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“You are one sick rabbit.”
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“And now my opponent accuses me of playing the race card.”




Addition of new sites

Total enrollment decreased to 80 HYP participants and 60
HOP participants

Allergy to sulfonamides removed from exclusion criteria



Modified Protocol (2)

participants were previously on a treatment or have a
history of recent severe attacks. Drug naive participants
may be discharged at end of 15t day If stable.

Subjects who are actively enrolled in the original three-arm
trial (DCP vs. ACZ vs. Placebo) when enroliment in the
new trial begins will be given the option of transferring to
the current trial and receiving open-label DCP or
withdrawing participation.
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e August 10, 2009 DSMB Meeting

o September TBD, 2009 Receive DSMB approval and minutes

o Sept/Oct TBD, 2009 Submit IND amendment to FDA

o Sept/Oct TBD, 2009 Send to RSRB for approval

e October TBD, 2009  Aptuit to submit to EU regulatory authorities
e QOctober TBD, 2009 Send amended protocol to sites

e October — Dec., 2009 Sites receive IRB approval

o December 2009 Enrollment re-starts!

e September, 2011 Enrollment complete (80 HYP, 60 HOP)

e QOctober, 2012 Last participant completes study
 November 30, 2012 Data analysis complete

 March 31, 2013 Blind revealed, participants notified of results,

manuscript submitted
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Sites recruiting

University of Rochester School of Medicine (Rochester, NY, USA), Emma Ciafaloni, MD

University of Texas Southwestern (Dallas, TX, USA), Stephen Cannon, MD, PhD

European Sites

Hopital de la Salpetriere (Paris, FRANCE), Bertrand Fontaine, MD
Institute of Neurology (London, UK), Michael Hanna, MD
University of Milan (Milan, ITALY), Giovanni Meola, MD

Potential New Sites

Johns Hopkins University (Baltimore, MD, USA), Kathryn Wagner, MD
University of Florida (Jacksonville, FL, USA), Michael Pulley, MD

St. Louis Washington University (St. Louis, MO, USA), Alan Pestronk, MD
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