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1. At the request of the Government of Switzerland, the Executive Secretary is circulating herewith,
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meeting of the Parties to the Cartagena Protocol on Biosafety, the summary outcomes of the Technical
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For reasons of economy, this document is printed in a limited number. Delegates are kindly requested to bring their copies to meetings and
not to request additional copies







QW

International
BUWAL Bundesamt fir Umwelt, Wald und Landschaft ' ‘ Environment

OFEFP Office fédéral de I'environnement, des foréts et du paysage 4 House

UFAFP Ufficio federale dell'ambiente, delle foreste e del paesaggio Ceneva

SAEFL Swiss Agency for the Environment, Forests and Landscape S Environment
u MNetwork

Technical Meeting: Implementation of the Biosafety Clearing House
(BCH) in industrialised countries. Experiences and future development
(Geneva, 29-30 September 2003)

SUMMARY OUTCOMES
INTRODUCTION

1. The technical meeting on implementation of the Biosafety Clearing-House (BCH) in
industrialized countries was organized by the Swiss Agency for Environment, Forests and
Landscape with the support of the Geneva Environment Network. The meeting was held on
29 and 30 September 2003 in Geneva. Thirty-four participants from government agencies
and relevant inter-governmental organizations attended the meeting (see List of Participants
at Annex II).

2. The meeting was convened to share experiences in the development of the pilot
phase of the BCH and to consider options for its future development. Following
introductory presentations on the BCH by the CBD Secretariat, and the BioTrack Product
Database by the OECD Secretariat, as well as presentations from several countries
describing the current status of their BCH websites, the meeting discussed three main items,
namely: (i) national and regional experiences in developing national “Biosafety Information
Nodes” that could serve as components of the BCH and/or BioTrack; (ii) technical and
practical issues; and (iii) capacity-building. The agenda of the meeting is attached at
Annex I to the present report.

Item I.  National and regional experiences in developing national '"'Biosafety
Information Nodes" that could serve as component of the BCH and/or
Biotrack

3. Under this item of the agenda, participants discussed national and regional
experiences in developing national "Biosafety Information Nodes" that could serve as
component of the BCH and/or Biotrack. Presentations were given by representatives from
Austria, Belgium, Canada, Germany, Slovenia, Switzerland and the United States.

Item II. Technical and practical issues

4. Under this item, participants discussed various technical and practical issues linked
to the structure of the Central Portal, to data management and interoperability, as well as
issues relating to the database on decisions according to Article 11.1. A summary of the
comments made by the participants, and main conclusions reached during the discussions, is
included in the “Conclusions and Comments” section of this report. It is hoped that Parties
and Governments might find these useful during the implementation of the national
components of the BCH and/or Biotrack.

Item III. Capacity-building

5. Under this item, a presentation was given by UNEP/GEF on the ongoing work
related to BCH capacity building under the UNEP/GEF projects on development and
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implementation of national biosafety frameworks. The participants discussed some national
initiatives in BCH capacity building as well as technical and institutional arrangements at
national and international level to support operation of the BCH (e.g. the role of national co-
ordinator and MOP-1).

CONCLUSIONS AND COMMENTS

A. Languages

6. There is a need for national BCH components to serve national needs, including
provision of information in a national language (as well as the need to provide information
in English or another UN language for use by the Central Portal).

7. Full translation of the controlled vocabularies is required.

8. Further discussion is needed regarding what information is “generic” and should be
translated on a priority basis, and what information is “specific” and may not need
translation (lower priority).

B. Controlled vocabularies

9. Controlled vocabularies are currently sourced from the Cartagena Protocol text,
international thesauri such as AGROVOC and ENVOC, other databases such as OECD’s
Biotrack, where available. There is a need to expand the use of controlled vocabularies to
more BCH information items whenever practical, and also to promote the expansion of
existing international thesauri into relevant fields.

10. The importance of using controlled vocabularies in many instances was noted, as
only the controlled vocabularies are translated and available for searching purposes.

11. Governments can determine their own controlled vocabularies, but these should be
“mapped” to those used on the Central Portal.

12. Some controlled vocabularies are nested (i.e. using broader or narrower terms) to
assist in finding relevant records.

13. The Secretariat should create reference to the controlled vocabulary by type in the
schema (to allow validation) and make the controlled vocabulary available through the web
service.

14. Checking the log files for frequently used search terms in the free text fields that are
missing from the current list may expand the controlled vocabulary.

15. A formal procedure should be defined for the maintenance (updates and reviews) of
controlled vocabularies (MOP-1).

16.  Expert analysis would be needed to validate the search terms in different languages,
including synonyms, etc.



C. Common Formats

17. The current common formats are decision-based (along the lines of the Protocol),
rather than LMO/product-based (which is the case in many countries). Therefore, it would
be useful to provide product/LMO-based searching function (such as with the OECD’s
unique ID database).

18. The current common formats are “modular”, to support repeatability of information
sub-sets (e.g “contact details™).

19. Support for repeatable fields is required in the common formats (such as number of
CNAs involved, etc.).

20. Some interpretation is needed of terms used in the Protocol and reflected in the
common formats (e.g. “identity of the LMO” as required for reporting information under
Article 11.1), as this may impact on search results.

21. A formal procedure should be defined for the maintenance (updates and reviews) of
common formats to be considered at MOP-1.

D. Central Portal and organization of information
22. Information should be categorized with consideration of the needs of the user (e.g.
distinction between “decisions” and “notifications”).

23. The main target of the system is currently to meet the needs of the regulators, but
this role may be expanded following future MOP decisions.

24.  National BCH components are often more suited to meet the needs of public
information requests. This is an important role at the national level.

25. Simple and advanced search pages are provided to assist those users with more
specific information needs.

26. Links to additional information should be provided where this is not provided by the
BCH.

E. Relationship between Central Portal and national components
27. The Secretariat has released a notification outlining several options for national
components, namely:

(a) Register data through the Central Portal (with the option of storing further
information the central database);

(b) Register and store information locally using database templates, and send
data to the Central Portal;

(©) Make data available through a local website and allow the Central Portal to
crawl the site to retrieve data; and

(d) Store data on national databases and actively make those data available
through the Central Portal using BCH interoperability protocols.

/...



28.  These options are not mutually exclusive and countries may “mix and match” for
different types of information according to their needs and available technical expertise.

29. There is no one preferred option for meeting national obligations. Many participants
at the meeting indicated that their governments are likely to follow options (¢) or (d), but
some others plan to use options (a) or (b), at least for the next few years.

30. Some countries suggested that they intended to provide information via a simple link
to a national website, although there was discussion regarding whether this would meet the
need to make information “available” through the BCH as it would not allow users to search
or translate any of the information.

31. The CBD Secretariat demonstrated a prototype database application to allow
countries to enter and store data locally, and send it to the Central Portal of the BCH using
either the Internet or exported to a CD-ROM.

32. Additionally, it could be worthwhile to investigate the possibility of creating
standard (interoperable) web-pages for use by countries with their national databases if
desired, although it was noted that database applications and technical solutions should be
as independent as possible from proprietary software to facilitate porting to different
platforms.

33. It was noted that the ICCP recommended that much of the data in the BCH should
be decentralized. Therefore, the Central Portal is intended to keep a central register of
metadata through the common formats, with detailed information maintained at a local
level.

F. Monitoring of changes

34. A notification system is recommended to inform national components of any
impending changes to the Central Portal. Subscription information can be sent by email /
fax / etc.

35.  Additionally, regulators would appreciate an alert system for updates in the data held
in the BCH — particularly associated with Article 11.1.

36.  Users should be able to self-register with such notification/alert systems, and set the
frequency with which they receive information. (The CBD Secretariat noted that this is
currently in development, but not a top priority.)

37. Availability of a document outlining the BCH business/database rules would be
useful (e.g. regarding changes to applicant names).

G. Data management for reporting under Article 11.1

38. Many countries intend to report decisions taken prior to entry into force of the
Protocol.

39. It was noted that countries take different approaches to providing information, with

some providing the example that a single record on the BCH could include multiple
approvals (a product-based approach) as opposed to a single record for each approved use (a
decision-based approach).

/...



40. There was consensus that unique identifiers are an important element in the
operation of the BCH, and that they should be included in the record when available.

41. Once a unique identifier has been established for an LMO, it should be consistently
used for each subsequent application in any other country.

42. There is a need to reduce the need to re-enter information when reporting to the
BCH (e.g. for LMO types and contact information). Provision of a standard “identification
data set” for an LMO could provide consistency across country records in the BCH, and
ensure that all records relating to a specific LMO could be easily identified.

43. The OECD unique identifier system currently only applies to agricultural plants, but
not to micro-organisms or higher life forms and this needs to be addressed.

H. Institutional Arrangements

44. It is logical to establish some type of technical working group at an international
level, but policy should be split from technical issues where possible.

45. At a national level, a focal point must be nominated to undertake national
responsibilities. The Meeting of the Parties to the Cartagena Protocol may need to clarify
the role of the BCH-NFP, separating the role of “publishing” information on the BCH from
“validating” it.

46. Prior to the first Meeting of the Parties, informal meetings (such as this one) can
address issues at an interim level.

47. Budget implications for the establishment of new bodies to oversee development of
the BCH will need to be taken into account.

L Priorities for transition from pilot phase
48. Participants were reminded that, even in the pilot phase, the current system is the
“real BCH”.

49. Governments need to put their data into the BCH.

50. Stability of the system is needed prior to the first Meeting of the Parties for those
countries not yet fully familiar with the operation of the BCH to continue with their training.

51. It will be necessary to ensure that information coming from different sources is not
duplicative.
52. An orderly transition is needed for those countries that are transferring the source of

their information from OECD’s Biotrack to national databases (will be considered at the
meeting on 24-26 November).

53. The CBD Secretariat could send out another reminder to Governments to fill in data
and to share any difficulties they may be facing.

54.  Harmonisation between national sites can be promoted at a conceptual level, while
maintaining national freedom at a technical level.

/...



Annex I
Agenda
Monday 28.09.2003
10.00 Welcoming remarks, introductions of participants and objectives and organisation of the meeting

BCH and Biotrack : where are we today ? (60')

10.15 Presentation of the BCH, including the central portal, national participation, interoperability, and
other issues (CBD Secretariat)
10.45 The Biotrack Product database, a contribution of the OECD to the BCH - Consequences for

Member countries and/or Parties (OECD Secretariat)

National and regional experiences in developing national "Biosafety Information Nodes" that could serve
as component of the BCH and/or Biotrack (90")

11.15 Austria, Belgium, Canada, Germany

14:00 Slovenia, Switzerland, USA, UNEP-GEF

Technical and practical issues

14:30 Issues linked to the structure of the Central Portal such as (90')
- Organisation of the information
- Common Formats

- Controlled vocabulary
- Languages
- Quality insurance: Participation of NGO including the industry
- Others
16:30 Issues linked to the structure of the Central Portal (continued)
Tuesday 29.09.03
09:00 Summary of the discussion from day 1
09:30 Issues linked to data management and interoperability such as (90")
- Relation between Central BCH structure and national structure
- Monitoring of changes in the central BCH
- Management of data according to Art. 11.1
- Other
11.15 Database on decision according to Art. 11.1 (90")
- LMOs
- Unique identifier
- Type of use
- Data produced before the entering into force of the CP / or by Non Parties
- Others
Capacity building (60')
12:00 Ongoing work related to BCH capacity building under the UNEP/GEF projects on development
respectively implementation of national biosafety framework
12:30 National initiatives in BCH capacity buidling
14.00 Technical and Institutional arrangements at national and international level to support operation

of the BCH (e.g. the role of national co-ordinator and MOP-1) (45")

Conclusions and recommendations
15:00 Priorities for the transition to the fully operational BCH
- How to address emerging technical/other issues in a integrated and concerted way
- Preparation of MOP1
- Future of Biotrack with regard of the implementation of the BCH;
- Capacity building
- Others
17:00 End of the meeting



Australia

1.

Mr. Tony Willis
Office of the Gene Technology Regulator

15, National Circuit, Pharmacy Guild House

2600 Canberra

Australia

Tel. : +61 (0) 2 6271 4243

Fax : +61 (0) 2 6271 4202
E-mail : tony.willis@health.gov.au

Austria

2.

Mr. Gaugitsch Helmut

Federal Environment Agency
Spittelauer Laende 5

A-1090 Vienna

Austria

Tel. : +43 131304 3133

Fax : +61 131304 3700
E-mail : gaugitsch@ubavie.gv.at

Belgium

3.

Mr. Didier Breyer

Scientific Institute of Public Health
Service of Biosafety and Biotechnology
Rue J. Wytsmanstraat 14

B-1050 Brussels

Belgium

Tel. : +32 (0)2 6425293

Fax : +61 (0)2 6425292

E-mail : dbreyer@sbb.ihe.be

Canada

4.

Mr. Marcus Ballinger

Environment Canada

351, St. Joseph Blvd.

K1AOH3 Gatineau, QC

Canada

Tel. : +1 (819) 956-4696

Fax : +1(819) 953-7682
E-mail : marcus.ballinger@ec.gc.ca

Mrs. Aline Dimitri
Food Inspection Agency
59, Camelot Dr.

Romm 3369E

K1A0Y9 Ottawa
Canada
Tel. :
Fax :
E-mail :

+1 (613) 225-2342
+1 (613) 228-6604
dimitria@inspection.gc.ca

Mr. Alain Leduc
Environment Canada
351, St. Joseph Blvd.
K1AOH3 Gatineau, QC

Canada

Tel. : +1(819) 953-5912
Fax : +1 (819) 997-9806
E-mail : alain.leduc@ec.gc.ca

Annex 11

List of participants

Czech Republic

7.

Mr. Milos Nemec

Ministry of the Environment of the Czech republic

Vrsovicka 65

100 10 Prague 10

Czech Republic

Tel. : +420 (267) 122 026
Fax : +420 (267) 310 013
E-mail : milos_nemec@env.cz

Denmark

8.

Mrs. Brigitta Piirschel

Ministry of Environment

Danish Forest and Nature Agency
Haraldsgade 53

2100 Copenhagen

Denmark

Tel. : +45 (39) 47 22 69

Fax : +45 (39) 47 27 65
E-mail : bpc@sns.dk

France

9.

Mr. Eric Schoonejans
Ministry of Environment
20 Av. De Segur
F-75302 07SP

Paris
France
Tel. :
Fax:
E-mail :
eric.schoonejans@environnement.gouv.fr

+33 (1) 4219 1417
+33 (1) 4219 1467

Germany

10.

11.

Mr. Marc Auer

Federal Ministry for the Environment
Division N II 4/Biotechnology/Genetic
Engineering

Robert Schuman-Platz 3

D-53175 Bonn

Germany

Tel. : +49 (0) 1888 305 2665

Fax : +49 (0) 1888 305 2695
E-mail : marc.auer@bmu.bund.de

Mr. Volker Matzeitr

Federal Ministry for the Consumer Protection

Food and Agriculture

Rochusstrasse 31

D-53123 Bonn

Germany

Tel. : +49 (0) 228 529 4489

Fax : +49 (0) 228 529 37432695
E-mail : volker.matzeit@bmvel.bund.de



10

Republic of Korea 18.

12.

Mr. Ho-Min Jang

Korea research Institute of Bioscience and
Biotechnology

52, Oun-dong, Yuseong-gu

305-333 Deajeon

Republic of Korea

Mrs. Darja Stani¢ Racman
National Institute of Biology
Vecnapot 111

1000 Ljubljana

Slovenia
Tel. :
Fax :

+386 1 4233388
+386 12573 847

Tel. : +82 42 879 8300 E-mail : darja.stanic@nib.si
Fax : +82 42 879 8309
E-mail : hmjang@kribb.re.kr Sweden
19.  Mrs. Mette Svejgaard
13. Mr. Mooncheol Park Environmental Protection Agency
Korea research Institute of Bioscience and Blekholmsterrassen 36
Biotechnology SE-106 48 Stockholm
52, Oun-dong, Yuseong-gu Sweden
305-333 Deajeon Tel. : +46 (0) 8 698 13 11
Republic of Korea Fax : +46 (0) 8 698 10 42
Tel. : +82 42 879 8302 E-mail : mette.svejgaard@naturvardsverket.se
Fax : +82 42 879 8309
E-mail : autumn91@kribb.re.kr Switzerland
20. Mr. Matthias Giildenpfennig
Netherlands Gruner AG, Umweltinformatik
14.  Mr. Hans Bergmans Margarethenstrasse 77
RIVM / GMO Office 4052 Basel
PO Box 1 Switzerland
3720 BA Bilthoven Tel. : +41 (0)61 317 64 35
Netherlands Fax : +41 (0)61 312 40 09
Tel. : +31 30 2744195 E-mail : matthias.gueldenpfennig@gruner.ch
Fax : +31 30 2744461
E-mail : hans.bergmans@rivm.nl 21. Mr. Frangois Pythoud
Swiss Agency for Environment, Forests and
Norway Landscape
15.  Mr. Jan Husby PO Box
Directorate for Nature Management 3003 Bern
Tungasletta 2 Switzerland
N-7485 Trondheim Tel. : +41 (0)31 32293 95
Tel. : +47-73-58-0500 Fax : +41 (0)3132479 78
Fax : +47-73-58-0501 E-mail : francois.pythoud@buwal.admin.ch
E-mail : jan.husby@dirnat.no
22.  Mr. Albert Spielmann
Slovak Republik Swiss Agency for Environment, Forests and
16. Mr. Igor Ferencik Landscape
Ministry of Environment of the Slovak Republik PO Box
Nam. L. Stura 1 3003 Bern
93101 Bratislava Switzerland
Slovak Republik Tel. : +41 (0)31 32220 82
Tel. : +421 (2) 59562185 Fax : +41 (0)31 32479 78
Fax : +421 (2) 59562533 E-mail : albert.spielmann@buwal.admin.ch
E-mail : ferencik.igor@enviro.gov.sk
United States of America
Slovenia 23.  Mrs. Harvey Lee
17.  Mrs. Julijana Lebez Lozej US Department of State
Office for the Environment, Sector for 2201 C St. N.W.
Biotechnology 20520 Washington, D.C.
Dunajska 48 United States of America
Si-1000 Ljubljana Tel.:  +1(202) 647 2255
Slovenia Fax : +1(202) 736 7351
Tel. : +386 14787 318 E-mail : leehs@state.gov
Fax : +386 1 4787 420
E-mail : julijana.lebez-lozej@gov.si 24.  Mrs. Sally McCammon

U.S. department of Agriculture, APHIS, BRS
4700 River Road

20737 Riverdale, MD

United States of America

Tel. : +1 (301) 734 5761

Fax : +1 (301) 734 5992

E-mail : sally.l.mccammon@usda.gov



25.  Mrs. Donna Roy
U.S. Geological Survey / NBII
12201 Sunrise Valley Rd MS 302
20192 Reston, VA
United States of America
Tel. : +1 (703) 648 4209
Fax : +1 (703) 648 4224
E-mail : droy@usgs.gov

European Community (EC)

26. Mrs. Antonia Rana
European Commission
Joint Research Centre
Institut for Health and Consumer Protection
Biotechnology and GMOs Unit
TP 331
1-21020 Ispra (VA)
Italy
Tel. : +39 (332) 78.54.78
Fax : +39 (332) 78.54.83
E-mail : antonia.rana@jrc.it
Web: http://www jrc.it

Secretariat of the CBD
27. Mr. Olivier de Munck
Implementation and Outreach
World Trade Centre
393 St Jacques Street, Office 300
Montréal, Québec
Canada H2Y IN9
Tel: +1(514) 287 7012
Fax: +1 (514) 288 6588
E-mail : olivier.demunck@biodiv.org

28.  Ms. Kirsty Galloway McLean
Biosafety Clearing-House
World Trade Centre
393 St Jacques Street, Office 300
Montréal, Québec
Canada H2Y 1N9
Tel: +1 (514) 287 7039
Fax: +1 (514) 288 6588
E-mail : kirsty.mclean@biodiv.org

Organisation for Economic Cooperation and
Development (OECD)
29. Mr. Peter Kearns

OECD

Rue André pascal 2

F-75775 Paris Cedex 16

France

Tel: +33(1)4524 1677

Fax: +33(1)4524 1675

E-mail : peter.kearns@oecd.org

11

30. Mr. Masahiro Miyazako
OECD
Rue André Pascal 2
F-75775 Paris Cedex 16
France
Tel: +33 (1) 452476 19
Fax: +33(1)4524 1675
E-mail : masahiro.miyazako@oecd.org

Business Industry Advisory Committee (BIAC)
31. Ms. Sheila A. Schuette

Monsanto / E3NB

800 N. Lindbergh Blvd.

St. Louis, MO 63167

United States of America

Tel: +1 (314) 694 3516

Fax: +1 (314) 694 3080

E-mail : sheila.a.schuette@monsanto.com

United Nations Environment Programme (UNEP)
32.  Mr. Chris Briggs

UNEP-GEF Biosafety Unit

Global Environment Facility

15, chemin des Anémones

CH-1219 Geneva

Switzerland

Tel: +41 (0)22917 84 11

Fax: +41 (0)22 917 80 70

E-mail : chris.briggs@unep.ch

33.  Mr. Giovanni Ferraiolo
UNEP-GEF Biosafety Unit
Global Environment Facility
15, chemin des Anémones
CH-1219 Geneva
Switzerland
Tel: +41 (0)22 917 84 00
Fax: +41 (0)22 917 80 70
E-mail : giovanni.ferraiolo@unep.ch

34. Mr. Piet van der Meer
UNEP-GEF Biosafety Unit
15, chemin des Anémones
CH-1219 Geneva
Switzerland
Tel: +41 (0)22 917 86 65
Fax: +41(0)22 917 80 70
E-mail : pietvandermeer@unep.ch



