
waterproof, easily
washable and
disinfectable)

4 Floor and/or walls inf Required only Required for | Required for | Required for
the rooms easily if resulting floor floor and floor and
washable from the risk walls walls

assessment

5 Animals kept in Required Required Required Required
appropriate
containment facilities
such as cages, pens
or tanks

6 Filters on isolators orNot required | Required onlyRequired Required
isolated room if resulting

from the risk
assessment

7 If products derived |Required Required Required Required
from animals are
used, the
requirements for
control (e.qg.
veterinary hygienic
control) must be met

8 Shower Not required| In the Required Required

19 for example Act No. 246/1992 Coll. as last amendetree No. 311/1997 Coll., Act No. 166/1999 Cad.
last amended, Act No. 20/1966 Coll. on human healtk as amended by Act No. 210/1990 Coll., Act No.
425/1990 Coll., Act No. 548/1991 Coll., Act No. 35991 Coll., Act No. 590/1992 Coll., Act No. 15/1P9
Coll., Act No. 161/1993 Coll., Act No. 307/1993 CpAct No. 60/1995 Coll., Act No. 206/1996, Act
N0.14/1997 Coll., Act No. 79/1997 Coll., Act No.1997, Act No. 83/1998 Coll., 167/1998 Coll., Atd.
71/2000 Coll., Act No. 123/2000 Coll., Act No. 123@00 Coll., Act No. 149/2000 Coll., Act No. 258/Z00
Coll., Act No. 164/2001, Act No. 260/1991 Caoll., tAdo. 285/2002 Coll., Act No. 290/2002 Coll., AcoN
320/2002 Coll., Act No. 130/2003 Coll., Act No. 22a03 Coll. and Act No. 356/2003 Coll.
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building

9 Protective clothing | Suitable Suitable Suitable Complete
and footwear protective protective protective change of
clothing clothing clothing and | clothing and
(particular (particular footwear footwear
type and type and (particular before entry
frequency of |frequency of |type and and exit
change change frequency of | (particular
depends on |depends on |change types and
the risk the risk depends on | manner of
assessment) |assessment),|the risk handling with
protective assessment) | clothing,
footwear underwear
required if and footwear
resulting from during
the risk collection
assessment depends on
the risk
assessment)
10 Personal protective | Required if | Required Required Required
work aids resulting from| (particular protective protective
the risk type and gloves and |gloves and
assessment |frequency of |other personalother persona
change protective protective
depends on |work aids work aids
the risk under risk under risk
assessment) |assessment |assessment
(frequency of | (frequency of
change change
depends on |depends on
the risk the risk
assessment) |assessment)
11 Recuperation room | Notrequired Required oRgquired Required
if resulting
from the risk
assessment
In the case of use facilities for water animals
12 Inactivation of Required Required Require Required
animals in
wastewater
13 Construction of the |Required in |Required in |Required in | Required in
room so that prevent case of case of case of case of
in the case of rupturepotential potential potential potential
leakage or overflow | release of release of leakage of |leakage of
of the tank for organisms |organisms | water water

animals any release
to the sewerage,
surface or ground
water
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Part D: Requirements for containment and other proective measures for other activities
(e.g. production plants, pilot plants)

A contained system means an installation permanémthted in a contained space intended
for the storage and cultivation of genetically nii@di organisms, usually in large volumes.

An airlock means entrance to the contained spaoceigh separated spaces. Their "clean” side
shall be separated from the contained space byysdders, a changing room for changing
clothing and a shower.

Protective clothes means for example work cottarecdPVC protective apron, rubber-textile
protective apron, special PE overalls, high presguotective clothing, work coat with cold
protective lining, work cold protective coat witlape, protective raincoat, work cotton
trousers, boiler suit, grating for head, protectie¢.

Protective footwear means for example gum boot®sto closed work boots - type of ankle
boots, closed toes sandals, medical sandals.

Personal protective work aids mean for exampleoootfloves, latex gloves, PE disposable
gloves, nitrilic gloves or requirement for the gigr of gloves — disposable vinyl gloves,
protective goggles, goggles for dust protectiosefahield, filtering mask to protect against
particles (mouthpiece assembly), filtering half k& protect against solid particles (with or
without expiratory valve), filtering half mask ouagrter mask, face filtering mask (necessary
specify the subject of filtration), isolation nootanomous breathing apparatus (hose),
autonomous breathing apparatus.

For the risk category

I Il [l v

Contained space

1 Viable organisms | Required only| Required Required Required
should be contained| if resulting
in closed system from the risk
which separates the| assessment
process from the
environment

2 Control of Not required | Required Required Required
dissemination of limitation of | prevention of | prevention of
aerosols escaping dissemination| dissemination| dissemination
from the closed to minimum
system

3 Control of aerosols | Required only Required Required Required
during sample if resulting limitation of | prevention of | prevention of
collection, addition |from the risk |dissemination| dissemination| dissemination
of materials to a assessment |to minimum

closed system or
transfer of material tp
another closed
system

4 Inactivation of bulk | Necessary Necessary Necessary Necessary
culture fluids before |inactivation |inactivation |inactivation |inactivation
removal from the by means of |by means of |by means of |by means of
closed system chemical or |chemical or |chemical or |chemical or
physical physical physical physical

63



method method method with| method with
proven 100 % proven 100 %
efficiency efficiency
5 Seals should be Required Required Required Required
designed to prevent | limitation of | prevention of | prevention of | prevention of
dissemination of dissemination| dissemination| dissemination| dissemination
organisms from the |to minimum
closed system
Other requirements for the contained space
6 The controlled area | Required onlyl Required Required Required
should be designed | if resulting
(capture tank) to from the risk
contain spillage of |assessment
the entire contents of
the closed system
7 The controlled area | Not required | Required onlyRequired only Required
should be sealable tp if resulting if resulting
permit fumigation from the risk |from the risk
assessment |assessment
8 Entry via airlock Not required| Notrequired Rewgdionly| Required
if resulting
from the risk
assessment
9 Surfaces easily Required for | Required for |Required for |Required
cleanable, resistant tavork place, |work place, |work place,
water, acids, alkalis,| floor and floor and floor and
solvents enabling |walls walls walls
effective disinfection
and decontamination
10 Specific measures tpRequired onlyl Required only Required Required
adequately ventilate| if resulting if resulting
the controlled area infrom the risk |from the risk
order to minimise air assessment |assessment
contamination
11 The controlled area | Not required | Not required| Required Required
should be maintained
at an air pressure
negative to the
immediate
surroundings
12 Extract and input airf Not required | Not required| Required forRequired for

from the controlled the extract |the extract
area should be HEPA and input air |and input air
filtered only if
resulting from
the risk
assessment
System of work
13 The entire closed |Not required | Required onlyRequired Required
system should be if resulting
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located within a

from the risk

contained space assessment
14 Access should be |Required Required Required Required
restricted to
nominated personnel
only
15 Biohazard signs Not required | Required Required Required
“Biological
Hazard™® should be
posted
16 Personnel should |Not required | Not required| Required Required
shower before
leaving the controlled
area
17 Personnel should | Suitable Suitable Suitable Required
wear protective protective protective protective protective
clothing and/or clothing clothing clothing and | clothing and
footwear (particular (particular footwear footwear
type and type and (particular (particular
frequency of |frequency of |type and type depends
change change frequency of |on the risk
depends on |depends on |change assessment)
the risk the risk depends on |with
assessment) | assessment), | the risk complete
protective assessment) | change of
footwear clothing and
required if footwear
resulting from before entry
the risk and exit (the
assessment manner of
handling with
clothing,
underwear
and footwear
during
collection
depends on
the risk
assessment)
18 Personnel protective Required only Required Required Required
work aids if resulting (particular protective protective
from the risk |type and gloves and |gloves and
assessment |frequency of |other other
change personnel personnel
depends on | protective protective
the risk work aids work aids
assessment |under risk under risk
assessment |assessment
(frequency of | (frequency of
change change
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depends on |depends on
the risk the risk
assessment) | assessment)
Wastes
19 Inactivation of Required only| Required Required Required
genetically modified | if resulting
organisms in effluentfrom the risk
from hand washing | assessment
sinks and showers or
similar effluents
20 Disinfection of work | Required only| Required Required Required
clothing and if resulting
footwear and from the risk
individual protective | assessment
aids after use
21 Inactivation of Necessary Necessary Necessary Necessary
genetically modified | inactivation |inactivation |inactivation |inactivation
organisms in used |by means of |by means of |by means of |by means of
contaminated physical or |physical or |chemical or |chemical or
material and in liquid chemical chemical physical physical
and solid wastes method method method with | method with
during the process proven 100 % proven 100 %
pursuant to special efficiency efficiency
legal regulation’
Other measures
22 Recuperation room | Not required Required amgquired Required
if resulting
from the risk
assessment

66



JUSTIFICATION
l. COMMON PART

a) Explanation of the necessity of proposed legaégulation

The draft decree is an implementing legal regutatm Act No. 78/2004 Coll. on the use of
genetically modified organisms and genetic prod(ioeseinafter the “Act”).

Provision of § 38 in the Act empowers the Ministifythe Environment to issue the decree
stipulating requirements of the requests for graptconsents for contained use and
introduction into the environment, the requiremeftis summary of the contents of the
request, the requirements of the notification tbatained use in the first and second risk
category, the requirements and procedures of gle assessment, threshold minimum of
unavoidable traces, the requirements for contaspade and protective measures, the manner
and the scope of keeping records, the requirenfentae Emergency Response Plan and for
the assessment report. In particular, the Decras & implement § 5 paragraphs 1 and 4, 8 7
par. 7, 8 11 par. 3, 8 16 paragraphs 2 and 3,I6ttE9 b), § 20 par. 4 and 8§ 24 par. 17.

The Act that shall be implemented by means of Besree was gradually amended during
preparing and approval. The original objective torkvup only an amendment to previous
valid Act No. 153/2000 Coll. on the use of gendljcenodified organisms and products and
amending some related Acts, as later amended, ghitoviee insufficient. To comply with the
requirement for full compatibility of new law witihe law of European Communities a whole
new Act was prepared and approved. The preparimgeps obviously reflected these
changes. Submitted version of the Decree refleotsonly the new wording of the Act but
also the newest scientific knowledge from the aoéathe use of genetically modified
organisms.

Submitted Decree includes four annexes, three afhwdre conceived as standard samples of
submission. The purpose of these annexes is thtdgeicommunication between particular
administrative authority and applicant, since tlse wf standard sample may facilitate the
position of an applicant and prevent useless retgrof unsatisfactory requests.

b) Contents of the proposed legal regulation
The submitted decree lays down in details:

* Requirements on the requests for the use of gafligtimodified organisms and
genetic products and the requirements on the catifins the contained use of
genetically modified organisms as well,

* Requirements on summary the contents of requebktshws issued

* Requirements and procedures of the risk assessment,

* Requirements on the containment and protective wunegasfor microbiological
laboratories, glasshouses and growth rooms, usiiéscfor animals and for other
activities,

* The manner and scope of keeping documentation @k of genetically modified
organisms,

* The requirements on the Emergency Response Plan

» The requirements of an assessment report
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Standard requests shall be based on:

COUNCIL DECISION (2002/813/EC), establishing, puastito Directive 2001/18/EC of the
European Parliament and of the Council, the summatyfication information format for

notification concerning the deliberate release ie environment of genetically modified
organisms for purposes other than for placing emtlarket

COUNCIL DECISION (2002/812/EC), establishing, puastito Directive 2001/18/EC of the
European Parliament and of the Council, the sumnmaigrmation format relating to the
placing on the market of genetically modified orgams as or in products

c) The evaluation of the compliance of proposed lagregulation with legal regulations
of the Czech Republic

The proposed Decree is based on the authorisatidndbwn in § 38 of the Act. The draft
Decree is fully complied with the system of lawtleé Czech Republic.

d) The evaluation of the compliance with the interational treaties and with the legal
acts of European Communities

Draft Decree complies with the law of European Camities. The Decree is fully consistent
with Council Directive 90/219/EEC on the containese of genetically modified micro-

organisms, as amended by Commission Directive $8(51Council Directive 98/81/EC and

Council Decision 2001/204/EC, and with DirectiveD20L8/EC of the European Parliament
and of the Council on the deliberate release iht énvironment of genetically modified

organisms and repealing Council Directive 90/22@EE

Requirements for the requests given in the Drafir®e correspond with the requirements set
up by Council Decision (2002/813/EC) establishipgrsuant to Directive 2001/18/EC of the
European Parliament and of the Council, the summaiification information format for
notifications concerning the deliberate release the environment of genetically modified
organisms for purposes other than for placing om niarket, and by Council Decision
(2002/812/EC) establishing pursuant to Directiv@2Q8/EC of the European Parliament and
of the Council the summary information format redgtto the placing on the market of
genetically modified organisms as or in products.

Requirements and procedures of the risk assessogespond with Commission Decision
2002/623/EC establishing guidance notes supplengeAtnex Il to Directive 2001/18/EC of
the European Parliament and of the Council on tiberate release into the environment of
genetically modified organisms and repealing Cdumirective 90/220/EEC, and with
Commission Decision (2000/608/EC) concerning thé&ajuce notes for risk assessment
outlined in Annex Il of Directive 90/219/EEC onetftontained use of genetically modified
micro-organisms.

e) Effect of the proposed law on the State Budgemnd on the budgets of autonomous
territorial entities

State Budget requirements have been stipulateddingao law. In the case of the proposed
Decree the financial expenses relating to its immgletation may be included in the costs
intended for current administration of the statmimistrative bodies.

In the area of private sector, costs for elabogatine risk assessment and the entire
documentation on the use of genetically modifieghoisms are involved. Thus based on the
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submitted proposal of the implementing Decree tlsral be no additional expenses of a
significant amount.

2. SPECIAL PART

AdS1

The scope of the Act regarding to the legal reguiat of European Communities shall be
specified.

Ad § 2

The basic terms further used in the text shalldfandd.

Ad § 3

The Act stipulates in 8 5 par. 1 the basic requaets on the request for granting the consent
for contained use of genetically modified organisms the consent for the introduction of
genetically modified organisms into the environmemtd on the registration of genetically
modified organisms into the List for placing on timarket, then in § 16 paragraphs 1 and 2
the basic requirements on the notification the @imeid use for the first and second risk
category. These requirements should be stipulatesttly by the Act regarding to the
requirements on the protection of personal data hhae been laid down by special legal
regulation. The submitted detailed implementing alegegulation stipulates other
requirements on the request necessary for the a@iuof the use of genetically modified
organism or genetic product regarding to the ptarof health and the environment.

Ad 84

Provision is connected to 8 5 par. 4 of the Agtudating that the Ministry shall publish the
summary contents of request on the Internet provitleat the request for granting
authorisation to use genetically modified organisand genetic products complies with the
all prescribed requirements.

Ad 8§85

The risk assessment shall be one of the basic daugnior making decision on granting an

authorisation to use genetically modified organismd genetic products and therefore it is an
obligatory requirement on the request for granting authorisation to use of genetically

modified organisms and on the notification the eaored use in the first and second risk
category as well (8 7 of the Act). The provisioompdements the Act by specifying potential

effects of the use of genetically modified organismgenetic product and laying down the

detailed procedure and criteria of the assessniergkaarising from the use.

Ad 86

A set threshold minimum shall arise from the vadiven in Article 21 par. 3 of the Directive
2001/18/EC of the European Parliament and the Gbanended by Regulation 1830/2003
of 22 September 2003 concerning the traceabilitg Ebelling of genetically modified
organisms and the traceability of food and feedipects produced from genetically modified
organisms and amending Directive 2001/18/EC.

AdS87

The contained use of genetically modified organisimsll be carried out only in such closed
space, which complies with the requirements orctirgainment and protective measures laid
down for particular or higher risk category ((8 g&r. 2 of the Act). These requirements are
laid down here by referencing the Annex No. 4 efrecree.
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Ad 88

Every person authorised to contained use or t@duoiction into the environment shall be
obliged to keep documents on such use (8 19 |d&fteof the Act). All parts of this
documentation shall be strictly determined in phar.Other paragraphs of this provision
specify the handling with documentation whetherahsiders the filing, keeping and storing
(par. 2), keeping a factory journal (paragraphd and 5), the manner and requirements on
making record (par. 6) or the handling with dataed in electronic form (par. 7).
Documentation on the use of genetically modifiegamisms shall be concluded by the final
report including prescribed requirements, whichldbeevaluated by professional consultant.

Ad 89

The requirement for elaborating the Emergency RespoPlan shall be based on the
precautionary principle. The Act stipulates theidasquirements of the Emergency Response
Plan in 8 20, while all other requirements arewséed in this provision.

Ad § 10

This provision stipulates some most important resjuents on the assessment report to be
elaborated by the Ministry of the Environment asorme of basic documents for the
proceedings concerning the submitted request ®ptacing genetically modified organism
or genetic product on the market at the level abpaan Community (8 24 of the Act).

Ad 8§11
The regulations up to now valid shall be cancedled replaced by the submitted law.

Ad 812
The effectiveness of the Decree shall be propost#dregard to the date of effectiveness of
the Act to the day of its declaration in the Cdiiec of Law.

Ad Annex No. 1 to the Draft Decree

Authorisation to contained use as concerning thigex shall arise on the base of two quite
different institutions — notification and consetitys in direct connection with the degree of
risk for human an animal health, for the componesitshe environment or biological
diversity that obviously results from the containesk and therefore in the connection with
the risk category (8 15 of the Act). While in theese of the contained use in the first or second
risk category (contained use in a risk type of Isindegree) the authorisation arises directly
based on single legal act of a notifier (althouglhie different way in both cases), in the case
of contained use in the third or fourth risk catggthe natural person authorised to operate
business or legal person are authorised to stataiceed use only after granting the consent
by means of general procedure under 8 5 of the &, subsidiary pursuant to the Code of
Administrative Procedure ((8 36 of the Act). Thi®ysion shall arise from the requirements
of Council Directive 98/81/EC.

Annex is divided into two parts. Part A stipulatesquirements on the notification the
contained use in the first and second risk categbhys part is subsequently divided to
sectionl that contains general requirements oféfaest commonly for both risk categories,
section 2 that stipulates other requirements ofnibtication for the first risk category and
section 3 that contains other requirements of ttdication for the second risk category. The
different degree of risk of individual methods @intained use is connected with the different
level of requirements laid down for the notifier.
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The second part of the Annex stipulates requiresnentthe request for granting consent to
contained use.

Requirements on the requests in this Annex andialdte other Annexes shall comply with
the Council decision and they are included in timon part of the justification.

Ad Annex No. 2 to the Draft Decree

Requirements on the request for granting the cdrfeeintroduction of genetically modified
organisms into the environment are included.

Ad Annex No. 3 to the Draft Decree

Prescribed requirements on the request for regmtranto the List of genetically modified
organisms and genetic products approved to be golaeehe market are included.

Ad Annex No. 4 to the Draft Decree

Requirements on the contained space and proteatieasures for microbiological

laboratories, glasshouses and growth rooms, ud#iéscfor animals and requirements on the
containment and other protective measures for o#utivities, e.g. production and pilot
plants, are stipulated.

Prague ontheday .......................

Minister by own hand ..................
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