SoGAT Clinical Diagnostics III 
Institute of Child Health, London, 12-13 January 2011
FINAL PROGRAMME

Registration:
Wednesday 12 January, 08.30 – 09.15 am
Programme Timetable:
NB: Each speaker will be allocated 15 minutes for each presentation including 2-3 minutes for questions. Approximately 30 minutes is set aside at the end of each session to allow for further discussion of issues which are relevant to that session. 

Wednesday 12 January
08.30 – 09.15
Tea/Coffee provided

09.15 – 11.00
Session 1: Assessing assay variability through EQAS/Proficiency Testing/Data reporting


Chair: Vivienne James
NRL EQAS for NAT: Assessing the variability and performance of molecular assays for clinical pathogens

Giuseppe Vincini, Cabuang LM, Best SJ
National Serology Reference Laboratory, Australia
A recent UK NEQAS pilot distribution highlights the need for standardisation of EBV DNA quantification.

Brigitte Senechal, Habib Seyedzadeh, Anneline Rossouw, Vivienne James

UK NEQAS for Microbiology, UK
INSTAND EQASs on quantitative detection of HIV-1, HBV, HCV and CMV genomes – impact on the new Guideline of the German Medical Association (RiliBAEK)
Heinz Zeichhardt 1,3, Vanessa Lindig 1 and Hans-Peter Grunert 1, 2, 3
1 Charité Campus Benjamin Franklin, Institut fuer Virologie, Berlin, 2 Gesellschaft fuer Biotechnologische Diagnostik, Berlin, and 3 INSTAND e. V., Duesseldorf
Quality assurance panels for influenza virus detection and typing: Experiences from the UK and Europe
Catherine Thompson, Richard Allan, Jo Smith, Joanna Ellis and Maria Zambon

Virus Reference Department, Health Protection Agency, Microbiology Services Division: Colindale
Supporting standardisation through external quality assessment when no international standard is available 
William G Mackay 1, Wallace PS 1, Niesters HGM 2, and van Loon AM 3
1 Quality Control for Molecular Diagnostics, UK, 2 University Medical Centre Groningen, The Netherlands, 3 University Medical Centre Utrecht, The Netherlands
General Discussion

11.00 – 11.30
Tea/Coffee Break

11.30 – 12.30
Session 2: Development, use and calibration of secondary reference reagents


Chair: Bill Carman 
Clinical diagnostic working reagents – future developments

Anna Gottlieb, Heather Carré, Rob Anderson
National Institute for Biological Standards and Control, UK
Update on Clinical Virology Network (CVN) Development Programme – Current status, reagents and bioinformatic resources

Peter Simmonds 1, Nigel McLeish 1, Heli Harvala 2, Kate Templeton 2, Ingo Johanessen 2
1 Centre for Infectious Diseases, University of Edinburgh; 2 Specialist Virology Laboratory, Royal Infirmary of Edinburgh, UK

General Discussion
12.30 – 14.00
Lunch
14.00 – 15.30
Session 3: Development and use of higher order reference materials for clinical pathogens
Chair: Philip Minor
Collaborative Study to Evaluate the Proposed 1st WHO International Standard for Human Cytomegalovirus (HCMV) for Nucleic Acid Amplification (NAT)-Based Assays
Jacqueline Fryer, A Heath, R Anderson, P Minor

National Institute for Biological Standards and Control, UK
Collaborative Study to Evaluate the Proposed 1st WHO International Standard for Epstein-Barr Virus (EBV) for Nucleic Acid Amplification (NAT)-Based Assays

Jacqueline Fryer, A Heath, R Anderson, P Minor

National Institute for Biological Standards and Control, UK
NIST Standard Reference Material projects : Update on the standards for cytomegalovirus (CMV) and BK virus
Marcia Holden 
National Institute of Standards and Technology, USA
Update on the development of an IS for HDV RNA
Michael Chudy 
Paul-Ehrlich-Institute, Germany
WHO IS for Mycoplasma 
Micha Nübling 

Paul-Ehrlich-Institute, Germany
New proposals for WHO ISs for HHV-6 and Adenovirus

Jacqueline Fryer 

National Institute for Biological Standards and Control, UK

15.30 – 16.00
Tea/Coffee Break
16.00 – 17.30
Session 3 (cont): Development and use of higher order reference materials for clinical pathogens
Chair: Philip Minor
The need for an Aspergillus Standard

Angela Caliendo 
Emory University School of Medicine, USA
Universal controls to calibrate quantitative real-time PCR based assays; Overcoming the need for specific International Standards?
Rob Schuurman 
University Medical Center Utrecht, The Netherlands
A universal internal control for molecular assays derived from a pumpkin plant gene

George Schneider, Shiaolan Ho, Shihai Huang, Gregor Leckie, Carolyn Mullen, Klara Abravaya
Abbott Molecular Inc., USA
Use of internal controls in clinical PCR assays
Ken Mutton, Malcolm Guiver
Health Protection Agency North West and Clinical Virology Laboratory, UK
General Discussion
Thursday 13 January
08.45 – 10.00
Session 4: Technical aspects of molecular assays relating to standardisation


Chair: Kate Templeton
Standardization of the Quantification of Respiratory Viruses
Christine C. Ginocchio,  Alamelu Chandrasekaran, Frank Zhang, Margaret Vossinas 
North Shore-LIJ Health System, Hofstra University School of Medicine, USA 
Evaluation of nucleic acid isolation methods for molecular diagnostics
Nick Parham, S. Parmar, N. Kumar, M. Curran & H. Zhang

Health Protection Agency, UK
Issues with multiplex PCR 

Rory Gunson
West of Scotland Specialist Virology Centre, UK
General Discussion
10.00 – 10.30
Tea/Coffee Break
10.30 – 12.00
Session 5: Regulatory issues


Chair: Micha Nübling 
Sensible Regulation – is it possible? How Australia has chosen to regulate in-house IVDs
Robyn Wood 
IVD Consultant, Temporary Advisor to WHO Essential Health Technologies

NRL’s role in IVD regulation in Australia
Lanigan M, Giuseppe Vincini, Best SJ

National Serology Reference Laboratory, Australia
Regulation of LDTs, and POCT, an FDA perspective

Francisco Martinez-Murillo, 
US Food and Drug Administration
Overview of revisions to the IVD Directive – impact on clinical diagnostics
Micha Nübling 
Paul-Ehrlich-Institute, Germany
General Discussion

12.00 

End of workshop
