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1. 	An-Use of an  isolated composition comprising an anti-IL-13 antibody, or 

antigen-binding portion thereof, in the manufacture of a medicament for treating or 

preventing asthma in a human subject wherein, when administered intravenously to the 

human a-subject at a dose of about 0.3 mg/kg, the antibody, or antigen-binding portion 

thereof, is capable of exhibiting: 

(a) an area under the curve (AUC) of between about 1,500 and about 2,700 p,gh/m1; 

(b) a volume of distribution of between about 65 and 125 mL/kg; 

(c) a peak concentration (C..) of between about 5 and about 8 µg/ml; and 

(d) a clearance rate of between about 0.1 and about 0.2 ml/h/kg. 

2. Use of an isolated composition comprising about 0.3 mg/kg of an anti-IL-13 

antibody, or antigen-binding portion thereof, in the manufacture of a medicament for 

treating asthma in a human subject, wherein the composition is formulated for intravenous 

administration, and wherein the antibody, or antigen-binding portion thereof, is capable of 

exhibiting at least one pharmacokinetic characteristic selected from the group consisting of: 

(a) a clearance rate of between about 0.11 to about 0.19 mL/hr/kg: or 

(b) a volume of distribution of between about 70 to about 130 mL/kg. 
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3. 	An isolated 	 IL 13 composition comprising an anti 	antibody, or antigen 
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of about 10 mg/kg, the antibody, or antigen-binding portion thereof, is capable of 

exhibiting: 

(a) an area under the curve (AUC) of between about 75 and about 100 pgh/ 	1; 

(b) a volume of distribution of between about 90 and about130 mL/kg. 

5 (c) a peak concentration (Cmax) of between about 185 and about 21µg/ml; and 

(d) a clearance rate of between about 0.1 and about 0.15 ml/ 	g. 

4. 	An isolated composition comprising an anti 	-13 antibody, or antigen- 

binding portion thereof, wherein, when administered sus utaneously to a subject at a 

10 dose of about 0.3 mg/kg, the antibody, or antigen-bin.ing portion thereof, is capable of 

exhibiting: 

(a) an area under the curve (AUC) 	. etween about 125 and about 800 µgh/ml;  

and 

(b) a peak concentration (Cmax.of  between about 1.0 and about 6.0 µg/ml. 

15 

5. 	An isolated ct 	position comprising an anti-IL-13 antibody, or antigen- 

binding portion thereof, 	erein, when administered subcutaneously to a subject at a 

dose of about 3 mg/kg the antibody, or antigen-binding portion thereof, is capable of 

exhibiting: 

20 (a) an 	ea under the curve (AUC) of between about 1,100 and about 8,500 

vigh/m1; an. 

. a peak concentration (Cmax) of between about 12 and about 60 µg/ml. 
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63. The composition use of any one of claims 14 

14 

or claim 2, wherein the 

portion 

-IL-13 antibody, or antigen-binding portion thereof, 

thereof. 

74. 	The eempesitieri-use of any-ene-of-claims 

is 13C5.5, or an antigen-binding 

or claim 2, wherein the 
I 

composition is a pharmaceutical composition. 
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wherein 

wherein 

wherein 

the composition is 

the composition is 

the composition is 

the asthma is mild to 

comprising administering 

95. 	The ffiethed-use of claim &1 or claim 2, 

formulated for administrationadni-inistefed once. 

4-06. 	The methed-use of claim 81 or claim 2, 

formulated for administrationadministered weekly. 

-1-1-7. 	The method-use of claim-I-0 1 or claim 2, 

formulated for administrationadministefed for about 3 weeks. 

wherein 

further 

an 

I
4-28. The methed-use of claim 81 or claim 2, 

moderate asthma. 

-1-3.9. 	The methed-use of claim 81 or claim 2, 

additional agent4e-said-subject. 
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4-410. The methed-use  of claim 139 wherein said additional agent is selected 
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from the group consisting of: a therapeutic agent, an imaging agent, a cytotoxic agent, an 

angiogenesis inhibitor, a kinase inhibitor, a co-stimulation molecule blocker, an 

adhesion molecule blocker, an anti-cytokine antibody or functional fragment thereof; 

methotrexate, a cyclosporin, a rapamycin, an FK506, a detectable label or reporter, a 

TNF antagonist, an anti-rheumatic, a muscle relaxant, a narcotic, a non-steroid anti-

inflammatory drug (NSAID), an analgesic, an anesthetic, a sedative, a local anesthetic, a 

neuromuscular blocker, an antimicrobial, an antipsoriatic, a corticosteroid, an anabolic 

steroid, an erythropoietin, an immunization, an immunoglobulin, an immunosuppressive, 

a growth hormone, a holinone replacement drug, a radiophannaceutical, an 

antidepressant, an antipsychotic, a stimulant, an asthma medication, a beta agonist, an 

inhaled steroid, an oral steroid, an epinephrine or analog, a cytokine, and a cytokine 

antagonist. 

15. 	A 	treating 	in 	 intravenously method of 	asthma 	a subject comprising 

. 

(C (a) a maximum serum concentration 

lig/mL, and 

the 	 time 	 between (b) an area under 	serum concentration 	curve (AUC) of 	about 

1,500 	98,000 	L, and about 	ugh/ 

to 	id 	
ect. 

16. 	The 	 15, 	the 	 binding method of claim 	wherein 	antibody, or antigen 	portion 

thereof, is 	 dose 	0.3 administered at a 	of about 	mg/kg. 
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17. The method 

10 lig/mL. 

of claim 16, wherein the C 	is between about 5 and about 

18. The method 

5 	about 2,700 Rgh/mL. 

of claim 16, wherein the AUC is between about ,500 and 

19. The method of claim 15, wherein the antibody, o. antigen-binding portion 

thereof, is administered at a dose of about 3 mg/kg. 

10 	20. 	The method 

90 1.tg/mL. 

of claim 19, wherein th= Cm 	is between about 55 and about 

21. The method 

about 34,000 psh/mL. 

of claim 19 wherein the AUC is between about 20,000 and 

15 

22. The methos of claim 15, wherein the antibody, or antigen-binding portion 

thereof, is administered . t a dose of about 10 mg/kg. 

23. he method 

20 	about 235 	g/mL. 

of claim 22, wherein the Cm,„ is between about 190 and 

24. The method 

about 100,000 ugh/mL. 

of claim 22, wherein the AUC is between about 75,000 and 
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25. 	The method of claim 15, wherein the Cmax  value is between about 20 an. 

about 30 (pg/ L)/( 	g/kg) after dose normalization. 

26. 	The method of claim 15, wherein the AUC is between abou 6,000 and 

5 about 10,000 (ugh/mL)/(mg/kg) after dose normalization. 

27. 	A method of treating asthma in a subject comp 	ing subcutaneously 

administering to the subject an anti-IL-13 antibody, or anti• -n-binding portion thereof, 

wherein at least one pharmacokinetic characteristic selec ed from the group consisting 

10 of: 

(a) a maximum serum concentration(Cm.  	of between about 1 and about 60 

µg/mL, and 

(b) an area under the serum conce tration-time curve (AUC) of between about 

15 

125 and about 8,100 ugh/mL, 

is achieved following administrat •n of the antibody, or antigen-binding portion thereof 

to said subject. 

28. 	The 	thod of claim 27, wherein the antibody, or antigen-binding portion 

thereof, is admini eyed at a dose of about 0.3 mg/kg. 

20 

. 	The method of claim 28, wherein the Cmax is between about 1 and about 6 

ug/m . 

30. 	The method of claim 28, wherein the AUC is between about 100 and 

25 about 800 µgh/mL. 
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31. The method of claim 27, wherein the antibody, or antigen-binding portion 

thereof, is administered at a dose of about 3 mg/kg. 

5 32. The method of claim 31, wherein the C 	is between a• •ut 12 and about 

60 pg/mL. 

33. The method of claim 31, wherein the AUC 's between about 1,100 and 

about 8,100 ligh/mL. 

10 

34. The method of any one of clai , s 15 or 27, wherein the anti-IL-13 

antibody, or antigen-binding portion thereo ', is 13C5.5, or an antigen-binding portion 

thereof. 

15 35. The method of 	y one of claims  15 or 27, wherein the anti-IL-13 

antibody, or antigen-bindin portion thereof, is administered once. 

36. Thp method of any one of claims 15 or 27, wherein the anti-IL-13 

antibody, or an gen-binding portion thereof, is administered weekly. 

20 

37. The method of claim 36, wherein the anti-IL-13 antibody, or antigen- 

' 4 ing portion thereof, is administered for three weeks. 

38. The method of any one of claims 15 or 27, wherein said asthma is mild to 

25 moderate asthma. 
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39. The method of any one of claims 15 or 27, further comprising the 

administration of an additional agent. 

5 40. The method of claim 39, wherein said additional agent 	selected from 

the group consisting of: a therapeutic agent, an imaging agent, a c 	•toxic agent, an 

angiogenesis inhibitor, a kinase inhibitor, a co-stimulation mole 	le blocker, an 

adhesion molecule blocker, an anti-cytokine antibody or funs' onal fragment thereof; 

methotrexate, a cyclosporin, a rapamycin, an FK506, a de ctable label or reporter, a 

10 TNF antagonist, an anti-rheumatic, a muscle relaxant, 	arcotic, a non-steroid anti-

inflammatory drug (NSAID), an analgesic, an anest -tic, a sedative, a local anesthetic, a 

neuromuscular blacker, an antimicrobial, an anti s.oriatic, a corticosteroid, an anabolic 

steroid, an erythropoietin, an immunization, a immunoglobulin, an immunosuppressive, 

a growth hormone, a hormone replacement rug, a radiopharmaceutical, an 

15 antidepressant, an antipsychotic, a stimu .nt, an asthma medication, a beta agonist, an 

inhaled steroid, an oral steroid, an ep 	ephrine or analog, a cytokine, and a cytokine 

antagonist. 

41. A method •f treating asthma in a subject comprising subcutaneously 

20 administering to the s eject an anti-IL-13 antibody, or antigen-binding portion thereof, 

at a dose of about 0. 	mg/kg, wherein at least one pharmacokinetic characteristic 

selected from th,  group consisting of: 

(a) 	alf-life of between about 24 and 31 days; 

b) a Tmax  of between about 3 and about 5 days; and 

25 (c) a bioavailability of at least about 60% 

is achieved following administration of the antibody, or antigen-binding portion thereof 

to said subject. 

117 



42. 	The method of claim 41, wherein the bioavailability is at least about 70% 

5 

43. 	A method of treating asthma in a subject comprising subcutaneois y 

administering to the subject an anti-IL-13 antibody, or antigen-binding portio ►  thereof, 

at a dose of about 3 mg/kg, wherein at least one pharmacokinetic characte 	tic selected 

from the group consisting of: 

(a) a half-life of between about 23 and 26 days; 

(b) a T 	of less than or equal to about 5 days; and 

(c) a bioavailability of at least about 60% 

10 is achieved following administration of the antibody, •r antigen-binding portion thereof 

to said subject. 

44. 	The method of claim 43, *herein the bioavailability is at least about 70%. 

15 45. 	A method of trea ng asthma in a subject comprising intravenously 

administering to the subject . 	anti-IL-13 antibody, or antigen-binding 	thereof, portion 

at a dose of about 0.3 mg/ g, wherein at least one phaimacokinetic characteristic 

selected from the grout consisting of: 

(a) a cleara 	e rate of between about 0.11 to about 0.19 mL/hr/kg; and 

20 (b) a vo 	me of distribution of between about 70 to about 130 mL/kg 

is achieved ollowing administration of the antibody, or antigen-binding portion thereof 

to said s 	eject. 

46. 	A method of treating asthma in a subject comprising intravenously 

25 administering to the subject an anti-IL-13 antibody, or antigen-binding portion thereof, 
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at a dose of about 3 mg/kg, wherein at least one pharmacokinetic characteristic selected 

from the group consisting of: 

(a) a clearance rate of between about 0.08 to about 0.14 mL/hr/kg; and 

(b) a volume of distribution of between about 55 to about 100 mL/kg 

5 	is achieved following administration of the antibody, or antigen-bindin. *onion thereof 

to said subject. 

47. 	A method of treating asthma in a subject co , prising intravenously 

administering to the subject an anti-IL-13 antibody, or a t igen-binding portion thereof, 

10 	at a dose of about 10 mg/kg, wherein at least one phar acokinetic characteristic selected 

from the group consisting of: 

(a) a clearance rate of between about 0.19 to about 0.13 mL/hr/kg; and 

(b) a volume of distribution of be ►* een about 85 to about 130 mL/kg 

is achieved following administratio 	of the antibody, or antigen-binding portion thereof 

15 	to said subject. 

or 

48. 	The met •d of any one of claims 41-47, wherein the anti-IL-13 antibody, 

antigen-binding p • ion thereof, is 1305.5, or an antigen-binding portion thereof. 

20 49. 	The method of any one of claims 41-47, wherein the anti-IL-13 antibody, 

or antige -binding portion thereof, is administered once. 

or 

50. 	The method of any one of claims 41-47, wherein the anti-IL-13 antibody, 

antigen-binding portion thereof, is administered weekly. 
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51. The method of claim 50, wherein the anti-IL-13 antibody, or antigen- 

binding portion thereof, is administered for 3 weeks. 

52. The method of any one of claims 41-47, wherein said ast 	a is mild to 

5 	moderate asthma. 

53. The method of any one of claims 41-47, furth r comprising administering 

an additional agent to said subject. 

10 54. The method of claim 53, wherein aid additional agent is selected from 

the group consisting of: a therapeutic agent, 	imaging agent, a cytotoxic agent, an 

angiogenesis inhibitor, a kinase inhibitor, 	co-stimulation molecule blocker, an 

adhesion molecule blocker, an anti-cyt• 	ne antibody or functional fragment thereof; 

methotrexate, a cyclosporin, a rapa 	cin, an FK506, a detectable label or reporter, a 

15 	TNF antagonist, an anti-rheuma , , a muscle relaxant, a narcotic, a non-steroid anti- 

inflammatory drug (NSAID), 	analgesic, an anesthetic, a sedative, a local anesthetic, a 

neuromuscular blocker, an . t microbial, an antipsoriatic, a corticosteroid, an anabolic 

steroid, an erythropoieti 	an immunization, an immunoglobulin, an immunosuppressive, 

a growth 	 hormone, a , oimone replacement drug, a radiophaunaceutical, an 

20 	antidepressant, an ntipsychotic, a stimulant, an asthma medication, a beta agonist, an 

inhaled steroid, s n oral steroid, an epinephrine or analog, a cytokine, and a cytokine 

antagonist. 

55. The composition of any one of claims 1-5 or the method of any one of 

25 	• aims 15, 27, 41, 43 or 45-47, wherein said subject is a human. 

56. An isolated composition comprising an anti-IL-13 antibody, or antigen- 

binding portion thereof, wherein, when administered intravenously to a subject at a dose 
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of about 0.3 mg/kg, 1 mg/kg, 3 mg/kg or 10 mg/kg, the antibody, or antigen-binding 

portion thereof, is capable of exhibiting any of the pharmacokinetic parameters set 'o h 

in the specification, Tables or Figures. 

5 57. An isolated composition comprising an anti-IL-13 antibody, or antigen- 

binding portion thereof, wherein, when administered subcutaneousl; to a subject at a 

dose of about 0.3 mg/kg, 1 mg/kg or 3 mg/kg, the antibody, or a • igen-binding portion 

thereof, is capable of exhibiting any of the pharmacokinetic p rameters set forth in the 

specification, Tables or Figures. 

10 

58. A method of treating or preventin asthma in a subject comprising 

intravenously administering to the subject an . 	-IL-13 antibody, or antigen-binding 

portion thereof, at a dose of about 0.3 mg/1 	, 1 mg/kg, 3 mg/kg or 10 mg/kg, wherein at 

least one of the phannacokinetic charactr ristics set forth in the specification, Tables or 

15 Figures is achieved following admini ration of the antibody, or antigen-binding portion 

thereof, to said subject. 

59. A method • f treating or preventing asthma in a subject comprising 

subcutaneously admi .stering to the subject an anti-IL-13 antibody, or antigen-binding 

20 portion thereof, a 	dose of about 0.3 mg/kg, 1 mg/kg, 3 mg/kg or 10 mg/kg, wherein at 

least one of the 	armacokinetic characteristics set forth in the specification, Tables or 

Figures is ac fleved following administration of the antibody, or antigen-binding portion 

thereof, to aid subject. 
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