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I INTRODUCTION

1. At its second meeting in 2005, the ConferencthefParties serving as the meeting of the Parties
to the Protocol, in paragraph 5 of decision BS;I&quested the Executive Secretary to compile the
information on risk assessment and risk managesénhitted by Parties in their interim national nepo

for inclusion in a synthesis report for considemtby the Ad Hoc Technical Expert Group on Risk
Assessment established in paragraph 4 of the saosah.

2. A total of 44 interim national reports were rigee by the Executive Secretary, and almost all of
these provided answers to the particular questelased to risk assessment and risk managemenclgsrt
15 and 16).

3. Section Il of this document presents the anslgsinformation submitted in the interim national
reports with respect to Articles 15 and 16. Sectibrdraws on the findings to make some general
conclusions of relevance to the work of the Ad Hechnical Expert Group on Risk Assessment.

I. ANALYSIS

4. There were eight questions in the interim rapgrformat related to risk assessment and risk
management. Responses to the first seven of (fasstions 16 to 22) are summarized in table 1.

5. Question 23 of the interim national reportingifiat allows for provision of detailed information,
and reads “Please provide further details aboutr yegponses to the above questions, as well as
description of your country’s experiences and peegrn implementing Articles 15 and 16, includimy a
obstacles or impediments encountered.” Severakfdovents provided information in accordance with
this question. Responses are annexed to this dodunbetails regarding aspects of national letitsia
dealing with risk assessment and risk managemerduat for most of the information provided under
guestion 23, although some information is also joled that explains responses to questions 16 to 22.

6. Results of the questionnaire must be interpretedfully, taking into account the limited number
of responses. First, less than one-third of Pagidmitted interim national reports (44 out obtalt of
125 Parties as of 1 October 2005). It is oftefialift to generalize from small sample sizes, atarly
when comparing responses within or among regionsvfach there were few submissions. Second, the
reports vary in the amount of information providemhd many reports provided little additional
information to support answers to the questiongirdl reporting countries were self-selecting, éfiere
results may be biased towards countries that wetierbable to prepare interim reports for any reaso
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Finally, the submissions highlight some weaknegsdle interim reporting format that appear to l¢éad
ambiguous responses.

7. Results for questions 16 and 17 reveal that megeirting countries have not yet imported living
modified organisms for intentional introductionadnthe environment. Among those who have imported
living modified organisms for intentional introdiant into the environment, risk assessments have bee
carried out in all but one case (question 16), ianchost of those cases the Party of Import requihed
exporter to carry out the risk assessment (questinand required the notifier to pay for the risk
assessment (question 18). However, it is not plessibgeneralize these results as they are basadsery
small number of samples (only 12 Parties reportadgoParties of Import).

8. Results for question 19 indicate that many répgrcountries have established mechanisms,
measures and strategies to regulate, manage atrélaisks identified in the risk assessment prioris

of the Protocol (Article 16.1). However, it is inpant to note that most of the positive responsesec
from the WEOG region (15 yes, 0 no) and the CERored9 yes, 3 no), whereas only about half of
reporting countries from the other regions (Asi&iffg Africa, Latin America and the Caribbean)
responded positively (8 yes, 7 no).

9. Many developing countries indicated under goesf3 that they have draft national regulatory

frameworks in place but that they have not yet baggproved and implemented. It is not clear from the
responses at what level of detail these framewprkside for risk assessment and risk management
measures.

10. Results for question 20 indicate that many r&pgp countries have adopted measures to prevent
unintentional transboundary movements of living ified organisms (Article 16.3). However, once again
the positive responses come mostly from the WEQgone(15 yes, 0 no) and the CEE region (10 yes,
2 no), while only about half of reporting countrifsem the other regions (Asia-Pacific, Africa, Lati
America and the Caribbean) responded positivelye§/ 8 no).

11. Results for question 21 indicate that most ntiapgp countries endeavour to ensure that any living
modified organism undergoes an appropriate perfodbservation before it is put to its intended use
(Article 16.4). Again, however, the majority of jitbge responses came from the WEOG region and the
CEE region, and the limited results reported fréwa other regions (Asia-Pacific, Africa, Latin Antai
and the Caribbean) are mixed and inconclusive.

12. Question 22 asked whether a country has comukereith others for the purposes specified in
Article 16.5, namely to identify living modified ganisms or traits which may have adverse effects on
biodiversity, and to take measures to address inly modified organisms or specific traits. Respes
indicate that most reporting countries from WEOGioea (13 yes, 1 no) and CEE region (9 yes, 3 no)
have undertaken such cooperation, whereas mosttirgp@ountries from other regions (Asia-Pacific,
Africa, Latin America and the Caribbean) have roy€s, 12 no).

13. In addition to supplying supporting informationadditional information related to questions 16
to 22, several countries noted that their natidrecheworks for biosafety were in a draft stage, ywtt
agreed and therefore not yet implemented. This beagonsidered an impediment to implementation of
the operational provisions of the Protocol, inchgdthose related to risk assessment and risk mareage
although it is not clear how soon those countriesild be able to operationalize the risk assessuaueht
management provisions if they received a notifaatinder Article 8.



UNEP/CBD/BS/AHTEG-RA/1/2
Page 3

Il. GENERAL CONCLUSIONS

14. It is difficult to draw many specific conclua® from the limited number of interim national
reports submitted. However, the submissions de g indication of the range or responses, ansl it i
possible to make a few preliminary general conolusias follows:

() Few countries have imported living modified amgms for intentional introduction into
the environment. Most of those countries that hiaweorted living modified organisms for intentional
introduction into the environment have required &xporter to carry out the risk assessment and have
required the notifier to pay for the risk assesdinen

(b) Mechanisms and measures to implement the risdessment and risk management
provisions of the Protocol are operational to gdagxtent in the WEOG and CEE regions, and tosefes
extent in Asia-Pacific, Africa, and Latin Americadathe Caribbean;

(© Many CEE countries use the European Commumigyslation as their basis for risk
assessment of living modified organisms, and aegadjpnalizing EC Directives in that regard;

(d) Many developing countries seem to be at a stelgere they have developed a draft
framework for biosafety but are not yet at a stafgenplementation.
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Table 1. Responses to questions 16 to 22 of theeinin national report on implementation of the Cartagena Protocol on Biosafety. Results are
tabulated globally and by region, including Asia dne Pacific (A-P), Africa, Central and Easterndpe (CEE), Latin America and the Caribbean (LAC)
and Western Europe and Other States Group (WEQ®)e&ch answer to each question, the respondingtroes are listed using the 2-letter country
codes, and any comments made in the margins of tigsstions are shown. Country codes are listdtbdiottom of the table.

Global WEOG A-P Africa CEE LAC
# % # % # % # % # % # %

16. If you were a Party of import during this reportipgriod, were risk assessments carried out fateslisions taken under Article 10? (Article 15.2)

a) yes 11 26 5 31 1 25 1 14 3 25 1 25
at (yes, as involved in the procedure acc. To di2001/18/ac), dk, fr (imports were for experimentapurposes, see g6 and g8), id, Mx (please see g28)ro, sk, za, es, gb,

b) no (please clarify below) 1 2 0 0 1 25 0 0 0 0 0 0
Kh (no, because the law is not in place to regulateMO releases)

c) not a Party of import 31 72 11 69 2 50 6 86 9 75 3 75

al, dz, be, bz, bg, cm, cu, eg, ee, et, eur, fi, &, ir, ie, it, jp, Iv, It, ml, nl, no, pt, md, kn, si, se, ch, tg, ua,

17. If yes, did you require the exporter to carry du tisk assessment?

a) yes-inall cases 9 23 4 31 1 25 1 14 3 25 0 0
dk, fr, id, pl, ro, sk, za, es, gb,

b) yes - in some Fases (please §pecify the 1 3 0 0 1 o5 0 0 0 0 0 0
number and give further details below)

Kh (exporter has to provide document related to RAof such LMOs check. Cambodia may ask experts to veew)

c) No 2 5 1 8 0 0 0 0 0 0 1 34
At, Mx
d)  not a Party of import 27 69 8 61 2 50 6 86 9 75 2 66

al, dz, be, bz, bg, cm, cu, eg, ee, et, eur, fi, &, ir, it, jp, lv, It, ml, no, md, si, se, ch,d, ua,

18. If you took a decision under Article 10 during tleporting period, did you require the notifier teal the cost of the risk assessment? (Article 15.3)

a) yes-inall cases 7 28 1 17 2 100 1 20 3 33 0 0
kh, id, Iv, pl, ro, za, gb,

yes - in some cases (please specify the

b) . ) 3 12 2 33 0 0 0 0 1 11 0 0
number and give further details below)
Be, Iv, se

c) no 15 60 3 50 0 0 4 82 5 56 3 100

al, dz, at (n/a), bz, cu (n/a), eg (n/a), ee, et(W, It, ml, mx, sk, es, ch (n/a),
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19.

a)

b)

Has your country established and maintained aptepmechanisms, measures and strategies to regulahage and control risks identified in the askessment provisions of the
Protocol? (Article 16.1)

yes 32 76 15 100 2 50 4 57 9 75 2 50
dz (as part of NBF), at, be, cm, cu, eg, ee, eur,ff, de, hu, id, ie, it, jp, Iv, It, mx, nl, no,pl, pt, md, ro, sk, si, za, es, se, ch, gb,
no 10 24 0 0 2 50 3 43 3 25 2 50

al, bz, bg, kh, et, ir, ml, kn, tg, ua,

20.

a)

b)

Has your country adopted appropriate measuresetept unintentional transboundary movements afidivnodified organisms? (Article 16.3)

yes 32 76 15 100 2 50 4 57 10 83 1 25
dz (as part of NBF), at, be, cm, cu, eg, ee, eur,ff, de, hu, id, ie, it, jp, Iv, It, mx, nl, no,pl, pt, md, ro, sk, si, za, es, se, ch, gb,
no 10 24 0 0 2 50 3 43 2 17 3 75

al, bz, bg, kh, et, ir, ml, kn, tg, ua,

21.

a)

b)

c)

d)

Does your country endeavour to ensure that anydimodified organism, whether imported or locakweloped, undergoes an appropriate period of oAervcommensurate with its
life-cycle or generation time before it is put t®intended use? (Article 16.4)

yes - in all cases 31 75 15 100 2 50 3 43 10 91 1 25

dz, at, be, bg, eg, ee, eur, fi, fr, de, hu, id,,i#, jp, It, mx, nl, no, pl, pt, md, ro, sk, si, a, es, se, ch, ua, gb,

yes in some cases (please give further 10 0 0 2 50 1 14 0 0 1 o5
details below)

Kh (yes, in some cases. For the first time when LM®are allowed to develop or conduct a field trial ad has gone through a full RA (the notifier has aitence). Thus domestic
reproduction does not require a full scale RA unlesadverse affect exposes into the environment), coy (locally developed LMOSs), ir,

no (please give further details below) 0 0 0 0 0 0 0 0 0 0 0 0

not applicable (please give further details
below)
al, bz, et (The mechanism has not been yet in pk&), ml, kn, tg,

15 0 0 0 0 3 43 1 9 2 50

22.

a)

b)

Has your country cooperated with others for theppses specified in Article 16.5?

yes (please give further details below) 24 60 13 93 0 0 1 14 9 75 1 34
al, at, be, cu, ee, eur, fr, de, hu, ie, it, Iv,,Iml, nl, no, pl, pt, sk, si, es, se, ua, gb,
no (please give further details below) 16 40 1 7 4 100 6 86 3 25 2 66

dz, bz, bg, kh, cm, eg, et (Thereas no such circumstance that required for cooperain), id, ir, jp, mx, md, ro, za, ch, tg,

Country codes: al (Albania); dz (Algeria); at (Aug); be (Belgium); bz (Belize); bg (Bulgaria); KEambodia); cm (Cameroon); cu (Cuba); dk (Denmaek);(Egypt); ee (Estonia); et
(Ethiopia); eur (European Community); fi (Finlan#f){France); de (Germany); hu (Hungary); id (Indsia); ir (Iran); ie (Ireland); it (Italy); jp (Jap); v (Latvia); It (Lithuania); ml (Mali);
mx (Mexico); nl (Netherlands); no (Norway); pe (Bermpl (Poland); pt (Portugal); md (Moldova); roqiRania); kn (St Kitts and Nevis); sk (Slovakia){siovenia); za (South Africa); es
(Spain); se (Sweden); ch (Switzerland); tg (Tog@a){Ukraine); gb (United Kingdom);
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Annex —

RESPONSES TO QUESTION 23 OF THE INTERIM NATIONAL RE PORT ON IMPLEMENTATION OF THE CARTAGENA PROTOCOL
ON BIOSAFETY

Africa

Cameroon (cm)

For question # 21 (b):“case by case” provisiorhia law
For question # 22 (b): Cameroon was not involveth@activity of article 16 (5) during the repogiperiod.

Egypt (eg)

Courtesy Translation:

Questions 16, 17, 19, 20, 21

The draft national law for regulation of the handliof genetically engineered products includesumsénts regulating:

1. The method of risk assessment in cases whicHitfteer National Committee for Biosafety of the quetent national authority decides must be carrigdatier preliminary
examination of the submitted application for hangllii the method of cost accounting - the methodaarkority for carrying out these studies - therghm of the applicant with
depositing the cost of this with the competentaradl authority - the reference laboratories aueatito participate therein - the scope(s) of tiséisgies, the method of their
presentation and their role in the taking of a sieai about the handling - the method of appealegdecision.

2. The method of managing the probable risks tteatansistent with the application and of restormagters to the condition they were in prior to dianyg.

3. The methods of monitoring the handling and deitging the competent authority or authorities tattiis during the period of validity of the handlitigense, in accordance with
the nature of the product and the location or ioaatof its release.

4. The possibility of amending or withdrawing tieehse should new information emerge that altexpthbable influence of the licensed product offolgical diversity and the
environment, notifying the licensee of the detafland reasons for the decision and the methogpéal.

5. The regulation of the transit of genetically imegred products through Egyptian territory.

6. The procedures for dealing with the unintendesdement of genetically engineered products.

The instruments referred to have not yet beenntatdperation in view of the fact that the law has been promulgated to date and the fact thaiceading applications have
been submitted to the competent national authdiibyvever, these procedures shall be applied im tagiacity as elements in the Protocol (which Edpg#t ratified and has
thereby become national law), should the competatibnal authority receive relevant applications.

Ethiopia (et)

The National Biosafety regulatory framework has yeitapproved and no application received and emsas been made that relates to risk assesamgmanagement.
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Mali (ml)

Courtesy Translation:

The National Biosafety Framework has been estaddifiut has still not been implemented.

A draft decree on genetically modified plants isrently being reviewed by the Government.
There is the initiative of the ECOWAS Ministeriab@ference on Biosafety and Biotechnology.

South Africa (za)

All applicants (notifiers) are required to condtisk assessments at their own cost and submiwittisany application for contained use, release the environment or food, fee
and processing. This information is reviewed thioag extensive process before authorization iscaepi:

Togo (tg)

Courtesy Translation:

The Protocol has not yet been implemented. Nevedhethe draft bill and the decrees concerningdfey mandate the Competent National Authoritgeteelop risk assessmen
mechanisms which promote collaboration among coempefovernment bodies on the national level, coliation among neighbouring countries as well apsrtpf exterior
partners.

Specific or combined measures are to be adoptdtkiprocess of developing GMOs or their productegard to their different risk levels and life-typhases.

The notifier/applicant should proceed with, or haveceed with, the biotechnological risk assessniérd risks targeted concern human and animalthdztilogical diversity, thg
socio-economic fibre and cultural values.

t

Asia and the Pacific

Indonesia (id)

Based on the existing regulation, the proponentyampfor the introduction of a GEP has to submitritten application for the biosafety and/or fozafety assessment to the
NCA. After receiving the application, the abovenien¢d official requests the considerations on ¢élobnical aspects of biosafety and/or food safetynfthe Biosafety Committe
(BC). The BC examines the application for its coetiph, and if necessary corresponds with the prepbto complete the applications. After gettingadithe complete
information needed, the BC asks the Biosafety Tieathifeam (BTT) to carry out an appropriate techhstudy (risk assessment and risk management)BTHés obligated to
submit a report on the result of the risk assessamhrisk management study to the BC. On the lodisiee report on the risk assessment and risk g@anant results, the BC
submits its suggestions, considerations or recordat@ns to the responsible minister who will istue permit. In the case that the GEP has once ltdzed in Indonesia, the
BC will provide the responsible Minister its sugti@ss, consideration or recommendation about tise ca

The obstacles :

It has not been decided yet which institution Ww#l responsible for budgeting the mechanism.
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there was no indication about timeframe and puldiice for participation

Iran (Islamic Republic of) (ir)

No cooperation was requested under article 16l&to

Japan (jp)

Under the domestic law for the implementation & Brotocol, persons who wish to use new LMOs iretheronment (developers and importers, etc.) masy out a prior risk
assessment of adverse effect on biological diweirsiaccordance with the Guidance of ImplementatibAssessment of Adverse effect on Biological D$ity. The competent
ministers may grant approval when recognizing,ngkiccount of the content of consultation with etqyehat no adverse effect on biological diversityld arise. Persons who
wish to export LMOs to Japan from a foreign coumtngl to make them used in Japanese environmentapmynt a Domestic Manager who has an addresgpenJand obtain
such approval.

Latin America and the Caribbean (GRULAC)

Belize (bz)

The Government of Belize has a temporary moratodamany imports of LMOs/GMOs until the National Badety Framework is fully established. This inclsidee
establishment of legal, administrative and risleasment that will be needed.

Cuba (cu)

Courtesy Translation:

In 2000, the National Authority established thegeures for granting biosafety authorizations lihkethe development, use, handling and transboymdavement of LMOs,
through Resolution 76/00 of CITMA: Regulation resfireg biosafety authorizations. The Resolutionudtifes that the applicant must present to the NatiAuthority a technical
file including the elements required to carry did tisk assessment and the proposed measures agente risks involved in the activity to be catrit, as part of the risk
analysis process, and for the purpose of preveativgrse effects. These measures are analysed biattonal Authority’s experts and, if necessagwmmeasures are imposed
according to the conditions in effect under thesfety authorizations. Risk management measuras@néored through inspections carried out by tlegiRating Body and the
territorial Biosafety specialists before, duringlatfter the activity is carried out.

In order to deal with the particular case of LMQOghim the system of authorizations, a methodology Weveloped to assess and manage risks for trdined use and release.
The methodology contains specific guidelines taided as a basis for risk assessment of the vasipas of LMOs: plants, aquatic and non-aquatic aférand microorganisms.
The methodology contains guidance regarding intemnally recognized techniques that can be usedetatify the dangers represented by LMOs, and @dg@gethe necessary
checklists.

With respect to risk management, the methodolotg/@at in detail the measures that can be useckt@pt adverse effects for the different typesMfQs and according to the
type of activity carried out. As part of the rislanagement aspect, the National Authority is culyateveloping a methodology for tracking and moriitg the adverse effects of]
LMOs.

The case of involuntary transboundary movementdv®s is difficult, since our country is an islardevertheless, the risk assessment process contesiii@ necessary
measures to prevent this type of movement, basetharh, the National Authority is setting up appriage contention measures, fundamentally for aquatianisms, as well as
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measures for emergencies, which must be establtshaehl with potential leaks that would imply tshoundary movement.

Mexico (mx)

One of the more decisive obstacles is the lackfofination to conduct the best possible risk assests and analyses; since the interested pargasodialways willing
to provide all of the information.
In answer to Question 16:

Risk assessments prior to the Biosafety Law (BLjewsmnducted according to the provisions of NOM-65B0 1995. The published text of the Biosafety LE&®OF 18
March 2005) stipulates that imports of GMOs argexttio the phytosanitary or aquatic regime essaklil in the corresponding legislation. Howeves,Bh (Federal Law that
deals specifically with biosafety) determines tffat,imports, the importer must provide the follogiannexes to his application:

e Acharacterization of the GMO, taking into consat@n the stipulations of the Official Mexican Stiands derived from the Law in each case.
« Anidentification of the area where the GMO is imted to be released experimentally, including gezsic surface area over which the release wiktplace;

e Astudy of the possible risks that the releasénefGMOs could represent for the environment anbtbgical diversity.

For cases that fall under the jurisdiction of SEMMRT (Ministry of the Environment and Natural Resces), it has the following powers with respectdbvities involving
all GMOs, except for those that fall under the atity of SAGARPA (Ministry of Agriculture, LivestdcRaising, Rural Development, Fisheries and Food):

I- To participate in the drafting and implementatif the general biosafety policy;

Il - To analyse and evaluate, on a case-by-cags, lthe possible risks that activities involving Gi¥l could create for the environment and biologiiegrsity, based on the
risk analyses and reports on findings drafted aanitted by the interested parties, as set outdrptesent Law;

Il - To decide on and issue permits for activitieselease GMOs into the environment, and to éstand follow up on the conditions and measuoesttich such activities
should be subject, in accordance with the provisimfithe present order, including the release ofd3Nbr bioremediation.

IV - To monitor the potential effects of the pertmit or accidental release of GMOs on the envirorraed biological diversity, according to the praoerss of the present Lay
and the Official Mexican Standards arising thenefro

V - To participate in the drafting and issuing loé fists referred to in this Law.

VI - To suspend the effects of permits, based demsific and technical information from which itrcde deduced that the permitted activity impliezaggr risks than
foreseen, and could have a potentially negativecefin the environment, biological diversity, hunhegalth, or animal, plant or aquatic health. Inl#st two cases,
suspension is at the request of SAGARPA or SSAyrdaag to their authority under the present Lawsduzhon technical and scientific elements.

VII - Order and apply the relevant safety or emaoyemeasures, based on scientific and technicadrirdtion and the precautionary approach, accortdinige terms of the
present Law.

VIII - To inspect and watch over compliance witle firesent Law, its regulations and the Official Mar Standards arising therefrom.

IX - To impose administrative sanctions on those wiolate the precepts of the present Law, its lagns and derived Official Mexican Standardshwiit prejudice, as the
case may be, to the corresponding sentences avérd that their acts or omissions constitutinggictions of the present order also constitute @jmer to the civil and
environmental liability that could result, and

X - To exercise all other powers attributed by phesent Law (Article 11, LBGMOS)

SAGARPA has the authority to exercise the powdriated by the present Law in the following caséactivities involving GMOs:

| - Plants that are considered to be agricultysetees, including seeds, and any other organispnaatuct considered within the scope of applicatibthe Federal
Phytosanitary Law, except for the wild and forgmaes regulated by the Wildlife Law and the Susthie Forest Development Law, respectively, anddtamvered by a
protection regime under Official Mexican Standaadsing from those laws;

Il - Animals that are considered to be livestocka@ps, and any other type of animal included withimscope of application of the Federal Law onnadiHealth, except for
wild species regulated by the Wildlife Law and thasvered by a protection regime under Official Mar Standards arising from those laws;

Phytozoosanitary and animal and plant feed inputs;
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Il - Fish and aquatic species, except for thoseered by a protection regime under Official Mexic&tandards;

IV - GMOs used for immunization purposes to protea avoid the dissemination of animal diseases;

GMOs that are fungus, bacteria, protozoa, virugesids, espiroplasm, phytoplasm and other micranigms that are used for agricultural, fishing,adgpuor phytosanitary
production purposes, and;

V - The other organisms and products determinetthéyegulation of the present Law (Article 12, LBGH)

In the cases set out in the article above, it fallSAGARPA to exercise the following powers:

| - To participate in the drafting and implemertatof the general biosafety policy;

Il - To analyse and evaluate, on a case-by-cass, lths possible risks that activities involving @8l could create for animal, plant and aquatic heak well as for the
environment and biological diversity, based onrtble analyses and reports on findings drafted adnitted by the interested parties, as set outerptesent Law;

Il - To decide on and issue permits to carry ativities involving GMOs, and to establish and éo¥ up on the conditions and measures to which aatihities should be
subject, in accordance with the provisions of thesent order;

IV - To monitor the potential effects of the permit or accidental release of GMOs on animal, @adtaquatic health, and on the environment anddicdl diversity,
according to the provisions of the present Law tlwedOfficial Mexican Standards arising therefrom.

V - To participate in the drafting and issuing loé fists referred to in this Law.

VI - To suspend the effects of permits, based awlynarising scientific and technical informatiorofn which it can be deduced that the permitted égtimplies greater riskg
than foreseen, which could have a potentially negaffect on animal, plant or aquatic health, dgital diversity, or human health. In the last weses, suspension is at th
request of SEMARNAT or SSA, according to their auity under the present Law, based on technicalsarghtific elements.

VII - Order and apply the relevant safety or emaoyemeasures, based on scientific and technicadrirdtion and the precautionary approach, accortdinige terms of the
present Law.

VIII - To inspect and watch over compliance witle firesent Law, its regulations and the Official Mar Standards arising therefrom.

IX - To impose administrative sanctions on those wiolate the precepts of the present Law, its legans and derived Official Mexican Standardshwitt prejudice, as the
case may be, to the corresponding sentences gvére that their acts or omissions constitutinggictions of the present order also constitute @jmer to the civil and
environmental liability that could result, and

X - To exercise all other powers attributed by phesent Law (Article 13, LBGMOs)

In cases where SEMARNAT is informed of and askeprazess and decide upon a permit application uivglwild and forest species, it must send theifilquestion to
SAGARPA so that it may issue the appropriate degigArticle 14, LBGMOSs).

In cases that are under SAGARPA's authority, SEMARNhall do the following:

| - Issue the appropriate biosafety ruling, befAEGARPA makes its decision, as a result of itssigland risk assessment based on the study deaftegresented by the
interested parties, on the possible risks thaattiity involving GMOs could cause for the envinoant and biological diversity, in cases where therit applications are fo
the release of said organisms, or based on thetsepidfindings and the information that the intdeal parties annex to their permit applicationgdétgase as part of a pilot
program, and for commercial release;

Il - Require SAGARPA to suspend the effects of pegissued by that Ministry, based on scientifid &chnical information from which it can be dediitleat the permitted
activity implies greater risks than foreseen, wtgohlild have a potentially negative effect on thé@remment and biological diversity, and

Il - Exercise the powers established in subpagasd, Il, 11, V, VII and VIII of article 11 of tis Law.

The biosafety ruling referred to in subparagraphthe present article shall be binding, priortte granting of the permits to be issued by SAGAR&#] shall be handed
down according to the terms of article 66 of thesent Law (Article 15, LBGMOS).
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In answer to Q17

They are asked to carry out a risk analysis. Adogrtb Article 60 of the Biosafety Law, the risksassment is an act of authority.
In answer to Q18

In national cases, our legislation indicates thatrisk assessment is the process of case-by-galesia based on the scientific and technical sgigerformed by the interested
parties, of the potential risks or effects thatélperimental release of GMOs into the environneentd cause for the environment and biological g, as well as animal, plant
and aquatic health.

According to the Biosafety Law, the potential ri$&s human health must be included in the risk gsialperformed to obtain authorization for the Gii@uestion.
The Law indicates that the following guidelines o followed when conducting the risk analysis gski assessment:

*  They must be conducted on a case-by-case basisdansparent manner, and be based on scientificipkes and the precautionary approach, accorditiget terms of
the present Law, taking into account expert advice;

e They shall be conducted in the relevant areasexiafization;

e The lack of scientific knowledge or consensus ahatinecessarily be interpreted as denoting a giegmee of risk, of absence of risk, or of the texise of acceptable
risk;

*  The baseline should be the potential risks crelayetbn-genetically-modified host or parent orgarsisfithey were to be released into that environment

e The recipient organism, the genetic modificatiortjuding genetic makeup and method of insertiod,the environment into which the GMO is intendeth¢oreleased
must all be taken into account, and

*  The nature and degree of detail of the informationtained therein may vary from one case to therpttepending on the GMO in question, its previeses and
probable recipient environment. The Law also saetsfwe following basic steps for performing thekramalysis and risk assessment, which includeidgetification of
new characteristics associated with the GMO thaldcoreate potential risks to biological diversityy assessment of whether these potential risksaetilally occur,
taking into account the degree and type of expasutiee GMO; an assessment of the consequendes fifatential risks were to actually occur; an estéof the
potential overall risk represented by the GMO, Hame an assessment of the probability that thenpiateisks and identified consequences will adjuatcur, and a
recommendation as to whether or not the potensis mre acceptable or can be handled, includiagldiinition of strategies to handle those poténsas.

< In the event of uncertainty with regard to the éegof potential risk that the GMO could createtfimlogical diversity, the Federal Regulatory Depmnts (SAGARPA
and SEMARNAT) shall request additional informatiom concrete points of the analysis, or shall adpptopriate strategies to handle the risk and/aritmothe GMO
in the recipient environment.

« Inthe event of danger of severe or irreversiblaalge, uncertainty as to the degree of the poteigla caused by the GMOs to biological diversithoman health sha

not be used as a reason for the corresponding tirics postpone the adoption of effective meastogeevent a negative impact on biological divgreit human health.
In adopting such measures, the corresponding Myrsstall take into account: existing scientificasmce that can be used as an argument or criter@stablishing the
measure; the administrative procedures establishibe: present Law; and trade regulations containgide international treaties and agreements tctwilexico is a
party.

Furthermore, the interested party may presentcasmglement to the potential risk analysis, othaygses or considerations that examine: the GM@gribution to solving

environmental, social, production or other problethe socioeconomic considerations linked to réhgp€&MOs into the environment; and an assessmethieafisks of alternative|

technological options to deal with the specific t@afor which the GMO was designed. These analysest be supported by scientific and technical evideand on precedents fof

use, production and consumption, and may be comresld®y the competent authorities as additional efemfor making a decision regarding experimemgase into the

environment, and subsequent release into the ema@ot in the context of pilot programs and comnatalease, respectively, of the GMO in question.

Finally, the Biosafety Law stipulates that the ewaeristics and requirements of analyses for tBesssnent of potential risks shall be set out inQffecial Mexican
Standards arising from the present Law, which egallinstruments that regulate the activities tifens and are subject to amendment every fivesy@aiwhenever the enabling
authority deems its improvement to be necessary.
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Q19

The Biosafety Law indicates, in several of its ps@ns, that the Ministries (SAGARPA, SEMARNAT, HEAH), within the scope of their authority under tthaw, shall order
one or more of the measures contained therein)dlioe following occur in the course of activitiesolving GMOs:

l. Originally unforeseen risks arise, which could @damages or significant adverse effects for huineatth or biological diversity or animal, plantagjuatic health;
Il. There are damages or significant adverse effectsuiman health or biological diversity, or aninaint or aquatic health, or

M. GMOs for which there is no permit and/or which an@uthorized are accidentally released into th&r@mment.

In those cases, measures may include the following:

A. Temporary, partial or total closure of the locati@md/or facilities where the GMOs are handledaresl, or where the activities generating the ecnstances that give
rise to the measure take place;

Insuring, on a precautionary basis, the GMOs, dsasdhe goods, vehicles, tools and equipmenttyréinked to the act or omission giving rise teasure;
The temporary, partial or total suspension of tttevily motivating the measure;

Repatriating GMOs to their country of origin;

Taking the necessary actions and measures tolsagprcumstances motivating the measure, and

Destroying the GMOs in question, at the interegi@dy’s expense, for which the following shall appl

e This shall only take place if the risks or damagessevere or irreparable, and only if imposing theasure is the only possible means of preveriéagening
or mitigating the risks or damages that gave asé measure;

« In order to decree the measure, the competent d@iythaust hand down a ruling, with scientific amthnical proof, that justifies the destructionité GMO in
question. It must bring the ruling to the attentadrihe interested party so that said party mathiwifive days, avail itself of its rights and applicable, presen
any proof which it may hold, and

«  While the competent authority is handing down thprapriate resolution, it may order, prior to tlesalution, precautionary insurance of the GMOs cvhi
may be carried out by the Ministry itself, or thghuthe interested party.

Furthermore, the competent Ministry imposing theasuges mentioned in the Law may apply to the atbepetent Ministries to enforce one or more ofrtieasures established
in other existing orders within the National Le§aamework.

When the competent Ministries order one of the abmentioned measures, they shall indicate to tieeasted party the actions that must be carriedoorgctify the irregularities
that motivated said measures, as well as the tamefifor performing those actions, so that, updiilfaent, an order can be issued to withdraw thpased measures.

Should the interested party refuse to carry oustti®ns to rectify the irregularities that motiatthe imposition of the measure or measures istigue the Ministry that has
imposed the measures shall carry them out imméyliatetirely at the expense of the unwilling intgesl party.

mmoow

In the event that the interested party carrieslmisafety or emergency measures, or rectifiegringularities caused, before the competent Mipishposes one or more of the
sanctions contemplated by the present Law, saidsilyrmust consider this to be an extenuating crstance of the infraction committed.
In answer to Q20

Not practically speaking, but, in the Law: with agd to this point, the biosafety legislation stagek, in article 115, subparagraph lll, that when-permitted and/or unauthorizegd

GMOs are accidentally released into the atmosphegasures like the following may be applied:

A. Temporary, partial or total closure of the locati@md/or facilities where the GMOs are handledanesl, or where the activities generating the ecistances that give
rise to the measure take place;

B. Insuring, on a precautionary basis, the GMOs, dsasdhe goods, vehicles, tools and equipmenttyréinked to the act or omission giving rise teasure;
C. The temporary, partial or total suspension of tttevily motivating the measure;
D. Repatriating GMOs to their country of origin;

—
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E. Taking the necessary actions and measures tolgaprcumstances motivating the measure, and
F. Destroying the GMOs in question, at the interegi@dy’s expense, for which the following shall appl

«  This shall only take place if the risks or damageessevere or irreparable, and only if enforcirig theasure is the only possible means of prevenitsgening
or mitigating the risks or damages that gave osthi¢ measure. In order to decree the measurepthpetent authority must hand down a ruling, wiieistific
and technical proof, that justifies the destructibthe GMO in question. It must bring the rulirggthe attention of the interested party so that paity may,
within five days, avalil itself of its rights and applicable, present any proof which it may hakhile the competent authority is handing down thprapriate
resolution, it may order, prior to the resolutipnecautionary insurance of the GMOs, which maydreied out by the Ministry itself, or through threerested

party.

Peru (pe)

Not applicable yet.

Saint Kitts and Nevis (kn)

St. Kitts and Nevis have not yet completed its Biey Framework Project and as a result have nog¢ émy work on risk assessment in relation to Baga

Central and Eastern Europe

Albania (al)

During the reporting period Albania has not impdrte produced LMO. Albania has been cooperated WitlEP/GEF on the project of Development of NatioBiaisafety
Framework.

Bulgaria (bg)

At the moment no special mechanisms for regulatimmagement and control of the risks, identifiethmrisk assessment exist, besides those, probigéte Bulgarian GMO
Act. According to those provisions each exportesnanclose to the risk assessment the proposeddsetbr safe handling, storage, transport andinskeiding packaging,
labeling, record keeping, destruction and emerg@nagedures. Also if a risk for the human healttherenvironment is identified, there are procesitioe temporary limitation o
prohibition of the use or marketing of the GMO, eijto the risk assessment.

The observation of the described measures pretlisintentional transboundary movements. Anywfagych occur and are identified the advanced méx agreement
procedure of the Protocol applies, as stipulatethbyBulgarian GMO Act.

Estonia (ee)

Estonia has a system of risk assessment dealihg@lédases into the environment or placing on thekaet of GMOs, whether imported into or developéthivv the EC, according
to the existing EC legislation. The risk assessrigepéerformed on a case by case basis, aimingettifgl and evaluate potential adverse effects f@&VO on human health and
the environment.

Estonia established a Committee on Gene Technoldugh is a scientific advisory body that evaludtes potential risk of an LMO in order to work auscientifically acceptabl

U
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and socially balanced decision for the authorisatibgenetically modified organisms.
EU Member States cooperate for the purposes laichdio Articles 15 and 16 of the Cartagena ProtacoBiosafety.

Hungary (hu)

Hungary has put in place a comprehensive systaislossessment and risk management dealing wéhses into the environment or placing on the niak&MOs, whether
imported into or developed within the EC, accordinghe existing EC legislation. The aim of the iemwmental risk assessment is, on a case by casg baidentify and evaluat
potential adverse effects of the GMO, either dimrdhdirect, immediate or delayed, on human heatith the environment (See Report of the Commiszioimplementation of
the Cartagena Protocol on Biosafety by the Euro@ammunity).

Hungary established a Scientific Advisory Body whavaluates the risk may be posed by an LMO inrdmdpromote the scientific based decision of thinerities on the
authorization of genetically modified organisms.

EC Member States cooperate for the purposes laith @o Articles 15 and 16 of the Cartagena ProtacoBiosafety.

3%

Latvia (Iv)

Procedure for risk assessment is set in accordaititd=U provisions. The main responsibility forkiassessment relies to the experts of Monitoringn€id of GMOs and Novel
Foods. Having regard that no one application wegpect to deliberate release or placing on theehafkGMO as well as import of LMOs has been sutedito Council, the
experts activities are limited to assessment dntapade by other Competent Authorities or EFSAinmithe provisions set by EU regulatory framework.

Lithuania (It)

Lithuania has put in place a comprehensive sysfaisloassessment and risk management dealingreliiases into the environment or placing on theketasf GMOs.

A specific risk assessment is carried out undettoer on Regulation of Risk Assessment on GMOsy{gtl by agreement: the Minister of Environmerg, Minister of Health,
the Minister of Agriculture and the Director of f&td&ood and Veterinary Service; came into forc8b12/2002) which has transposed the requiremaitglbwn in the Europea
Union Directive 2001/18/EC on the deliberate redeiaso the environment of genetically modified argans, and supporting documents (Commission Detidd®2/623/EC;
Council Decision 2002/811/EC; Council Decision 2812/EC) and approximated according to the requéremof the Cartagena Protocol on Biosafety.

The order establishes the main principles, metlodsperformance procedures for the activitiesedl& the risk assessment of GMOs and GMPs, cedsi$tGMOs, posed to
the human and animal health, environment and dgrieu Environmental risk assessment in Lithuasitoibe carried out in accordance with the preoaaty principle. The orde
applies to all natural and legal persons, releaisittgthe environment or placing on the market GMOSMPSs in the territory of the Republic of Litia.

The Ministry of Environment, upon receipt of theohpation and request for the deliberate releatetime environment or placing on the market GMO&MBIPs, without delay,
but no later than 10 days forwards it to the GM@8ng Committee and the GMOs Experts Committgaesting them to submit possible risk assessmesgdooy GMOs and
GMPs to human health, environment and agricultamd, preliminary findings. The GMOs Experts Comnaitie a consultative advisory body with a clear tasiict as an advisor|
to the competent authority in carrying out riskesssnent, thus advising the GMOs Steering Comniitteslation to risk assessment and risk managepus#gd to the
environment, agriculture and human health by GM@s@MPs.

The Order on Regulation for Preparation of MonitgrPlan of GMOs after the Placing on the Marketpaeld by the order of the Minister of EnvironmenBacember 2003. The
order was drafted according the requirements oEtilvepean Union Directive 2001/18/EC on the deliberelease into the environment, and the prowsidithe European Unio
Decision 2002/811/EC. The general aim of the oislér lay down and regulate the process for prejmaraf general monitoring strategy, program, datalysis, and subsequen
reporting. Notifier before preparation of the moriitg plan has to develop general surveillanceesgsa During the preparatory process, notifier toasvaluate several factors,
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among others: probability of direct, indirect, inuliete or delayed impact by GMOs, possible unintdreféects, GMPs characteristics according to thenibed usage and
receiving environment. The main goal of the mormiigis to protect biological diversity, soil funatiality, surface and ground waters, sustainablafocgfarming, the quality of
agriculture products, plant and animals, humanthdéam possible negative influence. The speciiiio & focused on defining whether assumptions amirfgs during the
conduction of risk assessment for human healtheandonment have proven; to determine unintendegitinge impacts for environment and human healthemaluated during
the environmental risk assessment.

Lithuania plans to establish the national mechasifEmmonitoring of environmental effects and enénent control and inspection (by 2007). The Migisf Environment has
prepared draft of National Environmental MonitorlPrgpogram (NEMP) of plant, animals, soil and wat&@s monitoring since 2007. In new NEMP the mairpaasibility
should fall to Nature Protection Department of Miaistry of Environment, as it is established t@bwith nature conservation issues - wildlife ardunal flora conservation,
designated areas strategy management.

Lithuania, as the European Union Member State,idersscommon European Union criteria concerning GNM@®d GMPs risk assessment and risk managemeatR&Gmrt of
the Commission on Implementation of the Cartagan#oBol on Biosafety by the European Community).

No obstacles and impediments have been encountered.

Poland (pl)

Poland has built complex system involving risk assgent for human health and environment, takingdonsideration the contained use of GMO, the dddite release into the
environment of GMO and the placing on the markebbfOs as well as products containing or consisbh@MOs. Such necessary results from regulatiorseation 6 and 7 of
the Act of 22 June 2001 on Genetically Modified anigms (Official Journal No. 76, Item 811; 2002, 86, Item 253, and No. 41, Item 365) and the r&gpn of the Ministry of
the Environment of 8 July 2002 laying down the detemanner of carrying out the assessment of tisksiman health and the environment related taitiiertaking of activitieg
involving the contained use of GMOs, the deliberatease of GMOs into the environment, including pacing of GMO products on the market, and tlqgirements which
should be satisfied by the documentation contaithiegesults of such an assessment (Official Jbofrc July 2002), pursuant to Article 6(4) of thet on Genetically Modified
Organisms of 22 June 2001.

Risk assessment shall be based on:

- potential adverse effects (direct effects of GMtBe indirect effects of GMOs, the immediate effethe delayed effects of exposure),

- possible harmful effects related to the recipmganism,

- possible harmful effects related to the donoaargm,

- possible harmful effects related to GMO,

- possible harmful effects (human contagious dieseas well as allergic symptoms and toxic effelisgases caused in animals and plants, includ&igtthxicity and - where they
may arise - allergic symptoms, the effects on tgutation of organisms present in a given enviramna@d their genetic diversity, change in vulndighio pathogens which
facilitate the dissemination of contagious diseasdhe establishment of new foci of diseases otars,

a reduction in the effectiveness of prophylactith@rapeutic measures applied in the medical atetinary fields as well as in plant breeding anot@ction, caused, inter alia, b
transfer of genes conferring resistance to antdsiatsed in the therapy of humans and animalgdkential for uncontrolled spread of GMOs to thesarof crops cultivated by
organic methods , the spread of GMOs in the enwiet, the transfer of the genetic material intredlito other organisms or specimens of the saméespec

- the waste related issues.

The contained use of GMOs shall require consent ftte Minister of the Environment. All requiremeate included in the regulation of the Ministrytbé Environment of 6
June 2002 laying down the formats of applicatiomf®for consent and authorization of activitiesoiwning genetically modified organisms(Official Joat of 27 June 2002)
pursuant to Article 22 of the Act on Genetically diied Organisms of 22 June 2001 (Official JourNal 76, Iltem 811; 2002, No. 25, Item 253, and Ng.ltem 365).
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The contained use of GMO must be conducted takittggdonsideration the regulation of the Ministrytloé Environment on 29 November 2002 laying dovenligt of pathogenic
organisms and their classification, as well astieasures required for particular containment lef/€fficial Journal 02.212.1798 on 16 December 2@@@suant to Article 13 of
the Act on Genetically Modified Organisms of Jur2e2®01).

The polish regulations have been laid down on #sistof the legally binding EC regulations, such as

- Directive 2001/18/EC of 12 March 2001 on the loelate release into the environment of geneticatdigified organisms, covering the field testing &alGs (mainly Part B) and
the placing on the market of GMOs as well as prtglaontaining or consisting of GMOs, e.g. for awdtion, import or processing into industrial protugnainly Part C),

- Decision (2002/623/EC) of 24 July 2002 establighguidance notes supplementing Annex Il to Divec#001/18/EC of the European Parliament and ofdecil on the
deliberate release into the environment of genlgtioaodified organisms and repealing Council Direet90/220/EEC,

- Decision (2002/811/EC) of 3 October 2002 esthblig guidance notes supplementing Annex VII to Etikee 2001/18/EC of the European Parliament ariti@Council on the
deliberate release into the environment of genlgtioaodified organisms and repealing Council Direet90/220/EEC,

- Council Decision (2002/812/EC) of 3 October 2@32ablishing pursuant to Directive 2001/18/EC tmamary information format relating to the placingtbe market of
genetically modified organisms as or in products.

Users conducting the deliberate release into thiz@mment of genetically modified organisms areigdd to prepare the monitoring plan. In a such ptast be taken into
consideration characteristics and use of GMO, enwirent conditions and long enough period, thatevible detection of all potential adverse effe€thie GMO identified in
the risk assessment for human health and environmka objective of such plan is to confirm thay assumption regarding the occurrence and impaat it use are correct,
and to identify the occurrence of adverse effetth® GMO.

The release of the GMO must be still under surmedé and all observations should be regular redaitdeng entire period of the release. Every yédeast for two years after th
end of deliberate release the GMO user is obligdaep monitoring of his experimental fields toy@a lack of presence of transgenic plants in tivir@nment. Moreover the
GMO user is obliged to make such records accessitniediately upon request of the Minister of theviEsnment and other competent authorities.

There no obstacles or impediments have been ererednt

Republic of Moldova (md)

Courtesy Translation:

According to the Act on Biological Safety, the ris&sessment must be carried out according to Biigutnciples and transparency and using the apipate risk assessment
methods. The goal of the assessment is to findlatetmine any negative effects of the geneticathylified organisms and/or the products derived fnemeon people’s health o
on the environment.

The National Commission decides which qualifiedlfmubodies or scientific institutions will carry bthe risk assessment.

The National Commission must ascertain that aassessment has been made on the basis of whicis@denay be made.

The National Commission is responsible to seettiatisk assessment relating to micro-organisms iargbme cases, to other genetically modified migras, is carried out in
contained facilities.

The financial burden of the risk assessment isdbgnthe applicant.

Regulations concerning the issuance of a licensarfp type of activity related to the testing, micture, utilization and creation of geneticallydified organisms provides for
the submission of detailed information.

The risk assessment report regarding the impagenétically modified organisms and/or productswaetitherefrom (the purpose and the function ofép®rt, basic principles,
risk assessment methodology, questions to be cnesij

Principles guiding the implementation of testing tisk assessment on the environment (purpose, goéelines, methodology, and conclusions of tek aissessment).

D
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Romania (ro)

%)

A specific risk assessment is mandatory as a panemotification dossier and is carried out adiag to the requirements of the Law 214/2002 wisctiansposing the provision
of the European Union Directive 2001/18/EC on thkberate release into the environment of gendyicaddified organisms.

Its aim is, on a case by case basis, to identifyenmluate potential adverse effects of the GMtgeeidirect or indirect, immediate or delayed, amhan health and the
environment.

The risk assessment report is presented by thiéeempiin concordance with Annexes 12 and 121 ofithey 214/2002, which are complying with provisiafsAnnex Il of the
Protocol.

In the decision- making process, MEWM consultsBiesafety Commission, as scientific body in rislalesation.

Slovenia (si)

All activities within the biosafety framework ofétProtocol and intended for deliberate releasetima@nvironment in Slovenia are subject to piiglk assessment and
management.

This assessment conducted on the “case by casis"diaxientific aspects in accordance with thecpdures established in Community and domesticl&iis, is carried out in
the first place by the notifier and then evaluaedording to the scientific subject by the Sciéntfommittee for contained use or Scientific Contedtfor deliberate release of
GMO's into environment and placing on the marketjol are two national scientific advisory technibablies in order to provide professional assistaneginistries responsible
for deciding on GMO’s management.

Since Slovenia become a member of European Unmoojperates with other EU countries for the purpapecified in Articles 15 and 16 of the Protocol.

Ukraine (ua)

Courtesy Translation:

At the present time, we are only defining the mezrdeveloping the appropriate mechanisms, measum@strategies for regulating, reducing and cdiirtgpthe risks when
LMOs are used. Work has started on creating aeéntitracing LMOs.

Meeting these requirements is being held up byatisence of a special law on the biosafety of LMOs.

Western European and Others (WEOG)

Austria (at)

Austria has objected to nearly all applicationsnaiketing or cultivating genetically modified plarats the undertaken environmental and health sissasments seem incomplete
so far. For those reasons Austria has also maedaiational safeguard measures for the time being.

The basis for risk assessment and risk manageieswithin our national legislation (see above). dee established an Advisory Board and a sciergifbcommittee for
deliberate release and placing on the market.

We have ongoing co-operation within the EU on thegjons raised above.
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European Community (eur)

The EC has put in place a comprehensive systeiloassessment and risk management dealing wighges$ into the environment or placing on the markéMOs, whether
imported into or developed within the EC. The aiinthe environmental risk assessment is, on a casade basis, to identify and evaluate potentia¢est effects of the GMO,
either direct and indirect, immediate or delayadhaman health and the environment. Risk assessmeonducted with a view to identifying if theea need for risk
management.

Directive 2001/18/EC on the deliberate release tinéoenvironment of genetically modified organisgstablishes in Annex Il principles for the envir@mtal risk assessment, in
Annex VI guidelines for the assessment reportsiarhnex VIl guidelines for the monitoring planbe applied in cases where consent has been githe facing on the
market of GMOs. Several supporting documents specdvisions contained in the Directive:

Commission Decision 2002/623/EC of 24 July 2002Mdi&hes guidance notes on the objective, elemgetgral principles and methodology of the envirental risk assessme
referred to in Annex Il to Directive 2001/18/EC.

Council Decision 2002/811/EC of 3 October 2002dithes guidance notes supplementing Annex ViheRirective, describing the objectives and gengriakiples to be
followed to design the monitoring plan.

Council Decision 2002/812/EC of 3 October 2002 dihes the summary information format.

The EU Scientific Steering Committee published iarth 2003 the ‘Guidance Document for the Risk Assesit of Genetically Modified Plants and Derived&and Feed’,
which was replaced by the updated ‘Guidance Doctiofethe Scientific Panel on Genetically Modifiedganisms for the Risk Assessment of Genetically Hfitdi Plants and
Derived Food and Feed’, published by the EuroperdSafety Authority in November 2004.

Environmental risk assessment in the EC is to bechout in accordance with the precautionary@ple and is based on the following principles:

GMO characteristics and GMO use that have the fiateo cause adverse effects are to be comparelda@cteristics and use of the non-modified ogyarfrom which the GMO
is derived;

Risk assessment should be carried out in a sd@iyf sound and transparent manner based on hla#gientific and technical data;

Risk assessment should be carried out on a casaskybasis;

New information on the GMO and its effects may ntete readdressed in order to determine whetleerish has changed and whether there is a neeahrfending the risk
management accordingly.

Article 4 of Directive 2001/18/EC on the deliberatdease into the environment of genetically mediforganisms demands that any person submittilogifecation under the
authorisation procedures for GMO releases intethéronment or placing on the market of GMOs am@roducts needs to carry out an environmentklagssessment. Annex |
of the Directive specifies the information that niwe/necessary to carry out the risk assessment.

The environmental risk assessment comprises sestepd that need to be addressed:

Identification of characteristics which may caudease effects. These characteristics will varyficase to case and may include direct effects amhthealth or the
environment as well as indirect effects occurrimptigh a causal chain of events, through intenastwith other organisms, transfer of genetic makeni changes in use or
management. As observations of indirect effectdikedy to be delayed, immediate effects during pleeiod of the release of the GMO as well as delaféects that become
apparent at a later stage or after terminatioh@fé¢lease need to be considered.

Evaluation of the potential consequences of eauhrad effect, if it occurs.

Evaluation of the likelihood of the occurrence atle identified potential adverse effect.

Estimation of the risk posed by each identifiedrahteristic of the GMO.

Application of management strategies for risks fitbun deliberate release or marketing of GMOs.

Determination of the overall risk of the GMO.

nt
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Annex VIl of the above Directive provides guidamrethe monitoring plan as part of the risk managgrerategy. More specific guidance notes are plexvin Council Decision
2002/811/EC of 3 October 2002. The objective ofrtfmmitoring plan is to confirm that any assumptiegarding the occurrence and impact of potentiaéemt effects of the
GMO or its use in the risk assessment are coraectto identify the occurrence of adverse effeEth® GMO or its use which were not identified e trisk assessment.
The design of the monitoring plan should, amongisth

Be detailed on a case by case basis;

Take into account the characteristics of the GM®use and scale of use, and the range of relemaimbnmental conditions;

Incorporate general surveillance for unanticipatdderse effects;

Provide for case-specific monitoring for a suffitiédme period to detect immediate and direct alé ag where appropriate, delayed and indirectcésfevhich have been identifig
in risk assessment.;

Provide for the use of already established rowgingeillance practices where appropriate.

At last, it may be interesting to know that the BE&3 cooperated with members of the European Ecanéraa (Norway, Iceland and Liechtenstein) on #saié of antibiotic
resistance markers in risk assessment.

o

Finland (fi)

All activities within the framework of the Protocahd intended for release into the environmentawipg on the market of GMOs in Finland are subjedhe prior risk
assessment and management. Comprehensive riskrassgess conducted in accordance with the procsdestblished in the Community and domestic letiisiavith a view to
identify if there is a need for risk managemente Tisk assessment is carried out by the notifidreraluated by the competent authority in Finlamich can consult relevant
scientific expert institutions on a case-by-casgha

Finland has cooperated with the EU member statehdopurposes specified in Articles 15 and 16.

France (fr)

Cf. rapport de la CE.

Les évaluations de risque sont d’abord conduitesegaentreprises notifiantes. En France, elles alomns étudiées et évaluées par la Commissiorédiediomoléculaire.
(Please see EC report

- Risk assessments are first carried out by ndifie France, they are then studied and evalugtede Commission du Génie Biomoléculaire)

Germany (de)

The competent German authorities conduct necessatrgssessements on the basis of the relevanegikldtion. For an outline of the EU procedure géesee the reply of the
EU.

Ireland (ie)

Ireland cooperates with our EU partners withinflaenework of Community legislation in relation teetmatters specified in Articles 15 and 16 of thatdol.

ltaly (it)

A general overview of the mechanisms for the risbeasment and risk management in the EU is protigéide interim Report of the EC. As EU Member &tétaly participates
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to the LMOs risk assessment and risk managemeneg@uoes established in the Community for the ptagirthe market of such products.

For the experimental release of LMOs, Italy hastomal procedure according to Dir. 2001/18/EC. Pphacedure includes a risk assessment by the Natioterministerial
Advisory Committee (Commissione Interministeriaié/dlutazione). The Committee must take in consitien the opinion of the public, which is informgsbugh the Italian
node of the Biosafety Clearing House. A decisionthenrequest for experimental release of LMOskerteby the National Competent Authority, basedrendpinion of the
Advisory Committee.

Netherlands (nl)

From the earliest discussions on LMO (GMO) riskeassnent strategies till the present, the Netheslaad very actively contributed to the work undesteby the OECD on risk
assessment and risk management.

Although the Netherlands has not yet had to perfok® risk assessments under the requirements d?tbtcol, it has ample experience with the rideasment procedures
required, as these are very similar to the risksmaent performed for deliberate release and gjacirthe market under EU legislation.

Norway (no)

Further details q.18: Norway did not take a decisigarding article 10 during the reporting period.

Further details g. 20: The Norwegian Food SafetthAtity collects samples from imported food, feaed aeed which are analysed for content of GMO. arfadyses of the
samples are carried out by The Norwegian Veteritastjtute which has an extensive cooperation witrer European GMO-detection laboratories to dgvatad validate GMO-
detection protocols.

Further details g. 21: The Norwegian Gene technokag requires that releases of GMO to the envirentshould take place stepwise in order to betaldietect unforeseen
adverse effects on the environment or human heefire a full scale release is granted.

Further details g. 22: Norway cooperates with theofean Union in a working group under Directiv®@2.8/ EC, with the aim of phasing out GMO withihigtic resistance
marker genes that may have adverse effects on hheadth or the environment.

Directive 2001/18/EC on the deliberate release MfOGcalls for a phasing out of antibiotic resistantarker genes which may have adverse effects omhimgalth and the
environment. The Scientific Panel on Geneticallydified Organisms under the European Food Safetyositly adopted an opinion in April 2004 that on¢egmry (category Il) of
ARMG that are being used in GMO should be reswulittefield trial purposes, and that one other aategf ARMG should be restricted to contained usly ¢category Il1). The
opinion is available on

http://www.efsa.eu.int/science/gmo/gmo_opinions/38dhtml

The Norwegian Scientific Committee for Food Safetly deliver “An assessment of potential long-tehealth effects caused by antibiotic resistance erag&nes in GMO based
on antibiotic usage and resistance patterns in Bigrwitimo September 2005. According to the prefiary summary the Committee is of the same opingBERSA regarding the
risk of ARMG in Groups Il and Ill, but expressesrswhat more concern regarding the nptll-gene iru@ido The preliminary summary of the report is eseld in Annex Il. The
final report will be made available through the &itety Information Resource Center on the Biosdidtaring House, where further information on hamial gene transfer can
be found.

Further details g. 23: A risk assessment must biéedeout by the notifier both for notifications @MO intended for intentional introduction into thevironment and for
notifications of GMO intended for direct use asdaw feed, or processing, The requirements forigieassessment are in line with the requiremeuesiied in annex Ill to the
Cartagena Protocol. It should be carried out case by case basis, and must be based on the poeeayiprinciple. The Norwegian authorities assesgeether the information
in the risk assessment is in line with the natiorglirements, and ask for further documentatidhdfinformation is not sufficient as basis forezidion.

A consent under the Norwegian Gene Technology At be granted on condition that the notifier caroat risk management measures such as post maokétoring, isolation
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distances and provisions ensuring traceabilithefGMO.

Norway is of the opinion that further guidelinepplementing Articles 15, 16 and Annex Il on Risgks&ssment to the Protocol is necessary for a conapmach, which again
is important to fulfil the objectives of the ProtdcThe work to be carried out by the Ad Hoc TeclahExpert Group established by MOP BS-II/9 on tidgimg the relevance of,
and gaps in existing approaches to and guidancerialadn risk assessment and the need for capadilying activities, will be an important contrilion towards the development
of necessary further guidelines.

Norway is furthermore of the opinion that the répamn antibiotic resistance marker genes (ARMG)tinard above clearly indicate that such genesxamples of specific traits
covered by Article 16(5). The Parties to the Prot@ere obliged to identify such traits and takerappiate measures regarding their treatment.

Norway is therefore in favour of a scientific contt@é being appointed with the task of providingeatific and technical guidance on risk assessmaidetines, ARMG in GMO
and other tasks that might be considered impoftarthe fulfilment of the objectives of the Protdcsuch as tasks pursuant to Article 18(3) idemdifoy Norway in the answer to
Question 30 of this Report.

Portugal (pt)

Portugal has not been a party of import duringréperting period. But several notifications forg@anent on the market have been made via the Elicapph system. EU
legislation stipulates that all notification musintain a risk assessment as outlined in EU Dir1208 This implies an assessment of the LMO ofetirtie basis. Risk
assessments are to be evaluated by all membes-state

This assessments conducted on a “case by caseg”ibasicordance with the procedures laid down inaBd national legislation, are carried out firgtlythe notifier and then
evaluated by the national scientific advisory técahbodies that support decisions taken by miigistresponsible for GMO’s management.

As a EU Member State, Portugal performs risk assessand risk management following the procedwaigsdown in the European legal framework conceripilaging on the
market of LMO.

Spain (es)

All activities within the framework of the Protocahd intended for deliberate release into the enuiient in Spain are subject to prior risk assessarghmanagement. This
assessment, conducted on the basis of scientffactsin accordance with the procedures establishedmmunity and domestic legislation, is carroed in the first instance by
the notifier and then studied and evaluated bySii@nish Biosafety Commission, which is the natise#&ntific-technical advisory body.

Spain has cooperated with other European Uniontdesrfor the purposes specified in Articles 15 a6f the Protocol.

Sweden (se)

Iltems 16 ,17, 21 and 22. Sweden has not beenyagfarport. But several notifications of importepement on the market have been made via the Blitafion system. EU
legislation stipulates that all notification musintain a risk assessment as outlined in EU Dir1208 This implies an assessment of the LMO ofetirtie basis. Risk
assessments are to be evaluated by all membes-dRislk assessments contained in notifications mader EU Reg. 1829/2003 are evaluated by the Earopood Safety
Authority and the competent authorities of the merrdiates

Item 18 The notifier bears the costs of the rideasment in the notification. In Sweden, the reti also responsible for the costs of evaluatiegnotification and for its
processing in the EU legal system, but this isthetcase with all member-states. Notificationsinating with other member-states will be evaludigcdSwedish authorities at nog
cost.

Item 19. Monitoring is required by EU Dir. 2001/48d the Swedish Ordinance (SFS 2002:1086) on tlibdbate Release of Genetically Modified Organismthe
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Environment.
Item 20 The Swedish Seed Testing and Certificdtigtitute conducts tests of seed consignmentshgtpossibly contain GMOs. The National Food Adstiition conducts a
programme for investigating the presence of GMOsaustuffs.

United Kingdom of Great Britain and Northern Irelan d (gb)

The UK implements articles 15 and 16 fully, throulgl provisions of EC legislation, in particular&itive 2001/18/EC. For details of this legislatiptease see EC interim
national report.

Other information (Q56)
Western European and Others (WEOG)

Risk assessment

Belgium (be)

Around 2004-2005, the Federal Ministry of Enviromtkas financed a research project ordered by aé&Bvironment ( National Focal Point for the Praidocto a research
team of the Faculty of Agronomy of Gembloux andednat establishing a methodology of study on tlaeigfized potential of hybridization of GMOs cuksrwith indigeneou
flora, with Colza as a case study. Results ofshaly ( that mainly shows lack of available datantike accurate evaluations of such potential ofitligation ) should soon be
available on the FPS portal.

1)

Risk assessment / subsidiary bodies

Norway (no)

As stated in the answers to questions 23 and 3@eabiwrway is in favour of a scientific committeeitg appointed with the task of providing scientdind technical guidance
on risk assessment guidelines, ARMG in GMO andrateks that might be considered important forfttf@ment of the objectives of the Protocol, suahtasks pursuant to
Article 18(3).

The scientific committee should be appointed téilfspecific tasks, not on a permanent basis. dusth receive funding from the core budget and ézatty should be entitled to
appoint one expert to participate in its meetinge.call upon the Secretariat to make a budget addor the establishement of such a committedbatd meet annually or
biannually as the need may be.




