What is claimed is:

1. A method for predicting whether a patient afflicted with paroxysmal nocturnal

hemoglobinuria (PNH) is at an increased risk for developing thrombosis, the method comprising:

determining the percentage of PNH Type Il granulocytes white-bleed-eells of the total
granulocytes white-blood-ecels-of the-same-histologieal-type in a biological sample from a patient; and

predicting whether the patient is at an increased risk for developing thrombosis, wherein the

patient is at an increased risk for developing thrombosis if the percentage of PNH Type II granulocytes
white-bleed-eels is greater than or equal to 1.2%.

FeRESet:

32. The method of claim 1 any-one-efelaimstte2, wherein the biological sample is a whole

blood sample.

43. The method of claim 1 or 2 any-ene-efelaimst-te-3, wherein a PNH Type II granulocyte
white-bleed-eell population that is between 1.2% to 65.3%, inclusive of 1.2% and 65.3%, indicates that

the patient is at an increased risk for thrombosis.
54. The method of any one of claims 1, 2, or 3, +te-4;-wherein a PNH Type Il granulocyte

white-bleod-cell population that is greater than or equal to a) 5%; b) 10%, c) 20%, or d) 50% indicates

that the patient is at an increased risk for thrombosis.
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65. The method of any one of claims 1 or 2-4 te-5, further comprising monitoring the patient
for the development of at least one symptom of thrombosis if the patient is at an increased risk of

developing thrombosis.

F6. The method of any one of claims 1 or 2-4 te-5, further comprising selecting an anti-

thrombotic therapy for the patient if the patient is at an increased risk of developing thrombosis.

&7. The method of claim 76, wherein the anti-thrombotic therapy is an anticoagulant or

thrombolytic agent.

98. The method of claim 87, wherein the anticoagulant is coumadin, heparin, or derivatives

thereof.

189.  The method of claim 87, wherein the thrombolytic agent is a tissue plasminogen

activator, streptokinase, or a urokinase-type plasminogen activator.

+H10. The method of any one of claims 1 or 2-9 te-}8, further comprising administering to the

patient an anti-thrombotic therapy if the patient is at an increased risk for developing thrombosis.

1211. A method for selecting a therapy for a patient afflicted with paroxysmal nocturnal

hemoglobinuria (PNH), the method comprising:

selecting one or both of an anti-thrombotic therapy and an anti-thrombocytopenic therapy for a

patient determined to have a percentage of PNH Type II white blood eeH cells, relative to the total white

blood cells of the same histological type in a biological sample from the patient. population of greater

than or equal to 1.2%.
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1312,  A-methedfortreatinga-patient-the-method-comprisingadministering toUse of an

anticoagulant or anti-thrombotic agent in the manufacture of a medicament for treating a patient afflicted
with paroxysmal nocturnal hemoglobinuria (PNH) in-need-thereof one-or-both-ofananti-thrombetic
therapy-and-ananti-thrombeeytopenie therapy-H the-patientand determined to has-have a percentage of
PNH Type 11 white blood cells, relative to the total white blood cells of the same histological type in a
biological sample from the patient, eeH-pepulation of greater than 1.2%.

+413. The method of claim +2-11 er13, wherein the anti-thrombotic therapy is an anticoagulant

or thrombolytic agent.

1+514. The method of any-ene-ef-claims +211-+4, wherein the anti-thrombocytopenic therapy is

a platelet transfusion.
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4+615. The method of any one of claims 1 or 2-11 or 13-14, +35; wherein a non-lytic variant

form of aerolysin protein is used to determine the percentage of PNH Type 11 white blood cells.

contactinga-phirality- of-white blood cells with-a reagent that binds-to (i) GPl-or (ii)}-a GPI-

identiying-one-or-more ofthewhite blood-cells-as-PNH-Fype-Hwhite blood-cells-based-on-the

arpountofreazentboundo-thecellswherein-an-intermediate-amount-oF-binding-of the reagent-to-a-white

F8—A-methed-for-distinguishing-bebweenwhite-blood-cel-populations;- the-methed

COMPrising:
contacting-a-phurality-of white-blood-ceHs-with-a-reagentthat binds-lo: () GRI-or- (i) GP-

distingrishing-atleast-a-portion-ol-the-white-blood-cells-{rom-other-white-blood-ceHs-of the
phurality-based-on-the-amount o reagent bound-the-eells whereinthe- PNH-Fype-Havhite blood-cels—if
eels-of-thesame-histologieaHype-to-allow-the percentage- o PNH-Type-H-white-blood eels-of-the total
white Blood cells-olHhesmme histedosiea b bvpe-ithe phalineteo-be-determined:

Hood-ecelsthe-methed
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distinguishing atleasta-pertion-of white blood-cells-from-etherwhite bload-ce Hs-of-the-plurality

based-op-the-amount-ofreagent-bound-the-cells-wherein-the PNH-Type H-avhite blood-cells i present—are
suffictently-distinguished-from-theFype-lwhite-blood-cells-and PNH-Aype-Hhwhite-blood-cels-efthe
same-histologicab-type-to-allow-the pereentage o PNH-Fype-H-white blood-cells-of- thetotal white bloed
s ot il istolepicnl o the wlural be determined: and

Meieby:

25— The-method-of-claim 24—wherein-the reagent comprises-an-aerolysin-protein:

26— The-method-ofany-one-of claims 24-or 25 wherein the reagent comprisesa-variantform

ol-aerolysin-protehrthatis-non-ytic-er-issubstantialynontytie us-compuared-to-the-wild-typeform-ofthe
pretelns



sequence-depieted-in-SEQ-HD-NO:2-or 7-wherein-the-threonine-at-position 253-is-substituted-with-a

consisting-ofalkaline-phesphatise;-5>nueleotidease acetyleholinesterase—dipeptidaseLEA-3, NCAM.
PH-20-€D35-CD5% Thy-1-Qa-2. €D 14-CD33; CP16-(the Fe -receptor H)-carcinoembrvonic-antiven

e




