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1.  With high disease activity defined as lactate dehydrogenase (LDH) levels (a direct marker of haemolysis) > 1.5 x
upper limit of normal (ULN) at screening along with the presence of one or more of the following PNH-related
signs or symptoms within three months of screening: fatigue, haemoglobinuria, abdominal pain, shortness of
breath (dyspnoea), anaemia (haemoglobin < 10 g/dL), history of a major adverse vascular event (including
thrombosis), dysphagia, or erectile dysfunction, or history of packed red blood cell transfusion due to PNH.
With clinically stable defined as LDH levels < 1.5 x ULN.
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