GM Technical Consultation Proposal                                                                                              Draft 160209


Planning Meetings on Progress and Prospects for the Use of Genetically Modified Mosquitoes to Inhibit Disease Transmission:

Meeting 1. Technical Consultation on Current Status and Planning for Future Development

WHO-HQ (Salle G), Geneva, Switzerland, 4-6 May 2009.

I. INTRODUCTION
Vector-borne diseases occur in more than 100 countries and affect about half of the world's population. They are emerging and resurging and consequently result in high burden of disease that reflect an inadequate impact of control measures. Effective prevention strategies can reverse this trend, and vector control is a key component of such strategies aiming at interrupting transmission. 

Research can thus play an important role in design, development, and testing of improved and innovative vector control tools and strategies. In this context, there is also the need to explore new methods for disease vector control, building upon biotechnology advances as well as successes in the control of agriculture pests. Research opportunities exist for improving biological and environmental control strategies as well as development and deployment of genetically modified vectors. Sustained by support provided by TDR, the John D. and Catherine T. MacArthur Foundation, the Wellcome Trust, the National Institutes of Health (USA), the Burroughs Wellcome Fund, and other funding agencies, research on genetically-modified (GM) vectors has resulted in the proof-of-principle demonstration that malaria-resistant and dengue-resistant mosquitoes can be produced.  It remains to be demonstrated that laboratory-derived engineered mosquito strains can be deployed effectively and safely in the field.

Following the laboratory achievements in genetically modifying mosquitoes, a series of workshops (London 2001 and Atlanta 2001
, Wageningen 2002: http://library.wur.nl/frontis/malaria/index.html) began a process to discuss issues of benefits and risks in the use of genetically modified vectors.  A number of recommendations were proposed at the different workshops about laboratory based research, translational research, safety and efficacy research and communication and education research. 

Among several recommendations, the workshops also highlighted the fact that in order to substantially elevate the prospects for successfully applying genetic tools to control vector-borne diseases, there is a need to develop consensus opinions regarding key areas that integrate field and laboratory research and address the social, ethical and legal aspects of using genetics to control vector-borne diseases. Consequently, a subsequent workshop organized in Nairobi, Kenya (14-16 July 2004: http://library.wur.nl/frontis/disease_vectors/index.html) was a specific response to this recommendation. It has proposed a research agenda to address issues and challenges about genetic control of disease vectors and develop a strategic plan to bridge laboratory and field research.  

Over the past two decades, TDR and partners have led an initiative for development of genetically modified (GM) malaria and dengue vectors to interrupt pathogen transmission. Recently, the Grand Challenges for Global Health (GCGH) Initiative has become a major funder of the research effort for the development of genetic and biologic control strategies. Under GCGH auspices, a scientific working group was convened to develop recommendations for conduct of contained field trials with GM strategies involving gene drive.
 TDR, meanwhile, in the context of its new vision and strategy is now focusing on addressing requirements for potential field deployment of genetically modified malaria and dengue vectors (e.g. development of guiding principles and capacity building for site selection and characterization, assessment of biosafety and efficacy, ethical, legal and social implications (ELSI)).

With the recent initiation of studies on RIDL-SIT Aedes aegypti mosquitoes in Malaysia (Oxitec project), there have been requests from countries for WHO guidance relative to the potential use of genetically modified vectors. 
While the introduction of GM foods has generated considerable public debate, when it comes to research into the genetic modification of mosquitoes to combat deadly diseases such as malaria and dengue, public opinion generally has been more supportive. At the same time, developing countries need to put systems in place for the technical, safety, and ethical review of trials involving GM insects. 

In the United States and its neighbouring countries, a North American Plant Protection Organization standard, signed late 2007, now gives guidance regarding the confined field trials of GM insects in the region. This adds to the guidance developed by USDA Animal and Plant Health Inspection Service (APHIS) for those seeking permission to field test GM insects in the USA. 

In the global arena, there are currently no WHO guidelines regarding trials or regulation of GM mosquitoes. However, WHO (including TDR and other WHO departments) and partners such as the Bill and Melinda Gates Foundation (BMGF) and the Foundation for the National Institutes of Health (FNIH) have been working to lay the groundwork for guidance, to support countries in addressing safety, ethical, legal and social requirements. The steps being taken in addition to the activities by each partner include a concept for a series of planning meetings on the subject of “Progress and Prospects for the use of genetically modified vectors to inhibit disease transmission.” The meetings consist of a Technical and a Public Consultation on current status and planning for future development.
The purpose of these meetings is to initiate a process for gathering strong evidence that could serve as the basis for WHO and partners to facilitate development and application of best practices guidance to countries for addressing issues related to potential use of genetic modification methods for control of vector-borne diseases. 

As a first step in the organization of the series of planning meetings, a Technical Consultation on current status and planning for the future development of GM mosquitoes for malaria and dengue control is being co-organized by WHO and FNIH. 
II. OBJECTIVES 

1. update participants on the current status of research on genetically and biologically modified mosquitoes, including different approaches and proposed plans for stepwise testing for efficacy and biosafety for human health and the environment 

2. develop plans for addressing ethical, legal, social, and regulatory requirements

3. develop working and communication strategies for interactions between those who are developing the technologies and experts from the potential user community 

4. provide recommendations for development of internationally acceptable guidance principles for testing of GM mosquitoes. 

III. EXPECTED OUTCOMES 

· identification of issues and challenges associated with biosafety and efficacy testing, ethical, legal, and regulatory issues, and mechanisms for interactions between the researchers and the potential user community 

· recommendations for addressing the issues and challenges identified, and for development of guidance principles for testing of GM mosquitoes

· publication of meeting proceedings by WHO and FNIH

IV. PLACE, DATES AND VENUE

The Technical Consultation will be co-organized by WHO-TDR (and other WHO Departments) and the FNIH at WHO-HQ (in Salle G, 8th floor of WHO main building), Geneva, (Switzerland) from 4-6 May 2009. 
For more details, please contact:

Dr. Yeya T. Touré, Business Line Leader, Innovative Vector Control Interventions, IER/TDR , World Health Organization, 20 Avenue Appia, 1211 Geneva 27. Switzerland. E-mail: tourey@who.int. 

Dr. Stephanie L. James, Grand Challenges in Global Health Initiative, Foundation for the National Institutes of Health, 9650 Rockville Pike, Bethesda, MD 20814. USA. 

Email: sjames@fnih.org 

For Travel arrangements:

Mrs Ekua Johnson, Assistant, Innovative Vector Control Interventions, IER/TDR, World Health Organization, 20 Avenue Appia, 1211 Geneva 27. Switzerland. E-mail: johnsone@who.int. 

V. MEETING ORGANISATION

About forty participants including global biotechnology, safety, and GM research experts as well as regulatory and policy officials from WHO member states and national and international authorities will attend the technical consultation. 
The meeting will be organized in plenary sessions and breakout sessions. 

Meeting Chair and Rapporteur: 

- Chair(s): TBN  

- Meeting rapporteurs:  TBN

Plenary sessions

The plenary sessions will consist of presentations to update participants on the current status of research on modified mosquitoes, covering a range of different approaches.   These will include proposed plans for stepwise testing for efficacy and biosafety, as well as addressing ethical, social, legal and regulatory issues, in the context of “case studies” of specific approaches.   Plenary presentations will provide background for discussion of issues and challenges related to Objectives 2-4 of the meeting.  

Each speaker or panel will give a PowerPoint presentation followed by time for discussion. Suggested topics are:

- Update about population replacement strategy for dengue vector control (Aedes), including plan for addressing biosafety and efficacy testing 

- Update about population replacement strategy for malaria vector control (Anopheles), including plan for addressing biosafety and efficacy testing 

- Update about population suppression strategy for dengue vector control (Aedes), including plan for addressing biosafety and efficacy testing 

- Update about population suppression strategy for malaria vector control (Anopheles), including plan for addressing biosafety and efficacy testing 

- Update about the use of heritable biocontrol technology, including plan for addressing biosafety and efficacy testing

- Update about the status of paratransgenesis strategy for mosquitoes 

- Strategies for addressing biosafety, regulatory and legal requirements

- Strategies for addressing ethical, social and cultural issues; community and public engagement
- Collaboration and communication strategies for interactions between those who are developing the technologies and experts from the potential user community 

- Recommendations for development of internationally acceptable guidance principles for testing of GM mosquitoes. 

All the presenters are kindly requested to submit in advance (to sjames@fnih.org and tourey@who.int) a 2-page written document describing the summary of the current status of their topic, the issues, challenges and additional needs and recommendations about how to address the issues, challenges and needs.

Breakout sessions in two working groups

The proposed working groups are:

Group 1: review current plans for stepwise testing of efficacy and biosafety for human health and the environment; identify issues, challenges and additional needs; and provide recommendations for development of internationally acceptable guidance principles for testing of GM mosquitoes

Group 2: review current regulations and guidance on ethical, social, legal and regulatory requirements; identify issues, challenges and additional needs; provide recommendations for addressing those needs

· Both groups will also be asked to address the topic about collaboration and communication strategies to increase interactions between those who are developing the technologies and experts from the potential user community.  

The working group will report in plenary session on the second day (30 min presentation followed by 30 min discussion) about its analysis and recommendations for addressing them. The working group report could be presented along the following outline:

· Summary of current status of the topic 

· Description of the issues, challenges, and additional needs

· Recommendations about how to address the issues, challenges and needs

The report by each working group will be discussed and amended in the following plenary sessions. 

Drafting the meeting report 

The meeting rapporteur and the chairperson with the assistance of WHO-TDR and FNIH representatives will put together a draft report and recommendations of the Technical Consultation meeting. They are consequently required to plan to stay one extra day (Thursday 7 May) to finalize the draft. The report will be edited after the meeting, with the intent for publication and broad distribution.
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	PROVISIONAL AGENDA



	Day 1

Date /Time
	
	

	Monday, 4 May
	Item
	Name

	09.00 - 09.30


	· Welcome address

· Introduction to the meeting                  
	ADG IER 

Director TDR

	09.30 - 09.45
	· Meeting objectives and process
	Y. Touré, TDR 

S. James, FNIH

	09.45 - 10.35 
	· Update about population suppression strategy for dengue vector control (Aedes)
	Dr. L. Alphey

	10.35 - 11.00
	· Coffee Break
	

	11.00- 11.50 
	· Update about population suppression strategy for malaria vector control ( Anopheles)
	Dr. M. Benedict

	11.50- 12.20 
	· Update about the use of heritable biocontrol technologies 
	Dr. S. O'Neill

	12.20-12.40
	· Update about mosquito paratransgenesis 
	Dr. M. Jacobs-Lorena

	12.40 - 14.00
	· Lunch break
	

	14.00 - 14.50
	· Update about population replacement strategy for dengue vector control (Aedes) 
	Dr. A. James

	14.50 - 15.40
	· Update about population replacement strategy for malaria vector control ( Anopheles)
	Dr. A. Crisanti and A. Burt

	15.40 - 16.00
	Coffee Break

	16.00 - 17.00
	· Panel discussion: Introduction to biosafety and regulatory issues  
	Dr. D. Andow, R. Rose, K. Nagulendran

	17.00 - 18.00
	· Panel discussion: Introduction to ethical, legal, and social issues  
	Dr. J. Lavery, D. McNaughton, S. Diop

	18.00 - 19.00
	                         Closure - 1st day  and Cocktail


	Day 2

Date/Time
	
	

	Tuesday,  5 May
	Item
	Name

	09.00 - 09.50
	· Introduction to collaboration and communication strategies between researchers and potential user community
	Dr. M. Rodriguez, Dr. J. Ochanda

	09.50 - 10.40
	· Introduction to development of internationally acceptable guidance principles for testing of GM mosquitoes
	Dr. J. Mumford

	10.40 - 11.00
	Coffee Break

	11.00 - 12.30
	· Breakout sessions 
	(Working Groups 1 and 2)

	12.30 - 14.00
	Lunch Break

	14.00 - 15.30
	· Breakout sessions 
	(Working Groups 1 and 2)

	15.30-16.00
	                                                        Coffee Break

	16.00 - 17.00
	· Working Group 1 reports in plenary 
	

	17.00 - 18.00
	· Working Group 2 reports in plenary 
	

	
	                       Closure - 2nd day 


	Day 3

Date/Time
	
	

	Wednesday, 6 May
	Item
	Name

	09.00 - 10.30


	· Overall discussion about next steps: Plan for the implementation of the   recommendations of the 

       technical consultation
	

	10.30 - 11.00
	Coffee Break

	11.00 - 12.30


	· Overall discussion about next steps: Plan for the organization of the Public Consultation              
	

	12.30 - 14.00
	Lunch break

	14.00 - 15.30


	· Presentation and discussion of the meeting draft report and recommendations    
	Rapporteurs 



	15.30 - 16.00
	Coffee break

	16.00 - 17.00


	·  Finalizing the meeting draft report       

· Any other business and Closure of the

       meeting
	

	
	                                Closure  of the meeting 
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