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1. Purpose

This SOP describes the steps taken by the Committee for Medicinal Products for Veterinary Use (CVMP)
and the European Medicines Agency to satisfy the legislative requirements of the evaluation of
veterinary medicinal products containing or consisting of genetically modified organisms (GMOSs).

Background

The requirements for GMOs are generally considered as being of two distinct phases as described
below.

Research and Development Phase

Where necessary (i.e. where a product contains or consists of organisms within the meaning of
Article 2 of Directive 2001/18/EC), the Agency will draw the company’s attention to Directive
2001/18/EC and to Article 31 of Regulation (EC) No. 726/2004. This should be done every time a
potential applicant first makes contact with the Agency at the beginning of or during its development
programme.

The potential applicant should then keep the Agency informed of any discussions that it might have
with the competent authorities set up by Directive 2001/18/EC (GMO CAs).

(a) If, during such discussions, it is established that the product contains or consists of GMOs
within the meaning of Article 2 of Directive 2001/18/EC, no further action is required with
regard to the marketing authorisation application until the letter of intent to submit an
application for the granting of Community marketing authorisation is sent to the Agency. The
Agency will however remind potential applicants of their obligations in this context.

30 Churchill Place e Canary Wharf e London E14 5EU e United Kingdom
Telephone +44 (0)20 3660 6000 Facsimile +44 (0)20 3660 5555 -
Send a question via our website www.ema.europa.eu/contact An agency of the European Union

© European Medicines Agency, 2015. Reproduction is authorised provided the source is acknowledged.




(b) If it is established that the product contains or consists of organisms within the meaning of
Article 2(1) of Directive 2001/18/EC, but that they are not GMOs within the meaning of Article
2(2) of Directive 2001/18/EC, the Agency, through its Scientific Committees, may confirm this
position. If confirmation cannot be given, the Agency will contact the bodies set up by the
Community and member states in accordance with Directive 2001/18/EC.

Evaluation Phase

In the case of a veterinary medicinal product containing or consisting of GMOs within the meaning of
Article 2 of Directive 2001/18/EC, the application must be, in accordance with Article 31 of Regulation
(EC) No. 726/2004, accompanied by:

e a copy of any written consent or consents of the competent authorities to the deliberate release
into the environment of the GMO for research and development purposes, or for any other purpose
than placing on the market where provided for in Part B of Directive 2001/18/EC or in Part B of
Directive 90/220/EEC;

e the complete technical file supplying the information required under Annexes Ill and IV to Directive
2001/18/EC;

e the results of any investigations performed for the purposes of research or development.

e the environmental risk assessment and its conclusion performed as requested in Annex Il section D
of Directive 2001/18/EC and following the guidance presented in the Notice to Applicants (NtA);

The responsibility to assess whether the release into the environment, for the purposes of research or
development, poses a hazard or not, rests with the competent authority set up by Directive
2001/18/EC in the Member State where these investigations take place.

However, it is the responsibility of the Agency, through its Committee for Medicinal Products for
Veterinary Use, to assess whether the placing on the market of a veterinary medicinal product
containing or consisting of GMOs within the meaning of Article 2 of Directive 2001/18/EC poses a
hazard to human health and/or to the environment. Such an assessment is made in conjunction with
the other particulars submitted for the granting of a community marketing authorisation.

Once a pre-submission meeting has taken place and the CVMP has appointed a rapporteur and
co-rapporteur, the GMO CAs will be advised that an application for a product falling under Article 31 of
Regulation (EC) No. 726/2004 is expected, with an indication of the intended date of submission.
Updates are provided to the GMO CAs indicating the status of each product containing or consisting of
a GMO, whether authorised, under evaluation or anticipated.

To expedite the progress of the consultation with the GMO CAs, the Scientific Administrator appointed
to the procedure (PM) should consider appointing one of the GMO CAs to act as “lead consulted
competent authority” to act as contact point in the consultation and who would liaise as necessary with
fellow GMO CAs on the review of Part Il1.E, as provided by the applicant.

The PM will make clear that the data provided by the applicant and any other documentation are
strictly confidential.
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2. Scope

This SOP applies to the Veterinary Medicines department.

It applies to veterinary medicinal products evaluated in accordance with Article 31 of Regulation (EC)
No. 726/2004 of the European Parliament and of the Council.

The SOP addresses two points specifically:

e How the Agency complies with the specific requirements regarding applications for veterinary
medicinal products containing or consisting of genetically modified organisms within the meaning
of Directive 2001/18/EC on the release of genetically modified organisms into the environment;
and

¢ How the CVMP ensures that all appropriate measures are taken to avoid adverse effects on human
health and the environment that might arise from the release of genetically modified organisms
into the environment.

The SOP also describes the procedure by which the rapporteur holds the necessary consultations with
the GMO CAs during the evaluation under the centralised procedure for products containing or
consisting of GMOs.

3. Responsibilities

It is the responsibility of the Head of the Veterinary Medicines department to ensure that this
procedure is adhered to. The responsibility for the execution of a particular part of this procedure is
identified in the right hand column of section 9.

4. Changes since last revision

Update of contact details in Annex and revision of organisational denominators following restructuring
of the European Medicines Agency.

5. Documents needed for this SOP

e List of official contact points in competent authorities in accordance with Directive 2001/18/EC (see
Annex)
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6. Related documents

e Regulation (EC) No 726/2004 of the European Parliament and of the Council of 31 March 2004
laying down Community procedures for the authorisation and supervision of medicinal products for
human and veterinary use and establishing a European Medicines Agency

e Directive 2001/18/EC of the European Parliament and of the Council of 12 March 2001 on the
deliberate release into the environment of genetically modified organisms

e Council Directive 90/220/EEC of 23 April 1990 on the deliberate release into the environment of
genetically modified organisms

e Volume 6C of the Rules Governing Medicinal Products in the European Union (“Notice to

Applicants”; NtA)

7. Definitions

Centralised Procedure

CVMP

GMO

GMO CA

Lead CA

LoQ

NtA

PM

Rapporteur

evaluation procedure for veterinary medicinal products as specified in
Regulation (EC) No 726/2004 of the European Parliament and of the
Council of 31 March 2004 laying down Community procedures for the
authorisation and supervision of medicinal products for human and
veterinary use and establishing a European Medicines Agency

Committee for Medicinal Products for Veterinary Use: the Committee
established by Title IV of Regulation (EC) No. 726/2004 replacing and
repealing Council Regulation (EEC) No. 2309/93 and Article 31 of Directive
2001/82/EC (replacing and repealing Directive 81/851/EEC as amended)

Genetically modified organism: an organism, with the exception of human
beings, in which the genetic material has been altered in a way that does
not occur naturally by mating and/or natural recombination and produced
by techniques detailed in Annex IA of Directive 2001/18/EC

Competent authorities under Directive 2001/18/EC

Lead competent authority: A competent authority under 2001/18/EC
volunteering to co-ordinate the comments of the GMO CAs and to act as
the rapporteur’s contact point in the consultation

CVMP List of Questions

Notice to Applicants: the guidance published by the European Commission
to assist applicants in their marketing authorisation application
submissions

Project manager: responsible for procedural support to the rapporteur and
co-rapporteur and to act as a liaison point between the applicant for
marketing authorisation and the agency

Member of the CVMP appointed to lead the evaluation for the product
concerned (assisted by the co-rapporteur, a second Member of the CVMP)
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8. Process map(s)/ flow chart(s)

START

END

Day 10
. . . o Day 0 o
Pre-info GMO CAs > Verify dossier > Timetable to GMO CAs —» Request add|t|9na| Part
II1.E copies
Day 20 Day 30 Day 70 Day 90
Submit Part II1.E —» Acknowledgements » Rapp's AR on Part % GMO CAs comments
copies to GMO CAs of receipt to PM II1.E to CAs to Rapporteur
Day 119 Day 120 Day 121 Day 160
Discussion & P LoQ to yGMO CAs —®» Responses to LoQ re [—®| Joint AR on Part III.E
adoption of LoQ Part II1.E to CAs to GMO CAs
Day 170
GMO CAs comments = OralDeaxy Ila?gtion > Outcon’?:{ozé?’lo CAs
to Rapporteur p
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9. Procedure

Please note that this procedure details only the additional steps to be taken for the evaluation of
products containing or consisting of GMOs and that it is imperative to follow SOP/V/4013 on the
submission of an application for the granting of a community marketing authorisation.

Step Action Responsibility
1 Inform GMO CAs of intended application, including intended PM
submission date, and request volunteers for the role of Lead CA.
2 Verify that the documentation requested in Article 31 of Regulation PM
(EC) 726/2004 has been submitted with the dossier.
3 Day O Once the application has been validated, send a copy of PM
the timetable to the GMO CAs and request feedback by
day 10 whether a copy of Part I11.E is required (from here
on “involved GMO CAs”); informing also that the
rapporteurs AR will be circulated by day 70 and that
comments will be required by day 90.
4 Day 10 Send requests for submission of additional copies of PM
Part 111.E to the applicant; having ensured that contact
details are included in the requests.
5 Day 20 Applicant sends copies of Part I11.E to involved GMO CAs.
6 Day 30 Ensure acknowledgements of receipt for involved GMO PM
CAs have been submitted by applicant, together with the
regular acknowledgements for receipt relating to the
centralised procedure.
7 Day 70 Send rapporteur’s assessment report on Part I11.E to the PM
involved GMO CAs for comments to be sent to the Lead
CA by day 90. Should no Lead CA have been appointed
the comments should be sent directly to the PM.
8 Day 90 Ensure that the Lead CA (or PM, as applicable) forwards PM/Lead CA
all comments to the rapporteur, with a copy to the PM, if
applicable.
9 Day 119 The rapporteur will decide on the inclusion, or not, of any  Rapporteur/CVMP

questions from the GMO CAs in the draft LoQ. All
questions will be circulated to CYMP members and
discussed at the rapporteur’s meeting (if required) prior
to adoption of the LoQ at CVMP. The exclusion of any
questions should be justified by the rapporteur and
agreed by the CVMP.
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Step Action

Responsibility

10 Day 120 Questions raised on Part I11.E to be extracted from LoQ PM
and sent to involved GMO CAs together with the
justification for the exclusion of any questions, as
applicable.

Inform applicant with the letter on the LoQ that the PM
responses to questions on Part I11.E will need to be sent
to all involved GMO CAs.

11 Day 121 Applicant sends copies of responses to questions on Part
I11.E to all involved GMO CAs.

Send timetable to all GMO CAs with information on the PM
circulation of the joint rapporteur’s and co-rapporteur’s
assessment by day 160 and the need for comments by

day 170.

12 Day 160 Send joint assessment report on Part Il1.E to the involved PM
GMO CAs for comments to the Lead CA by day 170.

Should no Lead CA have been appointed, the comments
should be sent directly to the PM.

13 Day 170 Ensure that the Lead CA (or PM, as applicable) forwards PM
all comments to the rapporteur, with a copy to the PM, if
applicable.

14 Day 180 In case of clock stop: inform involved GMO CAs on PM
relevant Part I11.E questions in the list of outstanding
issues. GMO CAs may be invited to attend the oral
explanation.

PM to inform involved GMO CAs of the outcome of the PM
oral explanation, if applicable.

15 Day 210 Communicate the outcome of the assessment to all GMO PM
CAs.

10. Records

When completed and approved, original signed hard copies are filed in the Master File. Electronic
copies are saved in the appropriately labelled product folder in DREAM, in accordance with the Core

Master File procedure.
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Annex I: Member state competent authorities/official contact points under Directive

2001/18/EC
MS Contact person Organisation Address, tel. e-mail
BE Diederik Standaert Federal Public Services (FPS) Place Victor Horta 40 bte 10 diederik.standaert@gezondheid.belgie.be

Kelly Lardinois

Lucette Flandroy

Health, Food Chain Safety and
Environment

1060 Brussels
BELGIUM

Tel. +32 2 5247354
+32 2 5247399

Tel. +32 2 5247357
+32 2 5249622

Kelly.lardinois@sante.belgigue.be

lucette.flandroy@health.fgov.be

BE Adinda De Schrijver Scientific Institute of Public Rue Juliette Wytsmanstraat 14 adinda.deschrijver@wiv-isp.be
Health (IPH) 1050 Brussels
Division of Biosafety and BELGIUM
Biotechnolo SBB
oy ( ) Tel. +32 2 6425293
BG Tatiana Sultanova Ministry of Environment and 22 Maria Luiza Blvd tsultanova@moew.government.bg

Nikolay Tzvetkov

Water

1000 Sofia
BULGARIA

Tel: +359 2 9406123

ntsvetkov@moew.government.bg

BG Ms Desislava Vaseva Ministry of Environment and 67 William Gladstone St dvaseva@moew.government.bg
Water 1000 Sofia
BULGARIA
Tel: +359 2 9406388
Ccz Zuzana Doubkova Ministry of Environment Vrsovicka 65 zuzana.doubkova@mzp.cz

10010 Prague 10
CZECH REPUBLIC
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MS Contact person Organisation Address, tel. e-mail
cz Zuzana Stratilova Ministry of Agriculture zuzana.stratilova@mze.cz
Department of Food Safety
cz Malena Milan Milan-malena@mev.cz
DK Louise Lundstrgm Danish Environmental Protection | Strandgade 29 louln@mst.dk
Nielsen Agency 1401 Copenhagen .
soemj@mst.dk
DENMARK
Sgren Mark Jensen
Tel. +45 72 54 4656
Tel. +45 72 54 4142
DE Detlef Bartsch Federal Office of Consumer Mauerstrasse 39-42 detlef.bartsch@bvl.bund.de
Protection and Food Safety 10117 Berlin
GERMANY
Tel. +49 30 18445 6400
EE Liina Eek Ministry of the Environment Tel. +372 6262877 liina.eek@envir.ee
IE John O’Neill Department of Environment, Custom House john.oneill@environ.ie
Heritage and Local Government Dublin 1
IRELAND
Tel. +353 1 8882554
IE Lorraine O’Donoghue Department of Environment, Newtown Road lorraine.o’donoghue@environ.ie

Alex Hurley

Heritage and Local Government

Environment Policy and
Awareness Section

Wexford
IRELAND

Tel. +353 53 9117337

Tel. +353 53 9117341

alex.hurley@environ.ie
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MS Contact person Organisation Address, tel. e-mail
IE Bernadette Murray Environmental Protection Agency | PO Box 3000 b.murray@epa.ie
. Office of Climate, Licensing & Johnstown Castle Estate . .
Tom Mc Loughlin t.mcloughlin@epa.ie
Resource Use Co. Wexford
Suzanne Wylde IRELAND s.wylde@epa.ie

Tel. +353 53 9160600

EL Konstandinos Michos
Lydia Bouza

Manolis Lagouvardos

Ministry of Rural Development
and Food

Directorate of Inputs for Crop
Production

Kapnokoptiriou 6
10433 Athens
GREECE

Tel. +30 210 2125774
Tel. +30 210 2125772

Tel. +30 210 2124139

ax2u005@minagric.gr

ka6uO65@minagric.gr

ax2u008@minagric.gr

EL Charikleia Dimakou Ministry of Rural Development 2 Aharnon Str. ax2u023@minagric.gr
and Food 10176 Athens
Directorate of Processing GREECE
Standardisation and Quality
Control of Products of Plant Tel. +30 210 2124345
Origin
EL Argyrios Boulis Ministry of Rural Development Veranzerou 46 me22u066@minagric.gr
and Food 10438 Athens
Directorate of Animal Production | GREECE
Inputs
Tel. +30 210 5271627
EL Eleni Fardi Ministry of Environment, Energy Mesogeion & Trikalon 36 e.fardi@dpers.minenv.gr

and Climate Change
Directorate of Environmental
Planning

11526 Athens
GREECE

Tel. +30 210 6921952
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MS Contact person Organisation Address, tel. e-mail
ES Javier Martinez de Spanish Agency of Medicines and | ¢/ Campezo, 1 Ed. 8 jmartinezv@aemps.es
Velasco Hernandez Medical Devices (AEMPS) 28022 Madrid .
crubio@aemps.es
. SPAIN
Consuelo Rubio
Montejano Tel: +34 91 822 54 52
Tel: +34 91 822 54 52
ES Ana Fresno Ruiz Spanish National Commission on | Plaza de San Juan de la Cruz s/n | afresno@magrama.es
Biosafety 28071 Madrid
SPAIN
+ 34 91 597 59 08
FR Nicolas Encausse Ministére de I'Ecologie, de Tel. +33 1 40818718 nicolas.encausse@developpement-
I’Energie, du Développement durable.gouv.fr
Durable et de ’Aménagement du
Territoire
FR Anne Grevet Ministére de I’Agriculture et de la | Tel. +33 1 49555825 anne.grevet@agriculture.gouv.fr
Péche
FR Quentin Guyonnet- Quentin.guyonnet-
Duperat duperat@dgcaf.finances.gouv.fr
IT Giovanni Staiano giovanni.staiano@isprambiente.it
IT Michelangelo michelangelo.lombardo@isprambiente.it
Lombardo
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MS

Contact person

Organisation

Address, tel.

e-mail

IT Marina Andreella Ministerio dell’Ambiente e Tutela | Via Capitan Bavastro 174 andreella.marina@minambiente.it
del Territorio e del Mare 00147 Roma
ITALY
Tel. +32 2 2200537
CcY Charalambos Ministry of Agriculture, Natural 1498 Nicosia chajipakkos@environment.moa.gov.cy
Hajipakkos Resources and Environment CYPRUS .
dzavrou@environment.moa.gov.cy
Despo Zavrou Tel. +357 22 408927
Tel. +357 22 408912
LV Everita Kalvane Ministry of Agriculture Republikas square 2 Everita.Kalvane@zm.gov.Ilv
o 1981 Riga N
Juris Zinars Juris.Zinars@zm.gov.lv
LATVIA
Tel. +371 67027630
Tel. +371 67027294
LT Odeta Pivoriene Ministry of Environment A. Jaksto 4/9 o.pivoriene@am.lt
. . L Genetically Modified Organisms 01105 Vilnius .
Neringa Sarkauskiené o n.sakauskiene@am.lIt
Division LITHUANIA
Tel. +370 5 26635664
Tel. +370 5 2663522
LU Christine Herzeele christine.herzeele@mae.etat.lu
LU Marcel Bruch Ministére de la Santé Allée Marconi marcel.bruch@ms.etat.lu

Patrick Hau

Pierre Misteri

2102 Luxembourg
LUXEMBOURG

Tel. +352 24785591

secualim@mes.etat.lu

pierre.misteri@mes.etat.lu
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MS Contact person

Organisation

Address, tel.

e-mail

LU Marc Weyland Ministére de I'Agriculture, ASTA Tel. +352 457172234 marc.weyland@asta.etat.lu
LU Francoise Mori Francoise.mori@mae.etat.lu
HU Levente K&rosi Ministry of Agriculture Kossuth tér 11 levente.korosi@fm.gov.hu

Rita Andorko
Hajnalka Homoki

Haulik Beatrix

1055 Budapest
HUNGARY

Tel. +36-1-7953753
Tel. +36-1-7953726
Tel. +36-1-7952076

Tel. +36-1-7955864

rita.andorko@fm.gov.hu

hajnalka.homoki@fm.gov.hu

beatrix.haulik@fm.gov.hu

HU Daniel Gether Permanent Representation of 92-98 rue de Treves daniel.gether@mfa.gov.hu
Hungary to the EU 1040 Brussels
BELGIUM
Tel: +32 478 784 582
HU Doéra Kovacs National Institute of Quality and Zrinyi u. 3 kovacs.dora@gyemszi.hu
Organizational Development in 1051 Budapest
Healthcare and Medicines HUNGARY
Tel: +36-1-8869300/178
MT Joseph Abela Medici Malta Environmental and Hexagon House, Spencer bcc.notifications@mepa.org.mt

Marie Therese Gambin

Darrin Stevens

Planning Authority
Environment Protection
Directorate

Gardens
Marsa
MALTA

Tel. +356 22907107
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MS Contact person Organisation Address, tel. e-mail
NL Annemiek van Ministry of Infrastructure and Rijnstraat 8 Annemiek.van.waterschoot@minienm.nl
Waterschoot Environment Postbus 30945 L
petra.hogervorst@minienm.nl
2500 GX Den Haag
Petra Hogervorst
NETHERLANDS
Tel. +31 70 3394144
NL Debora Glandorf RIVM Tel. +31 30 2744176 boet.glandorf@rivm.nl
AT Alois Haslinger Bundesministerium fur Rosengasse 2-6 alois.haslinger@bmwf.gv.at
Wissenschaft und Forschung 1010 Wien
AUSTRIA
Tel. +43 1 531207114
AT Elisabeth Stiebitz Bundesministerium fur Radetzkystrasse 2 Elisabeth.stiebitz@bmg.gv.at
Eva Claudia L Gesundheit 1030 Wien | @b ¢
va Claudia Lan eva.lan mg.gv.a
9 AUSTRIA g 9.9
Tel. +43 1 711004450
AT Helmut Gaugitsch Umweltbundesamt Spittellauer Lande 5 helmut.gaugitsch@umweltbundesamt.at
. Landuse & Biosafety 1090 Wien .
Michael Eckerstorfer Michael.eckerstorfer@umweltbundesamt.at
AUSTRIA
Tel. +43 1 313043133
AT Heinz-Peter Zach Ministry for Agriculture and Stubenring 12 heinz-peter.zach@lebensministrium.at

Michael Kurzweil

Forestry, Environment and Water
Management

1010 Wien
AUSTRIA

Tel. +43 1 711002795

michael.kurzweil@lebensministerium.at
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MS Contact person

Organisation

Address, tel.

e-mail

PL Agnieszka Dalbiak
Michal Gizinski

Magdalena Grabowska

Ministry of Environment
Department of Nature Protection

Wawelska Str 52/54
00-922 Warsaw
POLAND

+48 22 5792366

+48 22 5792538

agnieszka.dalbiak@mos.gov.pl

michal.gizinski@mos.gov.pl

magdalena.grabowska@mos.gov.pl

PL Malgorzata Wozniak Ministry of Agriculture and Rural | Tel. +48 22 6232336 malgorzata.wozniak@minrol.gov.pl
Development
PT Lilia Martins Portuguese Environment Agency | Rua da Murgueira lilia.martins@apambiente.pt

Luis Gramacho

(Agéncia Portuguesa do
Ambiente - APA)

Zambujal — Apt. 7585
2721-865 Amadora
PORTUGAL

Tel. +351 21 4728200

luis.gramacho@apambiente.pt

RO Steluta Ghinea National Environmental Splaiul Independentei No. 294 steluta.ghinea@anpm.ro
Protection Agency (NEPA) District 6
Bucharest
ROMANIA
Tel. +40 21 212071133
Sl Martin Batic Ministry of Environment and Dunajska 48 martin.batic@gov.si

Ruth Rupreht

Spatial Planning
Environment Directorate

1000 Ljubljana
SLOVENIA

Tel. +386 1 4787302

ruth.rupreht@gov.si
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MS

Contact person

Organisation

Address, tel.

e-mail

SK Zdenka Balatova Ministry of Environment of the Nam. L. Stura 1 zdenka.balatova@enviro.gov.sk
Slovak Republic 81235 Bratislava
SLOVAK REPUBLIC
Tel. +421 2 59562129
Fl Katileena Lohtander- Katileena.lohtander-buckbee@ymparisto.fi
Buckbee
FI Matti Sarvas Matti.sarvas@thl.fi
FI Kirsi Tormakangas Ministry of Social Affairs and Box 33 gtlk.stm@stm.fi
. Health 00023 Government
Hannele Leiwo
Board for Gene Technology FINLAND
Anna Kaisa Vaatanen
Tel. +358 9 16073190
SE Axel Stahlbom Medical Products Agency P.O. Box 26 axel.stahlbom@mpa.se
Biotechnology & Pharmacy 751 03 Uppsala
SWEDEN
Tel: + 46 (0) 18 17 46 00
UK Louise Ball Defra 9 Millbank, c/o Nobel House louise.ball@defra.gsi.gov.uk
17 Smith Square .
Sarah Cundy sarah.cundy@defra.gsi.gov.uk
London SW1P 3JR
Mike Rowe UNITED KINGDOM mike.rowe@defra.gsi.gov.uk
Glenda Townsend Tel. +44 20 72383182 glenda.townsend@defra.gsi.gov.uk
CRO Tisa Vizek-Borovina Tisa.v-borovina@mps.hr
CRO Valentina Zoretic- Valentina.zoretic-rubes@miz.hr

Rubes

Standard operating procedure — PUBLIC

SOP/V/4012 05-FEB-15

Page 16/17


mailto:zdenka.balatova@enviro.gov.sk
mailto:Katileena.lohtander-buckbee@ymparisto.fi
mailto:Matti.sarvas@thl.fi
mailto:Gtlk.stm@stm.fi
mailto:axel.stahlbom@mpa.se
mailto:louise.ball@defra.gsi.gov.uk
mailto:sarah.cundy@defra.gsi.gov.uk
mailto:mike.rowe@defra.gsi.gov.uk
mailto:glenda.townsend@defra.gsi.gov.uk
mailto:Tisa.v-borovina@mps.hr
mailto:Valentina.zoretic-rubes@miz.hr

EFTA competent authorities under activities related to the Directive 2001/18/EC

MS Contact person Organisation Address, tel. e-mail
NO Solbjorg Hogstad Solbjorg.hogstad@mattilsynet.no
NO Diem Hong Thi Tran Diem.hong.thi.tran@miljodir.no
NO Casper Linnestad Ministry of the Environment P.O. Box 8013 Dep. casper.linnestad@md.dep.no
0030 Oslo
NORWAY
Tel. +47 22 245895
NO Nina Vik Norwegian Directorate for Tungasletta 2 nina.vik@dirnat.no
Nature Management P.O. Box 5672 Sluppen .
Janne Bohnhorst . Janne-ovrebo.bohnhorst@dirnat.no
7485 Trondheim
Ingrild Skorve NORWAY Ingrild.skorve@dirnat.no
Tel. +47 73 580636
IS Gloey Finnsdottir Ministry for the Environment Skuggasundi 1 gloey.finnsdottir@environment.is
150 Reykjavik
ICELAND
Tel. +354 545 8600
IS The Icelandic Food and Austurvegur 64
Veterinary Authority (MAST) 800 Selfoss
ICELAND
LI Manfred Frick Office of Environmental Postbox 684 manfred.frick@aus.llIv.li

Protection

9490 Vaduz
LIECHTENSTEIN

Tel. +423 2366191
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