Conclusions and Recommendations Report on the 
STCU BIOSAFETY & BIOSECURITY EXPERTS’ WORKSHOP

25-26 June 2009 Annecy, France

The STCU Biosafety &Biosecurity Expert’s Workshop took place in Fondation Merieux Conference Center "Les Pensières", Annecy, France on 25-26 June 2009. The key objectives of the Workshop were to identify the unmet R&D needs and priorities in the B&B field and to create the basis for the new STCU Call for Research Proposals that targets urgent R&D objectives in Biosafety and Biosecurity area. 

The Workshop joined more than 30 participants from the 10 counties and international organizations (WHO, Biological Weapons Convention). The B&B Experts representing the intergovernmental, governmental B&B programmes and Advanced B&B Scientific Centers from the STCU Donor (Canada, EU, USA) and Recipient counties (Azerbaijan, Georgia, Moldova, Ukraine) took an active part in the Workshop discussions. The Workshop Organizing Committee has developed and distributed among the project participants the Questionnaire with the questions which should be addressed the discussed B&B problems

The Workshop programme included the Plenary session and session with the Panel Group Discussions in three Panel Groups: 
· Panel Group A - Detection / Counter Measures Against Infectious Agents (managing bio-risks),: Dr. Hervé Raoul, Directeur du Laboratoire P4 INSERM Jean Mérieux, Lyon, France
Moderator -Dr. Hervé Raoul, Directeur
Laboratoire P4 Inserm Jean Mérieux
21 Avenue Tony Garnier
69365 Lyon Cedex 07
Phone: +33 4 72 76 82 99
Fax: +33 4 72 71 04 48
E-mail : herve.raoul@inserm.fr 
-  Panel Group B - Development, Standardization and Implementation of Good Laboratory Practices and Other International Standards
 Moderator: Professor Colleen B. Jonsson
 An NIH Regional Biocontainment Laboratory Director, 
Center for Predictive Medicine For Biodefense and Emerging Infectious Diseases, University of Louisville, Louisville, Kentucky, USA
Tel.: + 502 852-3282/1339
E-mail: cbjons01@gwise.louisville.edu
-  Panel Group C - Biosafety Issues for Zoonotic and Animal Diseases
 Moderator: Dr. Steven Thériault,
 Applied Biosafety Research Program Public Health Agency of Canada
Tel.: +204 784 7505
E-mail: Steven_Theriault@phac.aspc.gc.ca
.
The discussions in the Panel Groups and processing the Questionnaires have resulted in the following summary.
I. General findings and recommendations:
· All B&B Experts have emphasized the extremely importance of the cooperation between the STCU Donor and Recipient Parties  in B&B area and declared their strong support of the STCU idea to lunch the special  STCU Call for R&D proposals in the area of B&B.
· The Experts have given  the following general recommendations in accordance with the international priorities within the B&B field :
· To strengthen the epidemiological survey capacity on endemic infectious diseases. It should include the building of regional capacities and the organization and the management of the access to adapted infrastructures and technologies for all the actors of the field. The development of tools usable in the field would be of great interest.

· To create the International Networking on the all levels of B&B. It is needed to coordinate all the activities and initiatives in the field of B&B, especially in order to avoid any duplication and to facilitate collaboration at least at the regional level. A specific priority in this domain concerns the identification of national contact points for B&B activities. The creation of links between the potentially involved institutions (i.e. Human Health, Agriculture, Animal Health…) and integration of the involved institutes in European/international networks are also welcomed. 
· To establish reliable epidemiological cartography, develop the program for study on non-epidemic pathogens since they could emerge or re-emerge in STCU countries, to develop project in the decontamination field.
·    To joint efforts in the development of the world Biosafety and Biosecurity infrastructure, including the B&B facilities, management and regulations: BSL3/ABSL3 facilities building, facilities commissioning and certification, BS&S Committees creation, searching for the investors in B&B area.

· To continue work on the development of  the international B&B principles and training therein, including the discussion of the definitions for the terms B&B for this area, development of guidelines, development of the B&B protocols for Field Missions, Code of Conduct in B&B area, team integration, etc., 
· To implement the international B&B regulations in the all countries involved in the work with the dangerous pathogens, including an implementation of the European Standards in B&B, United Nations Convention on Biological Diversity (for instance the EU proposal for a directive of the European Parliament and of the Council on protection of animals used for scientific purposes), the international bioethics regulations, etc.
· To improve the B&B practices, including development of the Standard Operative Procedures in all B&B levels, SOP trainings, the quality control and validation of SOPs, train of the trainers, Good Laboratory Practice implementation, etc.
· To extend the collaboration on the governmental level and in the framework of the International Biosafety Commeeties and Associations with the purpose to create the international B&B community.
· The Experts have determined the following R&D topics which could be addressed in the  Targeted STCU Call for Research Proposals in B&B area: 
· The development of the new diagnostic systems and detection tools of simple use (without special knowledge) and design to give short time results. 

The infectious diseases of main interest are as follow:

1. Re-emerging infectious diseases (Tick-born diseases…).

2. Tuberculosis.

3. Hepatitis B and C.

4. Tularemia.

5. Malaria.

6. Brucellosis.

7. Cholera.

8. Flu

9. Zoonoses
· The development of the new vaccine products

· The search of the new safe and effective food sterilization methods
· The development of the decontamination methods for large areas and searching for the new effective decontamination agents
· The construction of the proper personal protection equipment (including climate, geography factors,    etc.)
· The identification of the needs for Field Missions (monitoring, outbreaks, and pathogen harvests…)
· The Experts have also expressed that one of the main international priority is the establishment of  the Training program in B&B area in the STCU Receipient countries, including Principles of biocontainment training at all levels; Biosafety Cabinet Certification training (3 year program), Engineering controls, Risk assessment training, etc. 
· The Experts have identified the following organizations working in this field that might be interested in participating (including financial contributions) in the STCU targeted research program:
· WHO
· OIE
· FAO
· UNODA
· CFIA

· USDA

· ISTC

· IFBA
· The Canadian Health Agency of Canada (PHAC)
II. Specific findings:

1. PANEL DISCUSSION GROUP A

Counter Measures against Infectious Agents (managing bio-risks)

Summary of the main outcome of the panel discussion A
1.  What are the international priority needs/problems within the Biosafety and Biosecurity field? 

Concerning the international priority within the B&B field, two main points were mentioned.

· The first one concerns the need to strengthen the epidemiological survey capacity on endemic infectious diseases. It should include the building of regional capacities and the organization and the management of the access to adapted infrastructures and technologies for all the actors of the field. The development of tools usable in the field would be of great interest.

· The second point mentioned focus on the need to coordinate all the activities and initiatives in the field of B&B, especially in order to avoid any duplication and to facilitate collaboration at least at the regional level. A specific need in this domain concerns the identification of national contact point for B&B activities.

2. What are the current priorities for the regions and countries that are within the STCU membership?

For STCU membership countries 8 main priorities were identified during the discussion:

1. The need for more coordination seems critical.

2. The creation of links between the potentially involved institutions (ie Human Health, Agriculture, Animal Health…)

3. The implementation of a mutualized approach concerning the infrastructures.

4. The integration of the involved institute and/or institution in European networks.

5. To take into account the infectious plant diseases.

6. To establish reliable epidemiological cartography.

7. To develop program study on non-epidemic pathogen since they could emerge or re-emerge in STCU countries.

8. To develop project in the decontamination field.

The human infectious diseases of main interest are as follow:

10. Re-emerging infectious diseases (Tick-born diseases…).

11. Tuberculosis.

12. Hepatitis B and C.

13. Tularemia.

14. Malaria.

15. Brucellosis.

16. Cholera.

17. Flu.

3. What are the R&D areas of the highest interest in the B&B field as for the STCU Donor countries (Canada, EU, USA) as for the STCU Recipient countries (Azerbaijan, Georgia, Moldova, Ukraine, Uzbekistan)?

In this field, three main aspects were spotlighted:

· the need for diagnosis and detection tools usable in the field, 

· the lack of vaccine products, 

· the food product sterilization issue.

- Since microorganisms do not stop at the border, there is a real need to develop new diagnosis and detection tools of simple use (without special knowledge) and design to give short time results. The results obtained in that field by western countries should be shared with STCU membership.

- For the development of new vaccine product, some basic research programs should be initiated.

- Some food sterilization processes (X ray irradiation) that have not been validated for their innocuousness are used at the present time in the STCU membership countries. It would then be of great interest to develop programs or collaboration with western countries in that domain.

4. What is the current level of R&D capability within the STCU Recipient Parties in the B&B area?

The participant had no concrete ideas concerning this domain. It has been suggested that an agency in charge of this issue supported by ISTC and STCU should be created.

5. What R&D priorities (topics) could be addressed through the STCU-sponsored projects or programs?

All those mentioned in point 3.

6. What other organizations or groups working in this field might be interested in participating (including financial contributions) in the STCU targeted research program?

It was clear for all participants that involvement of WHO, OIE, FAO and UNODA in the STCU targeted program would be of main interest.

Moreover, links with EC in the frame of the development of the instrument of stability that include networking activities between centers of excellence is essential.

2. PANEL DISCUSSION GROUP B

Development, Standardization and Implementation of Good Laboratory Practices and Other International Standards

Summary of the main outcome of the panel discussion B


1.  What are the international priority needs/problems within the Biosafety and Biosecurity  field? 

· STRUCTURE (of Biosafety and Biosecurity facilities, management, regulation): 

· BSL3/ABSL3 Facilities

· Networking (all levels)

· BS&S Committees

· Financial Support

· PRINCIPLES (of Biosafety and Biosecurity and training therein):

· BS& S

· Bioethics

· Code of Conduct

· Cultural Perspectives

· Team Integration

· PRACTICES (of Biosafety and Biosecurity built upon the principles):

· SOP Development

· SOP Training

· Train the Trainer

· Sustainment

· GLP

· REVIEW (of Biosafety and Biosecurity Structure, Principle and Practices):

· Facility Commissioning

· Facility Certification

· Institutional Biosafety Committee

· Quality & Validation of SOPs

· Government Regulatory

2. What are the current priorities for the regions and countries that are within the STCU membership?

· Extend Collaborations

· Attract Investors 

· Develop and Implement Regulation

· Create Businesses for Sustainment

· Renovation of Animal Facilities

3. What are the R&D areas of the highest interest in the B&B field as for the STCU Donor countries (Canada, EU, USA) as for the STCU Recipient countries (Azerbaijan, Georgia, Moldova, Ukraine, Uzbekistan)?

	STRUCTURE

	PRINCIPLES

	PRACTICES

	REVIEW


· Principles of biocontainment training at all levels; scientists, maintenance people, construction, management (integration)

· E.g. biosafety cabinet (3 year program) – initative led by Canada

· E.g. engineering controls

· Networking and communication

· Workshops to accelerate creation of structure, principles, practices and review

· Principles of Biosafety and Biosecurity

· Risk assessment training

· Design and construction of facility design

· Laboratory Sterilization and Disinfection 

· Emergency Planning and Response 

· Laboratory Safety Regulations, Standards and Guidelines 

· Packaging and Shipping of Hazardous Materials 

· Animal Biocontainment 

· Train the trainer workshops – entry level to advanced for all of the above

4. What is the current level of R&D capability within the STCU Recipient Parties in the B&B area?
5. What R&D priorities (topics) could be addressed through the STCU-sponsored projects or programs?

See items 1-3.

Canada: Department of Foreign Affairs & International Trafe (DFAIT)

Canada’s Global Partnership Program (GPP) supports research and development through the provision of training, standards and guidelines, attendance at international workshops, funding of research projects through the STCU and ISTC and other activities. Research in the area of especially dangerous diseases and bioterrorism are of particular interest

6. What other organizations or groups working in this field might be interested in participating (including financial contributions) in the STCU targeted research program?

a. Canada-funded: The newly created, Biosafety Association for Central Asia and Caucasus is a newly created association that is active in this area but would require funding to do so.

b. The Canadian Health Agency of Canada (PHAC)

3. PANEL DISCUSSION GROUP C

Biosafety Issues for Zoonotic and Animal Diseases

  Summary of the main outcome of the panel discussion C
1. What are the international priority needs/problems within the Biosafety and Biosecurity  field? 

 -   Development of B&B protocols for Field Missions

      -   Development of guidelines 

 -   Discussion of definition for the terms B&B for this area

 -   United Nations convention on Biological Diversity issues (cf for instance the EU proposal for a directive of the European Parliament and of the Council on protection of animals used for scientific purposes). 

2. What are the current priorities and R&D areas of the highest interest for the regions and countries that are within the STCU membership?

The areas of mutual interests of Donor and Recipient STCU countries:

 -   Decontamination methods for large areas

 -   Proper Personal Protection Equipment (including climate, geography factors,    etc.)

      -   Training of the personal in B&B

      -   Defining needs for Field Missions (monitoring, outbreaks, and pathogen   

          harvests…)

Ukrainian areas of interest in biosafety and biosecurity and collaboration search:
· Zoonoses and emerging animal diseases monitoring, diagnosis, prophylaxis and prognosis means study development,

· Food and feed-stuff quality and safety monitoring,

· Implementation of international standards and novel methods for diseases control

· Facilities reconstruction and capacity building

· Professional B&B trainings

3. What is the current level of R&D capability within the STCU Recipient Parties in the B&B area? 
The Director of the NSC “Institute of Experimental and Clinical Veterinary Medicine” (Kharkiv, Ukraine) had presented his Institute capability on the Panel session.  
NSC “Institute of Experimental and Clinical Veterinary Medicine” areas of expertise:

· Zoonoses and public health risk assessment,
· Biosafety,

· Veterinary virology,

· Veterinary microbiology,

· Veterinary parasitology,

· Veterinary immunology,

· Veterinary toxicology,

· Biotechnology,

· Molecular biology,

· Food and feed-stuff quality and safety
NSC “Institute of Experimental and Clinical Veterinary Medicine” has collected and keeps in persistent storage the unique collection (more than 700) of dangerous farm and wild animals infectious diseases agents’ strains, including especially dangerous, which require the BSL-III.

Also NSC ‘IECVM’ store collection of cell cultures for biotechnology.

· Now about 650 strains are used for scientific researches and production of 73 diagnostic and vaccine preparations. 

· About 220 researchers, including veterinarians and laboratory assistants, work with the strains of microorganisms in the laboratories of the institute. A lot of them have experience in work with especially emergence diseases agents including anthropozoonosis.

· Thorough reconstruction and total re-equipment of facilities is conducted in the NSC “IECVM” to ensure the proper level of biological safety and to satisfy the requirements of  up-to-date standards of  the good laboratory practice (GLP, ISO 17025). About 80% of the NSC “IECVM” facilities have been already reconstructed.

Facilities, which are the most ready for the BSL-III introduction:

· Laboratory for avian diseases study
· Biotechnology laboratory
· Laboratory of Molecular Diagnostics

· Virology Laboratory
Now these laboratories have the second level of biological safety (BSL-II).

4. What R&D priorities (topics) could be addressed through the STCU-sponsored projects or programs? (on the base of  the items 1 and  2 information).

a. Development of B&B protocols for Field Missions;

b. Development of guidelines; 

c. Discussion of definition of the terms B&B for area;

d. United Nations convention on Biological Diversity issue discussion;

e. Development of the new effective decontamination methods for large areas;

f.  Elaboration of the Proper Personal Protection Equipment (including climate, geography factors,    etc.);

g.  Training of the personal in B&B;

h.  Defining needs for Field Missions (monitoring, outbreaks, and pathogen   

          harvests…);

·  Zoonoses and emergence animal diseases monitoring, diagnosis, prophylaxis and prognosis means study development;

· Food and feed-stuff quality and safety monitoring;

· Implementation of international standards and novel methods for diseases control in the STCU Recipient countries institutions;

· Facilities reconstruction and capacity building in the STCU Recipient countries institutions.

5. What other organizations or groups working in this field might be interested in participating (including financial contributions) in the STCU targeted research program?

· FAO

· WHO

· CFIA

· USDA

· ISTC

· IFBA

Special propositions of the Panel Group C:
· To open discussion on B&B area in the International Conference on Zoonoses in Crimea (September 2009)

· To create the Working Contact Experts  Group in B&B till  2010 

