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Presenter
Presentation Notes
Li LI and Philip Krause from the FDA list.
Lesia should be a category by herself, she is NIH (not regulatory)
Thanks
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= Now Is the time to re-focus on virologic and immunologic
assessments

= Diagnostics

= Endpoints
= Consider other transplantation related viruses
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Recent Accomplishments

Definitions of Resistant and Refractory Cytomegalovirus Infection and Disease in
Transplant Recipients for Use in Clinical Trials

Roy F. Chemaly, Sunwen Chou, Hermann Einsele, Paul Griffiths, Robin Avery, Raymund R.
Razonable, Kathleen M. Mullane, Camille Kotton, Jens Lundgren, Takashi E. Komatsu, Peter
Lischka, Filip Josephson, Cameron M. Douglas, Obi Umeh, Veronica Miller, Per Ljungman; for the
Resistant Definitions Working Group of the Cytomegalovirus Drug Development Forum.
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Work Iin Progress

= Focus on CMV Diagnostics
= Formed two sub-groups to address the virological and immunological endpoints of CMV diagnostics.

= Resistant / Refractory Working Group
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