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GMO Law from 2001 on the Federal
Republic of Yugoslavia level

It was possible to apply for all types of
permits



ROUNDUP READY SOYBEAN MEAL
APPROVED AS FEED




FIELD TRIALS ON GM MAIZE

!

- Performed on well known GM event, that were released
to the environment in other countries (NK603)




FIELD TRIALS ON GM ARABIDOPSIS

% GM Arabidopsis designed for landmine detection (Aresa,
% Copenhagen)

¥ Application with new modification events and constructs
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FIELD TRIALS ON GM Tobacco

GM tobacco designed for landmine detection (Aresa, Copenhagen)

= Application with new modification events and constructs



Expert Council for
Biosafety




. o Statictical considieration: for GMOs safary

SCIENTIFIC OFINION
Scientific Opinion on
Statistical considerations for the safety evaluation of GMOs '
EFSA Panel on Genetically Modified Organisms (GMO)**
European Food Safety Awhority (EFSA), Parma, Tealy

ABSTRACT

Tm-qlmmmssljupdamdmmalgmlﬂmm possible approaches for the analysiz of
COmpositional, A ETOmImC Mmm&um:mmmfuﬂ!mkmmtdmpm
and derived foods. feeds; X) mininmm requitements: that should be met m the expermental desizn of Geld trials,
such as the inchosion of commercial vareties, m order to ensure sufficient staiistical power and reliable
estimation of natural variability. A graphical representation is propesed to allow the comparison of the GMO, i
conventional counferpart and the commencial vamieties with respect to many vanables, faking into account
natuml variahbility. It is eoopmended to quantify natoml varkability from data on noo-GM commencial vansties
treated in the same way and in the same experiments as the GM and the conventional counterpart test matersals.
Omly when such estimates are umanailable may they be estimated from databases or litemture. Estimated natumal
variahbility should be used to specify equivalence limits to test the difference between the GMO and the
copmercial varietes Adjostments t these equivalence limits allow a simple sraphical representation so that a
single padr of confidence limits may be used to display statistically sisnificant differences and o wizmally assess
equivalenre. The possible types of outcome of this graphical represemtation are described and a proposal is mads
when fimther evaluation should be performed In addition to providing specific recommendations for the
interpretation of compositonal aralysis, this opmion highlights some statistical izsues of a more challenging
nature, much as the sinmltmeons assessment of many characteristics (Le. pmltivaniate armabysiz) which will
require fiurther research. The principles propesed in this opinion may be used, in certain casss, for the evaluation
of GMOs other than plants.

KFY WOREDS

GMO, equinalencs linnits, field frials, compositional analysis, mized model proof of hazard, proof of safety,
confidence interval difference test, equivalence test

1 On mequest of EFSA. Guestion Mo EFSA-Q-2006-080; crigimally adopied om 21 April 2009, updaied oo 2 Decsenbar 2005
This scisntific output, publsked on 1 Febmuary 2010, replaces the sarbar version poblished om 31 Fahy 20069

I Panel Mambem:- Hmzﬂmwm&hmmmmilmﬂmmﬂmlemﬂ
Harman Pairick Do Fardin, Mhels Homdnk it Joersaf Eliss, &ijs Flobar, Tloma Eryspin-Soronsan, ey
Elnipar, MMMMIMM.MFMMMWMMWM
amd Jean-Michal Wal Opizdom is shamd by all mambars of the Pans] 0 Pans] membar with nrinority opindon O mensbers
of the Pans] did not participate in the discnssion on the subject refersd to abovs becanss of potential condlicts of ixtarest
identified in accordance with the EFSA policy on daclarations of itereat. Commpondence: GWOpefia eurona e

3 Adoowisdgements: The Pansel wishes to thank the meenbars of the Woricng Groop for the prepamtion of this opiziom:
Biarco Autis, Lodwig Hothors, Tim McNicol, Filko van der Vot and FF5A"s staf meenhars Clandia Pacletti and Billy
Amzal for the support provided o this EFSA. scientiSic outpet.
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E...-.?a-..- Clhromic toxicity and carcinogemicity siudies whole food'feed
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The example is pesented for a desizn with four proups: mwo treatment groups at different doses and
two comtrol proups. I ois emphasized that this example is for illustation ooly; other desipns are
possible and EFSA does oot recommend any specific expermmental desipn in this commentary. Table 1
]:rmnsmholdqpetembﬂnfEapUsmededhasedmmmlmhmnﬂlmm{le
prevalence among individual rats) in order to ensure that a two-sided test of whether the eatment
group prevalence i higher by a defined percentage amount (Detectable difference) than the control
Eroup prevalence, has a statistical power of B0 % at a sippificance lewel of 5 %G, This is done for a
range of expected prevalences of affected rats in the controd group (Contrel group mmowr prevalencs).
For exampls, hxﬁngadﬁnmmnflﬂ%;wiﬁacmlgrmmﬂareuilﬁ%['L.E.atmt
eroup prevalence of less than 3 %6 or greater than 25 %6) would reguire 140 Explls (assuming 2 rats per
cage). In the exanmle prowided. 140 ExpUs comesponds to a tofal mumber of 1120 @i for an
ERpETIment in one sex, with two treatments and o comirol groups.

Tablel: Examples of the pumber of experimental units and the total mumber of rats (in brackets)
needed to perfonm an experiment as fimction of the detectable difference between one reatment Fronm
and its conoument control group. The desien includes two proups weated at different dose lewels and
mcmT:nnnn]grmq:sﬁrmmTh.eslamuu]powauSD'-‘pud.ﬂlengmﬁmmmﬂls
5 %

Number of experimental mnits per prowp
{Total number of animals in the saperiment)

Diecectable Conirel prowp mmenr prevalence
difference 3% 15 % 30 % 25 %
1 4187 11 213 20 IBE 27T BB
(33 578) (B8 TT8) (182 304) (220 704)
5ug IE5 =111 ] 54 1138
{1 B0) (4 000 (6 B32) @ 109
10 % 73 140 I8 196
¥ (5B (1 126} (1 BOE) 2 368
16 42 [E] Bl
W {208 =36) (304) (&40
309 14 2 31 40
(1z) a7e) 248) @z

The example provided in thiz section is for a desipn with a clear pre-specified hypothesis (ie. testing
for a difference in the prevalence mtes, at a particular tme point betwesn a Teamment sroup and ifts
conourent conmol group). Adding proups or other factors that change underlying assumpiions (e.g.
mltiple testing)) could inflate the sample size. The issue of sex, especially n relation to sex specific
tumours, shouldd alse be addressed and justified

Bacauseofﬂnlimimﬁms m desing animals with whole foodfeed discussed in Section 3.a. the

of the detectable differences that can be observed in these stodies iz generally expected to
be smaller than those typically detectabls when testng chemicals. Therefors m order to provide a
meaningzful study design to reliably detect small differences with enongh statstcal power, a larger
muwher of animals would wsmally be necessary when testing whole foodfeed than when testing
chemirals.

The decisions made during, the planming phaze of the stody design and the sample size nesded for the
experiment should be justified and dooumented in the repart.

EFSA Journal 200131 1{7)c3347 13



Reports

The EU Legislation on GMOs

An overview

Damien Plan, Guy Van den Eede
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GMO Law from 2009

 Changed in parliament

* |ntroduced ban on cultivation and
food and feed

* Simultaneously restrictive and
unsafe



Article 3. of 2009 Law

Clan 3.

Geneticki modifikovan organizam ne smatra se poljoprivredni proizvod biljnog
porekla koji koli€inski sadrzi do 0,9% primesa geneti¢ki modifikovanog organizma |
primesa poreklom od geneti¢ki modifikovanog organizma.

Semenski | reproduktivhi materijal ne smatraju se geneticki modifikovanim
organizmima ukoliko koliinski sadrze do 0,1% primesa genetiCki modifikovanog
organizma i primesa poreklom od geneticki modifikovanog organizma.

According to that article if product contains less than 0.9% (0.1 %
for seeds) of adventitious presence it is not GMO !!!

No requirements that presence must be unintentional, technically
unavoidable and by approved GMO
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Thank you!
Questions?

Aleksej Tarasjev
Institute for biological Research “Sinisa Stankovic”
University of Belgrade, Serbia




