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WORKSHOP PROGRAMME

DRAFT OPERATIONAL PLAN FOR A CONSENSUS DOCUMENT ON THE BIOLOGY OF ATLANTIC SALMON

(SALMO SALAR)

Trondheim, Norway, 12 – 14 October 2005

Background

Most environmental risk/safety assessments of transformed species are based upon a broad body of knowledge and experience with the untransformed species (variety, etc.), i.e. familiarity with the species. The intent of the biology consensus document is to describe portions of this body of knowledge directly relevant to risk assessment in a format readily accessible to regulators. The document is not an environmental risk/safety assessment of the species. Rather, the consensus document provides an overview of pertinent biological information to help define the baseline and scope (the comparator against which the transformed organisms will be compared) in the environmental risk/safety assessment of the transformed organism. Consensus documents are not detailed species handbooks or manuals, but rather focus on the biological data that may be clearly relevant to environmental assessment of the newly transformed species.

The possibility of expanding the Working Group’s project focus beyond plants and microorganisms and undertaking work for the safety assessment of transgenic fish was discussed within the Working Group.  At the 14th Meeting, a discussion paper on transgenic fish, which proposed the preparation of a consensus document as well as holding a workshop on this topic, was introduced. While many delegations acknowledged the importance of this proposal, it was agreed that it should proceed in a stepwise manner.  The Working Group decided to focus on one fish species, Atlantic salmon (Salmo salar) (Linnaeus, 1758) (hereafter referred to as Atlantic salmon). 

At the 16th Working Group meeting it was concluded that there is an abundance of biological and ecological information available for developing a consensus document on the biology of Atlantic salmon and agreed to its development.  The Steering Committee for development of the consensus document includes Canada, Germany (co-lead), Norway, Sweden and the United States (co-lead) and was charged to prepare an operational plan for the development of a consensus document on Atlantic salmon.  

Purpose and Scope of the Project

The purpose of this project is to develop a biology consensus document for Atlantic salmon.  Biology consensus documents provide information for risk/safety assessments to ‘describe the characteristics of the organism.’  A biology consensus document should identify and review baseline information on the biology and cultivation of Atlantic salmon (untransformed) from traditional fish farming or breeding. The project will identify the information available about Atlantic salmon that is appropriate baseline biological information to be used as part of a risk/safety assessment of a transgenic fish.

Atlantic salmon has been selected for the development of a consensus document for several reasons.  Atlantic salmon has well described and understood biology and thus constitutes a “familiar” species.  There is plenty of research on the biology, distribution and ecology of wild type Atlantic salmon.  The concept of familiarity ‘is based on the fact that most genetically engineered organisms are developed from organisms…whose biology is well understood.’  Thus, familiarity allows risk assessors to draw on previous knowledge and experience available with the non-transformed species and to compare with species.  

The operational plan is being developed in draft by the Steering Committee and contains the outline of the consensus document itself.  The operational plan shall identify the kinds of baseline information of a specific species of non-transgenic Atlantic salmon to determine what information is available; what information might be relevant to risk/safety assessment; and what information is needed for the development of the biology consensus document. The contents of the draft outline for the consensus document will be reviewed within the Trondheim workshop (October 2005) and will address issues related to the biology and ecology of an untransformed fish species that might inform a risk/safety assessment of a transgenic fish of the same species. This approach is similar to that done to first identify and circumscribe the issues about crop species that would inform a risk/safety assessment of the same species after it had been transformed. After the draft operational plan has been reviewed by experts at the workshop it will then be presented to the Working Group. Once the operational plan is accepted, the consensus document will be drafted.  However, in the review of the plan at the workshop, additional information for the development of the consensus document itself may be elaborated. The Steering Group will be the main vehicle for developing the consensus document; however, progress will be presented at each meeting of the Working Group. This will be the opportunity for all delegations to have input. The draft Operational Plan resulting from the workshop in Norway will be presented to the 17th meeting of the Working Group in October 2005.   

Contents of the document

The later consensus document will cover information and experience that currently exists regarding the biology of wild and farmed Atlantic salmon.  The workshop on the operational plan covering the components of the consensus document will include considerations of the morphological characteristics; taxonomic status; reproduction biology; genetic structure and genetic variation; centres of origin/diversity; natural geographic distribution; conservation of genetic resources; ecology; pathogens and diseases; efficacy of biological/genetic containment measures; crosses/introgression; uses and economic importance; fisheries practices/aquaculture/breeding; and domestication.  The identification of significant environmental behavior factors and information that might be needed to determine changes in environmental behavior will also be considered. Other ecological factors might include the forces that control salmon population and distribution of natural, hatchery raised and farmed salmon. Understanding the effects that untransformed fish farming has on the environment can form a basis for determining the significance of any effects of transgenic fish.  

The draft operational plan proposes four major sections for the consensus document:  1) Biology, Ecology and Behavior of Atlantic salmon, 2) Genetics, 3) Aquacultural Practices (Uses) and 4) Traits that Define the Ecological Niche of Atlantic Salmon and their Genetic Basis. It also covers other additional information which might be necessary. This draft operational plan provides an explanation of why each point (enumerated below) is important in risk assessment of transformed Atlantic salmon, and presents a rationale for how the information in each point relates to environmental risk/safety assessment. The explanation for each point defines what is and is not considered relevant. For a particular risk/safety assessment, information in addition to that presented in the consensus document may be needed to address the regional environments into which the genetically engineered species is proposed to be released.  This approach of identifying the rationale for each section should help in maintaining the focus of this first consensus document for a fish.
The overall objective of the 2005 Norwegian Workshop is to review the kinds of baseline information of non-transgenic Atlantic salmon available; to assess what information might be relevant to risk/safety assessment; and to determine what information might be needed for the development of a biology consensus document. On the basis of the information identified at the workshop, the Working Group will be better able to develop a consensus document on Atlantic salmon.  The specific goals of the workshop are to
· Review the draft Operational Plan;

· Revise the draft Operational Plan by discussing each part of the draft;

· Provide first draft language as appropriate; and

· Identify countries or affiliated experts to draft parts/sections of the consensus document

WORKSHOP PROGRAMME

Tuesday, 11. October 2005

09:30
Steering group meeting

Wednesday, 12. October 2005

09:30
Welcoming Remarks by Hosts (Norway and Germany)

09.45
Welcoming Remarks by OECD Secretariat

10.00
Outline of Arrangements for Workshop, Parts I and II – Workshop Co-chairs

This presentation will outline the organization of the workshop-explaining that the first day will set the scene and include a series of expert talks with the second and third day focussing on discussion on the contents of the draft operational plan.  It will highlight the interactive nature of the second section of the workshop relative to the first section of the workshop.

10:10
Co-chairs introduction – the Purpose and Goals of the Workshop


This presentation will describe the process for developing the draft operational plan and the consensus document through a Steering Committee indicating that the draft operational plan contains the outline of the consensus document itself.  The draft operational plan is to be reviewed and revised by the assembled body at this Norwegian workshop before being presented to the Working Group.  Once the operational plan is accepted by the Working Group, the consensus document will be drafted.  Explicitly, this presentation will outline the goals of the workshop.

10:20
Introduction to Biosafety Consensus Documents - OECD Secretariat

This presentation will outline the contents of biology consensus documents and their relevance to risk/safety assessments. How are these documents being useful in risk assessment?  OECD Working Group efforts are based upon the premise that risk/safety assessments are to be “based on the characteristics of the organism, the introduced trait, the environment into which the organism is introduced, the interaction between these, and the intended application.”
10:50
Coffee break with light refreshments
11:10
Background and History of the Working Group’s Discussion of Fish - OECD Secretariat


This presentation will provide a history of the Working Group’s considerations on fish, leading to the selection of Atlantic salmon as the focus of the first consensus document.  The purpose of this talk to provide the rationale for focusing creating a biology document on non-transformed Atlantic Salmon.

11:20
Overview Presentation on Draft Operational Plan – Co-Chairs/Steering Committee member

This presentation will discuss the draft operational plan and the outline of the consensus document developed by the Steering Committee.   
11:40
General Overview Proposed Part I of the Consensus Document on Atlantic salmon – Biology, Ecology and Behavior of Salmo salar – 


Presenter to be announced

This presentation identifies and reviews the baseline information (relevant to environmental assessment) important and available regarding the biology and ecology of both natural populations and aquaculture of hatchery-raised, net-penned and farmed Atlantic salmon, including morphological characteristics, taxonomic status, reproductive biology, genetic structure and variation, and genetics of Atlantic salmon.  The purpose of this talk is to review the kinds of baseline information on Atlantic salmon that is available for the development of a biology document 

12:10
Q & A
12.30
Lunch

14:00
General Overview Proposed Part II of the Consensus Document: Genetics


Presenter to be announced

This talk will discuss natural facility for crosses and introgression as well as containment and escapes.  The talk will cover the impact of introduced strains on native populations and the issue of whether or not introgression occurs and, if so, the degree and impact of any introgression.  Differences between North American and European situations will be included.

14:30 
Q & A

14:45
General Overview Proposed Part III of the Consensus Document: Aquaculture 
Practices  


Presenter to be announced

This talk will address practices and ecological impacts of Atlantic salmon aquaculture strategies and will cover the status of aquaculture systems in Europe and North America.  

15:15
Q & A

15:30
General Overview Proposed Part IV: Traits that Define the Ecological Niche of Atlantic salmon


Presenter to be announced

This presentation will identify the ecological characteristics that are relevant for the development of a biology document.

16:00
Q&A

16:15
Coffee

16:30
Discussion on the Annex/Additional Information of the Draft Operational Plan- 
Workshop Co-chairs
This presentation will identify the information available, gaps and questions that might be relevant for inclusion in a biology document.
17:00
Q&A

17:15
Closure of Day 1

18.00
Dinner organised by hosts (not at the hotel)

Thursday, 13. October 2005

09:30
Review of Objectives of Workshop – 


Co-Chairs

The co-chairs will describe the process and logistics  for working on the sections of the Operational Plan.  The group will discuss the draft Opertaional Plan.  The co-charis will remind participants that the goals of the workshop are to revise the draft Operational Plan (for submission to the Working Group) by focusing discussion on each part of the draft and to identify experts(and/or countries affiliated with appropriate experts) to draft sections of consensus document).

9:45
Discussion Part I- Biology, Ecology and Behavior of 
Atlantic salmon-

What is the information needed to provide an overview of the main ecological interactions within managed and unmanaged ecosystems?

What aspects of biology, ecology and behaviour of Atlantic salmon are relevant to the consensus document?

Who are the possible experts to assist in drafting this section of the consensus document?


10:30 
Coffee break with light refreshments
10:45
Summary of the Discussion Part I- Biology, Ecology and Behaviour of Atlantic 
salmon 

11:15
Discussion Part III -Aquacultural Practices-

What information is needed to provide an overview of hatcheries, onshore, net pen and ocean ranching practices? 

What aspects of the ecological impacts of the various aquacultural practices are relevant to a consensus document?

What aspects of fisheries practices and other factors relating to domestication are relevant to a consensus document?

Who are the possible experts to assist in drafting this section of the consensus document?


12:30
Lunch
13:45 
Summary of the Discussion Part III- Aquacultural Practices

14:15 
Discussion Part II- Genetics-
What information is needed to provide an overview of Atlantic salmon genetics?

What information is needed to provide an overview of intraspecifc and interspecific crossing among wild, feral and non-transformed species?

What aspects of the effects of escape and introgression are relevant to a consensus document?

What aspects of the effects of confirmed or experimental crosses are relevant to a consensus document?

Who are the possible experts to assist in drafting this section of the consensus document?


16:00
Coffee

16:15
Summary of the Discussion Part III- Genetics

17:00
Closure of Day 2

18:00
Dinner at the hotel

Friday, 14. October 2005

09:30
Announcements by Co-chairs and hosts.

9:45
Discussion IV- Traits that Define the Ecological Niche of Atlantic salmon

The ecological niche of Atlantic salmon includes not only the physical space it occupies, but also its functional role in the community and its position in environmental gradients of temperature, pH, and other conditions of existence. Can the most important biological characteristics and physical parameters for defining the niche of Atlantic salmon be identified? Are there correlations with single genes or groups of genes that set the limits of conditions where Atlantic salmon will thrive?

What information is needed to provide an overview of the interaction of genetics and the environment?

Who are the possible experts to assist in drafting this section of the consensus document?


11:00
Coffee break with light refreshments

11:15
Summary of the Discussion Part IV- Traits that Define the Ecological Niche of Atlantic salmon 

12:30
Lunch

13:30
Discussion Annex/Additional Information of the Draft Operational Plan
What information do we have/need on 

· Current State of Biotechnology Research

· Unintended Effects

· Risk Assessments?
· What additional information is needed?  
14:00 
(Revising of) Draft Operational Plan 

This part of the Workshop will focus on providing specific suggested revisions to the draft operational plan and include brainstorming of suggested authors for drafting sections of the consensus document.  A listing of suggestions for revisions will be prepared.  
16:00
Coffee

16:15
Workshop Summary and Conclusions  

This part of the Workshop will include a recapitulation of the suggested revisions to the draft operational plan and suggested authors for drafting sections of the consensus document.  
17.00
Workshop Adjourned

POST WORK

Saturday, 15. October 2005

09:30
Steering Group meeting

15:00
Closure of the work

