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GMO Act
“horizontal legislation ”

e Management of Genetically Modified Organisms Act adopted in
ly 2002, amended in 2004 and 2010

provides a horizontal type of legislation on the use of all GMOs (GMMs,
GM plants and GM animals) and their products, and intermediates other
existing legislation in the areas of agriculture and health care
Act regulates:

» Contained use of GMOs

» Deliberate release of GMOs into the environment

» Placing on the market

» Export and transit of GMOs and products

The Act includes provisions of the

» Directive 2009/41/EC,

* Directive 2001/18/EC and

* some provisions from Cartagena Protocol on Biosafety
provides a responsibility of the Ministry of the Environment and Spatial
Planning (MESP) for the CU Systems (in co-decision with MAFF only in

he cases of vertebrate), Deliberate release and Placing GMOs on the
arket (in co-decision with MAFF)
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GMO Act
“horizontal legislation ”

Public principle

Art. 3.10 - public has the right:
— to be informed about GMO management
— to be involved in the procedure of issuing permission

Art. 12.1 - information to the public:

data on contained use, deliberate release and
placing on the market, and data on procedures and
activities of ministries responsible for GMO
management, shall be public




GMO Act
“horizontal legislation ”

Administrative system

GMO Act

T

Competent Administrative Monitoring
Authorities procedure & Control

« MESP for handling
*‘MAFF notifications GMO

register

Bodies:

Governmental

GMO Commission
*Scientific Committees for
RA




Commission for GMO management

Nominated by the Government of RS

Consists of representatives of:

- science (social, humanist, natural, medical and
veterinary),

- scientific committees (CU, DR);

- of non-governmental organisations (NGOSs);
- Chamber of Commerce and Industry;

- Chamber of Agriculture and Forestry.

Shall be independent and sovereign, its work shall be
public
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Scientific Committees (CU&DR)

 two scientific committees nominated to E_ﬁ

provide professional assistance to
ministries (CU&DR)

* provide public with the opinion of the
committee in a procedure for issuing a permit

- for contained use class 3 and 4,
- for deliberate release
- for placing on the market

» the committees shall issue annual reports on their
work, which should be accessible to the general

public




General public — contained use
and deliberate release

Consultation of and information to the public class
3 and 4 and deliberate release

e In procedure for issuing a permit public is
provided with perusal of:

- notification, including risk assessment,

- opinion of the committee

- public hearing
 Reasoning of the Ministry shall include a
standpoint to the opinions and comments of the
general public




Register GMO

¢ components:
— records, receipts and permits or approvals for
e premises
 contained use
* deliberate release including field trials
* placing on the market of GMOs and products
 register is publicly available
« confidential data are not part of the register

 The GMO register shall be kept by the ministry as a public
document.

* Anyone shall have the right to peruse the data from the GMO
register and request and obtain an extract from the GMO register
against payment of the costs, which may not exceed the material
costs of communicating the data.




Biosafety information system

« Simplify the notification procedure and to support
the subsequent administrative and decision making
procedures

« Support the work of scientific committees

 GMO register was built gradually (paper vesion,
electronic version)




Biosafety information system
GenMOP - Upgrade - Notifiers
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Biosafety information system

Electronic access to biosafety information
Slovenian BCH ( )
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http://www.biotechnology-gmo.gov.si/
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CU systems in Slovenia

Licence holders 57
5 CU systems vertebrate facility

4 mice

1 rats
1 CU system registered as insect facility
2 green-houses

B Universities/Schools 40 (60%)
O Institutes 8 (14%)
@ Industry 9 (16%)

57 license holders, registered systems
53 biosafety class |
4 biosafety class II,
2 notifications of the BS class Il CU system rejected
4 notifications of the work with GMOs in BS2 CU systems in the procedure
12 institutions more expected to notify BS2 CU systems
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Register GMO

* public document
« anyone shall have the right
GMO register

Register GMO - Facilities
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Deliberate release in Slovenia

- PABLIC PARTICIPATION -
* In 2009/10 - case of gene therapy of cannine patients

Public access to information:
National
eavailable in paper and electronic version - included :
- notification (technical documentation (SNIF
(lenguage SI/EN) including risk assessment),
- scientific opinion of the Committee
* deadline to give opinions and comments was announced
* opinions and comments could be sent electronically,
mailed or given verbally with written statements
Public hearing:
- Information on the date, place and time of hearing
was announced in the newspaper and on the
ministry webpage
lEU (SNIF (EN) - http://gmoinfo.jrc.ec.europa.eu/)
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| Predpisi v pripravi - okoljski predpisi

IZakon 0 S_Drernembah in douo\ni_tvah Zakona o varstvu okolia (Uradni list RS, §.70/08; ZVO-1B) v 34. a

Elenu ureja postopek sodelovanja javnosti pri sprejemanju predpisov, ki lahko pomembneje vplivajo na
okolje, kot zahteva 8. élen Aahuske kenvencije.

Tako morajo ministrstva in pristojni organi lokalnih skupnosti v postopku sprejemanja predpisov, kil
lahke pomembneje vplivajo na okolje, najéirSo javnost seznaniti z osnutkom predpisa in omogoéiti
podajanje mnenj in pripomb na posamezni predpis.

Predpisi, ki lahko pomembneje vplivajo na okolje so predpisi, izdani na podrodju varstva okolja,
chranjanja narave, in upravijanja, rabe ali varstva delov okolja, vkljuéno z ravnanjem z gensko
spremenjenimi organizmi, in drugi predpisi, ki vplivajo na okolje.

Na spletni strani Ministrstva za okalje in prostor se v skladu z Navodilom o sodelovanju javnosti griI

sprejemanju predpisov, ki lahko pomembneije volivaio na okolie objavljajo osnutki predpisov in vabila k|
sodelovanju pri njihovi pripravi. Rok za pripombe in mnenja je naveden v objavi, in ne sme biti krajéi
od 30 dni.

----------- Pripombe in mnenja se lahko posredujejo:

» v elektronski obliki na elektronski naslov usluzbenca ministrstva, navedenega v objavi osnutka

gradiva,
poslanska » zli na potni naslov: Ministrstvo za okolje in prostor, Dunajska c. 48, Ljubljana, z navedbo imena
vpraZanja predpisa in njegove Stevilke.

Staliée do pripomb in mnenj javnosti k posameznemu predpisu, v katerem bodo navedeni razlogi za
njihove upostevanje oziroma neupostevanje pri pripravi predpisa, bo prav tako objavljeno v svetovnem
spletu in sicer po objavi predpisa v Uradnem listu RS,

Osnutek Uredbe o spremembah in dopolnitvah Uredbe o emisiii snovi pri odvajaniu
odpadne vode iz komunalnih Cistilnih naprav
Spogtovanil  Vabimo vas k oddaji pripomb in predlogov na: - Osnutek Uredbe o spremembah in
........... dopolnitvah Uredbe o emisiji snovi pri odvajanju odpadne vode iz komunalnih gistilnih naprav.  Vase
pripombe in predloge lahko posredujete do srede, 20, oktobra 2...
[morel j
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Opinions and comments:
* electronically
* mailed

e o —— Tl S
Deliberate releases and placing on the EU market of

EU

European Commission

Joint Research Centre

Institute for Health and Consumer Protection

Genetically Modified Organisms - GMO Register

Notification report
General information

Notification Number
B/SI1/09/01

Member State
Slovenia

Date of Acknowledgement
04/03/2009

Title of the Project

Intratumoral application of naked DNA, encoding gene for
human interleukin 12, followed by electrically-assisted gene
transfer into tumor cells of canine patients

Proposed period of release:
01/11/2009 to 01/10/2012

Name of the Institute(s) or Company(ies)
University of Ljubljana, Veterinary faculty, Gerbi¢eva 60,
Ljubljana, Slovenia;
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Conclusions

- public participation -

« each existing administrative system is specific and
different (communication practices, knowledge,
available infrastructure, etc.);

 Building capacity (ongoing need):
« Resources (human and financial);
« Knowledge (education and research);

* Infrastructure (current options, build, update
and upgrade)




Thank you!

e

fe use of LMOs/GMOs is Iin everybody interest -

j



|
?&% mm THE SECRET OF MY
SUCH A > COLOUR IS NOT
GLOWING 5 CONCEALED IN A
COLOUR? A e | SHAMPOO, BUT IN THE
/ : GENES WHICH ARE

DO YOU MEAN
THAT THE ANSWER
IS HIDDEN IN THE

GENES? OR THAT |

| ZSET | PRESENT IN MY CELLS.

IT'S HARD FOR ME TO
HELP YOU. PERHAPS THE
SCIENTISTS IN THE
LABORATORY COULD
TRY TO MAKE SURE THAT
YOUR DESCENDANTS
WOULD HAVE RED HAIR,
BY EXTRACTING THE GENES
FOR THE COLOUR RED
FROM MY DNA AND
TRANSFERRING THEM
INTO YOUR CELLS.

...THE GENES WHICH
DETERMINE THE REDNESS
OF MY HAIR ARE
INTRODUCED INTO
THE GENE GUN AND
IMPLANTED INTO YOUR
GELLS, FROM WHICH NEW
GENETICALLY MODIFIED
PLANTS DEVELOP WHICH
ARE THE SAME AS YOU,
ONLY THEY HAVE
RED FLOWERS.

GENE GUN Using the gene gun we insert DNA into the cells in such a way that the DNA is affixed to tiny metal

parts and fired with great force into the cells.

..IF, HOWEVER, YOU DON'T
LIKE GENE GUN METHOD, ;
THE TRANSFER OF GENES

CAN BE CARRIED OUT

WITH THE AID OF AN e
AGROBACTERIUM WHICH SAVaL. ¥ Wil
WILL TRANSMIT THERED = [~ (s Va -~

COLOUR GENES INTO g\ e T
YOUR CELLS. Ty 7

SUPER! THANKS FOR
THE RED COLOUR GENES.
FROM NOW ON , MY
DESCENDANTS WILL
ALSO BE GLOWING RED.

Genetically modified plants are obtained by first extracting a cell from the mother plant and
modifying a specific gene. Then from this cell a new plant is grown which has the modified
property which is determined by that gene.

is bacterium which, in nature, during the infection of plants transfers part of its genes into the
plants’ DNA. In preparing GMO plants this bacterial capacity is used and certain bacterial genes are
exchanged for those which one wishes to introduce into the plant. Then, of course, the agrobacterium
preforms the genetic transfer instead of us.




